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Thanh phan:

M3i vién nen bao phim chira:
Levocetirizine Dihydrochloride 5 :
ovoceirizine Dlywoctionde 3™ G i, ciich diing, chéng chi dinh,
| cac thdng tin khac: xem hwdmg dan stz dung.
’ Béo quan: Noi khd mat, tranh 4nh sang,
Nhiét 46 duwdi 30°C.

| Nha nhap khéu: Doc ky hwromg ddn st dung trde khi diing
| Dé xa tAm tay tré em

10 X 10 TABLETS

Levocetirizing Dihydrochloride Tablets 5mg |

. MICRO
| =

0@ Ny ‘NaVN WYL Emen

‘921 SE9-UNSOH LOOdIS '26 ===
G3LINM SEVT ONOIN I

18} 1gnX ueg

NA: Mas

00€ : "ON o1 By

Histirine |

; B
QUMISIH
B ¢ apuojy0IpAYIQ BUIZUIBO0AST UGN UBIA

O¥OIN

|
s USIA 0L XA 01 AOH

= e T

https://trungtamthuoc.com/

Histirine

Va' 0%



Histirine
Vién nén Levocetirizine dihydrochloride 5 mg

Thanh phan: Mai vién nén bao phim chira: Levocetirizine dihydrochloride 5 mg.
Ta duge: pharmatose DCL 15, pharmatose DCL 21, tinh bdt 1500, magnesi stearat,

instacoat IC-S-344, HPMC, titan dioxid, polyetylen glycol 400, oxid sit, talc,
dichloromethane.

Cung thire héa hge: Levocetirizine 1a ddng phin R-enantiomer cha hén hop racemic ciia
cetirizine dihydrochloride.

Nhom duge 1y: Thude dbi khang chon loc thu thé H;-histamine va khang histamine khong
¢0 tac dung an than.

Duge lwe: Levocetirizine tac dung b:::ing cach chen cdc thy thé histamine. Levocetirizine
khéng ngin chan sy giai phong histamine tir cac t€ bao mast, nhung ngin chin histamine
gin v&i cac thy thé cla no. Do d6 ngin chan sy giai phong cac chit gay di tmg khac va lam
ting cung cAp mau toi khu vire, va 1am giam cdc triéu chimg dién hinh cia vidém mii di
ang hodc sbt co kho.

Levocetirizine ciing duge dung dé lam gidm céc tridu chimg may day ty phat man tinh.
Han ché tac dung cia histamine lam giam nhe ngira va phat ban.

Levocetirizine 12 mét thubc khang histamine khong ch tac dung an thin do Levocetirizine
khong qua hang rao mau néo va vi vy khong gly budn ngi. Tuy nhién, mét sé ngudi cd
thé cam thay hoi budn ngi hodc mét moi khi dimg Levocetirizine.

Duge dong hoc: Hdp thu: Levocetirizine dwoc hip thu tot. & ngudi 16n, ndng do dinh trong
huyét twong dat dugce sau khi uéng thube 0,9 gio. Ty 1§ thubc tich luy én dinh 1a 1,12 dat
dugce sau khi udng 2 ngay. Nong dd thude tbi da sau khi udng mdt lidu don va 1 lidu nhic
lai Smg mot 1an mbi ngay lan lugt 1a 270ng/ml va 308ng/m!. Thirc dn khong anh hudng toi
sy phan bd thudc nhung Tmax thi bi cham lai khoang 1,25 gi¢ va Cmax thi giam khoang
36% sau khi néng thude cting véi bita dn nhiéu chét béo. Vi vy c¢6 thé udng Levocetirizine
cling hoic khong clng bita an. Phdn bo: Trong in vitro thudc gin két véi protein huyét
twong trung binh (a 91-92%. Thé tich phén b 1a khoang 0,4 L/kg. Chuyén hod: Con dudng
chuyén hoé chinh 1a oxi hoa ( d&n chét hydroxyl hoa, din chéat O-dealkyl ho4, din chat N-
oxy hoa va din chdt N-dealkyl hoa), lién hop glucuronic, taurin va glutathione, hinh thanh
cac acid mercapture. Thdi trir: Levocetirizine duoc bai tiét chii yéu qua nwdc tiéu khodng
85,4%, thai trir qua phan chi khoang 12,9% liéu ung. & bénh nhan suy than, d§ thanh thai
ctia Levocetirizine bi giam. Khong c6 cic chi dan dic biét. Tuy nhién, dua trén dit liéu ciia
hén hop racemic cetirizine, nén giam 50% liéu levocetirizine & bénh nhan suy thin ning

Chi dinh: Levocetirizine duge chi dinh trong diéu tri triéu chung viém miii di Gong dai
ding, viém mili di g theo mtia va may day ty phat min tinh.
* Thudc ban khong ké don.

https://trungtamthuoc.com/ i A

T WICHY



Chéng chi dinh:

“ Di ing voi thude co chira cac din chat piperazine (thong bao cho bac sinéu dj ing
voi bat ky thude nao).
< Khéng dap ting voi galactose do di truyén.

galactose).
% Suy thin nang.

*% Suy giam lactase Lapp di truyén. )
% Khong co kha ning hép thu glucose va galactose (chirng kém hép thu glucose —

% Qué man voi levocetirizine, cetirizine hodc céc hydroxyzine.
< Bénh nhan suy than cd d¢ thanh thai creatinin < 10 ml/phut.

