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RUSAVATE

Bilastin 2, 3mgimd

A i -
De satitnn tay Giré e,
Do k§ haedng din si dyg rwge ki dimg,

e A . . IS £
I'livoe nay ehi dimg theo don thuoc.

THANIT PHAN

Mai ml dung dich udng co chira:
loat chit:
Bilastin.......... 2,5 mg

Ta dusge; Beta cyclodextrin, hydroxyethiyl cetlulose, methyl paraben, propyl paraben.
sucralose, dwdmg kKinh, huong hoa qua, nude tinh khict.

MO TA SAN PHAM
Iung dich udng dbng nhit, huong thom, vi nget. .
DANG BAQ CHE

ung tich udng

QUY CACH BONG GOI

Hep 1 Lo nlya PIET x 60, 120 ml.

3 10, 20, 30 dng nhua PVO/PL x4 ml.,

FIdp 10, 20, 30 dog nhua PVCAE X 8 ml.

RAC TINH DUOC LUC HQC

e tinh duge hpe hoe

Nhom duge 1y Phode khang histamin si dung ducmg todn (i,
MI ATC ROGAND9,

Bilastin & md1 chat dot khdng Distanin khong eiy budn ng, ¢ tie dyug kéo dii, déi
khing chon toe uén thy the By ngoai vi v Klbng ¢6 Gi e vo thy the muscarinie.

Bilastin tre che vdae phan e man ogiea, ban do wén da do bistamin eooag vong 24 gic
sau khi strdung mot licudon,

Trang cde thiy nghiga lm sdog duge thyre big rén ngudi Lin v tee vi thiak oidn co
vigm mii di tme (heo i bede guanh nanm), bilastio 20mg, s deag adt e mgt neay
trong, vong 14-28 ngdy, dem 1ai hidu qua troang vige tim gidm cde tri¢u chimyg nhwr hit
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hesi, chay nude mid, ngiee i, ngat i chiy mede mal vi do mat. Bilastin kiem sodt
higu qua cie tridu chirng rong vong 2:4 widy,

Trang bai Uur nghigm kim siog dige thye hién edn bénle nlidn mdy day nguycn phit
man tinh. bilastin 20 me, udng mdt Liningay ltang 28 agiy chimy minh duge hidu qui
trapg ldam gidm mie do neea v piam s6 lugng, kich taede cia cite vt san ciiag nhw
citm gide Kho ehju cia benh ahin do may day. Bénh nhéin ¢ai thicn duge chidt hrgmyg gide
ned v do 46, ¢ thi¢n chac fuyng cude sdng.

Khéng, ¢6 wudsag hop nao kéo dii khoang 1 higu chinh hoge tie dung khong mong
madn wén tim mach dirge ghi nhan wong cic thar nghi¢m Kim sang cia bilastin, ngay i
véi lidu 200me moi neay (gip 10 )ia licu diéu () tromy vonp 7 ngiy trén @ bénh nhin,
hodic thi chi ngay ¢a khi ctng phdi bop voi cae thuie e ché Pogp. nhu ketoconazol
(24 bénh abin) va ceythromycin (bénh ahan), Thém vao do, mdt nghicn cire theo dai
khodng QT comg ¢ deege thyee hidn 1rén 30 npudsi tinh nguyen,

Trong cic thur ngliidim lim sang cb kidm sodt, khi stz dung lidu khuyen cio )a 20 mg mot
lin/nedy, i lidu & tinb an toan wén hé than kinh trung vong ctia bilastin teong duony
Vi pia duge va L swat ghi nhan tinh arang buda ngd khdnp khic biét ¢é ¥ nghia thong ké
s véi gia diege, Cie thir nghicm Fon sing cho daty bilastin vai liéu 40 mp mot [ongay
Kidng anh herdmg dén hoat tinh G thin vén dgng ciing nhu kha ping 141 x¢ duge dinb
gidt thing qua mat bii kiém tra i xe quy chuin,

Npuoi cao (di (> 65 tudi) duge lya chon trong aghicn el pha i va pha I1L k&t qui cho
thiy Khéng ¢6 sur khiie bigt trong higu qua ciing alie dd an todn khi so sdnk wéi nhdm
bénh nhin e tdi hon.

