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LEVOCETIRIZIN-US 2093 % - by/

‘ " TRACH NHIEW HUUKAN\Pi@n nén bao phim levocetirizin dihydroclorid Smg

I:S) PHAILIA WA USA
Levocetirizi ydroclotid 5mg
Té dugc: Lactose-menchydrat, Tinh bot ngd, PVP K30, Magnesi stearat, Aerosil, Natri starch glycolat,
HPMC 606, HPMC 615, Titan dioxyd, Talc, PEG 6000.
Phan loai
LEVOCETIRIZIN-US chira levocetirizin dihydroclorid 14 thuéc khang histamin, déi khéng thu thé H;.
Dwgc lwe hoc:
Levocetirizin dlhydrochlorld 1a dang ddng phan déi quang clia cetirizin hydrochlorid c6 tac dung d6i
khang chon loc trén thu thé histamine H;. Levocetirizin dihydrochlorid c6 4i luc trén thu thé H; & ngudi
cao gap 2 1an so vdi cetirizin hydrochlorid (Ki=3 nmol/L so v&i 6 nmol/L).
Dwgc dong hoc:
Levocetirizin dihydrochlorid dwgc hép thu nhanh chéng va rong rdi sau khi udng. Nong d6 dinh trong
huyét trong dat duoc 0,9 gid. Sy phan bd cuia levocetirizin dihydrochlorid bi han ché vi the tich phan bb
120,4 L/ kg, ti 1& gén két véi protein huyet tuong dao dong tir 90-91%. Levocetirizin chu yéu chuyen hoa
qua than, thoi gian bén thai 1a 8-9 gio, tong do thanh thai trung binh khoang 0,63 mL/phut/kg. Phén lén
levocetirizin dihydrochlorid va céac chat chuyén héa cia n6 duoc bai tiét thong qua nuée tiéu, chiém
trung binh 85,4% liéu dung va thai trir qua phén khoang 12,9% lleu dung. Levocetirizin dihydrochlorid
duoc bai tiét bang ca su loc & cAu than va sy bai tiét chu dong & dng than.
Chidinh:
LEVOCETIRIZIN-US dugc chi dinh trong diéu tri cac trudong hop:
- Lam giam céc triéu chimg & miii va mét do viém miii di (g theo mua va lau nam;
- Lam giam cAc triéu chimg ciia mé day v6 can mén tinh.
Lleu lwong va cach dung:
Uong 1 lan duy nhét trong ngay va c6 thé uong cung hoac khong cung véi thire an.
Liéu ding de lam giam céc triéu chimg & miii va mat do viém miii di img theo mda va lau ndm; cac triéu
chimg ctia mé day v6 cin mén tinh nhu sau:
- Nguoi 16n va tré em tir 12 tudi trg 1én: 1 vién (Smg) mdi ngay.
- Tré em tir 6 dén 12 tudi: 1 vién (5mg) mdi ngay.
Levocetirizin khong duge khuyén céo str dung cho tré dudi 6 tubi do khong du dit liéu vé an toan va
hiéu qua.
- Bénh nhén suy than:
% Nhe (50 -79 ml/phut): 1 vién mdi ngay.
% Trung binh (30 — 49 ml/phut): 1 vién mdi 2 ngay. V
< Ning (< 30 ml/phit): 1 vién mdi 3 ngay.
- Bénh nhan suy gan: Khong can diéu chinh liéu.
Chong chi dinh:
Bénh nhan qua man véi levocetirizin hoic véi bét ctr thanh phan nao cua thudc, hodc véi cetirizin. .
Céc phan g mé day dén phan tmg phan vé.
Bénh nhén bi bénh than giai doan cudi (CrCl < 10 ml/phit) va bénh nhan dang thim tach mau.
Bénh nhan tré em tir 6-11 tudi bi suy chure nang thén.
Bénh nhan ¢6 van d& v di truyén khong dung nap galactose hiém gip, thiéu men Lapp lactase hoidc kém
hép thu glucose-galactose khong nén dung thubc nay.
Than trong: . i
Trong céc thir nghiém lam sang da ghi nhan tinh trang budn ngl, mét mai, suy nhugce co the xay ra &
mdt s6 bénh nhén diéu tri v6i levocetirizin . Cén tranh sir dung déng thoi levocetirizin véi rugu hodc cac
loai thubc trc ché than kinh trung wong.
Mot sb trudong hop xay ra tinh trang bi tiéu khi st dung levocetirizin. Can than trong s dung
levocetirizin ¢ nhimg bénh nhén c6 cac nguy co d4n dén bi tiéu (vi du nhu tén thuong tiy sOng, tang san
tuyén tién liét) do levocetirizin c6 thé 1am ting nguy co nay. Ngimg sir dung levocetirizin néu xay ra
tinh trang bi tiéu.
San pham c6 chira t4 duogc lactose do d6 khong nén sir dung cho nguoi khong dung nap galactose, thiéu
hut Lapp-lactase, r6i loan hép thu glucose-galactose.
Phu_nir ¢é thai va cho con bu:
Phu ni¥ co thai
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Chua c6 céc nghién ctru ddy du va duoc kiém soét tét & phu nit ¢6 thai. Do cac nghién ctru vé su sinh
san ¢ thu khong ludn lubn dy doén dugc ddp timg & ngudi, chi nén dung levocetirizin trong thai ky néu
that sy can thiét.

