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CONG THUC: Ebastin
Tiduge vd
CHI BINH:
Ebastin duge chi dinh a& lam gidm cac trigu chdng:
-Viém mai dj tng theo mia va quanh ndm.
- N&i mé day v can man tinh.
LIEU DUNG, CACH DUNG, CHONG CHI BINH VA
CAC THONG TIN KHAC:
Xem téf hudng din sis dyng kém theo.
BAO QUAN: & nhiét dd khéng qué 30°C,
noi khd rdo, tranh dnh sdng.

OE XA TAM TAY TRE EM

£OC KV HUGNG DAN SU'DUNG TRUGC KHI DUNG.

COMPOSITION: Ebastine 10mg
Excipients sq.f 1film-coat tablet

INDICATION:

Ebastine is given for the symptomatic relief of:

-Seasonal and perennial allergic rhinitis.

- |diopathic chronic urticaria.

DOSAGE, ADMINISTRATION, CONTRAINDICATION

AND THE OTHER INFORMATION:

Read the leaflet inside.

STORAGE: Not more than 30°C, in dry place,

protect from light.
KEEP OUT OF REACH OF CHILDREN
CAREFULLY READ THE LEAFLET BEFORE USE
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San xudt theo TCCS
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NAOVPHAR Hép 10 vi x 10 vién nén bao phim
CONG THUC: BAO QUAN:
Ebastin 10mg ¥ nhiét d6 khéng qua 30°C, nai khé rdo,
Tédugc wvd 1vién nén bao phim tranh dnh sang.
CHIDINH: DE XA TAM TAY TREEM
Ebastin dugc chi dinh dé 1am gidm cac trigu DOC KV HUONG DAN SU'DUNG TRUGC
ching: KHI DUNG.
- Viém mii dj dng theo mia va quanh nam. San xudt theo TCCS
- Ndi mé day vé cin man tinh. SBK:
LIEU DUNG, CACH DUNG, CHONG CHI 5616 5X:
DINH VA CAC THONG TIN KHAC: NSX:
Xem t& hudng din st dung kém theo. HD:

RX Prescription only medicine
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NADYPHAR Box of 10 blisters x 10 film-coat tablets
COMPOSITION: STORAGE:
Ebastine 10mg Not more than 30°C, in dry place,
Excipients s.q.f 1film-coat tablet protect from light.
INDICATION: KEEP OUT OF REACH OF CHILDREN

Ebastine is given for the symptomatic relief of: CAREFULLY READ THE LEAFLET BEFORE USE
- Seasonal and perennial allergic rhinitis.
- Idiopathic chronic urticaria.

DOSAGE, ADMINISTRATION,
CONTRAINDICATION AND

THE OTHER INFORMATION:

Read the leaflet inside.
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RX Thuéc nay chi ding theo don thuéc

NADYESTIN 10

Céc dfu hiéu hru ¥ va khuyén céo khi ding thudc:
*  Doc ky hudng dan sir dung truée khi ding.
» Déxatam tay tré em.

1. THANH PHAN CONG THUC THUOC:
Thanh phén hoat chit:  Ebastin 10 mg
Thanh phén t& dugc: Lactose, cellulose vi tinh thé 102, crospovidon, natri lauryl sulfat,
colloidal silicon dioxyd, magnesi stearat, opadry II tring.

DANG BAO CHE: Vién nén trdn bao phim, hai mt 18i, mau tring hay tring nga.

3. CHI PINH:
Ebastin dugc chi dinh € lam giam céc triéu chimg:
Viém miii dj img theo mua va quanh nim.
N&i may day v cin man tinh.

4. LIEU DUNG, CACH DUNG:
Liéu dung:
Ngudi 16n va tré em trén 12 tudi:
Viém mili dj img: Udng 10 mg (1 vién), 1 1in/ ngay.
May day v6 cin man tinh: Udng 10 mg (1 vién), 1 14n/ ngy.
Cich dung: C6 thé ubng thuéc NADYESTIN 10 trong hoic ngoai bifa an.

5. CHONG CHI PINH:
Bénh nhén c6 tién sir qua mAn véi ebastin hodc véi bt cir thanh phin nao cia thubc.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC:
Cin than trong khi diing thudc cho bénh nhén bj céc tinh trang sau:
Hoi chimg QT kéo dai, ha kali huyét, dang diéu tri véi thudc 1am ting QT hodc thubc e ché
hé théng enzym CYP 3A4 (khang sinh nhém macrolid, nhém khang nim azol).
Thén trong v&i bénh nhan suy thén, tén thuong gan.
Tinh an toan cho phu nif c6 thai va cho con by; tré em duédi 12 tudi chua dugc xac dinh.
Thén trong doi véi td dugc lactose: Bénh nhan méc cAc réi loan di truyén hiém gip vé dung
nap galactose, chimg thiéu hyt lactose LaPp hay rdi loan hép thu glucose - galactose khong
nén sir dung thudc ndy do thanh phin thudc c6 chira lactose.

7. SUDUNG THUOC CHO PHY NU CO THAI VA CHO CON BU:
Thoi ky mang thai: Khong c6 dir li¢u sir dung thudc trén phy nit ¢6 thai, chi nén ding
thudc néu lgi ich vugt trdi so véi nguy co.
Thoi ky cho con bi: Chua xé4c djnh

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Thubc c6 thé ghy nhirc dAu, budn ngit nén cin than trong khi 14i xe va van hanh may méc.

