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Eath film coated tablet contains:
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Fd detalls see enclosed leaflet,

brage
In well-closed container, coof and dry place, below 30°C,
protect from fight.

Package: 10 blisters x 10 tablets,

KEEP OUT OF REACH OF CHILDREN
CAREFULLY READ THE INSTRUCTIONS BEFORE USE

Ril

100 Tablets

San xuit tai:
DAEWOO PHARM. CO., LTD
5789, Shinpyung-Dong, Pusan-City, Han Qudc

Levodipine-.. [I]

Thanh phin
MBi vign nén bao phim chira;
1 & HCl sma

Chi djnhV Libu ding & Céch ding/ Chéng chi dnh/
Thiin treng/ Cac thang tin khac:
Xin dpe trong té hueéng din s dung

Bao quan
Trong hép kin, noi khé mat, dudi 30°C, tranh anh sang.

Bong goi: 10 x 10 vién.

DE XA TAM TAY TRE EM )
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
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DAEWOO PHARM. CO., LTD
579, Shinpyung-Dong, Pusan-City, Korea

Levodipine-..
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Doc k§ lneong din sie dung trivde ki ding.
Néu ciin thém thong tin, xin héi ¥ kién thiy thube.

LEVODIPINE Tab.

THANH PHAN
M&i vién nén bao phim chira:
Levagetinizin HEL womvonanssssimassons Smg
Té dwoe: Cellulose vi tinh thé, lactose hydrat, Magnesi aluminometasilicat,
Carboxymethylcellulose calei, Magnest stearat, Hypromellose, Polyethylen glycol 6000,
Titan oxid, Talc.

DUQC LUC HOC

Levocetirizin, 1a ddng phén quang hoc R cuia cetirizin, 13 mat chat dbi khang chon loc manh
trén receptor Hy ngoai vi.

Céc nghién ciu vé& su gin két cho thdy levocetirizin ¢o ai luc cao v&i receptor Hy clia ngudi
(Ki = 3,2 nmol/l). Levocetirizin cé &i luc cao gap 2 lan cetirizin (Ki = 6,3 nmol/l).
Levocetirizin tach khoi receptor H| vdi thoi gian ban huy khoang 115 = 38 phit.

Cac nghién cfru duge lye hoc trén nguoi tinh nguyén khoe manh da chimg minh rang;
levocetirizin ¢é hoat tinh twong duong cetirizin & liéu ding bang phan nia cetirizin, ca trén da
va trén mii.

Levocetirizin tac déng bang cach phong bé receptor histamin. Levocetirizin khéng ngén chin
sir phong thich histamin tir du@ng bdo, nhung ngan chan su gén két vao receptor. Do do ngin
chan duoe su phong thich cia cac chét héa hoc khac gay di fing, ting cung cap mau va lam
giam triéu chimg di tmg.

DUQC PONG HOC

Levocetirizin bt dau ¢ tac dung trong vong | gidy va ¢0 tac dung khang histamin ngoai vi
dang ké trong 28 gid sau khi ubng mét lidu don. Ding 1 1an/1 ngay la tdt nhat & tré em cling
nhu ngudi lon.

Hép thu:

Levocetirizin duoc hép thu nhanh tir dudng tiéu hoa, dat néng dé dinh trong vong 1 gid. Thire
an lam giam nong dé dinh trong huyét tuong va kéo dai thisi gian dat nong do dinh, ty nhién
khéng anh huéng dén muc do hap thu (AUC) cva thude,

Phan bé:

Khéng c6 sb 1iéu vé su phan bd & mé ngudi. O chudt va cho, ndng dé cao nhét trong mé gan
va than, thap nhét trong hé than kinh trung vong.

90% levocetirizin lién két protein huyét tuong. Thé tich phan bd thip, khoang 0,4 I/kg.
Chuyén héa:

Murc d6 chuyén hoa levocetirizin & ngudi 1a dudi 14% lidu dung,

Thai trir:

Thoi gian ban hiy trong huyét tong ngudi 16n 1a 7,9 = 1.9 gid. D6 thanh thai toan than trung
binh 14 0,63 ml/phit/kg. Budng bai tiét chil yéu cia levocetirizin va cac chit chuyén hoa la
qua nude tidu, chiém khoang 85,4% lidu ding. Bai tiét qua phan chi chiém 12,9% lidu ding.
Levocetirizin duge bai tiét béng ca su loc & cau than va su bai tiét chy dbng & éng than.

Suy thén:

Su thanh thai levocetirizin li€n hé v6i su thanh thai creatinin. Vi thé can didu chinh lidu ding
dua vao thanh thai creatinin & bénh nhan suy than. O bénh nhan suy than giai doan cud, tong
thanh thai giam 80% so v&i ngudi binh thudng.

CHI PINH
Cac bénh di tng, gom:




Viém miii di img theo mua.
Viém miii di img kinh nién (xay ra suot nim do cac di img nhu vat nudi, bui).
N6i mé day tu phat kinh nién (ndi man ngira 1ién tuc ma khdng bidt ré nguyén nhan).