DAC TINH DUQC DONG HOC

1ip i Bilastin duge hip (hu nhanh sau khi udng v dat ndng d§ tdi da trang buydt
twame sau khoang 1,3 git, Thude khéng bi lich Iy, Gid irj sinh kha dung dudmy ung
trung binls eia hifastin 3 61%.

Pheire b6 Nghidu ¢l in vitro v in vive cho 1hiy bilastin 13 mot co chit eta P-pp (xem
muye Twuny tde thude, (wong e vii ketoconazol, erythyomyein va diltiazem) vi co chit
el OATP (xem muc Tiong tae finée, arong 1ée voi nude budi chita), Bitastin khong
phai I cu chit cim cie chil vin chuyén BCRP hojic chit vdin chavén i thin OCT2,
OATE va OAT3. Theo cie nghién ciu in vitro, bilastin khéng duoe du dodan 14 e ché
cie chit vin chuyén nong w0dn hé Méng. bao gom: P-gp. MRP2, BCRP, BSEP,
OATPIBL, QATPIBA, OATDP2I, OATI, ON'TS, OCTL, OCT2, v NTCE, do ehi o
mire do (e ché (hilp duere ghi nhin vii P-gp, OATPZIE v OCTE, voi gia uj 1030 wde
(ieeh = 300 juvd, caw hon ritt nhicu sv vdi hong J toi i ude tinh wong huvéy e Copa,
Vi th, ¢ite tueng tie niy khéng ¢6 aliicu anly Intong, teén lam sdng. Tav nhidn, eling
(hee ciie nghicn ciu nay, khéng the luai 1 e dung (ke ché ea bilastin [&a cde chit vin

chuyén (eén nidin mge it

(5 lidu diéu trd, 10 1¢ gdn vai protein Iyt tuong ctia thude 1y 81-90%,

—
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Chuyén hia: K& qui cie nghién citn i vitro cho thiy bilastin khéng cam g hoge e
¢hé hoat tinh cos CYPAS0,

Tii g Trong mOL pzhicn ctu ¢in héng khoi duge thyee hién wéa agucni linh aguyén
khoe manh. sau khi udig mot lidu don 20 my 1IC-bilastin, gan nhr 959% lién dimg duge
tim thiy tromy mirde du (28.3%) vi phan (66,3%) dudi dang bilastin khong bica dai,
iéu ndy cho thiy bitastin khong duge chuydn hoa nhicu trong e thé agudt, Thi gian
byt thai trong bink tinh trén ngardst tinh nguyén khde manh 13 145 gid,

Aie dp taven tinh: Bilastin bicu hién mo kinh duge dong hoe tuyén tinh trong khodng
liéu nghicn cir (5 dén 220 mg), véi mue df dae ddog nhé gitte cie ca thd.

Binh nhén suy than: Trong midk nghidu ct rén cde béuh nhdn suy than, gia irj truny
binh (817 cua AUCu.. ting tir 737,4 (2 260,8) ng x gicml trén bénh phin chie niay
thdan binh thuong {(do Toc cdun thin: > 80 miphat/1,73 m?) lén 967.4 (£ 140.2) ng x
gicfml udn bénh nhan suy thian nhe (139 Tpe cin thin: S0-80miphin/1,73m2), 13842 (-
263,23) ng x giddmi wén benb nhan suy thdn trung binh (B9 e ¢iu thin: 30 -
<30mVphar/1.73 ), va 1708,5 (2 699,0) ng x eiddml trén bénh nhén suy than ndng (Do
fpe cio ;< 30miphi/t, 73 wm?). Gid trf trung binh (812) et thid gian bia thid e
bilastin 14 9.3 gity (= 2,8) trén cae bénh nhdn biah thudmg, 13,1 gk (2 7.7) teén béuh
nhin suy thin nhe, 10,5 gity (= 2,3) trén binh nhin suy (hin trung binh va 18.4 gii (=
1'1,4) teén bénh nhin suy than ndng, Qui trich hai XUt TR tidu g,dn nhu duge haodm
1L sau 48 -72 gidr rén 14 ¢ cde 3 wrong. Nhivng thay dbi vé duge dong bioe miy khong
cho Whily dnh birdng rd w3 1eén kim sang trén dd an toan cia bilastin, do néng di thufé{‘g
nong Imyét twong rong truong Lap bénh nhan suy tiin vin nim Irong khodng didu tri.;: ]

