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Doc KY HUoNG oAru s0 our.rc rRuoc KHr DUNG
THONG BAo NGAY cHo BAc SV HoAc DUOo SV

NHUNG rAc DUNG KHONG [,,roNG MU6N GAp pHAr rgt sUourue rHu6c.
ruEu cAr.r rHEM rHONG rn xrn u6t V KIEN BAc sv

THANH PHAN cONG THIJc: 1 vion n6n bao phim

ThanhphdndL/dcchAt:Levocetirizindihyclroclorid........... ... .5mg
Thanh phdn ta duoc gdm: Laclose, tinh b0t mi, avice i,4'101 (microcrystallin cellulose),
arboce l\.480 (powdered Celluiose), natr starch glycolat type A, povidon K30, magnesi
stearat, hydroxypropyl methylcellulose 2910, polyethylen glycol 6000, lalc, litan dioxyd

....................vr1ad0 '1 vi6n n6n baophim
DANG BAO CHE: vren nen bao ohim.

MO TA SAN PHAM: ViOn n6n bao phim mau treng, m6t mat cd gach ngang, mOt mat c6 cho
K PC duqc dap truc tidp tren mAt vien, canh var thdnh vi6n lenh lAn.

Cni Ottrtttr Levocetirizin dLIdc chi dinh di6u tri tri6u chfng di kdm trong cac unh trang di fng
nhri:
- Vi6m muidi ung theo mara

- Vi6m mIi di ung quanh nam
- N4ay day man linh.
cAcn ouruc, lrEu ouHo:
- Thu6c dirng dudng udng, m6t ldn duy nhet lrong ngay.

Ll6u thdng th L.rdng cho nguo i ldn ve tr6 em trdn 6 tudi; 1 vien/ngdy.
'T16em dLJd 6tudi: khongphu hopvo dangbaoch6ney.
- Ngrldi cao tudr: d €iu chinh li6u duoc khuyen cdo vdi tinh trang suy than mdc dO trung blnh

den ndng (xem phdn suy than phia duoi)
- BCnh nhan suy than: can di6u chinh khoang cach lidu tary theo chfc nang than c0a titng cd

n han. Tham ch i5u bAnq duoi dav var di6 u chin h li6u theo chi d nh.

Nhom O. :har' :na creat n n lmirphUt) Lidu iuonq

E -F its-:.. >80 1 vi6n m6i nqalv

Nhe 50-79 1 vi6n m6i nody

Truno binh 30 49 1 vi6n m6l 2 ngay

Nanq <30 vi6n m61 3 nqay

B6nh than g ar doan cu6'
b6nh nhan thdm lach mau

< 10 Ch6ng chi dinh

- 86nh nhan suy gan: kh6ng can diaiu chinh lidu vdi benh nhdn chi cd suy gan. Ndu b€nh
nhan vaia suy gan vila suy than thl d 6u chinh lidu theo mfc d0 suythan.

- Thdi g an d 6u tri: vi6c di6u tri phai dua tron bOnh va ti6n s(J c0a benh, cd thd darnq thudc
ngay kh i h0t tri6u chLJng va si du ng iai khi cdc tri6u chr-tng tdi di6n

- K h^6ng c6 y_6u cdu dac biCl vd x, lli thu6c sau khi s0 dqng.
CHONG CHI DINH:
- Oua mAn voi levocetirizin, vdi dAn chdt piperazln hoac vdi bdt ki, thanh phan nao cia ta dL/dc.
' B6n h n han suy than neng vdi dO thanh thai creatinin < '1 0ml/phIt
-T16 em 6 I 1 tudi bi suvthan.
ciNH BAo vATHAN TRoNG KHr DUNG THUdc:
-Thu6c cd chfa lactose non b6nh nhAn mdc c6c r6i lo4n di truydn hidm gip v6 dung nap
galactose. chfng thi6u hut lactose Lapp hoac rcii loan hdp thu glucose-galactose khOng nCn

s& dung th u6c ndy.
- Thu6c c6 chfatinh b6t mi nen bOnh nhan celiac, ngddi di rJng vdi lIa mi (kh6c b6nh celiac)
khdng n6n ding thu6c nay.
-Than trong khi ding thudc cUng vdi rddu.
- Levocetiriz n dang bdo chd vien n6n bao phim khOng thich hdp cho tr6 em dudi 6 tudi
- Than trong khi s0 dung cho b0 n h nhan d0ng kinh va c6 nguy cd co giet.

SIJ DUNG CHO PHU NU CO THAI VA CHO CON BU:
- Phu n0 co thai: chLia c6 dil I 0u lam sang vd vi6c ding levocet;rizin cho phU nI mang thai

cho n0n khOng d0ng khi co thai.
- Phu ni cho con b0: Cetirizin bai tiet qua s0a me. Levocetirizin cUng co thd bari tiSt qua s0a

me, vi vay ngUdi cho con bI khdng nOn darng.



Arun xrjdHc cOarxu6c lEru rnA ruANG LAI xE vA vAn xArux uAv tvt6c'

Cac nghi6n cfu lam sarng. so senh da khang dinh levocetirizin kh6ng 6nh hd6ng ddn kha

neng tinh teo tinh tndn, tfr6 ndng phan dng vd kha nang lai xe khi ding chd do li6u khuydn

cAoiTuy nhi6n, mgt sd bCnh nhan c6 thd gep cAc triCu chfng bu6n ng0, m'0t m6i, suy nhuqc

khi dang di6u tri vdi levocetlrizln. Do d6, truoc khi lai xe, van hdnh mAy-m6c hay thuc hi6n cac

noat d6-ng mao hidm, nguoi bqnh cen theo d6i cac phan 0ng cia cd thd vdi thu6c

TAc DUNG KHONG MONG MU6N:

- Thuong g1p, ADR > 1 /1 00:

Thrin kinh: dau ddu. bu6n ng0, chong met, met m6i

H6 hdp: v 6m hqng, vi6m m0il Ti6u h6a: dau bung, bu6n n6n, kh6 mieng.

