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1. Nhén tryc ti€p trén don vi déng géi nhé nhat:

MAU NHAN

a). Nhidn vi 10 vién nén bao phim.

BOY TE
CUC QUAN LY DUGC
DA PHE DUYET

tamrdau:. 4.,/ 9. L&L
LEVOCETIRIZIN LEVOCETIRIZIN LEVOCET‘RIZI N J /5
Levocetirizin dihydrochlorid 5 mg  Levocetirizin dihydrochlorid 5 mg  Levocetirizin dihydrodhlerid-5-mg:
_ CTGPXNKY TE DOMESCO CTCP XNK ¥ TE DOMESCO /dj,\
" LEVOCETIRIZIN LEVOCETIRIZIN LEVOCETIRIZIN =
Levocetirizin diydrochlorid 5 mg  Levocetirizin dihydrochlorid 5 mg  Levecetirizin dihydrochlorid 5 mg
g CTCP XNK ¥ TE DOMESCO
% LEVOCETIRIZIN LEVOCETIRIZIN LEVOCETIRIZIN
Levocetirizin ditydrochlorid 5 mg  Levocetirizin dihydrochlorkd S mg  Levocetirizin diydrochlorid 5 mg
CTCP XNK Y TE DOMESCO @\ CTGP XNK ¥ TE DOMESCO
2. Nhan trung gian:
a). Nhdn hop 1 vi x 10 vién nén bao phim.
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- Levocetirizine dihydrochloride ........

STORAGE: Store in a dry place, below

COMPOSITION: Each film-coated tablet contains:

- EXCIpIONtS:. i i i

srmpeveontoa 3 ) 1)
.......................... sqt
30°C, protect from light

INDICATIONS, DOSAGE AND
CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS AND
OTHER PRECAUTIONS: Read the package insert
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TO HUONG DAN SU DUNG THUOC

LEVOCETIRIZIN

THANH PHAN
M3i vién nén bao phim chira:
- Levocetirizin dihydrochlorid..............coooviiieiie e, ..Smg
- T4 duge: Lactose khan, Avicel, Magnesi stearat, Nam croscarmellose Aeros:l
Hydroxypropylmethyl cellulose 15 ¢P, Hydroxypropylmethyl cellulose 6 cP, Polyethylen
glycol 6000, Talc, Titan dioxyd.
DANG BAO CHE
Vién nén bao phim.
QUY CACH PONG GOI
- Hop 1 vi x 10 vién nén bao phim.
CHI PINH
- Didu tri cac truong hop ¢ lién quan dén di ung Viém miii di ung theo mua, viém mii di
{mg mén tinh, hic hoi, chay nudc milii, ngira miii, chdy nuéc mét, mét do.
- Bénh cham man tinh.
~ LIEU LUQNG VA CACHDUNG
Dung uéng. Uong ngay 1 lan, c6 thé udong cung hodc khéng cuing véi thire an.
- Nguoi 16m va tré em trén 12 tudi: 5 mg/ngay (1 vién).
- Tré em tir 6 — 12 tudi: 5 mg/ngay (1 vién).
- Bénh nhén suy than:

+ D¢ thanh thai creatinin > 50 ml/phut, 5 mg/ngay.

+ D9 thanh thai creatinin 30- 49 ml/phut, 2 ngay ding 1 lan 5 mg.

+ D¢ thanh thai creatinin < 30 ml/phut, 3 ngay ding 1 14n 5 mg.

+ D9 thanh thai creatinin < 10 ml/phit, chéng chi dinh.
- Bénh nhén suy gan: Khong can diéu chinh liéu.
CHONG CHi PINH
- Qua min v6i thanh phan cia thude hodc cac dén chat piperazin.
- Suy than nang véi ndng d6 thanh thai creatinin dudi 10 ml/phut.
- Khong ding thudc cho tré dudi 6 tudi.
THAN TRONG KHI SU DUNG
- Than trong khi dung thudc cung voi rugu.
- Bénh nhén c6 van d& di truyén vé khong dung nap galactose, giam hip thu glucose-
galactose.
PHU NU CO THAI VA CHO CON BU
Khong nén sir dung thudc di véi phu nit c6 thai va dang cho con bu do chua du dir liéu
chimg minh tinh an toan cta thude.
ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Levocetirizin c6 th’é gdy budn ngn, mét moi, thén trong khi 14i xe va vén hanh may moc. 1:
TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC A

- Su hép thu clia levocetirizin khong bi anh huong béi thirc dn nhung ti 1& hap thu giam.

- & mot sb bénh nh4n nhay cam thi khi sir dung levocetirizin cung voi rugu hodc cac thudc trc
ché than kinh trung uong co thé gdy tac dung bat loi trén hé than kinh trung wong.

TAC DUNG KHONG MONG MUON

Nhe dén trung binh: Khé miéng, dau d4u, mét moi, mat ngi, suy nhuge, viém miii, viém hau
hong, dau bung, nhirc nira dau.

Théng bao cho bac si nhitng tac dung khong mong mudn gap phai khi sir dung thudc.

