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Vién nén bao phim

Hép 2 v x 10 vign

MEi vién nén bao phim ci chira 5 mg levocetirizine dihydrochloride
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PO THONG TIN CHO BENH NHAN

Vién nén bao phim

Thanh phin

Méi vién nén bao film chira 5 mg levocetirizine dihydrochloride tuong (g véi 4.2 mg
levocetirizine.

T4 duge vién nhan: Lactose monohydrate, cellulose vi tinh thé, magiesium stearate

Ta duge bao phim: hypromellose, macrogol 400, titanium dioxide E 171

Quy cach dong goi
Hép 2 vi x 10 vién

Chi dinh
Levocetirizine dugc ding:
- Lam giam triéu chimg trén miii va mit ctia bénh viém miii di irng theo mua hodc man
tinh
Giam triéu chimg cua bénh may day tu phat man tinh

Liéu lugng va ciach ding W
Vién nén bao film duge ding theo dudmg udng, nudt cling véi nude va co thé duﬂg\l\kong, hodc
sau bita dn il P

Neudi lon va tré trén 12 tubi
Lieu dung hang ngay khuyén céo la: Smg (1 vién nén bao film) /1 ngay,

Tré tir 6 dén 12 tudi.

Liéu dung hang ngay khuyén céo la: SmE (1 vién nén bao film) /1 ngay

Levocetirizine khong duge khuyén cdo st dung cho tré dudi 6 tudi vi khong du dir lidu vé thur
nghiém dg an toan va tinh hiéu qua.

Ngudi gia
Cho téi thﬁr_i diém hién tai, chua cé dir liéu chimg minh su can thiét giam liéu & nhitng bénh
nhén 16n tudi ¢ chire néng than binh thudng.

Vi nhitng bénh nhén bi suy than mic d6 vira dén nang:

Khéng cé dir liéu dénh gia ty 1€ hiéu qua‘an toan & nhitng bénh nhan suy giam chirc niang
than. Do Levocetirizine bai xuft chit yéu qua than (xem muc 5.2), trong trudng hop khéng c6
liéu phép diéu tri thay thé, khoang liéu phai duoc tinh trén timg bénh nhan dva vao chirc ning
cua than.

Dura vao bang dudi ddy va hiéu chinh liéu theo chi dan. Bé sir dung bang lidu nay, viéc xde
dinh hé s6 thanh thai creatinine ((,Lcr) ml/phat & bénh nhidn la can thiét. Chi s CLer
(ml/phit) c6 thé tinh tir creatine huyét thanh (mg/ml) theo cdng thire sau:

CL,= [140-tudi (tinh theo nam)| x ¢én nang (kg) (x 0.85 cho nir)
72 x creatinin huyét thanh (mg/dl)
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Hiéu chinh lidu & ngudi 1dn bi suy than:

Chirc ning thin Creatinine  clearance | Liéu ding
(ml/min)

Binh thuong =80 Mot vién/ mot ngay

Suy than nhe 50-79 MGt vién/ mot ngdy

Suy than vira 30-49 Mot vién/ hai ngay

Suy than nang 30 Mot vién/ ba ngay

Suy than giai doan cudi - Bénh | 10 Chong chi dinh

nhin dang tién hanh thdm phan

mau

O tré em bj suy than, liéu dung s& duge diéu chinh dua vao timg bénh nhén trén co s& hé s6
thanh thai than, tuéi va cin nang.

Nhimg bénh nhan suy giam chirc nang gan
Khéng can thiét phai hiéu chinh liéu & nhirng trudng hop suy giam chirc nang gan don doc.

Nhitng bénh nhén suy gan cimg suy than
Hiéu chinh li¢u da dugc khuyén céo (xem muyc bénh nhan suy than vira va nang & trén)

Chong chi dinh [
Qua mén v&i Levocetirizine, v&i bat cir td dugc ndo cé trong thanh phin, vdi Pcyllrm(yzme
hoac din chét cuia piperazine.

