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91t{bu
To'HtJoNG n,N srJ oqtNc rttudc

Vi6n n6n bao phim SaVi Ebastin 10
R' Thudc bdn theo don

Di x0 tim tay cria trd em

Dgc kj hrhng ddn sfr dqrng truhc khi tlilng
Thing bdo ngay cho btic s! hortc duqc s! nhtng ilic dqng khing mong mndn gfip phdi khi sft clyng thudc

A. HTIO]YG DAN SI.IDUNG TITUoC CHO NGUOI
BENH

THANH PHAN, uArrr r,UgNG coA rsudc
Ebastin ............... l0 mg

T6 dugc vira dri.......... ...............1 vi€n
(Cellulose vi tinh thii l0l, lactose monohydrat, crospovidon

CL, natri croscarmellose, hydrorypropylcellulose, silic
dioxyd keo, magnesi stearat, hypromellose 6cps, polyethylen

glycol 6000, titan dioxyd, talc)

uOrAsANpnAvr
Vi€n ndn trdn, bao phim miu tring, hai m{t khum, mQt m{t
tron, m6t m{t c6 v4ch ngang, c4nh vd thdnh vi€n ldnh l[n.

QUY cAcHD6NG c6t: uqp 3 vi x lo vi6n.

THU6C DUNG CHo B.ENH Gi

SaVi Ebastin l0 duoc dtng dC di6u tri:
- Vi€m mti di ring (theo mta ho{c quanh ndm), c6 ho{c

kh6ng kdm vi€m k6t m4c di ring.

- Mdy day tg ph6t, eczema, vi€m da, ngfa.

NtN ptNc rHuoc NAy NHU'THf NAo vA r,tiu
LI.IQNG

Crich ding
Thur5c dirng dulng uiing, lirc no ho4c tl6i.

Liiu luqng
Theo chi tlinh cta b6c sy tti€u tri.
- Vi€m mfii di ring: I - 2 vi€n x t lAn/ngdy.

- Mdy tlay, eczema,viCm da, ngfa: I vi6n x I lAn/ngdy.

Bgnh nhdn suy thqn: Kh6ng cAn chinh ti€u ntiu thdi gian

di6utr!<5ngiy.
B€nh nhdn suy gan: O bQnh nhdn suy gan nhg tl6n vira,

kh6ng cAn chinh li6u n6u thdi gian di€u tri <7 ngiy. B^nh

nhdn suy gan n{ng su dgng t6i da 1 vi6n x I lAn/ngny.

Ngtrdi cao udi: %vi€n x I lin/ngiy.

KHI NAo KHONGXTX NT)XCTHUoC NAY

Min cim v6i ebastin ho{c b5t k} thnnh phin ndo cira thu6c.

Kh6ng nOn dtng thu5c nly Ae Oidu tri miy tlay o thanh thi6u

ni€n dudi 18 tu6i vd diAu tri vi6m m0i di fng d tr€ em dudi

l2 tu6i.

TAC DUNG KH6NG MONG MU6N

Riit thndng gdp, c6 thd xdy ra nhiiu hon I tong l0 ngud'i

HQ thin kinh: Nhric diu.
Thudng g(p, c6 thi xdy ra it hon I trong t0 ngudi

Hq thin kinh: Lo mo.

HQ ti€u h6a: KhO miQng, kh6 chiu dp ddy.

Hidm gqp, c6 thii xdy ra it hon I trong 1000 ngudi

Phin ring di ring: S6c phin vQ, pht m4ch.

Tdm th6n: Lo ling, m6t ngt.
Hp thin kinh: Ch6ng m{t, gidm cdm gi6c, r5i lo4n vi gi6c.

Tim mach: D6nh tr5ng nggc, tim dSp nhanh.

HQ ti6u h6a: Dau bung, budn n6n, ndn, ti€u chdy, vi6m luOi.
Gan: n6t ttrulng x6t nghi€m chrtc n6ng gan [teng
transaminase, gamma-GT (gamma glutamyl transferase),

phosphatase ki€m vi bilirubinl.
Da: Mdy tlay, ph6t ban, vi€m da.

Co quan sinh san: n5i lo4n kinh nguyQt.
..^..1. -.: ..,
He llet nleu: I leu Kho.

ndi toan chung: Pht n6, mQt mdi, tdng cdn, tfc nguc, n6ng
bung.

