Rx Thudc ké don
RUSAVATE
Bilastin 2,5mg/ml
Pocky hw?\‘ ’:‘l“"\‘r?y Vg
oc ky huéng dan st dung trudre khi dung.
Thudc ndy chi dung theo d Y

THANH PHAN % ¢ S,
Md&i ml dung dich udng ¢6 chifa:
Hoat chat:
?Iaérin .......... 25mg

4 dugc: Beta cyclodextrin, hydroxyethyl cellulose, methyl para araben, sucralose,
Auon, klxh, hucknn hoa qua, n)\'%c tinh khiét, Y paraben, propyl P
guo i ds hN PHAM

ung dich udng ddng nhat, huong thom, vi ngot.
DAP& aio cu% ’ %

Dung dich udn:

QUY CACH oo?vc GOl

HOp 110 nhua PET x 60, 120 mL

HOp 10, 20, 30 dng nhya PVC/PE x 4 mL.

HOp 10, 20, 30 6ng nhira PVC/PE x 8 mL.
DACTINK DUQC LUC HOC

CN)'S‘;ﬂrah d\llqc Tgc hoc

m duoc ly: Thudc khang hi in str dung duon

el ROO() Kx29‘.1 ng histamin sirdung 9 toan than.

Bilastin 13 mét chat d6i khang histamin khdng gy budn nqy d kéo dai, doi khang chon
Iglca;;?: \t',hu ':léé H1 ngoai vi va khdng ¢ i luc véi thy thé ?n‘f;fc‘::f,ﬁc,“"g 4 el
gung mof I?éu ;g:"phén g man ngufa, ban dd trén da do histamin trong vong 24 gia sau khi st
frong cac thir nghiém 1am sang duoc thuc hién trén ngudi In va tré vi thanh nién cé viem mii di
lmg theo mpa?\oac quanh n_gm), bilastin 20 mg, sU dung mat Iin rri\Ot ngay trong vong 14-28
nQay, dem lai hiéu qua trong viéc 1am gidm cac tridu chimg nhu hit hoi, chdy nuéc mai, ngua mai,
naat mui, chay nudc mat va dé mét. Bilastin kiém sodt hiéu qua cic triéu chimg trong vong 24 gid.
Trong hai thir nghiém 1am sang duoc thuc hién trén bénh nhin may day nguyén phat man tinh,
bilastin 20 mg, uéng mét 1an/ngay trong 28 ngaz chimg minh dugc Kieu qua trong lam giam muc
dd ngifa va giam s& luong, kich thudc clia cac vét san cung nhu cfm iac kho chiju cua bénh nhan
cs!gnmay day. Bénh nhan cai thién dugc chit lugng gidc nali va do do, cai thién chat lugng cudc

Khdng cé trudng hap nao kéo dai khodng QT hiéu chinh hodc téc dung khéng mong mudn trén
tim mach duoc ghin an trong cac thir nghiém 1am sang cva bilas(ln,\J nggay ca \?al Iiéugzoo mg moi
nggy (93p 101an liéu diéu tr)) trong vong 7 ngay trén 9 bénh nhan, hoac tham chi ngay ca khican
Ph6i hop véi cac thuée e ché P-gp, nhit ketoconazol (24 bénh nhan) va erythromycin (24 bén
?\:ﬂg y(;m vao d6, mét nghién cuu theo doi khodng QT cung da dugc thic hién trén 30 ngudi
uyén. :
Trong cac thir nghiém 13m sang c6 kiém sodt, khi st dung liéu khuyén céo 13 20 mg mét 1an/ngay,
di liéu vé tinh an toan trén hé than kinh trung vong cua bilastin tyuong duong véi ig dugc \% )t,i
sudt ghi nhan tinh trang buén ngu khong khac biét'cé y nghia théng ké so vdgl gid dugc. Cac thir
nghiém 1am sang cho théy bilastin vai liéu 40 mg mét ldn/ngay khong anh hudng dén hoat tinh
lahm sthin van dong cing nhu kha nang ldi xe dugc danh gia thong qua mét bai kiém tra lai xe quy
chudn.
Ngudi cao tudi (= 65 tudi) dugc Iua chon trong nghién citu pha Il va pha Ill, két qua cho thay khén
cgsu khac biét trong hiéu qua cing nhu dé an t(g)an khi so sanh vﬂi?\hém ben?\ nhén tré tﬂ6i hm?.
DACTINH DU NG H: v
Hép thu: Bilastin dugc hap thu nhanh sau khi udng va dat néng do téi da trong huyét tuong sau
:;hgf;)g 1,3 gi&. Thude khong bi tich Iay. Gid tri sinh kha dung duong uéng trung binh cia bi?astln

