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PAMYLTIN 20
Thude néy chi dimg theo don thudc
DEé xa tdm tay iré em
Doc kff huomg ddn sir dung trude khi dimg
Théng bdo ngay cho bde si hodic dugc st nhitng z‘ac dung
khéng mong mudn giip phdi khi sir dung thude

1. ﬁHANH{ PHAN, HAM LUQGNG CUA THUOC: M8i vién nén ¢6 chira:

» Thanh phan dugc chét: Ebastin - 20 mg

- Thanh phin t4 duoe: Calci hydrophosphat dihydl at, Natri starch glycolat, PYP K30, Aerosil, Talc,
Magnesi stearat, Stearic acid powder vira & 1 vién.

2. DANG BAO CHI:

- Vién nén.

- M6 ta vien Vién nén mau tring, hinh tron, ¢6 vach chia & gitta.

3. PAC TiNH DU@C LUC HQC:

- Ebastin 12 thubc khang histamin thé hé 2, khi chuyen héa cho chit chuyén héa con hoat tinh
carcbastin. Nhitng nghién cim in vitro va in vivo cho thdy Ebastin c6 tdc dung khéng histamin va
chbng di Gmg. Ebastin [a thube dbi khang & thu thé histamin Hy, tde dung dai va khéng gdy an than,
trén in vivo két hop wu tién vao cac thy thé Hy & ngoai bién, C6 tac dung khf'mg histamin, ohong di
Gng & nguoi tinh nguyén khoe manh va & bénh nhén di tmg, ngoai ra ¢con bio vé chbng co thét pht.,
quan do histamin & ngudi hen, Ciing thdy thude ci thién rd rét triéu ching ¢ bénh nhén bi viém miii
di ung theo muiia hoje quanh nim hofic bj may day ty phat man tinh. HAu hét cac chat dbi khang H,
m6i déu khong tich lity trong mé khi ding lién tiép va 6 téc dung con lai sau gn 3 ngdy sau khi
didu trj ngin ngay. Khi ding ddu hang ngay, khong giy quen thudc nhanh hodic khong bi mét téc
dyng phong bé thy thé Hy ngoai bién.

4. DAC TINH DUQ(‘ DONG HOC:

Hip thu v phdn bé:

- Sau khi udng ebastine hfip thu nhanh va gin nhu hodn todn qua dudng tiéu héa. Ebastin duge
chuyén hoa & gan béi enzym CYP3A4 gin nhu hoan toan ra céc axit hoat tinh dugc 1y 14 carebastine.
- Ubng mot lidu duy nhét 10 mg, ndng d6 dinh trong huyét twong clia carebastine xéy ra & 2,6 dén 4
gidr va dat mire tir 80 dén 100 ng / mL.

- Thubc ¢6 thé di qua nhau thai, sita me vi ebastine va carebastine gén két v6i protein huyét twong >
95%. W
Chuyén héa va thdi trie:

- Thoi gian ban thai cia carebastine khodng 15-19 gid, 66% thubc duge bai tiét trong nuée tiéu chi
yéu 14 cAc chét chuyén héa lién hop.

- O nhitng bénh nhéan cao tudi, c4c théng sb duge dong hoe khong thay d6i dang ké.

~ (J bénh nhan suy than thoi gian béan thai carcbastine ting [&n 23-26 gid va bénh nhén suy gan dén
27 gidy. Tuy nhién, ndng d6 cta thude khi ding lidu lugng 10 mg / ngay khong vuot qua ngudng diéu
tri.

5. CHil IDINT:

- Viém mm di fmg (theo mda hofic quanh nim), ¢o hodic kkhéng kém viém két mac dj tng,

- N&i mé day v6 cin man tinh.



6. CACH DUNG ~ LIEU DUNG:
Viéng mii di ﬁ*ng

‘Vo?x lidu 10 mg mbi ngdy mot 1an, ebastine c6 hidu qua trong vide lam g gmm cée trigu chimg viém -
{@f}’x dj 1;{1 ;nhi‘kn %b@nh nhan ¢6 cAc triéu chimg nghiém trong hon, bao gbm viém miii di ing 14u
i, ik iféu

iy nhat ~0 mg mdi ngay mét 1dn c6 thé mang lai lgi ich 16n hon,
mBéﬂh‘%l&ﬁh fﬂé ;d:a 10 20 mg/ngay (thy mic dc) nang nhe).
- Bgnh(lﬂ}an §uy gfém chire ning than: Khong cén diéu chinh lidu ndu thoi gian st dung khong qué 5
ﬂgﬂy s
- Bénh nhfn suy gidm chitc ning gan: O nhitng bénh nhan suy gidm chiie ning gan mitc do nhe dén
viia, khéng cAn dibu chinh lidu néu thoi gian st dung khong qua 7 ngay.
- Lidu cho nguoi 16n 13 10 mg mbi ngy mot 1An. Ebastine ¢6 thé duge ubng cing hoiic khong c6
thire #n.
- O nhitng bénh nhén bi suy gan, suy than nhe ho#c trung binh, khong nén vugt qua lidu hang ngay
la 10 mg.
7. CHONG CHi DINH:
- Qué min voi thanh phén thude.

