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MAU HOP
3 Vix 10 VIEN
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R Thuée ban theo don
Vien nen
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Hop 3vix 10vien
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Blo quan: Nai khd, nhiét da dudi 30°C,

trénh anh sang.

OF XATAMTAY CUA TREEM SBK
BOC KT HUBNG DAN 50 DUNG TRUSE KH DING
CONG TY CO PHAN DUGC PHAM TRUNG LIONG 2
9Trén Thanh Téng - © ai B3 Tumg - Ha N6l - Vidt Nam
OF 04.367154% FAX: D4.38211815

£ WHO - GMP
& Thuéc ban theo don 5

Vién nén

Ebastine

Hop 3 vix 10 vien

https://trungtamthuoc.com/

Chi djnh, chéng chi dinh, tic dung khéng
mong mudn, lifu lwgng - cach ding va cac
thdng tin khac: Xin doc trong td hudng din NSX:
sifdung bén trong hop.

Sén wudt taF CONG TY CP DUOC PHAM TRUNG UONG 2
1627, KCN Guang Minh - M Linh - Har NGi - Vit Nam
DF 0439716291 FAX: 04,35251434
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Thanh phén:
Ebasln. .. cninisinnasiieens

Bao quan: Noi khd, nhiét d6 dwéi 30°C, tranh anh sang.

SBK:

DE XA TAM TAY CUA TRE EM
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

CONG TY CO PHAN DUGC PHAM TRUNG UONG 2
9Trdn Thanh Tong - Q. Hai Ba Treng - Ha N - Viet Nam
DT, 04.39715439 FAX: 0438211815

WHO - GMP

Ry Thuéc ban theo don
Vién nén

Ebastine

Hop 10 vix 10 vién

Chi dinh, chéng chi dinh, tac dung khéng mong muén,
| liéu lwgng - cach ding va cac thong tin khac:
Xin doc trong té huwdng dan sirdung bén trong hop.

San xuét tai- CONG TY CP DUGC PHAM TRUNG UONG 2

L6 27, KCN Quang Minh - Mé Linh - Ha Néi - Viét Nam
DT 04.39716291 FAX: 04.35251484

Ngay SX:
S 16 SX:
HD:

https://trungtamthuoc.com/



MAU TO HUONG DAN SU DUNG THUBC
(MAT TRUGC)

PHAN THONG TIN DANH CHO BENH NHAN

Ebastine 10 mg

POC KY HUONG DAN SUDUNG TRUGC KHI DUNG.
DEXATAMTAY CUA TRE EM.

THONG BAO NGAY CHO BAC SY HOAC DUQC SY NHUNG
TAC DUNG KHONG MONG MUGN GAP PHAI KHI SU DUNG
THUGC.

THUGC CHIDUNG THEODON CUA BAC SY.

THANH PHAN

EBRSHN .vviiiiasnimmnisnii s i e e e 10mg
Tadwoc (Avicel PH 102, Lycatab PGS, Natri glycolat starch,
Aerosil- 200, Magnesistearat) ..............cccccueneene. NFA AU 1 ViEND

MO TA SAN PHAM: Vién nén tron, mau tring hodc trdng nga,
canhvathanhvién lanh I3n.

QUY CACH DONG GOI: Hop 03 vi x 10 vién nén, hdp 10 vix 10
viénnén.

THUGC DUNG CHO BENH Gi?

Thubc dwoc ding dé diéu trj triéu chirng cac trudng hop dj (ing
nhw viém mi dj (rng (theo mua hodc quanh nam), c6 hodc khéng
kém theo viém két mac dj teng, ndi rm_% day v canmantinh.
NENDUNG THUOGC NAY NHU THE NAO VA LIEU LUGNG?
Lidu lwgng:

Ludn ludn dung theo lidu khuyé&n céo ctia bac sT. Néu khong chic
chén, hay hoibac sThoéc dwgc siclia ban.

Thudc nay chi danh cho ngwéilén va tré em trén 12 tudi.

Liéu thuomg diing:

+Viém miidj (rng: 1-2 vién/ngay.

+M& day vd cin man tinh: 1 vién/ngay.

+Ngudisuy gan nhe téi vira: tdi da 1 vién/ngay.

Trong moi trieéng ho'p, thure hién ding theo toa clia bac si.

Cach dung: Ding duwéng ubng, ubng xa bira &n.

KHINAO KHONG NEN DUNG THUGC NAY?

- Nguwéri c6 tién str qua man voi Ebastin, hodic cac thanh ph An khac
cuiathudc.

- Suy gan nang.

- Tré em duwéi 12 tudi (do thidu dir ligu vé an toan, higu qua).

TAC DUNG KHONG MONG MUGN CUATHUGC (ADR)

- Thudng gap: Dau dau, khd miéng, budn nga.

- [t g&p: Viém hong, dau byng, kho tiéu, suy nhrgc, chdy mau
cam, viém mi, viém xoang, buén non va matngu.