Ngoii ra cdn c6 mQt sri t6c dgng khdng mong mu6n sau:

T6ng huyi5t 6p, tii5u nhiAu, ryng t6c, tdng ur6 huy6t, xu6t hi€n
dudng trong nu6c ti6u.

xtN rnANu DUNG NHIrNG THUOc HoAc rHrJ. c
PrrAM ci xur DANG srloqNc rHUOc NAY

Th6ng b6o cho b6c s! ho4c duo. c s! n6u bqn tl6 dtng, dang

dtng ho[c c6 th€ dtng c6c thu5c sau:

- Erythromycin (kh6ng sinh)
- Ketoconazol, itraconazol (thutic tri n6m)

- Thu6c tr! AIDS
- Rifampicin (thur5c tri lao)

cAN lAvr Gi KHI Mer LAN eutN KHONG DUNG
THU6C

N6u qu€n thu6c, bd qua liBu dd qu€n. Kh6ng duqc u6ng g6p

ool lteu.

cAN nAo euAN rHUOc xAv NuUruf NAo

86o quirn thu5c o noi kh6, nhiet dO kh6ng qu6 30 oC, tranh

6nh s6ng. Kh6ng dirng thu5c d6 qu6 h4n sri dung ghi tr€n

nhdn.

DAU HIEU vA TRIEU CHT.I\G KHI DTTNG THU6C

QUA LITU

Khi dtrng thut5c qu6 li6u, c6 th0 c6 triqu chrlng n6n.

cAN puAr lArvr ci KHI DUNG THUOc euA LIEU
KHUYEN CAO

Trong trubng hqp qu6 lidu, ngudi bQnh cAn th6ng b6o ngay

cho b6c s!, dugc s! hoic d6n bQnh viQn gin nhdt.

NHING DItU CAN THAN TRQNG KHI DUNG

THU6CNAY
- SaVi Ebastin l0 c6 ch&a lactose, th6ng b6o cho b6c s! niiu

ngudi bQnh khOng dung nap lactose.

- Kh6ng trg f ngmg thu5c.

- Th6ng b6o cho b6c s! tru6c khi su dpng thu6c niy n6u c6

diqn tdm OO U6t ttruong (thusng xdy ra khi c6 bQnh tim), bi

h4 kali m6u, suy gan n{ng, tlang tl6ng thoi su dqng thu6c

kh6c.

Trudng hqp cd thoi
Chua c6 thOng tin vd tinh an toin cta thu5c tr€n thai nhi.

Thdng b6o cho b6c s! n6u b4n dang c6 thai, c6 th6 dang c6
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thai hoqc c6 k6 ho4ch c6 thai.

Trrdng hqp cho con brt

Chua x6c dlnh thu5c c6 vdo sta m9 kh6ng. Kh6ng uting
flru5c ndy khi dang cho con bt.

Tdc ilSng cfia thu6c khi kii xe vd v\n hdnh mdy mdc
Khi dtng d li6u khuy6n c5o, thu5c kh6ng 6nh hudng l6n

khi nlng l6i xe ho4c vdn hinh m6y m6c. Da s6 c6c bQnh

nh6n sau khi dtng thu6c vdn c6 th6 l6i xe ho{c tham gia

vdo c6c ho4t dQng ddi h6i sg tinh t6o. Tuy nhi€n, c6 mQt sri

trudng hqp bi ch6ng mit, bu6n ngi sau khi dirng thuiic.
Trong trulng hgp ndy, khuytin c5o kh6ng n€n l6i xe hofc
vgn hdnh m5y m6c.

KHr NAo cAN THAM vAx sAc sY, Drrqc sY

Nguoi bQnh c6 ti€n st m6n cdm vdi b6t k! thu6c nAo.

Ngudi bQnh su dgng thu5c kh6c khi dang diAu tr!.

Nguli suy giim chfc nf,ng gan, ngudi c6 kali m6u th6p, c6

ili€n t6m aO U5t ttruUng.

Trd em.

Phg nil mang thai ho{c c6 kii ho4ch mang thai.

PhU nit cho con bt.
Ndu cin thOm thAng fin xin hdi ! kidn bdc s! ho(c dwqc sj.

HAN DUNG Cira rffu6c: 36 th6ng kC ttr ngAy sin xu6t.

Sin xu.{t t3i:

tx^(lr NrotM rkw vEN

CONG TY C6 PHAN DUOC PHAM SAVI

(Savrpharm J.S,C)

LO ZOI-02-O3a khu C6ng nghiQp trong khu Ch6 xu6t Tan

Thufln, phuong Tdn ThuQn E6ng, qufln 7, thdnh ptrO H6 Ctri

Minh.
Diqn thoai : (84.8) 37700 1 42-l 43-l 44

Fax: (84,8) 37700145

NGAY xEM xfT stJa, pol, cAP NHAT LAI NQI

DUNG HUdNG DAN STJDUNG THU6C:

B. HU6NG DAN SU DUNG THUOC CHo CAN
BOYTE

DIJqC LUC HQC
Nh6m duqc lf: ThuiSc kh6ng histamin kh6c dtng todn th6n
Mn ATC: R06AX22
Co chii tr[c dgng:
Ebastin ld din chSt piperidin, c6 t6c dqng ric chti chgn loc,
nhanh vir k6o ddi thp thiS H1 cria histamin. Thudc khdng c6

t6c dgng kh6ng cholinergic. Thu6c khOng c6 t6c dgng an

thin ho{c kh6ng muscarinic khi ding d li€u khuyi5n c6o.