3 n - - 4
Bénh aduin ol gan; Khdng ¢o diy li€n ve duge ding hoe trén béoh nhin suy gan. @
nguot, bilastin khong bi chuyen hda Do két qua trong nhitng rghidn edu eén béah nfiin
suy thin cho thay duang that onr goa thiin 1 dudmg thid i chinh, qué winh bai st qua
miit chi ding pép mdt phin mat nho viio sir thai Ir o bilastin, Str thay 38§ chire adng
gan ed the khang Kun thay doi dang ké duge ddng Tioe eira bitastin trén ldon san..

00 2 R " e o 1 v P - x . .
Nedi coo riéiz Corat [Udi 1idu v vide str dung thude cho ngt rén 65 ol Chur cd
khie bidl ¢d ¥ nghia thdng k& nido duge ghi nhin gitr dde doh dige dong hoce cia
Bilastin trén ngudd cao woi v wén nguwdd 1ed wol.

CITIDINIT

Sur dung dé lam gidm cic tridu g coa viem mdi dj tog (it hei, nglea, chiy nde
mii, mii sing dé vii chity nude mal), cie dang vidm k& mge dj dme (Quanh nin hole
theo mi) v mc day.

CACH DUNG

Thuoe dimg dudng udpng.

Can udng thuoe v thea dicm | gidr teede hode 2 gily sau .

LIGL DONG
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Tidu khuyén cdo o tré e tie 6 — 11 udi va ed trong hegng <o the it nhit 20 kg By 10 mg

. . . .. - 0 4 N S i 2o peier nlas

bitastin (tcug fmg voi 4 ml dung dich vong) 1 lanfogay de lun giam ¢de trivu chimy

U vidm moi di ang v me day,

Nprt Tom v e em 1eén 12 tudi: lidu khuyen can 20 mg bilustin/ngdy, loang (ng vir 8

. 4 “
ml <ung dich uong/ngay.
P Wi dyt didu triz rong didu tri viém mdi di (g, vife didu wj chi gidi han tong
k acll P - iy e o N A 5 S SRR w1

Khedng thoi pian ¢d tép xie ¥ ycu 10 di nguycn. Cy thé 13, trong dicu tei vicm midii i

(mg theo mila. ¢6 thé ngtmg thude khi héw rigu chimg va st dung lai khi tricu chilng
- + 4 ) ~ oo - - d Bt .

xudt Bidn 1o b, Trong dicu tef vidm miti di ang quanh adm, nén sir duny thuoc lién fuc

a e n ok G » ' ~

trong sudl thdi ainn Gép xbe voi di ngzuyén.

Trony didu ti mé day, thisi gian dicu tef phu thude vio dang e day, thoi glan va dien

bidn et tridu ehiimg.

Benl nhdn suv thin: An todn va hicu qua cda bilastin ¢ Iré cm suy giam chie néng thin

chi e dinh gid. Cae nghidn ctro duge en hinh & neudd Kn suy thin chi ra rang

1
S
'

khong can chinh 13¢u trén hénh nhdn nguce 1ém suy thin

B3énh nhdn suy gan: An fodn vi hign qua cta bilastn o 1ré em suy gan cha duge dinh

gig. Tuy uhién, vi bifastin khong chuyén héa qua gon mi chi yeu thai wis quit thin, linb

trang suy gan ¢o thé khong lam néng dd thude trong miu vugl qua gigi hgn an tean, o
. n 3 . A - a = s g

do, khdng can chinh licu & bénh nhdn ngudi [dn suy gan.

CHONG CHIDINT

Chéng chi dink cho nhitng bénh nhin qua mdn v6i bilastin hode bt cir thanh phin 1a

. £ A

duge ndo rang che phim.

THAN TRONG

D1 tmg vai Bilastin hojic bit kY (hanl: plan ndo cta thude.

Thin trgng khi sir dung cho bénh nhids bi bénh v¢ gan hofic thin i nite da vie hode ninw.