Phan b&: Nghién cutu in vitro va in vivo cho thy bilastin 1a mét co chét clia P-gp (xem muc Tuong tdc
thudc, tuong tac véi ketoconazol, erythromycin va diltiazem) va co chét ca OATP (xem muc Tuong
tdc thuéc, wcn; tac vai nudc budi chum). Bilastin khdng phdi la co chét cla cac chat van chuyén
BCRP hoac chét van chuyén tgi than OCT2, OAT1 va OAT3. Theo cac nghién cu in vitro, bilastin
khéng duoc du dodn 13 uc ché céc chét van chuyén tr%ngrtoan hé théng, bao gém: P-gp, MRP2,
BCRP, BSEP, OATP1B1, OATP1B3, OATP2B1, OAT1, OAT3, 1, 0CT2, va NTCP, do chi c6 muc dé uc
ché thap dugc ghi nhan v6i P-gp, OATP2B1 va OCT1, véi gia tri ICS0 uéc tinh > 300 uM, cao hon rét
nhiéu so véi néng do téi da udc tinh trong huyét tuong Cmax. Vi thé, cac (uong tac nay khong co
nhiéu dnh huéng trén 1dm sang. Tu‘y nhién, cing theo cac nghién cuu nay, khong thé loai trif tac
8un uc ché cla bilastin lén cac chat van chuyén trén niém mac ruét.

li€u diéu tri, ti |& gan vdi protein huyét tuong cua thuéc la 84-90%.

Chuyc!YnPhé((z): Két qua cac nghién ctu in vitro cho thay bilastin khéng cdm ung hodc Uc ché hoat tinh
clia CYP450.

Théi tri: Trong mét nghién cdu can bang khéi dugc thusc hién trén nguai tinh nguyén khée manh,
sau khi ubng mét liéu dan 20 mg 14C-bilastin, gan nhu 95% liéu dung dugc tim lhér (ron?(nudc
tiéu (28,3%) va phan (66,5%) dudi dang bilastin khong bién déi. Diéu nay cho théy bilastin hOng
duoc chuyén héa nhiéu trong ca thé ngudi. Thai gian ban thai trung binh tinh trén ngusi tin|
nguyén khée manh 12 14,5 gid.

Uc d6 tuyén tinh: Bilastin biéu hién mé hinh dugc dong hoc tuyén tinh trong khoang liéu nghién
cuu (5 dén 220 ma), véi muc do dao dong nhé gida céc ca thé. >
Bénh nhdn suy thdn: Trong mét nghién cdu trén céc bénh nhan suy than, gia trj trung binh (SD) cia
AUCo-w tang ti 737,4 (+ 260,8) ng x gi¢/ml trén bénh nhan chic nang than binh thudng (do Igc cdu
than: > 80 ml/phat/1,73 m?) 1én 967,4 (+ 140,2) ng x gig/ml trén binh nhan suy than nhe (D6 loc
c4u than: 50-80ml/phat/1,73m?), 1384,2 (4 263,23) ng x gio/ml trén bénh nhan suy than uung inh
(D6 loc céu th?n: 30 - <50ml/phat/1,73 m2), va 1708,5 (+ 699,0) ng x gi/ml trén bénh nhan suy
than nang (06 loc cau than: < 30ml/phat/1,73 m?). Gid tritrung binh (SD) ctia thai gian ban thai caa
bilastin 14 9,3 gio (+ 2,8) trén cac bénh nhan binh thudng, 15,1 glc (£ 7,7) trén bénh nhan suz than
nhe, 10,5 gi¢r {+ 2,3) trén bénh nhan suy than trung binh va 18,4 gio (+ 11,4) trén bénh nhan suy
than nang. Qué trinh bai xudt qua nudc tiéu gan nhu duoc hoan tat sau 48 -72 gids trén tt ¢ cac
ao% tugng. Nhiing tha doi vé 3u ¢ dong hoc nay khéng cho thdy dnh hudng ré rét trén 1dm sang
trén d%an toan cla blﬁs;ln. doén ng dé thubce trong huyét tuong trong truong hop bénh nhan suy
than van ndm trong khoéng diéu tri.