- Rt hiém gép (<1/10000):

+ Hé tim mach: Banh tréng ngyc, nhip tim nhanh,

+Ha tiéu hoa: Khé miéng, kho tiéu, dau bung, budn nén, 6i mira.
+Rbi loan chung: Suy nhwge, phii né.

+Réiloan gan: Xétnghiém gan batthuong.

+ Hé than kinh trung wong: Bubn ngt, nhirc diu, chéng mit, mé

nhay cam.

+ FSXI loan tam than: M&tngui, céng thing.

+Hé sinh san: Rdiloan kinh nguyét.

+ Dava md duwéi da: Phat ban, ndi mé day, viém da.

+Hé mién dich: Biéu hién dj (rng naing.

THONG BAO CHO BAC SI CAC TAC DUNG KHONG MONG
MUON GAP PHAI KHI SU’DUNG THUOC.

NEN TRANH DUNG NHUNG THUGC HOAC THUC PHAM Gi
KHIDANG SUDUNG THUSC NAY?

- Khéng nén ubng thudc gn biva &n (ngay tréc hodc ngay sau &n
hoéc trong bi¥a &n) do lam téng nhe néng dd thudc.

- Khéng khuyén khich dung dbng théi thubc véi Ketoconazol,
itraconazol, erythromycin, clarithromycin, josamycin: Do gia téng
nguy co xudt hién cac rbiloan nhip that & nhirng ngurdri nhay cam.
CAN LAM Gi KHIMOT LAN QUEN KHONG DUNG THUGC?
Uébng ngay khi nhé ra. Néu thoi diém nhé ra gn véi thoi diém cla
lidu tiép theo thi bd qua lidu da quén, dgi dén thoi diém cla lidu ké
tigp ma&i ubng thudce lai. Khdng ding liéu gap dbi & 1an udng ké
tiep.

CAN BAO QUAN THUGC NAY NHUTHE NAO?

Noikho, nhiét a6 dwéi 30°C, tranh anh sang.

NHUNG DAU HIEU VA TRIEU CHUNG KHIDUNG THUGC QUA
LIEU?

Tacdunganthancothdxayra. )

CAN LAM Gi KHI DUNG THUGC QUA LIEU KHUYEN CAO?
Néu qué liéu xay ra, ngay lap tirc goi cho bac sTho#c dich vy y té
khan cép, hodic dén bénh vién gan nhat dé dugc cép ctrukip thor.
NHUNG PIEU CAN THAN TRONG KHIDUNG THUGC NAY?

a, Cac tinh trang cdn than trong khidiing thuée

- Hoi chirng QT dai, ha kali mau, dang diéu tri voi thubc
Ketoconazol, itraconazol, erythromycin, clarithromycin,
josamycin (cac thubc lam kéo dai QT hodc e ché C
-Nguwéisuy than.

b, Trwérng horp c6 thaiva cho con
Sir an toan ctia thubc dbi voi phy n va cho con bl chwa
dwoc xac dinh nén cin than trong ki st dung cho phuy ni cé thai
va cho con bu.

¢, Tac dung véi kha néing lai xe va van hanh may méc

Ebastin khong gay tac dung an than dang ké, tuy nhién véi mot sb
nguori co thé bj gay budn ngl. Do d6 nén than trong khi sir dung
thudc dbi véri ngudvi i xe va van hanh may moc.

KHINAO CAN THAM VAN BAC SY,DUQC SY?

Khi g4p phai cac tac dyng khéng mong muén trong qua trinh st
dung thuébc.

Khi diing qua lidu khuyén céo dwgc sir dung.

Khi cAn thém thong tin xin hoiy kién bac sT.

https://trungtamthuoc.com/
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MAU TO HUGNG DAN SU DUNG THUGC
(MAT SAU)

HUGNG DAN SU DUNG THUGC CHO CAN BO Y TE

1.CACPAC TINH DUQC LUC HQC, DUGC BONG HOC:

1.1 Déc tinh dwore lwe hoc

Nhém duroc ly: Thube khang histamin H1.

M&ATC: RO6AX22.

Ebastin d&n xuét clia piperaridin, la chat khang Histamin cé tac
dung kéo daiva khéng gay budn ngu.

Ebastin c6 tac dyng lam giam triéu chirng ctia bénh dj (rng bao
gdm viém mili va ngtra ngoai da.

1.2Déc tinh dwegre ddng hoc

- Ebastin dwge hdp thu nhanh sau khi uéng. Sau khi ding liéu 10
mg l&p dilap lai m8i ngay motlan, trang thai 8n dinh dat dwoc trong
3 dén 5 ngay v&i nbng do dinh trong huyét trong tir 130 dén 160
mg/ml. Ebastin g&n nhw dwoc chuyén hoa hoan toan thanh chét
chuyén héa acid c6 hoat tinh |a Carebastin théng qua con dwéng
CYP3A4. Sau khi ubng mot lidu 10 mg, néng do dinh trong huyét
twong cla Carebastin dat dugc & 2,6 dén 4 gior va dat mirc 80-
100 mg/ml.

- Ca Ebastin va Carebastin c6 ti 1& gén v&i protein huyét twong cao
(trén 95%).

