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Thinh phin: M&i vién nén chia:
Loratadin
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Chi djnh, Cach ding, Chéng chi dinh
va cic thing tin khac:

Xin doc trong 12 huding din s dung.

Bdo quan: Trong bao bi kin, nai kho.

Nhigt di khéing qua 30°C.
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Compaosition: Each tablet contains:
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EXCIPIEIS S iinisrissnsssmmsnssmnisasriaivasss 1 tablet
Indications, Admi , Contraindications
and other precautions:

Read the leaflet inside.

Store in a well-closed container, in a dry place,

Do not store: above 307C.
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Loratadin STADA 10 mg

THANH PHAN
M&i vién nén chia:
Loratadin 10 mg
T4 dugc vira di .. 1 vién

(Lactose monohydrat, tinh bdt ng6, povidon K30, talc, magnesi stearat).
MOTA
Vién nén tron, mau tréng, hai mat béng, mét mat tron va mdt mat khéc
vach,
DUQC LYC HQC
Loratadin 1a mét thubc khang histamin 3 vong co tac dong kéo dai voi
hoat tinh déi khang chon loc trén thy thé H; & ngoai bién.
DU'QC PONG HQC
Loratadin dwoc hép thu nhanh qua duéng tiéu hoa sau khi ubng, ndng
do dinh trong huyét twong dat dwgce trong khoang 1 gid:.
Sinh kha dung ting va thoi gian dat ndng do dinh trong huyét twong
ch&m khi diing chung thudc voi thirc an. Loratadin bj chuyén héa nhiéu.
Chét chuyén hoa chinh la desloratadin c6 hoat tinh khang histamin hiéu
qua.
Théi gian ban thai trung binh da duwgc bao cao cho loratadin va
desloratadin 14n Iwot 14 8,4 va 28 gi¢. Loratadin gén két khoang 98%
protein huyét tvong; desloratadin gén két it hon. Loratadin va chét
chuyén hoa clia nd dwgc phat hién trong sva me, nhung khéng qua
duge hang rao mau ndo voi lugng dang ké. Phan I6n lidu thubc duge
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bai tiét qua nwdc tidu va phan véi lugng twong duong nhau, chi yéu &
dang cac chét chuyén héa.
Su phan b cia loratadin khéng thdy thay déi dang ké trén bénh nhan
suy than nang va thdm tach mau khdng phai 1a bién phap hiéu qud thai
triy loratadin hodc chét chuyén hoa desloratadin ra khéi co thé,
CHI BINH
Giam triéu chirng cla dj (ng bao gbm viém mi va mé day man tinh.
LIEU LUQNG VA CACH DUNG
Loratadin STADA 10 mg dwgc ding bing dudng ubng.
~ Nguoi Ién va tré em trén 12 tudi: 10 mg x 1 1an/ ngay.
- Tré em tir 2 - 12 tudi:
+ Trong lwgng co thé > 30 kg: 10 mg x 1 1&n/ ngay.
+ Trong lwgng co thé < 30 kg: 5 mg x 1 1&n/ ngay.
— Nguwoi bj suy gan va suy than néng (d¢ thanh thai creatinin < 30 ml/phat):
Liéu ban déu 1 vién x 10 mg, 2 ngay uéng 1 1an.
CHONG CHI B|NH
— Bénh nhan qua man hay dj (rng v6i bat cir thanh phén nao cia thude.
) = Tré em dudi 2 tudi.
) THAN TRQNG
= Suygan.
Khi dung loratadin, cé nguy co khé miéng, déc biét & ngudi cao twéi, va
ting nguy co s&u rang. Do d6, cén phai vé sinh rang miéng sach s& khi
{  dung loratadin.
{ TUONG TAC THUOC
A — Didu trj dbng thoi loratadin va cimetidin ddn dén tang ndng do loratadin
trong huyét tvong 60%, do cimetidin (rc ché chuyén hoa cla loratadin.
Diéu nay khong co biéu hién lam sang.
Didu trj ddng thoi loratadin va ketoconazol dan t¢i tang ndng dé loratadin
trong huyét tvong gép 3 l&n, do e ché CYP3A4. Didu do khéng co biéu
hién Iam sang vi loratadin cé chi sé didu tri rong.
Pigu trj dbng thoi loratadin va erythromycin dan dén tang ndng do
loratadin trong huyét twong. AUC (dién tich duwdi dudng cong cla ndng
dd theo théi gian) cla loratadin, tdng trung binh 40% va AUC cla
descarboethoxyloratadin tang trung binh 46% so véi diéu tri loratadin
don tri. Trén dién tam dé khong co thay déi vé khoang QTc. Vé mat 1am
sang, khéng co bidu hién sy thay dgl tinh an toan cda loratadin, va
khong c6 théng bao vé tac dung an than hodc hién tugng ngét khi diéu
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trj ddng théri 2 thubc nay. ;
PHY N{* CO THAI VA CHO CON BU
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Phy nir ¢6 thai
An toan sir dung cac ché pham loratadin trong khi mang thai chua dugc
xac dinh, do dé, chi dung thudc néu lgi ich dieu trj cao hon nguy co xay
ra cho bao thai, B ™