Trén bénh nhdn suy (hjn ndng hode (nng binh, vige sir dung ddng thiv bilastin voi cae chii

e ché p-glucoprotein nhur ketoconizol, erythromycin, eyclosgorin, ritotuvir hede diltiazem

e 1he Jam ting nong do bilastin trong hayet eang. do dd Kim tang auy co sy ra pliin ung

Béit Jo, Vi vily, e tinh st dung déng thi bilastin voi ciie ehit fre che p-glyeoprotein trén

bénh nhiin suy (o ndng hode Liing binh,

Thude hhong nén ubng cimg thie an hofte uede ép budi bay mude trat cdy Khie. didu niy

lam gidm tie dung caa bifastin,

Didu gua v air todn cta bilastin & &6 eny dudi 2 wioi chu dgre danb gid, ed it da ligu fam

shng vé vide st dung thuoe chu ié em [ 2-3 widi. Do d6, bilastin khdng nénsit duny, iong

che nhom wHi ndy.

Ché phin ¢6 chia methyt paraben, propy! paraben, thin tony voi nbitg ngudi man

cim vai methy) paraben, prapy! paraben,
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Chét phim ¢6 chia dadmy Kinh, thau trong vai nhitng ngudi khong, dung nap dutng.
PIIL N CO THAT YA NUOT CON BANG SUA ME
Chige nit o thai

e D o - q . I N P E . N A A

e dong wén kha nang sinh sin: chua ¢o hode it it bang chimg [ sang. St aghicn ol
n J ¢ L r ot LA e o 0 a— . .

trén ehudt cho thay khdng ¢d tie dong tiéu cye wdo wén chie ning sinh sin.

Phu nt eo thai: khong eo bode cd EL L e lidu v vide s dung bikistin wdo phy nir ¢o thai.
Nehien cda trén dgng vat kKhong cho thily tie déng ¢ hai true tidp hode gidn tidp 18 khi
ning sinh sar, i phit tridn cita bio thai v sav sinh. Tay nhicu ¢ danm bia an todu, trinh
sir clung hifastin rong gini dogn mang thai.

Phy niv dhang ndi con luing st e

Ehdng (i vé khd ndng Bai xudt qua sia mg eia bilastin van chua dge bict ro. Dic diém
nay cling el duge nghién o wén dhng, vit Trén thue té, cdn quyél dinh tiép tuu/nptog
cho con bit hay Gép wie/ngimg sit duny bilastin dua trén temg dquan pita lgi ich eoa vige bg
me eho 1o v by feh eiu me ki siccdung bilastin,

TUONG TAC THUOC YOI CAC THUOC KHAC VA CAC LOAT TUONG TAC
KUAC

Twong tac vai thie in: thire an e thé kun iam sith kha dung duong udng e dilastin
khuing 20%.

Twong Lic véi nude bwdiz ubng bilastin 20 me véi mede hudi o gidm sinh khi deaog cua
thude 30%. 11ién (wgng nidly ¢6 thé xdy r voi cie logi mrde qua khiic, Mirc ¢ gidm sinh
kI dunyg 6 th dao ddng gitra cde che ph:’im vi cite logi hoa qua kbae ubay. Cu ché hiong
tae ndy thong qua gua trinh de ché OATPIAZ, mdt ehit ciu chuyén bilastin it diuimg tidu

héa vio maw, Cae thude 1a cor ehit hodic te ché DATPIAZ nhy dtenavir hode rifampicin ¢6

thé o eidm ndng 6 bilustin trong Imyél tuong,

Taong lie véi ketoconnzol kodc erythromyein: Udng déng thed bilastin va keioconazol

hofie erythromyein e thé 1am 1ang AUC etia bilustin 2 Lin, tng Coue 2-3 kin, Didu niy cé

thé giai thich {lt_) lemg e voi chit van chuyén diet thnde e lai lonz dng tiéu hoa. do 3
bilastin & cor chitt cia P-gp va khong bj chuyén b, Nhitng thay doi iy ¢d thé khing anh |
hudme dén mie dg an todn cda bilastin ciing nbir ketoconazot hodie erythromyein, Cie

thnde khie eiing 13 ¢ chitt hojie chit e ché Pegp, vi dy nue eyclosporin, eding o8 nguy co

i ting ndng d huyél wong eive bilastin, i
Tuong, e vol diltiizens: udng ddug Wi bilastin 20 mg va diltiazent 60 my Y ding ndng ¥ : :'
1 Coa ciia bilastin 1&n S0%. Didu ndy o lhé.l)" gidi wlo trong the véi cie chit vin chasdn i,
dua thide ey lai one dng tidu hda, vit ¢é the khong anh husdng dén mate d§ an todn via %