Bé?lh nhén suygan'gKhOng gé dr liéu vé duge dong hoc trén bénh nhan suK gan. 0 ngudi, bilastin
khéng bi chuyén héa. Do két qua trong nhiing nghién cdu trén bénh nhan suy than cho thdy
duong thai trd qua than 3 duong thai trd chinh, qua trinh bai xuat (1:13 mat chi dong gop mot phan
rét nho vao sy Shéi tris cGa bilzsl:g. Sts/;hay d6i chic nang gan 6 thé khong lam thay déi dang ké
dugc dong hoc cla bilastin trén lam sang.

Ng?ldl c?wgru i Co rét It dir liéu vé viec st'? dung thuéc cho ngudi trén 65 tui, Chua c6 khac biét co
y nghia théng ké nao dugc ghi nhan gitia dac tinh dugc dong hoc clia bilastin trén ngudi cao tudi

va Yén ngual tré tubi.
CHIDINI

Sirdung dé lam giam céc triéu ching cla viém mai di ing (hdt hoi, ngua, chay nudc mai mai sung
do vgc t’?' nuocgmé!), cac dang viém két mac di ing (quanh nam hoac theo mia) va mé day.

6cD Nﬁd ong ub
Thubc dung duong ubng.
Can wbng thube vago lho?diém 1 gi¢ trudc hodc 2 gio sau dn,
LIEU DUNG 3
( i ilastin
Liéu khuyén céo & tré em tu 6 - 11 tubi va c6 trong lugng ca thé it nhit 20 kg la 10 mg bilas
(tuon ar);g vdi 4 ml dung dich uéng) 1 18n/ngay dé?am gidm cac triéu ching cla viem mui di ung
va mé day. £
Nguoi l;g va tré em trén 12 tubi: Liéu khuyén cdo 20 mg bilastin/ngay, tuong Ung vai 8 ml dung
dich ubng/ngay. a1 8 ] ) hai alan
ai dot diéu tri: Trong diéu trl viém mai di ung, viéc diéu trj chi gidi han trong khoang thai g

?gl‘i’:p xS}:?/I(ﬂ yéu té dlgnguyén, Cy thé la, trong diéu trj viém mai di unq"heo mua, ¢ thé ngun
thube khi hét triéu ching va st dung lai khi triéu chung xuét hién tré lal. Trong diéu trj viem mui di
ung quanh nam, nén sU dyng thuéc lién tuc trong su6t thoi gian tiép xac voi dine uyen.
Trong diéu tri mé day, thoi gian diéu tri phy thuoc vao dang mé day, thai gian va dién bién clia triéu
china. b 3a bi i3m ch hua dugc

h nh than: An toan va hiéu qua cda bilastin & tré em suy giam chuc nan than chua dug
gs:h 31358:‘ ﬁgfﬁ’?n cuu dduqc tién hanh & nguoi lan suy than ch(,g rang khong (?., c?llnh liéutrén