Bénh nhin suy thin ning ¢6 hé sb thanh thai creatinine it hon 10ml/phit.

Nhirng bénh nhén bi ching khong dung nap galactose di truyén, thifu hut enzyme Lapp
lactase hoac kém hap glucose — galactose khong nén sur dung vién nén levocetirizine.

Luu ¥ va than trong khi sir dung

O lidu diéu tri, khong thdy ¢6 bing chimg 14m sang chimg minh tuong tac vdi rugu (véi ndng
dé alcohol trong mau: 0.5 g/L). Tuy nhién, cin trong khi sir dung ddng thai véi ruou.

Thén trong khi diing thue & bénh nhén bi dong kinh hogc ¢6 nguy co bi con co giét

Twong tac thu_c‘u: va cac dang twong tac khac ) ]
Theo dir 1i€u vé dac tinh dugc dong hoce, duge lue hoe va dung nap thude, du kién khéng cd
tuong tac vdi cac thude khang histamine.

Dén nay chura théy ¢ tuong tac duge ddng hoc hay duge luc hoe véi cac thudc khéc duoc ghi
nhan, dang chi y 1a ké ca véi pseudoephedrine hodc theophylline (40 mg/ngay).

Duing thude cung v&i thirc an va dd udng:

Levocetirizine ¢6 the dung cung hodc khéng cing thirc 4n

Nén than trong néu dung Levocetirizine tai thoi diém uong ruou. Trén nhitng bénh nhan nhay
cam thi tac dung ctia rugu c6 thé tang Ién hodc khac v6i mong mudn.

Haiy néi véi bac si hodc duge si néu ban dang diing hoiic da ding bét ky thuée trong théi
gian gin diy, ké ca thudc khong ké don.
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Phu nir ¢6 thai va cho con bi

Khdng c6 sin thdng tin vé dg an toan khi sir dung Levocetirizine trong thoi ky mang thai hoac
cho con bii. Khi dang c6 thai hodc cho con bt chi nén ding Levocetirizine néu loi ich lém hon
hin nguy co. Béc si s& dua ra quyét dinh nay cho ban.

Hay hoi bac si hodc duoc si trirde khi ding bt cir thude nao.

Anh hwéng trén kha nang lai xe va sir dung may méc
Trén mot sO bénh nhéan co thé xuat hién buon nga, mét moi va kiét sirc. Khong duoc lai xe
hodc vin hanh may mdc néu thay xuat hién nhiing triéu chimg nay.

Thong tin quan trgng w"’.f cic thanh phén cia thube )
Thube ¢6 chira lactose; néu ban da timg dugc bac si thong béo rang minh khong dung nap mét
sb loai dudmg nhét dinh thi khong duge diung thude.

Tac dung phu

Tan suat gip phai cac tac dung phu duoc xac dinh nhu sau:

Rét hay gap (>1/10); thudmg gap (>1/100 dén <1/10); it gap (=1/1,000 dén <1/100); Hiém gap
(=1/10,000 dén <1/1,000); Rét hiém gip (<1/10,000); Chua biét (Chua c6 dir liéu chimg

minh).
Thudong It gap Hiém gap Rat hiém gip
7 gap = T
R6i loan hé méau va Giam tiéu cdu
bach huyét f
R&i loan hé mién dich Qué man SHock phan vé
Ro6i loan tam thin Ngu git Kich dong | Tam than May, c0”
Lén thén =
Traim cam
Ao gidc
Mat ngt
Roi loan hé thdn kinh | Hoa mat, | Cam  giac | Co gidt Loan vi giac
trung uong chong mat | khéc R&i loan di | Ngat
Pau diu thudng chuyén Run
Ri loan
truong luc
Rbi loan vin
dong
Mit Ro6i loan dicu
tiét
Tam nhin han
ché
Van nhén
R4i loan tim mach Nhip tim nhanh
Réi loan hd hap, ving | Viém hong
nguc va trung that hiu
Viém miii*
R6i loan tiéu hoa Dau bung Tiéu chay
Khé miéng
Non, budn
noén
Roi loan gan mét Bat thudng chirc
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ning gan (ting
enzyme
transaminases,
alklaline
phosphatise, -
GT va bilirubin)

