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M100, Y100

K20

don HQp 2 vi x 10 vi6n n6n

Film coated tablet

(Ebastine 10mg)

San xu6t bdi:

KOLMAR KOREA
245, Sandan-gil, Jeonui-myeon, Sejong-si, Hen Qu6c.t

Film coated tablet

ETMINE
sE xl rAu vo rnE em

ooc xY xuonc oAri sr-r ourc rnuOc xnr ouHG'cAc ru6lc rri xxAc sE ncnr xEM TRoNG
ro uu0nc oAn su opro *Em rneo(Ebasline l0m9)

rnAu pxAr:
Mli vien n6n bao phim chua:
Ebastine......... 10nE
uEu Llrgr{c & cAcx ourcl
cxlqul cx6rc cHlo!NH/
rAc oune PHU, Lu, Y: vui rdns

dac td hu6ng dan s& dpng bcn trong.

nEu cxuAtt: Nhd sdn xu6t.

r4l oUlG: 36 th6ng kA tu ngdry sdn xuAt.

eAO OUAN: Trong bao bi kin, tranh anh

s6ng, tr6nh Am, d nhi€t d0 dudi 30"C.

o6nc c6t: Hqp 2 vi x 10 vicn nen.

o4lO aAO cxE: Vi6n n6n bao phim

NM nhfp khlu:

56 oK visa No.

SO L6l gatcn No
NSX/ Mfg. Date:
HD/ Exp. Date :

coMPosrTroN:
Each film coated tablet
Ebastine . . .

INDICATION/
1onE

OOSAGE &
SIDE.EFFECT/
Please read the
SPECIFICATION: I

SHELF LIFE: 36
rnanufacluring date.
STORAGE: ln tight r

sunlight and moisture,

below 30'C.
PACKING: Box of

KEEP OUT OF REACH OF CHI
PLEASE CAREFULLY

THE INSTRUCTION
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K20

RX nrA Mn theo don

Film coated tablet

COMPOSITION:
Each fllm coated tablet contains:
Ebastine........10mg
I NDICATION/ CONTRAINDICATION/
DOSAGE & ADMINISTRATION/
SIDE.EFFECT/ PRECAUTION:
Please read the instruction inside.
STORAGE:
ln tight container, avoid sunlight and

moisture, at temperature below 30"C.
SHELF LIFE:
36 months from the manufacturing
date.

ETMINE

ETMINE

HQp 10 vi x 10 vi6n n6n

PACKING:
Box of 10 blisters x 10 tablets

56 Dru Visa No. :

56 L6/ Batch No.:

NS)U Mfg. Date:
HD/ Exp. Date :

KEEP OUT OF REACH OF CHILDREN
PLEASE CAREFULLY READ

THE INSTRUCTION BEFORE

(Ebastine 10mg)

San xuAt bdi:

KOLMAR KOREA
245, Sandan-gil, Jeonui-myeon, Sejong-si, Han Qu6c.

THANH PHAN: BAO QUAN:
M6i vien n6n bao phim chrla: Trong bao bi kin, tr6nh 6nh s6ng,
Ebastine . . 10mg tr6nh 5m, d nhiQt d0 dudi 30"C.
LrEu LU9NG & cAcH DUNG/ oONG G6t:
cHlolNH/ CHONG cHl o!NH/ Hop 10 vi x 10 vi6n n6n.
TAC DUNG PHU/ LUU Y: Vui rong DANG BAO CHE:
dQc td huOng ddn sr) dung bCn trong. Vi6n n6n bao phim
Treu cHUAN: Nha nhdp khAu:
Nhd sdn xu6t. DE xA TAM vot TRE EM

H{N DUNG: ogc xV nuoxc oAH stt outtc
36 th6ng k6 tu ngdy sdn xuAt. TRuOcxHl DUNG. 