- itgap, titooo. eoR < 1/1oo:

Da: ngLla, phat ban.

Ti6u h6a: ti6u chay; Tam than: kich dOng, kh6 chiu.

- HiSm sap, ADR < 1/1 000:

Mi6n dich: qud mAn cAm

Then kinh: co giat, r6i loan van ddng, mdt ng0, lo eu, kich d6ng.

Gan: tdng transaminase, phosphatase ki6m, Y-GTva bilirubin

Da: may day; Khec: phar.

TIJONG TAC, TUdNG KY COA THU6C:
- ChUa c6 nghi6n cfu tLldng tac thudc c0a levocetirizin Nhi'lng nghidn cu! vor hop chal

racemic cetirizin cho they khong co tLldng tec bdt lqi lion quan vd mat lam sdng vo

pseudoephedrin, cimetid n, ketoconazoi, erythromycin, azithromyc n, g!ipizid vd diazepam

Cran nl'e do lhanh th;r khi Jong cu'9 voi 400 mg tneopl-vlin
- d mQt s6 b'Qnh nhan nhay cam, v ec sLl dung levocetirizin vdi rLIOu hoac thu6c LJc ch6 than

k nh trung Lldng khec c6 thd cd tdc dqng trOn hC then kinh trung u'dng'

-MncdOhdpthuciralevocetirizlnkhdngb giamb6iihucen,macdtrt6cd0h5pthugiam'
Do khong c6 cac nghi6n cLlu vd tinh 1L/ong k){ c0a thu6c, kh6ng tron en thudc nAy vdi cac

thu6c khec.
oUA LIEU VA X[,TBi:
- Tri6u chLJng: n ham l5n, ti6u chay, ch6ng mat, nhL/c dau, mCt m6i, kho chiu, ngtJa, b6n ch6n,

ouonIqu,lrJo, ^ot.nguga.nhiptimnhanl- lunvabitieu.
-xutr Iuateu:chuacothuocgiaidocdachiqudoivdilevocetirizin NduxAyrequ6I6ud6u
t,i't,io,i"r,,.l"g "J 

dia, ttl n5 i,q indm tacn mau khong c6 hiCu qua trong vioc oa trll
evocetlrizln
THONG TIN VE DIJQC LV, LAM SANG:

1. OAc tinh d Uoc ldc hQc:
Levocetirizln lar thudc khAng histamin H1, la ddng phan c[ra cet]rizin, c6 tdc dung d6i khdng

manh va chon loc tren thL lne H I o lgoai v .

Cac nohi6n cuu cno thay' e\o(^li ; - .o ai luc cao doi vdi thu the { I 6 nquo' tri J '

nmol,li Levocetirrzin co ar luc q;p 2 lan so vdi cetirizin (Ki = 6,3 nmoli )' C6c nghi0n cuu ve

OrO" oOng hoc d nhihg ngrdl tlnh nguy6n kh6e manh da chfng mrnh rang nua eu

evoceti rizln co hoat tinh tddng dudng vdi cet rizin, ca 6 da ve trong m 0 i'

2. Dac tinh duqc d6ng hqc:
HAp thu: Levocetirizin duoc hep thu nhanh ch6ng va r9ng rai sau khi u6ng' Ndng d0 dinh

trong huy6t tudng dat duqc 0.9 gio sau khi ding. Trang thei dn dinh dat dudc sau hai ng'ry'

Non; do dinh thi;ng la 270 ng i m va 308 ng / ml sau khi u6ng 1 li6u don va ldp lai 5 mg 6 li6u

keti;p.'laplhukhoigo tlayoo oo Lr JCol'ar'rlLnqlongdodirlg ;m'
Phiinbo:khonqcodJlieuvephanb6 evocetirizin6ngLJdl c0ngnhLlthuoccoquahdngrao
,urnao.rv\"nong.dcluor'nralvdcro.phdrboclLveLogar trar 't'Sdtolhankinh
t,rrg,long. ii'fg g6-n k6tv6i protein huydt tudng la 90"o' 1he t ch phan bd 0'4ykg'

cnuidn rr"oa:'rvrli do trao ddi chdt thdp, it hdn 14% m6i Li6u' khong c6 kha neng fc chd

chuidn hda, vd srj tuong tac vdi cec thudc khac lA rdt thdp

Thai trat: thdi gian ben that d ngudi tdn te 7,9 a 1,9 gid. Thai tril ch0 ydu qua nLr6c tidu 84,5%

va qua phan 1 2,9%
oUY CACH o6NG G6l: Hap o1 vi x 1 o vion n6n bao phim, HOp 5 vi x'1 0 vien n6n bao phim'

HOp 1 0 vi x '1 
O vion n6n bao Phim.

BAo OUAN - HAN DUNG:

Bao quan: Dudi 30"C, ndi kho rdo, trdnh enh sang.

Han darng : 36 theng kd tJ ngdy sAn xudt.

Ti6u chua'n: TCCS

Sin xudt tai:

oONG TY cd pr-rAn DUOc PHANI KHANH HoA

214,P.Vinh Hoa, TP. Nha Trang, Tinh Khdnh Hod
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