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Thinh phin/Compaosition:
Mdi vidn nang cing chita/ Each capsule contains:
Levocetirizin dihydroclonid ..., 5mg

Té dugc vdf Exciplents q.s.f .. 1 viégn/ 1 capsule
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HISTAPAST

Levocetirizin dihydroclorid Smg

SEN [Reg. No):
SX 1ak C.TY CP DUGC PHAM HA TAY

HISTAPAST

Levocetirizin dihydroclorid 5mg

SOK (Reg. No):

Manufactured by: HATAY PHARMACEUTICAL 15.C

HISTAPAST

Levocetirizin dihydroclorid 5mg

SEK (Reg. Na):
5K tai C.TY CF DUOC PHAM HA TAY

HISTAPAST

Levocetirizin dihydroclorid 5mg

SBK [Reg. Nok:

Manufactured by: HATAY PHARMACE UTICAL 15.C

HISTAPAST

Levocetirizin dihydroclorid 5mg

SDK (Reg. Noj:
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Huéng dan sir dung thuoc: f( =[ 0O PHAN

HISTAPAST 15\ pugc PrAM

N\ HATAY S/
- Dang thubc: Vién nang cimg «\W

- Thanh phén: Mdi vién nang cteng chica:
Levocetirizin dihydroclorid Smg
Ta dugc vd 1 vién

(Td duwoc gom: Tinh bot mi, microcrystalline cellulose, bot talc, magnesi stearat,

colloidal silicon dioxide , povidon, gelatin).

- Ciéc dic tinh dwge lyc hoc:

Levocetirizin la chat dbi khang chon loc va c6 hi¢u luc tai cac thu thé Histamin H1,
ngoai bién. Nghién ciru vé su gfm két cho thy levocetirizin ¢6 &i luc cao véi cac thu thé
Histamin H1 & ngudi. Levocetirizin ¢6 4 luc cao gap 2 lan so véi cetirizin (Ki=6,3
nanomol/lit). Nghién ctru duge luc hoc trén ngudi tinh nguyén da ching minh 14 chi voi
nira lidu, thi levocetirizin ¢6 hoat tinh ngang véi cetirizin, ca & da va & mii, thi 5 mg
levocetirizin ¢6 kiéu tre ché con di img do histamin ngang 10 mg cetirizin. Cing nhu v&i
cetirizin, nhimg phan tmg ngoai da do histamin virot ngodi xa so véi pha cac ndng o trong
huyét tuong.

- Céic diic tinh dwge dong hoc:

Hép thu: Levocetirizin hap thu nhanh va rong rai theo duong udng. Nguoi lén, ndng do
dinh huyét tuong dat duoc 0,9 giv sau khi udng. Ty 1¢ tich liy sau khi udng hang ngay la
1,12 voi trang thai 6n dinh dat duoc sau 2 ngay. Néng d6 dinh huyét twong thutmg la 270
ng/mL va 308 ng/mL sau khi udng céc lidu Smg lién tiép. Levocetirizin 6 thé ding cling
v6i bita an hodic khong cung vdi bira an.

Phin bd : Levocetirizin gan véi 91%-92% vao protein huyét tuong, phu thudc vao ndng
d6 trong khoang 90-5000 ng / ml, trong d6 bao gdm céc tri liéu nong do huyét trong quan
sat. Sau lidu ubng, trung binh. Thé tich phan bd x4p xi 0,4 L/kg, dai dign cho phan bd
trong tong s e trong co thé. Chuyén hoa cua levocetirizine & ngudi it hon 14% licu
dung.

Thai trir: Thoi gian ban thi trong huyét tuong ¢ nguoi lon 13 khoang 8-9 gitr sau khi
ubng. Dg thanh loc trung binh trong co thé 1a 0,63 mL/kg/phut. Con dudng dao thai chinh
cua Levocetirizine va clia cac chét chuyén hod 1a theo nude tiéu khoang 85,4% liéu dung,
thai qua phén chi khoang 12,9% lidu dung. levocetirizine la bai tiét ca hai bang cach loc
cAu than va dao thai tich cuc qua dng than.

Dugc dpng hoc 6 nguvi bénh suy thin:

Po thanh loc cua levocetirizin trong co thé co twong quan voi do thanh loc
creatinin. Vi vdy, nén didu chinh khoéang cach lidu luong levocetirizin dya vao d¢ thanh
loc creatinin & bénh nhan c6 suy thén nhe va trung binh hodc ning. Trong bé¢nh nhin mac

bénh than giai doan cudi (CICr <10 ml / phat) levocetirizine c}]éng chi dinh. Lugng
levocetirizine bo trong thoi gian 4 git thu tuc loc mau tiéu chuan la <10%.