cAc THONG TIN KHAC oE NGHI xEM TRONG

To Hu'or{G DAN sr.r'ouNG KiM THEo

RX Prescription drug Box of 10 blisters x 1 0 film

Film coated tablet

(Ebastine 10mg)

Manufactured by:

KOLMAR KOREA
245, Sandan-gil, Jeonui-myeon, Sejong-si, Republic of Korea.
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ETMINE
(Ebastin l0 mg)

Khuy6n cio:
DOc k! hmmg din si'dung tru6'c khi ditng
EO xa tdm uy tre enr

Th6ng bdo ngoy cho bdc si hoSc drytc ,si nhimg tdc dung khdng mong mu1n gilp phai khi str dung thuiic,
Ndu cdn thAm hong tin xin hoi i kiAn bdc si hoQc dwtc si.
Thuiic n(.0,chi dilng theo drm cua beic ,s!

Thhnh phin - hlrm lu'gng ciia thu5c:
M5i vien nin bao phim co chila:

Drqc chdt;

Ebastin...... . 10 mg
\-/ Td duq'c: Microcrystalline cellulose. lactose hydrate. gelatinized starch, lorv substinrted

hydroxyproplycellurlose, sodium starch glycolate, crospovidone. polyethylene glycol 6000, magnesium

stearate. collodial silicon dioxide" hvpromellose 2910. talc. polyethy'elenc glycol 6000. titaniur oxide.

D?ng biro ch6: Vi0n ndr-r bao phim

Quy cr{ch tl6ng g6i: HQp 02 vi x l0 vi6n

HQp l0 vi x 10 vi6n :
{
I

Dug'c lrlc hgc:

Nh6m tac dr,rng duoc ly: thu6c khdng histamin va khang di [rng

Md AIC: R06AX22

Ebastin lA mQt ch6t OOi khang nranh, chon loc cao d6i vtvi c6c thu th6 histamin F{ I vrri t6c dung

keo ddi vd kh0ng c6 tiic dpng khfng cholinergic. Tic dQng khang histamin co liiQu luc sau I gio
sau klri u6ng vd k6o ddi hon 24 gicr. Thu6c it g6y tic dr,urg ph;r an tirAn, khdng acetylcholin o li6u

:.,
Knuyen cao.

Du'gc dQng hgc:

Ebastin hAp thu nhanh va trai qua chuy6n h6a lAn dAu rQng rdi sau khi u6ng. No gAn nhu hodn

todn duoc chuy6n thdnh chAt chuy6n h6a c6 hoat tinh carebastin. Sau khi u6ng I li6u l0 mg

ebastin, n6ng clQ huy6t tucrug t6i cla cua carebastin tu' 80 d6n 100 ng/ml cluoc quan sdt sau 2 ddn

4 gio. Saur khi u6ng I lieu duy nhdt 20 mg ebastin. n6ng d0 dinh trung binh trong huy6t tuong

cua ch6t chuy6n hr5a carebastin ldr 195 ngiml dat clrrcvc sau 3 cl6n 6 gio. Nira doi cura chAt chuy6n

k r
X :'r,

h6a ld l5-19 gid.66% trong s6 do bdi ti6t qua nuric ti6u o'dqng ch6t chuy6n hoa liOn ho-p

(
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khi lap lai li6u l0 nrg mdi ngdy. trang thaii on dinf, tu 3-5 ngdy c6 n6ng <lQ huy6t tuong trong
khodng 130-160 ng/ml d4t dugc sau 3 d6n 5 ngay.

Khi su'dung ebastin voi m6t bfl'a an gidu chAt beo sE lhm thay d6i tang diQn tich ducrng cong
AUC vd Cnrax cua carebastin lAn lucyt ld 50o/o vit40%o.

Nhi0tr hon 97Yo ebastin vd carebastin gin ket voi protein huy6t tuong.