Ebastin vi ch6t chuy€n h6a cria n6 kh6ng qua hang rdo m6u

n6o. T6c d6ng kh6ng histamin tr€n da ilugc quan s6t th6y sau

khi u6ng thu6c I gid vi k6o ddi 48 gid. O li6u khuyi5n c6o,

ebastin kh6ng c6 t6c dQng tr€n tim. Khi uting l6p lai lidu 100

mglngdy hodc u6ng lidu duy nh6t SOO mg/ngdy, c6 th6 g6y

ting nhg nh[p tim Oin a6n ldm gidm khodng QT nhung
khdng inh huong drlng kC tliin Qf.

Dr/gcDoNG HQC

Hdp thu

Thu6c hAp thu nhanh qua tlulng u6ng. Thrtc en c6 th6 lam

tdng AUC (Area under the curve: Di€n tich du6i tluong

cong) cira ch6t chuy6n h6a chinh cta ebastin (carebastin) ttr
1,5 - 2lAn nhung kh6ng lim thay d6i T^o* (Time of
maximum concentration; Thli gian aC A4t nOng dO tOi aa

trong huy6t tuong) vd khOng inh huorg dtin t6c dQng cta
thu6c tr6n l6m sdng. Sau khi ui5ng li6u l0 mg ndng dQ tlinh
trong huy6t tuong (C."* : Maximum concentration) cta
carebastin d4t ttr 80 - 100 nglml sau 2,6 - 4 gid. Sau khi

u6ng li€u l{p lai l0 mg/ngdy, tr4ng th6i 6n dlnh dat ilusc sau

3 - 5 ngdy vdi C.., d4t tir 130 - 160 ngiml. Sau khi u6ng li€u

duy nh6t 20 mg, sau I - 3 gid, C."* trung binh crja ebastin ld

2,8 nglml vh cia carebastin ld 157 nglml.

Phin bi6

Hon 99,9%o ebastin vd khoing 97,4-97,7% carebastin gin

v6i protein huy6t tuong.

Chuy6n h6a

MQt luqng tl6ng k€ ebastin dugc chuy6n h6a qua gan lAn

tliu. Ebastin gin nhu dugc chuy€n h6a hodn toin thinh ch6t

chuy€n h6a c6 ho4t tinh lir carebastin. Nghi6n citu in vitro

cho th6y ebastin cht y6u chuyOn h6a qua CYPzJz, CYP3A4.

Thii trtr
Nria ddi thiitrir crla carebastin le 15 - 19 gid. Khodng 63%

lidu dtng dugc thdi trir qua nudc ti6u dudi d4ng ch6t chuyCn

h6avdl6Yo li6u dugc thdi trtr qua phdn.

Nhtng nh6m bQnh nhdn il(c biQt

BAnh nhdn su! gan: Nria ddi thii trir cta carebastin ld 27

gid.

BAnh nhdn sqt thdn: Nria dbi thdi trir cira carebastin ld 23 -

26 gid.

Ngudi cao tuOi: Kh6ng c6 sg kh6c biQt d6ng ke vd dugc

dQng hgc so vdi ngudi trd tu6i.

CHi DINH DIEU TRI
- Vi6m mfii di ring (theo mira ho{c quanh ndm), c6 ho{c

kh6ng kdm vi€m k6t m4c di ring.

- Mdy tlay ty ph6t, eczema, vi€m da, ngria.
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LIIU LUqNG VA CACH DUNG

Ctich tling
Thu6c dtng duong u6ng, hic no hodc d6i.
Liiu lrryng
- Vi6m mfii d! ring: lO - 20 mg x 1 lAn/ngdy, tty theo mirc

dQ nghi6m trgng.
- MAy day,eczema,vi6m da, ngt?a: 10 mg x I lAn/ngAy.

Khdng n6n dtng thu6c nay de Oidu tri mdy day d thanh thiiiu
ni6n dudi l8 tu6i vd rli€u tr! vi6m mfri di fng d trd em du6i
l2 tu6i.

Bgnh nhdn suy thqn: Kh6ng cin chinh li€u ntiu thbi gian

didutri<5ngAy.
Bgnh nhdn suy gan: O bQnh nh6n suy gan nh9 d6n vtra,

kh6ng cin chinh li6u n6u thdi gian di6u tri <7 ngdy. B^nh
nhdn suy gan n{ng sri dpng t6i da l0 mg x 1 lAn/ngny.

Ngudi cao tu6i: %vi6n x I lAn/ngdy.

CHONG CHi DINH
Min cdm vdi ebastin hoac b6t k! thdnh phAn ndo cria thu6c.

