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Siré6 SEASONIX
(Levocetirizin dihydrochlorid)

THANH PHAN CAU TAO CUA THUOC:

Moi 5 ml sird chira:
Levocetirizift Ghvaraclonid. . . «ilies «irws deei ot smosterdns s ons 2,5mg
Td duoc: Saccharose; dung dich sorbitol 70%, glycerin, natri methyl paraben, natri propyl

paraben, duong saccharin; natri acetate trihydrate; acid monohydrate citric; dung dich
- hwong liéu chudi; nuée cat.

DANG BAO CHE: Dung dich udng.
DUQC LUC HQC:

Levocetirizin 12 d6i hinh (R) ctia cetirizin 12 mot chat d6i khdng hiéu luc va c6 chon loc
trén nhitng thu thé H1 ngoai bién. Nhimg nghién ciru cho thay levocetirizin c6 4i lyc cao
ddi voi thy thé H1 cua nguoi (Ki= 3,2 nmol/l). Levocetirizin ¢6 4i lyc manh gép 2 lan
cetirizin (Ki= 6,3 nmol/l). Levocetirizin phan ly tir cdc thu thé H1 véi véi ban thoi gian 12
115 + 38 phuit.

Nhitng nghién ciru dugc dong hoc trén nhitng ngudi tinh nguyén khoée manh cho thdy
levocetirizin ¢6 hoat tinh gép ddi cetirizin ca & trén da va trén miii. Levocetirizin hoat dong
bﬁng céch trc ché c6 chon loc thu thé H1 ngoai bién. Thubc chi c6 téc dung ngén cén sy
gz‘m két histamin vao céc thu thé chi khong tdc dong dén su phoéng thich.

DUGQC PONG HOC:

- Hip thu: Levocetirizin dugc hap thu nhanh chéng va hoan toan qua dudng ubng. Nong
d6 dinh trong huyét twong dat dugc sau khi uéng thudc 0,9 gio. Mirc do hap thu khong
phu thugc vao lidu ding va khong bi thay di béi thirc an, tuy nhién ndng do dinh bj
giam.

- Phén bd: levocetirizin gin két v6i protein huyét twong khoang 90%. Thé tich phan b6
vao khoang 0,41 l/kg.

- Chuyén héa: Mirc @6 chuyén ho4 thubc & ngudi vao khoang 14% liéu ding. Nhitng con
dudng chuyén héa bao gdm oxy héa thom, dealkyl héa N & O va két hop taurine.

- Thai trir: Levocetirizin va cdc chit chuyén héa ctia n6 thai trir chii yéu qua than, khoang
85,4% liéu ding. Chuyén héa qua phan chi chiém khoang 12,9% liéu ding. Thoi gian
béan thai & ngudi tredong thanh 1a 7,9 £ 1,9 gio.

- Dbi tugng dic biét:

Bénh nhén suy than: D¢ thanh thai kha kién cia levocetirizin twong quan véi d¢ thanh thai

_creatinin. Do d6 phai diéu chinh khodng cdch ding thudc thy theo dd thanh thai creatinin &

nhitng bénh nhan bi suy than mirc ¢ vira va nang. Péi voi nhitng bénh nhan bi bénh than &
giai doan cudi, d6 thanh thai ciia thudc giam khoang 80% so v6i ngudi binh thudng, nhimg
bénh nhan nay khéng nén dung levocetirizin.

QUY CACH PONG GOI: Hop 1 chai 60 ml.

CHI PINH:

- Viém miii di ng theo mua
Viém miii di tmg theo mila & ngudi 16n va tré em tir 2 tudi tro 1én.
= Viém miii di tng kinh nién
Viém mili dj tng kinh nién & ngudi 16n va tré em tir 6 thang tudi trd 1én.
- Néi may day ty phat mén tinh
Céc biéu hién da khong bién chimg ctia may day tu phat mén tinh & ngudi 16n va tré em
tir 6 thdng tudi tro 1én.

LIEU DUNG VA CACH DUNG:
C6 thé uéng Seasonix ciing hay khong cling véi bita an. Thudc dugc khuyén dung 1 lan

trong ngay.

Ngudi 1én va tré em trén 12 tudi:

Liéu khuyén diing 12 2 thia (10 ml) seasonix /ngay.

Tré em tir 6- 11 tudi:

Liéu khuyén diing 12 1 thia (5 ml) seasonix /ngay.

Tré tir 6 thang — 5 tudi: Y2 thia (2,5 ml) / ngay.

Dé nghi khong diing seasonix cho tré dudi 6 théng tudi.