- Suy gan ning.
8. CANH BAO VA THAN TRONG KHI DUNG THUOC:
- Hoi chimg QT dai, ha kali mAu, dang didu tri véi thude 1am ting QT hodc (e ché hé théng enzym
CYP3A4 (nhom azol, nhém macrolid).
« Suy gan nhe t¢i vira. Suy thén.

- Tré nhé hon 12 tubi.
- Thuoc: c6 chira lactose. Khon;;, nén dung thube nay & nhitng bénh nhan c6 bénh ly di truyén hiém
gip bét dung nap galactose thiéu hut Lapp lactase hofic hép thu kém glucose-galactose. \
9, SUDUNG THUOC CHO PHU NU €O THAI VA CHO CON BU: 30 o\
- I\hong ding cho ngum mang s thai VA nudi con bu. Chi duné o khi loi ich cho me vugl hiin nguy T“ \
10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC: :
- Vi thudce c6 thé ghy ngi nén khong st dung dugce cho ngudi 14i xe va van hanh may méc. foc PHik ) ¥ _'
11. TUONG TAC, TUONG KY CUA THUOC: N >
- Khi phbi hop véi thude khdng histamin thé hé 1, thi céc tae dung glong quinidin trén mod din tru yr' '
o tim va cdc tuong tic ¢6 ¥ nghia lam sang s& téng 1én, anh hudng dén d§ an toan cta thude. T@e//
dung gibng loan nhlp ¢6 the gip so vai thude khang histamin H, khéng gay an thin. Ding ddng thoi
v6i céc thube diéu trj loan nhip tim, thi Ebastin ¢6 thé lam ting nguy co nhip tim nhanh, Khi phm
hop véi céc macrolid (eryihrornymn clamhromycm .) hoiic nhém azol (ketoconazol) 12 c4c chit
gay 1rc ché enzym CYP3A4 ¢in cho chuyén héa sinh hoc ciia Ebastin sang carebastin, thi ¢6 thé lam
tang tac dung khang hlstamm cla Ebastin ¢6 the gay kéo dai khodng QT.
12. TAC DUNG KHONG MONG MUON CUA THUOC:
- Thudng gip: nhirc dau, khd miéng va budn ngiL. W
- Hiém khi: dau bung, #n chim tiéu, mét méi, viém hong, chay mau cam, viém miii, viém xoang,
budn ndn va mét ng.
Thong bao voi béc si cic tic dung khong mong wmudn giip phdi khi ding thuée.
13. QUA LIEU VA CACH XU TR{:

- Khong ¢6 diu hiu hodc tri i€u chiing ¢6 y nghia 1dm sang nao duge quan sat trong cde nghién cliru
lidu cao 16n dén 100 mg mbi ngay mét 14n .

Khong 6 thube gléu doc dic hiéu cho Ebastine. Rua da dczy theo d6i céc chirc néing quan trong,
bao gdm ECG va dibu irj triéu ching nén duge thye hién ndu can thiét.




~ Trong trudng hop vo tinh nuot p hai / ubng qud lidu Kestine, hily thong bao cho béc si ngay 14p tic

hoiic lién he véi benh vién gan nhét..

14. QUY CACH PONG GOI:

- Hop 03 vi x 10 vién nén.

15. BAO QUAN:

- Noi khd thoang, tranh anh sang, nhiét do dudi 30°C.
16. HAN DUNG:

~ 36 thang Kké tir ngay sén xuét,

17, TIEU CHUAN; TCCS

18. TEN, biA cui ¢ ‘UA CO 8O SAN XUAT THUOC:
Nhé san xudt: Cong ty cd phin Dugce Phim ME DI SUN
Pia chi: 521 An Loi, Hoa Loi, Bén C4t, Binh Duong.
Dién thoai: 0274 3589 036 — Fax: 0274 3589 297

Binh Duong, 1'1gay 10 thang 10 niim 2019
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