Téc dung khéng mong mudn:
Tén xuét xuét hién tdc dung khong mong mudn dvgc phin loai nhur sau: rat phd bién

(>1/10); phé bién (=1/100 dén <1/10); khdng phd bién (>1/1.000 dén <1/100); hiém gip
(>1/10.000 dén <1/1.000); rat hiém gip (<1/10.000); khéng biét (khong dy doan dugc ti

dit liéu hién cé).

phd bién khong phd bién |hiém gip rat hiém gip
Réi loan mau va hé giam tiéu cau
bach huyét
R&i loan hé mién dich di ing s6c phédn vé
Réi loan tdm than ngyu mo lo lang hung gang may co
mang lan
trdm cam
30 gidc
mat ngu
Réi loan hé thin kinh  |hoa mit di cam co giat loan vi gi4c
dau dau o1 loan van ngat
dong run
loan truong luc co
ro1 loan van dong
Réi loan thi giac roi loan diéu tiét
mo mat
van nhan
R&i loan tim nhip tim nhanh
R&i loan hd hfip, phé)i viém hong
va trung that viem mii*
R4 loan tiéu hoa dau bung  [tiéu chay
khé miéng
non
Rbi loan gan mat bét thudng chirc
ndng gan (ting
transaminase,
alklaline
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phosphatise, y-

GT va bilirubin)
R&i loan da va md dudi ngia may day pht than kinh mach
da phét ban
Réi loan than va tiét kho tiéu tién
nigu dai dam
Céc r6i loan chung mét moi  |chimg suy nhuoc [phi

khé chiu

Khao sat diéu tra tang can
* ¢ tré em B

Théng bdo cho bdc sy nhitng tac dung khong mong mudn gap phai khi ding thudc.

Anh huéng cia thude dén kha ning lii xe va van hanh may méc:
Levocetirizine co thé gay dau dau, mét moi, buon ngu vi vdy can than trong khi 1ai xe hoac
van hanh may moéc khi dung thudc.

Luu y va canh bao
«* Nén tranh udng qua nhiéu rwou khi dang ding thudc.
% Khong nén sir dung levocetirizine cho tré em dudi 6 tudi.
** Lam giam chirc niang than.
< Khong nén sur dung levocetirizine néu di tng voi bat ctr thanh phan nao cha thudc.
Théng bao cho bac si hodc dugc si néu c6 tién sir di img. Néu cam thay di ing, nén
ngung thude va lap tirc thong bao cho béc st hodc duge si.

Twong tic thudc: Chua thiy levocetirizine twong tac vdi bat ky thube nao. Tuy nhién
thudc c6 thé gdy budn ngi néu sir dung vai bat ky san phim nao sau day: ruou, thude
chéng suy nhugc ba vong (vi du amitriptyline), thubc giam dau (morphin, codein),
benzodiazepine (diazepam), thudc khang histamin c6 tac dung an than (chlopheniramine)
va thudc ngu.

Thoi ky mang thai va cho con bi: Su an toan cua levocetirizine trong thoi ky mang thai
chua dugc ching minh. Vi viy nén sir dung thén trong trong thoi gian mang thai, va chi
nén dung néu lgi ich dbi voi ngudi me vuot hin nguy hiém déi véi thai nhi. Hoi y kién bac
si dé c6 thém 10i khuyén.

Levocetirizine dugc bai tiét vao sira. Nén st dung thin trong & nhitng phy nir cho con bu
va chi dung néu lgi ich thu dugc 16n hon bat cir nguy hiém cé thé nao dbi véi tré b me.
Hoi thém y kién bac si.

Liéu lwong va cach dung

Nguoi lon va tré em trén 12 tudi: 1 vién 5 mg mdi ngay.

Trée emtr 6 dén 11 tudi chi dung 2,5 mg mdi ngay.

Nén nubt ca vién véi nudc va cé thé dung trong hodc ngoai bira an.

Khéng nén dung levocetirizine cho tré dudi 6 tudi.

Bénh nhén suy than: Can chinh liéu theo mirc do suy than theo bang dudi day.
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D6 thanh thai

- ~ s A
- Nhom bénh nhén cyeatiniue mlfahit Liéu lugng
Binh thuong >= 80 1 vién mdi ngay
Nhe 50 — 79 1 vién mdi ngay
Trung binh 30 -49 2 ngay 1 vién
Ning <= 30 3 ngay 1 vién
' Bénh than giai doan cudi <=10 Chéng chi dinh

Qua liéu: Tang mit ngii, bit dau lo du va bdn chdn, sau dé gy budn ngu o tré em. Trong
truong hgp qua lidu ning, nén rira rudt va sir dung cac bién phap hd tro thong thuong.
Khéng thé loai bo tac dung cua levocetirizine béng tham tach.

Bao quan: Bao quan noi kho mat, tranh anh sang. Nhiét do dudi 30°C.

Dong goéi: Hop 10 vi x 10 vién nén.

Han dung: 2 nam ké tir ngay san Xudt.
* Khéng duoc dL'm_g thuoc qua han sir dung e '
* Doc ky huong dan sur dung trucc khi dung, néu can théng tin xin hoi y kién bdc sy.

* Tranh xa tam tay tré em

San xuét béi:
Micro Labs Limited

92, Sipcot, Hosur - 635 126, Tamil Nadu, An bo.
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