QUA LIEU VA CACH XU TRi

- Triéu chlmg qua lidu c6 thé gdm ngu ga ¢ nguoi lom, O tré em ban dau la kich dong va thao
cuong roi ngu ga. Khi nghi ngd qua lidu phai l4p tirc ngung thudc va bao cho bac si.
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- Chura c6 thudc giai doc dac hiéu doi voi levocetirizin. Chu yéu la diéu tri triéu chimg va
diéu tri duy tri. Rira da day c6 thé dwoc can nhic néu khoang thoi gian qua liéu ngan. Loai trir
levocetirizin bing phuong phap tham phéan 1a khong ¢ hiéu qua. i
DUQC LUC HOC

- Levocetirizin la dong phan ciia cetirizin, 1a thudc ddi khang chon loc thu thé H, ngoai vi.
Levocetirizin gén ket cao véi thu thé Hy ¢ nguoi (Ki = 3,2 nmol/l), ¢6 ai lue ddi véi thu thé
H, cao hon gap 2 14n so véi cetirizin (Ki = 6,3 nmol/l). Levocetirizin tach roi khoi thu thé H,
véi thoi gian ban huy 1a 115 + 38 phut. Céc nghién ciru dugce luc hoc & nguai cho thay, & liéu
giam phan nira, levocetirizin c6 tac dung khang histamin ¢ da va ¢ mii twong duong
cetirizin.

- Céc nghién ctru & md hinh ddng vt in vivo va ex vivo cho thiy khong c6 anh huong dang
ké trén hoat dong cholinergic va serotoninergic. Tuy nhién, trong cac nghién ctru lJam sang,
kho miéng thudng xay ra dbi véi levocetirizin so voi placebo. Céac nghién ciru tu chup bire xa
v6i levocetirizin danh ddu & chudt cho thiy levocetirizin khong di qua ndo. Cac thuc nghiém
ex vivo & chudt cho thiy levocetirizin udng khong chiém céc thu thé H; & nio.

- Mot nghién ciru thue nghiém in vivo (k¥ thuét tao ndt phdng trén da) cho thiy hiéu qua uc
ché chinh ciia levocetirizin 5 mg trong 6 git dau sau phan {mg gdy ra bdi phén hoa, so voi
placebo & 14 bénh nhén ngudi lom: Uc ché sur phong thich VCAM-1, diéu hoa tinh thdm mao
~ mach va giam su di chuyén cua bach cAu i toan.

DUQC PONG HQC

- Dugc dong hoc cua levocetirizin 1a tuyen tinh, lidu dung khong bi anh huong boi thoi gian
va it c6 su thay ddi giira cac ca thé. Khong c6 su chuyén dang dong phén trong tién trinh hap
thu va thai trur.

Hip thu:

Thuoc hap thu nhanh va hoén toan sau khi udng. Nong d¢ dinh trong huyet tuong dat dugc
sau khi udng khoang 0,9 gio. Trang thai 6n dinh dat duoc sau 2 ngay diéu tri. Néng do dinh
lan luot 1a 270 ng/ml va 308 ng/ml sau khi udng don lidu va lap lai. Su hép thu cua thube
khong phu thudc liéu va khong bi anh huéng boi thire &n nhung nong do dinh dat dugc giam
va chdm hon.

Phén phéi: =
Chua c6 dir liéu vé phan phm thuc & nguoi va sy di qua hang rao mau ndo cua %
levocetirizin. O chudt va cho, ndng do cao nhat trong m6 dugce tim thdy & gan, than va thap G 1Y
nhit & hé thin kinh trung wong. 90% thudc gn véi protein huyét twong, thé tich phan phéi la :Eﬁt;
0,4 Vkg. &
Chuyén dang sinh hoc: 1eSCO

Chuyen hoa bao gdm oxy hoa nhan thom, dealkyl héa va lién hop taurine. Dealkyl hoa chu
yéu qua trung gian CYP3A4, oxy héa nhén thom thudng lién quan dén nhiéu men CYP.
Levocetirizin khong c6 tac dong trén men CYP 1A2, 2C9, 2C19, 2D6, 2E1 va 3A4 0 nong do
cao hon nong d6 dinh dat dwoc sau khi udng liéu 5 mg. Do it chuyen hoa va khong c¢6 tiém
ning trc ché chuyén héa nén levocetirizin it tuong tac voi cac thudc khac.
Thdi trie:

Thoi gian ban hiy & nguoi 16n 1a 7,9 £ 1,9 gio va thoi gian ban hiy ngan hon & tré nho.
Téng thanh thai trung binh ¢ ngudi 16n 1a 0,63 ml/phut/kg; 85,4% thuoc thai trir chu yéu qua
duong tiét niéu; 12,9% qua phén. Levocetirizin dugc dao thai qua cAu than va dng than.

Suy thén

Téng thanh thai ctia levocetlrlzm lién quan dén thanh thai creatinin. Vi thé, phai diéu chinh
khoang céch giira cac lidu levocetirizin, dua trén thanh thai creatinin ¢ bénh nhan suy than
trung binh va ning. O ngudi bénh than giai doan cudi vo niéu, tong thanh thai giam khoang
80% so voi ngucu binh thudong. Luong levocetirizin tach ra trong sudt qua trinh thdm phan
tiéu chun 4 gio1a 10%.

BAO QUAN Noi khé, dudi 30 °C, tranh 4nh sang.
HAN DUNG: 24 théng ké tir ngdy san Xuét.
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POC KY HUONG DAN SU DUNG TRUGC KHI DUNG _
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI
DE XA TAM TAY TRE EM

DOMESCO

NHA SAN XUAT VA PHAN PHOI

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
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