Bilas(in,
Twong tie vl g trang thiid tim than vio dong saukhi vong dOng thod negu va bikestin
26 mg emgz le nhu ke qua ghi nhadn san Khi wing dong thid nega va gid duge.

Tweng tic voi lorazepmn: udng dong thot bitastin 20 my v forzepam 3 iy wong 8 owdy
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Khing [am ting tie dung teén b thin Kinh o wong cua lorazepam.,
TAC DUNG KHONG MONG MUON

Cée tic dung phis ¢6 thé Xdy ra o iré em

ftng pai 1

rang qui teinh phat wién B sdng, phan logi vt mie & nghiém trong cda ede phan
{mg bt i o thanl thidu widn (12 -17 wai) duoe quan sid thiy giong newdi lm, 1y 1§ tré
em (2-11 woiled bio cao tic dung phin (AE) sau khi dic¢u (vj vi bitastin 10 mg cho di
(g theo mita hay quanh ndny v néi mé Gy wr phat tong mgt s eehién 1dm sing oo
kiém sodt 12 frong vimg 12 twin duge so sinh voi béuh nhdn ding gid duye (68.5% so
vii 67,5%). Cie tie dung plw pho bin ahitt duge bio cdo boi 291 e em (2-11 tudi) sir
dung bilastin trong thir nghidm bam sing. 31 e ent ¢d cde bi¢u higa nhu nhic du, viém
két mige dj tng, viém mbi, dan bung duge so sinh vai 249 béuh nhan ding gia duge.
Cic phan g bit foi it nhat ¢o thé lién qunt dén bitastin duye sit dung cho tré em (2-11
o) va duge hio cdo trong hon 0,1% binh ahdn dinsg bilastin 10 g trong giai doan
phat tricn lam sdng cha thude duge phan loai dudi day.
Tin suét ghi nhia nhw snu:

Riit plid bien (-1710)
- I'hd bién (>1/100-<1/10)

Khéng phé bidn (2171 000-<:1/100)

ok - .
- Hhiem gap ¢ 1710 D00-<1/1 000
2 L -

- Rat higenr ggdp (< /10 008
Khong ro (khong hé wée tinly duge 1r ede dir 1igu hicn o). Cac phan (myg hiém gip. rit
-£ = . ~ - - Ta— .
hicm gip v khdng ro khéng duoe ghi vio ing,

) i B
HE ¢cor gquan
- SeaT g Bilastin g Gii duoe
‘An suit PPhan ng bat N=291 N=240
3 lgi
Niriém tring vir uhiéum kf sinh tring
Phé bidn Viemms | 3(1,0%) A
Risi Joant 1@ thitn kinds
Phé bidn Ban diwe I 0 {2,1%) 3{1.2%)
4 Chong mal I (0.3%) 0 {0.0%)
Khéng pha bicn Ty o -
] Mat nhgn llv}rm_*glr{l),j o) ey .y
Mt - B -
. Vidm k¢t mac ‘
Ihé bidn i : 4 (1,4%) 5 (2.0%)
. o |Mieme o f A
Khang phd bien Kich tmg mit 1 (0,5%) 0 (0,0%)

oy

=N

V5
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R3i Iogm,ti(?—u ;iu o o N - ]
Phd hiénﬁ m:__ Pau h\u; 7 300,0%) : \ 3(1,2%) 3
Tiewehiy | 2(0,7%) 0 (0,0%)
Khéng pho bién Budn nom ' 1 {0,3%) 0 (0,0%)
Surng moi 1 (1,3%) O (0,0%)
Roi togn da vi mé dwdi da
Khong p!|6 afll Ec‘zcmu 1 {0.3%) - 0 (0,0%)
M day 2(0,7%) 2(0,8%)
Eﬁi logn clung
Khong phé bidn Mawdi | 207 | 000%