Phuy nir cho con bu
Do loratadin dwgc bai tiét qua sira me va vi nguy hai cta thube khang
histamin gia tang trén tré em, déc biét tré so sinh va tré sinh non, nén
quyét dinh ngung cho con bii hodc ngung ding thude.

ANH HU'O'NG TREN KHA NANG LAl XE VA VAN HANH MAY MOC
Trong cac thir nghiém lam sang danh gia kha nang i xe & nhirng bénh
nhan dung loratadin, khd néng nay khéng bj suy gidm. Tuy nhién, bénh
nhén can biét riing co mot vai trudng hep rat hiém gap bj tinh trang ngd
g4 c6 thé anh hudng trén kha nang lai xe hay van hanh may méc.

TAC DUNG KHONG MONG NUON
Loan nhip thét ndng da xay ra khi didu trj véi mot sé thubc khang thy thé
histamin Hy thé hé 2. Bidu do khéng xuét hién khi didu trj bing loratadin.
Khi st dung loratadin véi lidu Ién hon 10 mg hang ngay, nhirng tac dung
phy sau day co thé xay ra:

Thwéng gap

— Thén kinh: Dau dau

— Tiéu hda: Khé miéng
it gap

— Thén kinh: Chéng mat

— H6 hdp: Khé miii va hét hoi

— Khéc: Viém két mac
Hiém gdp

— Thén kinh: Trdm cam

— Tim mach: Tim dap nhanh, loan nhip nhanh trén thét, danh tréng ngec.

— Tiéu hoa: Bubn ndn

— Chuyén héa: Chirc nding gan bét binh thudng, kinh nguyét khdng déu.

— Khéc: Ngoai ban, ndi may day, va choang phan vé,

QUA LIEU VA BIEU TR|
Trigu chirng

— Ngui I6n: Budn ngdl, nhip tim nhanh, va nhizc dau (dung lidu 40-180 mg
loratadin).

— Tré em: Bidu hién ngoai thap va danh tréng ngec (dung qua 10 mg).
Diéu trj

— Dibu trj qua lidu loratadin théng thueng bao gém didu trj triéu ching va
diéu trj ho tro, bit dAu ngay va duy tri chirng ndo con cén thiét.

— Truwéng hop qua lidu loratadin cp, nén lam réng da day ngay bang céach
ding siro ipeca gay nén. Ubng than hoat sau khi gy non co thé co higu
qua ngan chin sy hép thu clia loratadin, Néu gay nén khong co higu qua
hoc bj chéng chi dinh (nhu v&i bénh nhan hon mé, dang co giat), c6 thé
tién hanh sdc rira da day bang dung dich NaCl 0,9% néu c6 6ng dit n
khi quan d& ngan ngira viéc hit phai cac chét trong da day. Céc thube
mubi co tac dung pha lodng nhanh chéng céc chét chira trong rugt.

BAO QUAN : Trong bao bi kin, noi kho, Nhigt do khong qua 30°C.
HAN DUNG : 60 thang ké tir ngay san xuét.
PONG GOl : Vi 10 vién. Hop 2 vi.

Vi 10 vién. Hop 10 vi.
TIEU CHUAN AP DUNG: Tiéu chun nha sén xuét.

Dé xa tam tay tré em
Khéng ding thude qué thoi han si dung
Bzc lg? hwéng dén sir dung trwée khi ding
Néu can thém thdng tin, xin héi y kién béc si -
Théng béo cho béc si nhirng tac dyng khéng mong mudn gép phél khi
str dyng thudc
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Nha sén xuét: _
| — . CTY TNHH LD STADA-VIET NAM

STAD A K63/1 Nguyén Thi Séc, Ap My Héa 2,

Xa Xuén Thdi Ddng, Huyén Hac Mén,
Tp Hé Chi Minh, Viét Nam
DT: (+B4) B 37181154-37182141 « Fax: (+84) 8 37182140
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