h udi 1o than j
gggh 'r‘lagﬂ ggycganr};ﬁ{oaf\ v hiéu qua cUa bilastin & tré em suy gan chua dugc danh gia. Tuy
nhién, vi bilastin khong chuyén héa qua gan ma chd yéu thai tris qua than, tinh trang suy gan cg
thé khéng lam néng d !hug( trong mau vugt quéa giol han an toan, Do do, khong can chinh liéu
beném nhéan r‘\zuin lt?n suy gan.
CHONG CHI BINH e
Chéng chi d!n'lx cho nhiing bénh nhan qua man vdi bilastin hoac bt cu thanh phdn ta dugc nao
trong ché phém
THANTRONG y :
Di ng vai Bilastin hoac bt ky thanh phdn nao cua thude, g
Than trong khi su dun(,: cho bénh nhan bi bénh vé gan hoac than & muc do vua hoac nang.
Trén bénh nhan suy thin nang hojc trung binh, viéc st dyng dong thoi bilastin voi cdc chat dc ché
p-glucoprotein nhu ketoconazol, erythromycin, cyclosporin, ritonayir hoac diltiazem c6 !hé lam
tang néng do bilastin trong huyét tuong, do d6 lam Iavgj nguy co xay ra phan Ung bat lgi. Vi vay,
cén tranh st dyng déng thai bilastin vai cac chit dc ché p-glycoprotein trén bénh nhan suy than
nang hodc trung Einh.

Thuée khong nén ubng ciing thite an hode nudc é i hay i cAy

¢ E 4 p budi hay nude trii cly khic, didy na, i
tac dung caa bilastin 4 12U nay lam glan?
Hitu qud va an toan ciia bilastin & tré ern dudi 2 tubi chua duoe danh gid, c6 it dit lidy 13m sang vé
V|§c su dung thude cho tré em tif 2-5 tudl. Do d6, bilastin khdng nén st dung trong ese nhém tubi
n

Ché phdm c6 chifa methyl paraben, propyl paraben, than trong véi nhimg nguet min cam voi
methyl paraben, propy! paraben. )
Ché pham c6 chifa duang kinh, than trong véi nhitng nguéi khéng dung nap dudng
PHUY NU €O THAI VA NUOI CON BANG SUA ME
Phu nir ¢é thai
Tac dong trén kha nang sinh sdn: Chua 6 hodc rat it bAng chitng 1dm sang. Mét nghidn cd trén
chudt cho thiy khéng c6 tac dong tiéu cuc nao trén chitc nang sinh san
Phu nir c6 thai: Khong c6 hodc ¢6 rat it dir liéu vé vide sif dung bilastin trén phu nir ¢6 thai, Nghién
ciiu trén dong vat khong cho thdy tac déng cé hai true tiép hodc gidn tiép 1én kh nang sinh san,
st phat trién ca bao thai va sau sinh. Tuy nhién dé dam bao an to%n, tranh s dung bilastin trond
glal doan mang thai.

'hu nir dang nudi con bdng sira me
Thdng tin v& kha nang bai xuat qua sita me ctia bilastin vin chua dudc biét 1. Dic diém nég cang
chua dugce nghién ciiu trén dong vat. Trén thuc té, can quyét dinh tiép tue/nging cho con ba ha
tiép tuc/ngumng sir dung bilastin dya trén tuong quan gita lgi ich ctia viée bi me cho tré va ldi ic
ctia me khi st dung bilastin,
TUONG TAC THUOC VdI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC
'{ggﬁng tac vai thie dn: Thitc an ¢6 thé lam gidm sinh kha dung dudng uéng cda bilastin khoang

Tuong tac véi nuéde budi: Uong bilastin 20 mg véi nuée budi lam gidm sinh kha dung cda thudc

30%. Hién tugng nay c6 thé xdy ra véi cac loai nudc qua khac. Mite d6 gidm sinh kha dung ¢6 thé

dao dong gitfa cic ché pham va céc loal hoa qua khac nhau. Co ché tuang tac nay thong qua qua

trinh uc ché OATP1A2, mét chit van chuyén bilastin ti duan%tiéu hoéa vao mau. Cac thudc la co

chétéhoac Uc ché OATP1A2 nhu ritonavir hoac rifampicin ¢6 thé lam gidm néng dé bilastin trong

huyét tuong. <

Tuong tac véi ketoconazol hodc erythromycin: Ung déng thasi bilastin va ketoconazol hodc

erythromycin 6 thé 1am tang AUC cta bilastin 2 1n, tang Crax 2-3 1an. Diéu nay c6 thé gidi thich do

tuong tac vai chdt van chuyén dua thudc trd lai IOn% dng tiéu héa, do bilastin 1a co chat cia P-gp

va khong bi chuyén hoa. Nhiing thay déi nay c6 thé khong dnh huéng dén muc do an toan cia

bilastin cing nhu ketoconazol hodc erythromycin. Cac thuéc khac cang la co chat hoac chdtbc ché