R6i loan hé da va to Ngtra May day Bénh mach
chirc dudi da Ban  da, Phui né
mun nhot
Than va dudng tiéu Bi dai
Pai dam
R&i loan chung va kiém | Mét moi Suy nhuge | Phuiné
sodt nhimg tinh trang di Mét  moi,
kem phién mudn
Theo dai Tang cén
* & tré em

Haiy thong bao cho bac sT nhirng tac dyng phy gip phai khi sir dung thude.

Qui liéu

Triéu chimng

Triéu chig dugc ghi nhén sau khi ding qua lidu levocetirizine ¢6 lién quan chi yéu dén tac
dung trén hé than kinh trung uong (CNS) hodc co thé do tac dung do khang cholm;:rg{c

Céc tac dung phu ghi nhan sau khi dung qua liéu cao hon it nhat 5 Ian so véi lidu Iéhqycn cdo
trén ngay: Rbi Ioan tam than, ia chay, hoa mit, chong mét, mét moi, dau dau suy andc gidn
dong tr, ngira, bon chdn, budn ngd, ngi mo, ngin ngo, tim nhanh, run, b tiéu.

Xir tri ngd déc do qua liéu

Khdng ¢6 bién phap giai djc déc hiéu véi levocetirizine.

Khi xay ra qué liéu, diéu trj triéu ching hodc diéu trj tich cuc nén duoc khuyén cdo. Rira da
day c6 thé dugc can nhic sir dung khi méi udng.

Levocetirizine khong loai bo dugce béng thdm phan mau

Dugre lwe hoe

Dic diém va co ché tac dung:

Nhém durge diéu tri: Khang histamine, dAn chét ciia piperazine, ma ATC: RO6A E09.
Levocetirizine, ddng phan quang hoc (R) cua cetirizine, la chat déi khang ¢6 tac dung chon
loc trén receptor — H1 ngoai vi.

Levocetirizine (rc ché giai doan sém cta phan (ng di (mg qua trung gian histamin, lam giam
su thim nhap cia nhimg té bio viém va giam giai phong nhimg céc chét trung gian & giai
doan muon cia phan img di ung.

Nhiéu nghién citu da phét hién levocetirizine cé 4i luc cao véi receptor H1 cuia ngudi (Ki=3.2
nmol/l). Levocetirizine ¢6 ai luc cao gip 2 ldn so vdi cua cetirizine (Ki=6.3 nmol/l).
Levocetirizine phén ly (tich) ra khoi receptor H1 ¢ thoi gian ban thai la 115 = 38 phit. Sau
khi dung don ddc, levocetirizine cho thay receptor chiém giir 90% sau 4 gid va 57% sau 24
gior.

Méi quan hé Dugc déng hoc — Duoc luc hoc

5 mg levocetirizine c6 tic dung (e ché histamine gy mun, ban ngira tucmg tu nhu cetirizine
10mg. Ciing giéng vdi cetirizine, tac dung trén nhimg triéu chiing do qua man histamine gy
ra & hé da khong twong trng véi ndng db thudc trong huyét tuong.
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ECGs (Pién tim dd) da khong chi ra anh hudng lién quan giira levocetirizine véi khoang QT.

Duwoge dfng hoc

Dugce ddng hoc cua levocetirizine tudn theo quy, luat tuyén tinh theo liéu va thoi gian, khéng
phu thudc vao sy bién thién thip giira cac ca the Dic tinh duge ddng hoc la gidng nhau khi
udng dang dong phén quang hoc don dgc hay ubng dang cetirizine. Khong c6 su thay déi cdu
hinh trong qué trinh hap thu va thai trir.