Phu ni¥ cho con bu

Vi levocetirizin ciing duge cho 1a bai tiét vao sita me, khong dugce chi dinh dung levocetirizin & ngudi
me dang cho con bu.

Lai xe va vin hanh mdy mée:

C6 hién tuong gay budn ngu, mét, suy nhuge & mot s6 bénh nhén khi dung levocetirizin dihydrochlorid.
Do d6 can théan trong khi dung thudc nay cho bénh nhan dang l4i xe hodc dang van hanh may méc.
Twong tic thudc:

O mot sd bénh nhan nhay cam khi sir dung cetirizin hodc levocetirizin ciing véi ruou hodc cac thude e
ché than kinh trung wong thi c6 thé gay tac dung bt loi trén hé than kinh trung wong.

T4c dung khong mong mudn:

Céc tac dung phu dugc phan loai theo tin s6 xuét hién:

Rét thuong gip (ARD >1/10); thudng gip (1/100 <ADR < 1/10); it gap (1/1000 < ADR < 1/100); hiém
gap (1/10.000 < ADR < 1/1.000); rat hiém gip (ADR <1 / 10.000); khong c6 dit liéu (khong thé dugc
wde tinh tir dit liéu c6 sin).

Réi logn mdu va hé bach huyét.'

Rét hiém gap: Giam tléu cAu

Roz loan hé thong mién dich

Hiém gap: qua man

Rét hiém gap: soc phan vé

Réi loan tém than m

Thuodng gép: tinh trang mo mang =~

ft gap: lo lang CONG TY

Hiém gap: kich dong; nham 14n; phién mudn; ao tudng; mét nga HNHIEM HOY

Rat hiém gap: chimg giut gan PHARMA U

Réi loan hé théng than kinh

Thuong gap: chéng mit; dau dau W

t gap: di cam =

Hiém gap co gidt; ri loan van dong

R4t hiém gap: loan vi gidc, bét tinh, run rdy, loan truong luc co; rdi loan van dong

Réi loan thi gidc

R4t hiém gap: rdi loan didu tiét mét, mo mét, xoay mét (van nhan). ’

Roz logn tim ‘6

Hiém gap: nhip tim nhanh V ’ 2
—  Réi logn hé hap, long nguc va trung that ;‘

Thuong gap: sung yét hau, viém mii (gip & tré em). 4

Réi loan tiéu héa 7

Thuong gap: dau bung, kho miéng; budn nén
it gap: tiéu chay

Réi loan gan mdt

Hiém gap: chirc ning gan bét thudng (ting transaminase, alklaline phosphatise, y-GT va bilirubin)
Réi loan da va mé dudi da

ft gap: ngura, phat ban

Hiém gap me day

R4t hiém gap: hoai thu mach than kinh.

Réi loan thén va tiét niéu

R4t hiém gap: kho tiéu, dai ddm

Réi logn chung

Thuong gap: mét moi

t gap: chimg suy nhuoc; kho chiu

Hiém gip: phi né
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Rét hiém gap: kho tiéu, dai dAm

Thong bdo cho Bdc sy nhitng tic dung khong mong muén gdp phai khi sir dung thuéc.

Quii liéu va cich xir tri:

Tri¢u chlmg Triéu chimg cta qua liéu c6 thé gdm ngi ga & ngudi 16n, ban dau 1a kich dong va thao
cudng rdi ngu ga & tré em.

Xir tri: Chua c6 thudc giai doc dic hidu dbi véi levocetirizin. Néu qua liéu xay ra thi chu yéu la diéu tri
triéu ching va diéu tri (duy tri. Rura da day c6 thé dugc can nhic néu khoang thoi gian qua lidu ngén.
Loai trir levocetirizin biang phuong phap thAm phén 1a khong c¢6 hiéu qua.

Dang Trinh Bay:

Hop 03 vi x 10 vién nén bao phim.

Hop 05 vi x 10 vién nén bao phim.

Hop 10 vi x 10 vién nén bao phim.

Tiéu chuéin: Nha san xuat.

Baoquén:

Noi kho thoang, tranh anh sang, nhiét d¢ dudi 30°C.

Dé thubc xa tim tay tré em

Han dung:

36 thang ké tir ngay san xuét."
Nha san xuit: (\&\/

CONG TY TNHH US PHARMA USA

bia chi: L6 Bl- 10, BPuong D2, KCN Tay Béc Cu Ch1 TP.H) Chi Minh

Moi thic miic va théng tin chi tiét, xin lién hé vé sé dién thogi 08 37908860 — 08 37908861, Fax: 08

37908856.

TUQ CUC TRUSNG
P. TRU(’)NG PHONG