P-gp, vidu nhucrclosporin, cling c6 nguy cd lam tang néng dé huyét tuang cua bilastin.

Tuang tac véi diltiazem: Uéng déng thi bilastin 20 mg va diltiazem 60 mg lam tang néng do

Cmax cua bilastin 1én 50%, Diéu nay c6 thé ly ?‘iél do tuong tac vdi cac chat van chuyén dua thudc

trd lai long 6ng tidu héa, va co thé khong anh hudng dén mie dé an toan cia bilastin.

Tuong tac véi rugu: Trang théi tam thin van dong sau khi uéng déng thai ruou va bilastin 20 mg

tuong ty nhu két qua ghi nhan sau khi uéng déng thai ruou va gia duoc.

Tuong tac véi lorazepam: Udng dong thai bilastin 20 mg va lorazepam 3 mg trong 8 ngay khéng

lam tan?q(éc dung trén hé than dnh trung uvong cta lorazepam.

TAC DUNG KHONG MONG MUON

- Cdc tdc dung phu c6 thé xdy ra & tré em - ’

Trong qué trinh phat trién Idm sang, phan loai va muc do nghiém trqn? cua cac phan ung_bét loi &

thanh thiéu nién (12 -17 tudi) duoc quan sat thdy giong nguai In. Ty 16 tré em (2-11 tudi) ¢6 bao

céo tac dung phu (AE) sau khi diéu tri vdi bilastin 10 mg cho di Ung theo mua hay quanh nam va

n6i mé day tu phat trong mét thi nghiém lam sang c6 kiém soat trong vong 12 tudn duoc so sinh

v6i bénh nhan dung gia duac (68,5% 50 véi 67,5%). Cac tac dung phu phé bién nhat dugc bao cdo

bai 291 tré em (2-11 tudi) st dung bilastin trong thir nghiém 1am sang, 31 tré em c6 cac biéu hién

ghunhl'lc déu, viém két mac di tng, viém mai, dau bung duoc so sanh véi 249 bénh nhan dung gia
uac. g

Cac phan ting bét loi it nhét c6 thé lién quan dén bilastin dugc s dung cho tré em (2-11 tudi) va

duoc bdo cao lron% hon 0,1% bénh nhan dung bilastin 10 mg trong gial doan phat trién ldm sang

ctia thuée dugc phan loai dudi day.

Tén su5t6ghl nhan nhu sau:

- Rat phé bién: (21/10)

- Phé bién: (21/100; <1/10)

- Khéng phd bién: (>1/1 000; <1/100)

- Hiém gdp: (21/10 000; <1/1 000)

- Rdt hiém Eap: (< 1/10000)

Khéng 16 (khong thé udc tinh dugc tis cac dir lidu hién c6). Cac phan tng hiém gap, rdt hiém gap
va khéng ré khong dugc ghi vao bang.
Hé co
A Bilastin 10 mg Gia duoc
Phan iing N=291 N=249
Téan suat bt loi
Nhiém tring va nhiém ky sinh tring
Phé bién Viém mai 3(1,0%) 3(1,2%)
Réi logn hé than kinh
Phé bién Dau diu 6(2,1%) 3(1,2%)
Chéng mat 1(0,3%) 0(0,0%)
Khong phé bién
Mat nhan
thie 1(0,3%) 0(0,0%)
Mdt
Phé bién VoLt e 4(1,4%) 5(2,0%)
diung
Khéng phé bién Kich ting mét 1(0,3%) 0(0,0%)
Réilogn tiéu héa
Phé bién Bau bung 3(1,0%) 3(1,2%)
Tiéu chay 2(0,7%) 0(0,0%)
Khong phé bién Buon ndn 1(0,3%) 0(0,0%)
Sung moi 1(0,3%) 0(0,0%)
Réiloan da va mé duéida
Eczema 1(0,3%) 0(0,0%)
Khéng phd bién e —
Mé day 2(0,7%) 2 (0,8%)
Réiloan chung
Khéng phd bién Mét mai 2(0,7%) L 0(0,0%)