Nghi6n ciru in vitro d microsom gan nguo'i cho thAl rang ebastin chu1,0n lroa thdnh carebastin:^
chil y'0u thong qua h0 thong cr1zym CYP450 (2.12.4F12 i,ii 3A4). Sau khi su dung dOng thoi
ketoconazol hay erythromycin (ca hai deu [rc cne Cyp+-SO 3A4) lam t[ng ddng kC n6ng dQ

ebastin trong huy€t tuong.

Tj'16 ebastin vd chdit chuy6n h6a cua n6 qua hdng rdo mau n6o r6t thdp.

Chua co nghi€n ciru liQu ebastin vd ch6t chuy6n h6a cua n6 c6 bdi ti6t sfi'a me hay kh6ng

Kh6ng c6 su thay dOi duqc d6ng hgc o ngtroi cao tlroi klii so s6nh voi nguo'i tre tuOi.

6 UQntr nhAn suy th6n nhe. trung bir-rh ho{c n4ng va suy gan tir nhg d6n trung binh khi di6u tri v<vi

liAu 20 mg ebastin m6i ngdy. n6ng clQ huy6t tuong cua ebastin vd carebastin o ngdy dAu ti6n vd

ngdy thu narn di6u tri thi tuong ducrng nhr,r quan s6t o nhfr'ng nguoi tinh nguy€n khoe manh.

O benh nhdn sr"ry th4n, thoi gian b6n thdi cira ch6t chuy6n h6a carebastin keo ddi ddn23-26 gid.

O nhirng b6nh nhAn suy gan. thoi gian b6n thAi ld 27 gio.

Chi tlinh:
Ebastin duoc chi dinh cli0u tri cac tri6u ch[rng:
. Vi0m niiri di img Lheo mia vd quanh ndnr

. N6i mA day v6 can man tinh

Liiiu luqng vir cich dtng:
Li6u luqng cho nguoi lcrn vd tre ern tren 12 tu6i:

ViAm miti di il'ng: U6ng l0 rng d6n 20mg (l -2 i'i6n). nrQt lAn/ngdy

Me day vd cdn man tfnh: U5ng I 0 rng ( I vi6n), mQt lAn/ngdy.

U6ng ebastin ngodi bita 6n.

Ch6ng chi ilinh:
MAn cdm vdi ebastin hoac b6t cil thdnh phan ndo cr-ra tlttt6c

Tre em du6'i l2 tu6i.

Suy gan nang.

Th4n trgng:
khi d th

ThAn trglg s[r dung tliuoc cho bOnh nhdn b! c6c tinli tt'ang nhtt sau: HOi chtrng Q1' keo ddi, h4

kali huy6t. dang di€ur tri vcyi thu6c lirm t[ng QT hoac thu6c irc ch6 hQ th6ng men CYP 3A4 nhu

thu6c kh6ng n0m azol. kh6ng sinh r-rh6m macrolid.

Th4n trong sir dimg cho b0nh nhAn suy thdn. suy gan
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Thu6c c6 c6 cliita lactose n0n dirng thAn lrong o b0nh nhAn khdng dung nap galactose. thi6u men

lactase, kdm h6p thu glucose hoic galactose.

+ Cdc khuv6n cao cltrn{-l thuOc phu nir c6 thai vdr cho con bir

Nghi6n cuu clQng vdt kh6ng cho thAy t6c clQng c6 hai tnrc ti6p hoac gi6n ti6p li6n quan d6n qud

trinh mang thai, su ph6t trien ph6iibdo thai, qua trinh sinh de ho4c phat tri€n sau sinh. Kh6ng c6

dir ligu su dgng ebastin o phU nir mang thai. Do d6, ebastin kh6ng n€n su' dr,rng trong thoi kj,
mang thai.
+ Anh hucvns cua thu6c d6i voi c6ng vi6c (nguoi vin hdnh m6y rn6c. dang l6i tdu xe vd ciic

trucrng hcrp kh6c):