~ Crie tide dung phy ¢d thé xdy ra 6 nguoi lon

Teong cie thir nghi¢m L sing. sé hrgug tie dong khiog mong mudn gdp phai & hénh

: ithén viém mid di dng hofe m€& day nguyén phiat man tinh chege dicu tri bang bilastin 20
mg wong L vii $6 lueng ghi nhin rén bénh ohin st dyng gié duge (12,7% so0 vai
12,8%).

Cic phan img Lt foi cta thube (ADRIR) thdmg dige ghi nhin (i8n bénh nhdn st dung
hilastin 20 mg trong this nghiém Lim sing pha 1) va pha (11 13 daw dau, hudn agy, chong
maL va mét moi. Cae phan g niy xudt hi¢n véi tén st tonyg 1y tin sudt ghi nhin
duge (rén bénh nhiin ste dyng gia dugce.

Cac phan g bat loi it nhat ¢6 thé lién quan dén bilestin va duge bio cdo trong hon
0,1% bénh nhan ding bilastin 20 mg woug giai doan phat teién Kim sang cta thude duge

plidn loai dudi dily.

Tan sufit ghi ehdn nhu sau:

Rt phé bién (>1/10)

PR bidn (21/100-+1/10)

Khang phd bidn (>1/1 000-<17100)
idm gip (21410 000-<1/1 000)

Khdng 10 (khong IhE wie tink durgre tir ede Jir lidu hign o). Cie phan (g hidm gip. vt
hiém gip vit khong 16 khing duge ghi vio bing,

. o ) T - >
¢ ¢tr quan Bilastin 20 Pt ed eite Hen -
: . G dugy
A 2 . . my hilastin N=1362
Tan s Midn gog g i . v N=1362
Fan st Phan fog bad loi N=1497 N=1525
Nitién trimmg v ahiém by sinlt triong

RAL hiém gap (< 1710 000) |
Y

ki
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Khdng pld
bi¢n

Herpes migng

2{0,12%)

2 (0.08%)

0 (0,0%)

Risi logn chuyén

fda va dinkt dwuényg

Khéng  pho

gide

- ;’l':::f 5 ] 10 (0,59%) T (0,94%) 7(0.51%)
R boan tim I - |
Khong  phd | Lo ling | 610.35%) 8 (0,32%) 0 (0,0%)
bién ML gt }‘ 2 (0.12%) JOI6%) | 0(0,0%)
Réi fogn de tui, ticn dinh
Khong  phé | U tai 2(0,12%) 2 (0,08%) 0 (0,0%)
bién Chong mit 3 (0,18%) 3(0,12%) 0 (0.0%)
Rdi foan nhip tim
Block nhanh phai 4 (0,24%) Wh:':__(-l],}()%) _ 3 (0,22%)
liii"g loan  nhp 5 (0,30%) 5{0,20%) 1 (0.07%)
Khong  phd [Keo dai khoang o
bién Qr uén dign am| 9 (0,53%) 10 (0.40%) 5 (0,37%)
do ———
::"‘ d‘l:::‘::; d’g‘“ 7 (0.41%) H) (0.44%) 2 (0,15%)
ROt foun hé thitn kink
— Budn r‘)gfl 52 (3,06%) 82 (3,23%) 39 (2,86%)
Dau din 68 (4,01%) 90 (3,56%) 46 (3,38%)
Egi“g pho "r:;’i‘ neit, - chOg 1y g 839%) 23 (0,91%) 8 (0.59%) |
Réi Togu hé hip, !J;Jy ngure vi trung thist
| Ko the [ 200129 2 (0,08%) 0 (0.0%)
N e T 2(0,12%) 2(0.08%) 0 (0.0%

bién

Kha miti

3 (0.18%)

6 (0.24%)