Bénh nhéan suy than:
Liéu khuyén ding cho bénh nhan suy than mirc d9 vira phdi 12 2 thia (10ml) seasonix / 2
ngay. Dbi v6i nhitng bénh nhan suy than ning khoang cich ding thudc c6 thé ting lén




thanh mdi 3 ngay. Nhitng bénh nhan & giai doan cudi ciia suy than khong nén dung
levocetirizin.

CHONG CHI PINH:
Chéng chi dinh Seasonix d6i véi nhitng bénh nhén sau:
- Quéd min cam véi levocetirizin va véi bat ky thanh phan no cua thuée.
- Bénh nhén suy than nang véi 49 thanh thai creatinin dudi 10ml/phit.
- Khéng diing thudc nay cho tré duéi 6 thang tudi.
- Khong ding thudc nay cho tré em tir 6 théng dén 11 tudi bj suy than

CAC TRUONG HQP THAN TRONG KHI DUNG THUOC:
Cén thén trong khi ung rugu, bénh nhén c6 cc van d& di truyén hiém gip nhu khong
dung nap galactose.
Levocetirizin c6 ch("mg chi dinh & cic bénh nhén cé tién st man cam voi levocetirizin,
cetirizin, hodc chat me hydroxyzin.
Phu nir ¢6 thai: ;
Chua c6 nhimg nghién ctru diy du cua levocetirizin trén phu nit c6 thai. Vi thé nén sir
dung than trong trong thai ky va chi dung khi 1¢i ich ctia viéc diing thudc hon hin nguy co
c6 thé xay ra cho bao thai.
Phu nir cho con bu:

Levocetirizin c6 thé bai tiét vao sira ngudi, do d6 nén tinh todn mirc 46 quan trong cia
viéc dung thudc d6i véi ngudi me dé xem xét giita viéc ngung cho con b va ngung ding
thudc.

Anh huwéng dén kha niing l4i xe va vin hanh miy méc:

Nhimg nghién ciru 1am sang cho thiy levocetirizin khéng c6 tic dung lam giam sy tip
trung, phan xa cling nhu kha nang 14i xe. Tuy vay, mét s6 bénh nhan da bji budn ngu, mét
mdi, suy kiét khi duing SEASONIX. Vi vady nhirng bénh nhan dang dung thudc nén thén
trong khi tién hanh 14i xe, van hanh mdy moc hay thyc hi¢n nhirng cong viéc nguy hiém.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC:
C6 nguy co bi ngi lim néu ding thudc nay véi céc thudc sau ddy: Ruou, chit chdng suy
nhugc loai ba vong nhu amitriptylin; narcotic nhu morphin, codein; benzodiazepin nhu
diazepam; c4c thubc khang histamin gy budn ngi nhu chlorpheniramin; thudc ngu.

TAC DUNG KHONG MONG MUON:
Nhin chung, levocetirizin dung nap tot. Tuy nhién mot s téc dung phu sau da dugc béo céo:
nhirc dau, dau nira dau, budn ngu, suy nhugc, viém miii, dau bung, khé miéng, mét moi,
viém hau hong.

QUA LIEU VA CACH XU TRi:
Triéu ching:
Triéu chimg qué lidu c6 thé gdm c6 ngl git & ngudi 16n, & tré em thi bét dau bj kich dong
va khong nghi ngoi, sau d6 1a ngu gat.
Kiém sodt tinh trang qué lidu:
Khdng c6 thudc giai doc dic hiéu cho levocetirizin.
Néu xay ra qu4 liéu, nén diéu tri tridu chimng va hd trg. Nén cén nhéc rira da day néu moéi
ubng thudc. Levocetirizin khdng dugc thai trir 6 hi¢u qua bang thim phan mau.
CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:
Poc ky hwéng dan sie dung truéce khi ding.
Dé xa tam tay tré em.
Théng bdo ngay cho bdc sy hoac dugc sy
nhitng tdc dung khéng mong mudn gdp phdi khi sir dung thuéc.

PIEU KIEN BAO QUAN: Bao quan noi khé mat, khong qua 30°C. Trénh 4nh sing.

~ HAN DUNG CUA THUOC: 24 thang ké tir ngay san xuat. Chi dung trong 30 ngay sau khi mé
nip.

TEN, PIA CHI, BIEU TUQNG (NEU CO) CUA CO SO SAN XUAT:
@m Incepta Pharmaceuticals Ltd.,

Dewan Idris Road, Zirabo, Savar
Dhaka, Bangladesh.
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