Ebastin anh hu(rng kh6ng dirng kC d5n kha ndng l6i xe r,'d r,in hdnh m6y m6c. FIAu h6t bgnh

nhdn duoc clii:u tri voi ebastin co the ldi xe hoac thuc hi0n ciic hdnh dQng l'6u ciu kha nartg plian

x4 t5t. Tuy nhi0n. cAn canh b6o cho bdnh nhin mQt s6 t/rc clr.rng kh6ng mong nruOn,).xiy ra nhur: budn ngr"r. chong mht truoc khi lai xe hodc srr dung mdy moc phitc t4p.

hi0m c6 th0

Tuong tfc cria thu6c:

Dung d6ng thoi ebastin vdi thu6c kh6ng n6nr nh6m azol (ketoconazol. itraconazol) hoic khdng

sinh nh6m rnacrolid (erythron-rycin. clarithromycin. .iosamycin) lhm tang n6ng tlQ c[ra ebastin

trong huy6t tuong vd liun keo dii khoang QT (loan nhip thdt).

Ebastin khOng co tdc dung an thAn r0 r0t nhung t6c clung an thAn cita rugu v.i thu6c diazepam

tdng l6n khi dtrng d6ng thcri v6i ebastin.

Tic dpng khdng monglnu6nt
T6c dpng khdng mong mudn duoc bao c6o trong vi6c sir dung ebastin dugc trinh bdy theo hQ

thdng co quan r,2r theo thrlr tq'giam dAn, c6c t6c dung khOng mong mu5n dugc b6o c5o ddu dugc

phdn lo4i ld r6t hi6m g4p (<l i 10000).

' He tim mach: d6nh tr6ng nguc. nhip tim nlianh.
. He ti0u h6a: kh6 mi6ng. kh6 ti6u. dau bung. br.r6n ndn. n6n.

. Toin thdn: suy,nhugc. phu

. R6i loan v0 gan m0t: xet nghiCm gan b6t thuong

. He thAn kinh trung uong: bu6n ngu. nhuc dAu. chirng rnit. r6i lo4n cani gi6c

. R6i loan t6m thdn: mAt ngu, cang thing

. Hg sinh san: r6i loan kinh nguyQt

. He th6ng da, m6: ph6t ban da, phdt ban' viOm da

. He miSn dich: bi6u hiqn df irng n[ng.

Qud li6u vir cdch xii'tri:
TriQu c'hti'ng

Trong nghi6n cilr m6t liAu cao l6n d6n 100 mg mQt lin m6i ngdy. c6c tridur chrJurg hoic diu hiQu

cua qufl liQu kh$ng ducrc ghi nhin. Qu6 lidr,r co th0 ldrn tang ngtr.v ccr gdy an thAn vd kh6ng

muscarinic.
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Diiu tri
Kh6ng c6 thu6c giAi dQc dac hiEu cho ebastin.Trong truong hqp qu6 lidu, c6n theo d6i c6c chuc

-lndng sdng quan trgng, bao gdm vi6c theo d6i diQn tdrn dO d6 d6nh gi6 khoang QT sau it nhat 24

gio. Dii:u tri tri0u chung r-rdn ducvc chi dinh. Charn s6c d[c biQt co thd duoc ydu cAu trong truong

hqp inh huong ddn trung tAm thAn kinh trung uong.

T[ch cuc theo rJdi dO co biQn phap .ri tr[ kip thd'i.

Didu kiQn bio qurln:

Bio qudrn trong bao bi kin, tr6nh anh s6ng va Am. nhi0t d0 duoi 30"C

H4n dtng: 36 thdng kd tu ngdy san rudt.

Ti6u chu6n: Ti6u cltuAn c0 s0.

Nhh s:in xuit:
KOLMAR KOREA

245. Sandan-gil, Jeonui-myeon. Sejong-si - Hdn Qu6c.

SDK:

Ngiy xem x6t si'a d6i, ctlp nhqt liri nQi dung hufng din sri'dung thu6c:

}

D
TUQ.cucTRI-I5NG
P.TRTJSNG PHONG
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