1 (0,29%) |

A :m .
Raxi fow tiCa hin

Khang  phd

- 4
bicn

Paw batng trén 11(0,65%) 14 (0.55%) 6 (0,44%)
Pau byng 5 (0,30%) 5 (0,20%) 4 (0,29%) |
Budn un | T(041%) 10 (0,30%) 14 (1,03%)
Kichimgdaddy | 3(0,18%) JOI6%) | 0(0.0%)
'Tieu chiy 4 (0,2ll°/’u)_ | 6 (0.24%) 3 (0,22%)
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Khé migug 2(0,12%) _6(0,24%) » (0,37%)
Kho tidu 2 (0,12%) 4(0,16%) 4(0,29%)
Viemdaddy 4 {0,24%) 1(0.06%) 0 (0,0%)
RET loan da vir mé miém -
f(.';“:"g PO | Mo gt 2 (0,12%) 4 (0,16%) 2(0,15%)
N B SN |
_R(fi foqn todn thitn
MEE moi b (0,83%) 19(0,75%) 18(1,32%)
Kluit 3(0,18%) 4(0,16%) ) {0,07%})
l\‘l‘mng phd | Tang “lulh }rnng 2(0,12%) 2 (0,08%) 1 (0,07%)
bicn mgl mod sin cod
Sén 2(0,12%) 3(0,12%) 1 (0,07%) |
Suy nhtege 3 (0, 18%) 4 (0,06%) 5(0,37%)
Chi 56 xdét nghiém . s
Tang gamma- :
glulamyl- 7{0,41%) 8(0,32%) 2(0,15%)
translerase o
I'al-]g ..'tlimlnc 5 (0,30,10) 5 (0‘20,«%} 3 (0,22"%)
aminolranslerase , -
‘ Tar}g aspartate 3(0,19%) 3 (0,12%) 3(0,22%)
Khéng phé | aminotransferase '
bién Tang adng  d
crealinin wong 2 {0,12%) 2 {(0,08%) 0 (0,0%)
méy o
Tang ndng  dé
riglicerid ~ tong | 2 {0,12%) 2 (0,08%) 3 (0.22%)
ntiu ; |
Tiing cin 8 (0.47%) 12 (0,45%) 2(0,15%) |

QUA LIEU VA CACH XU TR
Thang ta tién quan den cie feadng hyp qua lidu cao et bilastin méi chi wioi han trong
ciic kit qua thir nghi¢m lam sang trong piai doan phit triée thude. Sau khi ding bilastin
v lidu cao gf\p 10 dén 11 {an lidu didu 1 (220 mg {lidu dom), hode 220 mg/ngay trong

7 ngdy), Gin suft xudt hign phan fmg khong mong mudn tréa ngudd Hoh nguyén cao gip
2 Jn so v gii duge. Tic dyung khdng mong mudn ghi nhin nhidw nhat 1 choug .
nhire diu va budn ndn. Khong ghi ohan phdn fmg bit loi nghidm trong ado ehing alu sy
kéo dai dang ké khodang QT wén dién am da.

Mot nghién ci chéo thong qua thaeyg sh QI7QT higu chinh di duge Gén hanh wén 30
agurdi tinh nguyén khoe mavh dinh gid e ddog cia bilastin lidu Lap lai (100 mg » 4
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ngdy) [én sir kai pliin ewe gim Ihat. Nghidn cim dd chi ra rang ché do dimg ncu 1rén

. : g Ao wwR A cem me riere gwen . e s ke e ro
khong tam kéo dai ding k¢ pia i QT hidw chinh. Trong tewimg hop qua Jicu, cia dip
dung ede bign phip diéu trr tri¢o chimy va dicw i To tre,

Chua ¢ thude ddi khang Jie higu cho bilustin,
. CACDAU HHEU CAN LUU Y VA KDUVEN CAO
Khéng ¢o.
BAO QUAN
Noi khi tae, tranb apb séog, nhiét dd dudi 30°C.
¢ xa tim tay te¢ em.
HAN DUNG
24 thang k& v ngdy san xadt. 30 ngity sau mer nitp.
FEU CHUAN CHAT LUONG: TCCS
KHONG DUNG THUOC K QUA HAN ST BUNG IN TREN BAO Bi
CO SO SAN XUAT
CONG TY CP DUGC VAT TU Y TE 11A NAM
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