- Thevi gian ban thai cia Carebastin 14 tir 15 dén 19 gié véi 66%
thubc dwgc bai tiét trong nwérc tiéu chli yéu duéi dang cac chét
chuyén héa lién hop.

2.CHIBINH:

Ebastin dugc chi dinh dé diéu trj triéu chirng céc trrdng hop dj
tng nhw viém mii dj rng (theo mia hodc quanh nam), co hodc
khéng kém theo viém két mac dj trng, ndi mé day vo cin mantinh.
3. LIEU LUQNG VA CACH DUNG:

Cach ding: Dung dwdng ubng, ubng xa bira &n.

Liéu dung:

- Nguoilon va tré em trén 12 tudi:

+ Viém mi dj trng (theo mua hodc quanh nam), khéng/kém viém
két macdj(rng: 1-2 vién/ngay.

+Mé day vd can man tinh: 1 vién/ngay.

- Suygan nhe téi vira: T6ida 1 vién/ngay.

4.CHONG CHiBINH:

- Ngurévi co tién str qua man véi Ebastin, hodc cac thanh phan khac
cliathube.

-Suy gan nang.

-Tré emduwéi 12 tudi (do thiéu dir liéu vé an toan, higu qua).
5.CAC TRUONG HOP THAN TRONG KHI DUNG THUOC:

a, Céc tinh trang cin than trong khi diing thubc

- Hgi chirng QT dai, ha kali mau, dang diéu tri v&i thubc 1am kéo dai

¢, Téc dung vé&i kha nang lai xe va van hanh may méc

Ebastin khdng gay tac dung an than dang k&, tuy nhién véi mét sb
ngudi co thé bj gay budn ngui. Do d6 nén than trong khi sir dung

thuébc dbi véi nguei 14i xe va van hanh may moc.

6. TUONG TAC VOI CAC THUGC KHAC VA CAC DANG

TUONG TAC KHAC:

- Dung déng théri Ebastin véri Ketoconazol hoéc Erythromicin 1am

tang nbng d¢ va thevi gian ban thai clia Ebastine...

- Khi str dyng ciing véi thiec &n, co si ting nhe ndng d6 va AUC
ciia Ebastin. Sy gia ting nay khong lam thay dbi Tmax va khong

gay ramot hiéu qua 1am sang dang ké nao.

- Khéng khuyén khich ding déng théi Ebastin véi Ketoconazol,
itraconazol, erythromycin, clarithromycin, josamycin: Do gia tang
nguy co xuét hién cac réi loan nhjp that & nhirng ngwéri nhay cam

(hoi chirng QT dai, bAm sinh).
7.TAC DUNG KHONG MONG MUGN CUA THUGC
- Thudng g&p: Dau dau, khé miéng, budn ngu.

- It g&p: Viém hong, dau bung, khé tiéu, suy nhwoc, chdy mau

cam, viém miii, viém xoang, bubn nén va mét ngu.

- RAt hiém gap (<1/10000):

+ Hé tim mach: Danh tréng ngyc, nhip tim nhanh.

i Hg tiéu hoa: Khd miéng, khé tiéu, dau bung, budn nén, 6imira.
+ Roiloan chung: Suy nhugc, phi néd.

+R6i Iogn gan: Xét nghiém gan batthwéng.

+ Hé th

nhay cam.

+ Rdiloan tdm than: MAtnga, cang thing.

+Hé sinh san: Réi loan kinh nguyét.

+Dava mo duwéida: Phat ban, nbi mé day, viém da.
+Hé mi&n djch: Biéu hién dj trng nang.

8. QUA LIEU VA XU TRI:

- Tac dyung an than kiéu atropin c6 thé xay ra (rc ché hé than kinh

adigiao cam).

Huéng xcrtri:

- Khéng c6 thubc giai ddc d&c hiéu cho Ebastin.
- Trong truérng hop qua liéu: rira da day,
quan trong bao gém ca dién tam db va
duwgcthychién. ;
9.CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:
Khéng dé cap. |

TEN, DIA CHi CUACO SO SAN XUAT

n kinh trung wong: Budn ngu, nhirc ddu, chong mat, méy

cONG TY c0 PHAN DUUC PHAM TRUNG UUNG 2
9 Trén Thanh Téng - Q. Hai Ba Trung - Ha N§i - VIET NAM
DT: 04.39715439 FAX: 04.38211815

Sén xuét tai: CONG TY CP DUQC PHAM TRUNG UONG 2
L6 27, KCN Quang Minh - Mé Linh - Ha Ni - VIET NAM
DT: 04.39716291 FAX: 04.35251484

QT hodc trc ché CYP3A4 (azol, macrolid).

-Suy than.

b, Trwérng horp ¢6 thaiva cho conbu

Si an toan cia thubc dbi véi phy nik cé thai va cho con bu chura
duoc xac dinh nén cin than trong khi sir dyng cho phu ni c6 thai
vacho con bu.

Ha néi, ngay |/ thang // ndm 2016
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