- Cdetdc dung phu b ¢l
Trong cac thir nghigm
mui di g hodc mé 4,
Wong ahi nhan trén ban
Cac phdn (g bat loi cu
mg trong thir nghiem 13
phan (Mg nay xust hien

duoc.

Cac phdn ing bat 191 it nh,
nhan diing bilastin 20 m
Tan sudt ghi nhan nhu sau:
R&t phd bién: (>1/10)

ay

hé xdy ra & ngui 1ém

Phébién.(?!/\()(];d/w)

Khona phé bién: (>1/1 000; <1/100)
Hiém Qdp: (21/10 000; <1/1 000)
R&t hidm gap: (< 1/10 000)

Khdng rd (khdng thé uéc tinh duge tir cac

va khdng rd khong dugc ghi vao bang.

dirliéu hign ¢8). Cac phan (ing hiém gap, rat hiém gap

13m sang, s Iong tac dung khéng mong mudn gap phai & bénh nhan viem
nguyén phat man tinh duoc didu tr bang bilastin 20 mg tvong W véi <5
h nhan st dung gid durae (12,7% so vési 12,8%). '
a thudc (ADR) thudng dugc ghi nhan trén bénh nhan sit dung bilastin 20
M $sang pha I va pha Il 13 dau ddu, budn ng, chéng mat va mét moi. Cac
VI t8n sudt tuong t tén sust ghi nhan duge trén bénh nhan st dung gia

8t cd (héilién quan dén bilastin vA dugc bao cdo trong hon 0,1% bénh
9 trong giai doan phat trién 1am sing cia thude duge phan loal dudi day

Hé co quan Bilastin 20 Tat ca cac
0 liéu Gia dugc
Tén suét Phan ung bt N=1697 bilastin N=1362
loi N=2525
Nhiém triing va nhiém ky sinh tring
Khéng H .
phé bién erpes miéng 2(0,12%) 2(0,08%) 0(0,0%)
Réi loan chuyén héa va dinh duong
Khong Tang cam giac
ohéblén | them an 10(0,59%) | 11(0,44%) | 7(0,519%)
Réiloan tam ly
M Loling 6(0,35%) 8(0,32%) 0(0,0%)
phobMn."| \ieingd 20012%) | 40016%) | 0(0,0%)
Réi loan 6¢ tai, tién dinh
e Utai 2(0,12%) 2(0,08%) 0(0,0%)
phoben -1 g itk 3(0,18%) 3(012%) | 0(0,0%)
Réi loan nhip tim
Block  nhdnh | o240 | s020% | 30022%)
phai
Hotiosip 5(030% | 5(020% | 1(007%)
Knéng xo0ang
hé bién Kéo dai khoang
P QT trén dién | 9(0,53%) 10(0,40%) | 5(0,37%)
tam dé
Bt thudng khac
1 )
wndintamas | 7041 1(0,44%) | 2(0,15%)
R61 loan hé thdn kinh
Buén ngu 52(3,06%) | 82(3,25%) | 39(2,86%)
Phé bién
Pau déu 68(4,01%) | 90(3,56%) | 46 (3,38%)
Khéng Hoa mt, chong | 1 o 8300 | 23(0919%) | 8(0.59%)
phé bién mat
Réi loan hé hdp, 16ng nguc va trung that
Khé thes 2(0,12%) 2(0,08%) 0(0,0%)
fhéng Khé chiu & mdi 2(0,12%) 2(0,08%) 0(0,0%)
phé bién
Khé mai 3(0,18%) 6(024%) | 4(0,29%)
Réiloan tiéu héa
Pau bung trén 11 (0,65%) 14 (0,55%) 6 (0,44%)
Dau bung 5(0,30%) 5(0,20%) | 4(0,29%)
Bubn non 7(0,41%) 10(0,40%) | 14(1,03%)
v : 0,0%
Khéng Kich dngdaday | 3(0,18%) 4(0,16%) 0(0,0%)
phébin | 1, chay 4(0,24%) 6(0,24%) | 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%)
Viem da day 4(0,24%) 4(0,16%) 0(0,0%)