LIEU DUNG VA CACH DUNG
Khuyén nghi ding 1 lan/ngay.
Ngwoi lon va tré em tir 12 tubi tré 1én:
1.iéu dung khuyén nghi 1a 5 mg (1 vién)/ngay.
Ngurot cao tubi
Khuyén nghi diéu chinh liéu dung cho nguoi cao tudi bi suy than moc dé trung binh dén ning
(xem phfin hénh nhan suy than).
Tré em tir 6 dén 11 tudi:
Liéu ding khuyen nghi 1a 2,5 mg (1/2 vién) /ngay.
Khong khuyén cdo sir dung cho tré em dudi 6 tudi.
Bénh nhin suy thin:
Khoang cach gifia cac lifu thy theo chirc ning 1h£m cua timg ngudt. Tham khao bang sau va
didu chinh lidu dung. Dé sir dung bang lidu nay, can danh gid do thanh thai creatinin (ml/phat)
cua bénh nhin. Bd thanh thai creatinin (ml/phut) duge tinh tir mirc d6 creatinin huyet thanh
(mg/dl}) theo cdng thirc sau:
[140 — tudi] x can nang (kg)
- (x 0,85 dbi vai phu nir)

72 x creatinin huyét thanh (mg/dl) .
Diéu chinh liéu ding d6i voi bénh nhin suy thin (ngwdi l6n va tré em tiv 12 tuéi tro {én):

Nhém Thanh thai Liéu ding va khoding cach
creatinin giira cdc licu
(ml/phit)

Nhe 50— 80 /2 vién/ngay

Trung binh 30 - 50 1/2 vién mdi 2 ngay

Ning 10-30 1/2 vién mdi 3-4 ngay

Bénh than giai doan cudi - < 10 Chéng chi dinh

Bénh nhin loc thidn nhin tac

Bénh nhin suy gan:

Khéng can diéu chinh lidu dung & bénh nhéan chi bi suy gan. O bénh nhén bj suy gan va suy
than, khuyén nghi didu chinh liéu ditng (xem phfm Bénh nhén suy than).

Thoi gian ditng thuﬁc: )

Thai gian ding thude phu thude vao loai bénh va thot gian bi bénh. D61 vé1 di tng thee mba
diing khoang 3-6 tuin, trudong hop di Gng phin hoa trong thdi gian ngin: ding khoang 1 tuan
la du. C6 kinh nghiém lam sang st dung 5 mg levocetirizin dang bao phim diéu tri trong 6
thang. D41 véi ndi mé day man tinh va viém miii dj (g man tinh, ¢ kinh nghiém lam sing
str dung diéu tr trong 1 nam ddi véi dang racemic, va diéu trj trong |18 thang déi vGi bénh
nhén bi ngira do viém da di tng.

CHONG CHI PINH

Levocetirizin co chéng chi dinh & céc bénh nhin ¢6 tién so min cam véi levocetirizin hodc
bAt ky thanh phin nao cta cdng thire, hoc bt ki din xvat piperazin nao.

Cling chéng chi dinh & céc bénh nhan bi suy than ndng voi do thanh thai creatinin dudi 10
ml/phiit.

Chéng chi dinh v&i tré em 6-11 tudi bi suy than.

THAN TRONG
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Cén than trong khi udng rugu, bénh nhan cé cac van dé di truyén hiém gap nhu khong dung
nap galactose.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU
Khong nén sit dung cho hai doi tuong nay.

TAC DUNG LEN KHA NANG LAl XE VA VAN HANH MAY MOC
C6 thé xay ra budn ngi. Do vdy, can than trong khi ding thude nay cho nhiing bénh nhén
dang lai xe hay van hanh mdy méc.

TAC DUNG KHONG MONG MUON

Nhue déu, ngu gét, dau bung, kho nueng, mét moi, viém hong, budn ngu, yeu stre, viém miii
gdy nghet miii hoac dau nua dau do sO miii.

Théng bdo cho thiy th ubc bit kp tic dung phu nio cé lién quan dén s siv dung thubc.

TUONG TAC THUOC

C6 nguy co bi ngui lim néu dung thudc nay véi cac thude sau day: Ruou, chat chéng trdm cam
loai ba vong nhu amitriptylin; narcotic nhu morphin, codein; benzodiazepin nhu diazepam;
cac thude khang histamin gay budn ngu nhu chlorpheniramin; thube ngu.

Di co béo cdo vé cac lucrng tac thude véi cetirizin nhu sau:

Ketonazol : khi ding ddng thoi cetirizin véi ketonazol, da ghi nhén thiy c¢é su kéo dai khoang
QTc (tang 17,4 msec).

Theophylin: d6 thanh thai cua cetirizin giam khoang 16% khi diing ddng thdi véi theophylin.

QUA LIEU VA XU TRI

a) Triéu ching:
Triéu chiing qué lidu co6 thé gdbm cé ngu git & ngudi 16n, & tré em thi bat dau bi kich dong
va khong nghi ngoi, sau do l1a ngu gat.

b) Kiém soat tinh trang qua lidu:
Khéng ¢o thude giai doc dac hiéu cho levocetirizin.
Neu xay ra qua liéu, nén diéu tri triéu ching va hd tro. Nén can nhic ria da day néu mai
udng thude. Levocetirizin khong dugc thai trir bing loc than nhén tao.

BAO QUAN
Trong hép kin, noi kho mat, dudi 30°C, tranh anh sang.
Dé xa tam tay cia tré em

HAN DUNG: 24 thang ké tir ngay san xuat.
PONG GOI: Hop 100 vién (10 vi x 10 vién).
San xuét bai:

DAEWOO PHARM. CO., LTD.
579. Shinpyungldepas=Rysan-City, Han Quoc

PHO Cuc TRugiNg