Hép thu

Levocetirizine hap thu nhanh va rong sau khi uéng. Nong dé thudc trong huyét tuong dat dinh
& 0.9 gior sau khi udng thube. Trang thai én dinh dat dugc sau 2 ngay. Nong do dinh lan lugt
thu dugc 12 270 ng/ml va 308 ng/ml khi ubng 1 lidu don doc va 1 lidu Smg lap lai véi loai
liéu ngay 2 1in. mirc d6 hip thu khéng phy thude vio liéu, va khong bj thay déi bai thirc an
nhung m")ng dd dinh s€ bi giam va cham lai.

Phéan bo:

Khéng cé dir liéu nghién citu & ngudi vé sy phan bd cla levocetirizine & cac mo, to chirc hay
qua duge hang rao mau nio. Trén loai gam nham, chd thi thudc phan bé tap trung cao nhét &
gan va than, thdp nhét & cdc t6 chirc than kinh trung wong (CNS).

Levocetirizine cd 90% lién két véi protein huyét tuong. Levocetirizine phin b han ché, thé
tich phan b 13 0.41 Ukg.

Sinh chuyén héa

Luogng levocetirizine chuyén hoa & ngudi it hon 14% lidu diing va do d6 su kh4e, rﬂn.@u y& da
kiéu hinh chuyén héa hogc sir dung cac enzyme (rc ché cling luc 1a khdng ¢6 ¥ ngh?éda‘ﬁg ké.
Céc con duong chuycn ho6a bao gom oxi h6a nhan thom, N- va O- dealkyl ( loai goc\ﬁlkyl G vi
tri N-va O-) va gan thém cac acid amin. Phan tng Dealkyl la bude khéi diu  gian tiép do CYP
3A4 trong khi qué trinh oxi hoa vong thom dién ra phirc tap va hoac bao goém nhiéu cau tric
isoenzymes CYP chua xac dinh. Levocetirizine khong anh hudng tdi hoat tinh cua cac
isoenzyme CYP 1A2, 2C9, 2C19, 2D6, 2E1 va 3JA4 & nf“mg dd cao hon nf’:‘»ng d¢ dinh thu dugce
khi udng lidu Smg.

Do it bi chuyén hoa va khdng bi rc ché chuyén héa nén twong tac cua levocetirizine véi céc
chit khac hodic ngugce lai duong nhur khéng c6.

Thai trir

Thoi gxan ban thai huyét tucmg & ngudi 16n cia levocetirizine la 7.9 + 1.9 git. Gia tri trung
binh cua hé sb thanh thai cua toin co thé 1a 0. 63 ml/phut/kg. Levocetirizine va chat chuyén
héa dugc bai xudt chu yéu theo dudng niéu, chiém khoéang trung binh 85.4% liéu dung. Bai
xuat theo phan chi ch|em khoang 12.9% lidu diing. Levocetirizine dugc thai trir bing cach loc
cAu than va bai tiét & dng thén.

Suv chire nang than

C6 sur twong quan rd nét giita hé s thanh thai levocetirizine clia co thé v&i hé sb thanh thai
creatinine (CLcr). Didu nay dugce khuyén cdo cén phai diéu chinh khoang lidu, dua theo hé s6
thanh thai creatinine & nhimg bénh nhén suy giam chirc nang than trung binh va nang. O
nhimg bénh nhén bénh than giai doan cudi, hé sd thanh thai cta co thé giam khoang 80 % so
v&i ngudi binh thuong.

Han ding ) )
36 thang ké tir ngay san xuat. Khong nén diung thudc da qua han sir dung in trén nhan.
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Biéu ki¢n bio quan ] ’ N 4 )
Bao quan & nhiét dd khéng quéa 30°C. Dé nguyén thudce trong bao bi g(" ¢ tranh Am.
Ngay duyét ndi dung to hwong din siv dung: 12/5/2009.

Nha san xuét:

SYNTHON HISPANIA, SL

C/ Castelld, 1- Pol. Ind. Les Sglines, 08830 Sant Boi de Llobregat, Spain.
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