- Chi dinh )
. Viém mii di img theo mua (bao gbm céc triéu chimg & mat)
. Viém miii di tng quan’ nam
. May day tu phat hay man tinh

- Licu lrong va cich dung: Ubng theo chi dén cia thay thudc

Ngudi 16m va tré em trén 6 tudi: Mdi ngay 1 vién (Levocetirizin dihydroclorid Smg)

C6 thé dung luc d6i hodic cling thire an

Bénh nhdn suy thdn: Chinh liéu dua theo chirc nang than ctia bénh nhén theo bang tham
chiéu dudéi day:
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=(  COPHAN 2\
Bg thanh thii creatinine (mlphiit) Lidu lugihg V00 PRI /F
50-80 2,5mg m6i ngay 1 lan \* N HA TAY /g
30-50 2,5mg moi ngay N
10-30 2,5mg 2 lan mot tuln, 3-4 ngay moi lan
<10 Chong chi dinh
hodc dang trai qua thdm tach mau

- Chong chi dinh: Qua man cdm véi levocetirizin, cetirizin, hydroxyzin hoic véi cac
thanh phén khéc ctia thudc.

Bénh nhén suy thén giai doan cudi (d¢ thanh thai creatin 10ml/phut).

Tré em dudi 6 tudi. :
- Thin trong: Can giam liéu & bénh nhan cao tudi (trén 65 tubi) néu chirc nang than suy
giam.

Thén trong khi duing déng thoi Levocetirizin véi cac chit ¢ con hay thudc giam dau thin

. kinh trung wong

- Twong tic thude:

Hién nay chura c6 nghién ciru twong téc thube cia levocetirizin, dd nghién ctru cing vé hgp
chat ddng phén raxemic ctia cetirizine:

- Azithromycin, Erythrocin, Ketoconazole chua ¢é béo cdo quan trong vé 1am sang.

- Cimetidin, Pseudoephedrin khéng ¢6 twong tac vé duoc dong hoc cua cetirizin

- Tranh sir dung déng thoi véi ruou va céc thube tre ché thin kinh.

- Ritonavir, Theophylin: Ding phéi hop véi cetirizin ¢6 khuynh huéng khéng bi anh
huéng boi thudc.

- Sir dung cho phu nir ¢6 thai va cho con bi: Tinh an toan khi sir dung Levocetirizin cho
phu nit ¢ thai chua dugec thiét lap. Vi vdy than trong khi sir dung thude nay cho phu nit ¢6
thai. Thubc bai tiét vao sira me nén khong dung thudc nay cho phu nit cho con ba.

- Tac djng lén kha ning 14i xe va vin hanh may méc:

Thudc c6 thé gay budn ngl va nhin mo do d6 thén trong khi ding ltc 14i xe va vin hanh
may moc.

- Tdc dung khong mong mubn:

N6i chung Levocetirizin thudmg duoc dung nap tét. Tuy nhién c6 mot sb tac dung khéng
mong mubdn hiém khi xay ra nhu khé miéng, nhirc dau budn ngi, mét méi, dau nira dau,
viém mfii, viém hong, dau bung.

- Str dung qui lidu:

*Triéu chimg: Ngu ga & nguoi 16n, ban dau 1a kich dong va thao cudng rdi ngi ga & tré
em.

*Xir trf: Chua ¢ thude giai doc dac hiéu déi véi levocetirizine. Néu qua licu xay ra thi cha
yéu diéu tr tricu chimg va diu tri duy tri. Rira da day c6 thé durge can nhéc néu khoang
thoi gian qué liéu ngdn. Loai trir levocetirizine bing phiong phép thim phan 1 khong hiéu
qua.

- Han ling: 24 théng tinh tir ngdy san xuit. Khong dung thude da qua han sir dung.

* Luu y: Khi thziy nang thudc bj 4m mdc, nang thudc bj réch, bép méo, bot thude chuyef:n
mau, nhin thude in s6 16 SX, 11D md...hay ¢6 cdc biéu hién nghi ngd khic phai dem thude
t6i hotTai noi ban hodic noi san xuét theo dia chi trong don.

>Qui cich Jéng goi: Hop 1 vi x 10 vién nang cimg.

Béo quan: Noi khd, nhiét do duéi 30°C.

DE XA TAM TAY TRE EM.
"Doc ky hudng dan sir dung trude khi dimg.

=" PHO CUC TRUANG

Wy@évn Viin Chank
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Néu cin thém thong tin xin héi y kién bdc si"
THUOC SAN XUAT TAI:
CONG TY C.P DUQC PHAM HA TAY
La Khé- Ha Pong- T.P Ha Noi
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