CANH nAo vA THAN TRQNG KHI SODqNG
- SaVi Ebastin l0 c6 chfa lactose, kh6ng sri dpng cho bQnh

nhdn kh6ng dung nqp galactose, thi6u hpt Lapp lactase

ho6c kdm h6p thu glucose vA galactose.

- ThOn trgng d bQnh nhdn suy gan n{ng.
- Th{n trgng n6u bQnh nhdn dang tl6ng thdi su dqng c6c

thutic: Thu6c tr! ndm (ketoconazol, itraconazol), kh6ng

sinh nh6m macrolid (nhu erythromycin), thudc ric chti

protease vd thu6c tr! lao (rifampicin), thu6c c6 th6 ldm

tnng QT vd thu6c ldm ha kali m6u.

Trrdng hqp cd thoi
C6 r6t it dfr ligu vd viQc sri dgng ebastin d phq nft c6 thai.

C6c nghi€n cfu tr€n ttQng v4t cho thAy kh6ng c6 bing chfrng

ve t6c dQng cta ebastin tr6n khi n6ng sinh sAn. Tuy nhi6n,

kh6ng nOn chi dinh thu6c ndy cho php nfi c6 thai.

Tru'dng hqp clto con bi
Chua x6c ttinh thu6c c6 viro sta m9 khdng. Kh6ng n6n chi

dlnh thutic ndy cho phg nii ilang cho con b0.

Ttic ilQng crta hu6c klti ltii xe vd vfin hdnh mdy mdc

Khi dtng d li€u khuyiin c6o, thu5c kh6ng dnh huong l€n khd

ndng l6i xe ho{c vQn hinh m6y m6c. Da s6 c6c bQnh nhdn

sau khi dirng thui5c vdn c6 the l6i xe ho$c tham gia vio c6c

ho4t dQng ddi hdi sg tinh t6o. Tuy nhi6n, c6 mQt s5 trudng

hgp b! ch6ng mit, budn ngt sau khi dtng thu5c.

TU'OT..IG TAC THUOC
- Ketoconazol, itraconazol, erythromycin: Ldm t6ng n6ng

dQ ebastin vd gidm n6ng d6 carebastin trong huy6t tuong.
Tuy nhi€n, tucrng t6c niy khdng c6 f nghTa ldm sdng tl6ng
Ke.

- Rifampicin: Ldm gidm ndng dQ vi t5c rlQng cira thu5c
kh6ng histamin.

TAC DqNG KHONG MoNG MUoN
Rtit thud'ng grtp, ADR> l/10
HQ thAn kinh: Nhric dAu.

Thudng grtp, il100 SADR< l/10
HQ thin kinh: Ls mo.

HQ ti€u h6a: Kh6 miQng, kh6 chiu d4 dny.

Hiiim g(p, l/10.000 
=ADR 

< 1/1000

Phdn ting di ring: Phin ung di tmg (s6c phin vQ, pht m4ch).

Tdm thAn: Lo ling, m6t ngri.

HQ thAn kinh: Ch6ng m[t, gidm cim gi6c, rtii lo4n vi gi6c.

Tim mpch: D6nh trring nggc, tim il4p nhanh.

HQ ti6u h6a: Dau bung, budn n6n, n6n, ti6u chdy, vi6m IuOi.

Gan: n6t ttru&ng x6t nghiQm chr?c nlng gan [tnng
transaminase, gamma-GT (gamma glutamyl transferase),

phosphatase kidm vd bilirubinl.
Da: Mdy tlay, ph6t ban, vi6m da.

Co quan sinh sin: n5i lo4n kinh nguy6t.
..^..,(. 

-.l 
,,,

He lret nleu: I leu Kno.
i

R6i loqn chung: Phfi n0, mQt m6i, tdng cdn, tric nguc, n6ng

bring.

Ngoii ra cdn c6 mQt sti trlc dyng kh6ng mong mu5n sau:

Tdng huy6t 6p, tiiiu nhidu, rgng t6c, tdng urO huy6t, xu6t hign

du&ng trong nudc ti6u.

Hu'6'ng din cdch xt'tri ADR:
N€n ngung dtng thuiSc khi c6 bi€u hi€n t6c dgng khOng

mong mu6n xudt hiQn.

euA LrEu vA cAcu xtlrni .J

Kh6ng th6y triQu chung qui li€u khi s& dpng ebastin li€u 1

mg/ngdy.

Kh6ng c6 thu5c giii d6c ddc hiQu cira ebastin. Trong

hqp qu6 lidu, c6 th6 rria da dny, di€u tr! triQu chrlmg, theo

c6c chfc ndng s6ng kC cd diQn tdm dO (theo d6i khodng QT)
trong it nniitzl gia.

Tp. H6 Chi Minh, 2L thang J- n6m ZO fi
ng Gi6m Diic
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