Réi loan da va mé mém
Khong s

A [Mén ngua 2(0,12%) 4(0,16%)
pho b n §| =PI .= Pl SN O L)

Réi loan toan than

Mét moi

19 (0,75%) 18(1,32%)

4(0,16%)

F SRS ST e

( 14(0,83%)

Khat 3(0,18%) 1(0,07%)

Tang tinh trang
mét moi sdn c6

Khéng
phé bién

2(0,12%) 2 (0,08%) 1(0,07%)

S6t 2(0,12%) 3(0,12%) 1(0,07%)

3(0,18%) 4(0,16%) 5(0,37%)

Suy nhugc

Chis6 xét nghiém ]

Tang gamma- ]
glutamyl- 7(0,41%) 8(0,32%)
transferase
Tang  alanine
aminotran-
sferase

Tang aspartate
aminotran-
sferase

Tang néng do
creatinin - trong
mau

Tang néng do
triglicerid trong
méau

2(0,15%)

5(0,30%) 5(0,20%) 3(0,22%)

3(0,18%) 3(0,12%) 3(0,22%)

Khong
phé bién

2(0,12%) 2(0,08%) 0(0,0%)

2(0,12%) 2(0,08%) 3(0,22%)

Tang can 8(0,47%) 12 (0,48%) 2(0,15%)

QUA LIEU VA CACH XU TRI
Théng tin lién quan dén céc truging hgp qua liéu cao clia bilastin méi chi gidi han trong cac két qua
thir nghiém 1am sang trong giai doan phat trién thudc. Sau khi dung bilastin vai liéu cao gdp 10
dén 11 1dn lidu diéu tri (220 mg (liéu don), hoac 220 mg/ngay trong 7 ngay), tdn sudt xudt hién phan
ung khong mong muén trén ngudi tinh nguyén cao gdp 2 ldn so vdi gid duoc. Téc dung khéng
mong mudn ghi nhan nhiéu nhat la chéng mat, nhic diu va buén ndn. Khdng ghi nhan phan ung
bat lgi nghiém trong nao ciing nhu su kéo dai ddng ké khodng QT trén dién tam dé.
Mét nghién ciu chéo théng qua thong s6 QT/QT hiéu chinh da dugc tién hanh trén 30 nguai tinh
nguyén khoe manh danh gia tac ddng cla bilastin liéu lap lai (100 mg x 4 ngay) 1én su tai phan cuc
tam that. Nghién ciu da chira rng ché d6 dung néu trén khong lam kéo dai dang ké gia tri QT hiéu
chinh, Trong truéng hop qua liéu, cén dp dung cac bién phap diéu tri triéu ching va diéu tri ho tro.
Chua c6 thube déi khang dac hiéu cho bilastin.
CAC DAU HIEU CAN LUU Y VA KHUYEN CAO
Khong co.
BAO QUAN
Nai khé rdo, trénh dnh sang, nhiét d6 dudi 30°C.
Dé xa tdm tay tré em.
HAN DUNG
24 thang ké tif ngay san xudt. 30 ngdy sau mé ndp.
TIEU CHUAN CHAT LUQONG: TCCS
KHONG DUNG THUOC KHI QUA HAN SU DUNG IN TREN BAO Bl
CO'Sd SAN XUAT

CONGTY CPDUOCVATTU'Y TE HANAM

Cum CN Hoang Dang, Duy Tién, Ha Nam.