9. TUONG TAC, TUONG KY CUA THUOC:
Diing ddng thoi ebastin véi thubc khang nim nhém azol hodc khéng sinh nhém macrolid
1am ting n%ng d9 ebastin trong huyét twong va 1am kéo dai khoang QT.
Té4c dung an thin cua ruqu va thuoc diazepam ting lén khi ding d6ng thdi véi ebastin.
Nong ¢ trong huyét twong va dién tich duéi dudng cong ciia chit chuyén héa acid hoat tinh
chinh ciia ebastin tang 1én 1,5 dén 2,0 ldn khi ubng thudc ebastin trong bira &n. Viéc gia tang
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nay khong 1am thay déi thoi gian dé thude dat ndng 46 tdi da trong méu. Ubng thudc ebastin

trong bita 4n khong thay ddi hiéu qua 1am sing ciia ebastin.
Ebastin khong cé tic dung an thin y nghfa. Tuy nhién, nén canh béo cho bénh nhén biét
4n. Vi thé nén xem xét cho timg bénh nhan

riing da c6 tAc dyng an thin trén mot s6 it bgnh nh 1
riéng biét trudc khi quyét dinh cho ho l4i xe hodc vén hanh may méc. Téc dung ndy c6 thé

niing hon khi bénh nhén udng rugu hogc ding cac thuéc an than khéc.

. TAC DUNG KHONG MONG MUON CUA THUOC:

Thuong gap:

+ Thén kinh: Nhirc diu, budn ngu.

+ Tiéu héa: Kho miéng

Hiém gdp:

+ Toan than: Viém hong, chdy mau cam

+ Tiéu hoa: Budn non, dau bung, kho tiéu

+ Thén kinh: Mét ngt, mét moi

* Huémg din cach xir tri céc tac dyng khong mong mudn:
Téc dung khong mubn cua ebastin thuomg nhe, chi mot sb
thc dung khéng mong mudn ciia thudc.

QUA LIEU VA CACH XU TRI:

Triéu chimg .
én hanh & lidu lugng cao, khong c6 déu higu hodc tri¢u chimg coby

Trong cac nghién ciru ti
nghia ldm sang dugc quan sat khi dung liéu 1én dén 100mg/ ngay/ lan.

Céch xir tri
Khong c6 thubc giai doc ddc hiu cho ebastin. Trong trudng hop qué lidu, rira da day,
gidm sat céc chirc ning quan trong bao gdm ca dién tam dd, va diéu tri triéu chimg nén duge

thue hién.

THONG TIN VE DUQC LY, LAM SANG:
Pic tinh dwge lyc hoc:

Nhém duogc ly: Thude khang histamin Hi.

M3 ATC: RO6A X22

Ebastin 12 mot chit d6i khéng
l4p lai lidu ding, tic dyng tc ¢
hang dinb.

Pic tinh dwgc djng hoc:
Ebastin dugc hép thu nhanh chéng va tréi qua giai doan chuyén héa ban d4u rong rii sau khi

ubng. Ebastin hu nhw chuyén héa hoén todn thanh chét chuyén héa c6 hoat tinh 14 acid

it bénh nhén phai ngimg thudc do

thu thé Hj-histamin ¢6 tac dung chon loc va kéo dai. Sau khi
hé ciia cac thu thé ngoai vi van dugc duy tri & mirc d§

carebastin.
Sau khi ubng mét liéu don, ndng d¢ dinh trong huyét tuong ctia carebastin dat dugc tir 2,6

dén 4 gidr 14 80 - 100mg/ml. Thi gian bén hity cita carebastin t 15 - 19 gid, c6 khodng 66%
lugng thubc duge thai trir qua nudc tiéu & dang lién hop. Ding két hop ebastin vdi
ketoconazol hodic erythromycin & ngudi tinh nguyén khoe manh cho thdy néng 4o trong
huyét twong vA thdi gian ban hiy ciia ebastin VA carebastin ting lén ding ké. Véi
ketoconazol, Crmax v& AUC ting 1én 14n lugt 14 15 1an va 40 lan, véi erythromycin céc gid tri

ndy ting gp doi.

B0

L
-

® |3
T - /o
Bz < g}

(g
o X
=

E,__
@3




TG HUONG DAN SU DUNG *

J—
Ci ebastin va carebastin ddu lién két manh véi protein huyét tuong > 95%. O ngudi cao tudi,
Khong c6 sy thay ddi c6 ¥ nghia nio dugc biét lién quan dén dugc dong hoc so v6i nhimg
bénh nhén suy thén, thoi gian bén hiy cua carebastin ting 1én

newdi tinh nguyén tré tudi. O
dén 23 - 26 gid. Tuong ty nhu vy, ¢ bénh nhén suy gan, thoi gian ban hiy ciing téng 1én

dén 27 gid.
. PON VI PONG GOI NHO NHAT, QUY CACH PONG GOI:
Hop 3 vix 10 vién; Hop 10 vi x 10 vién.
. HAN DUNG CUA THUOC: 36 thang ké tir ngdy san xuét
. PIEU KIEN BAO QUAN, TIEU CHUAN CHAT LUQNG CUA THUOC:
Piu kién bao quén: O nhiét 8§ khong qué 30°C, noi khé réo, tranh 4nh séng.
Tiéu chuin chét lugng: TCCS
. TEN, PIA CHI CUA CO SO SAN XUAT THUOC:
CONG TY CO PHAN DUQC PHAM 2/9

NHA MAY: 930 C4, dudng C, khu cong nghi¢p Cét Lai, cum 2, phuong Thanh My Loi,
quén 2, TP. H6 Chi Minh.
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