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Doc kj huéng din si dung trude khi diing. Néu cin thém théng tin xin héi y kién bdc sj. Dé
thuébc ngoai tam tay tré em.

LEVOCETIRIZINE DIHCI - TEVA SMG
Vién nén bao phim
Levocetirizine Dihydrochloride 5mg

Thanh phén:

Mai vién nén bao phim c6 chira:

- Hoat chat: Levocetirizine Dihydrochloride Smg

- Ta duoc:

+ L&i: Microcrystalline Cellulose, Magié stearate, Lactose monohydrate, Colloidal Silica khan.

+ Bao phim: Opadry tring Y-1-7000 (bao gém: Titan Dioxide E171, Hypromellose 2910 5CPS,
Polyethylene Glycol 400)

Chi dinh diéu tri:
Levocetirizine dugc chi dinh dé diéu trj triéu chirng viém mii di ing khéng theo mua, viém miii di
ung theo mia va may day tu phat man tinh,

Liéu lwgng va cach ding:
Thude duge bao ché dudi dang vién nén bao phim phai dung duomg udng, nudt ca \ﬁéz Vo1 nudc
c6 thé udng trong hodc ngoai bira an. S8 »
Ngueoi 16m va thiéu nién: Liéu khuyén cdo la S mg mot lan mbi ngay.
Tré em tir 6 dén 12 woi: Liéu khuyén cdo hang ngay la § meg, udng mot lan moi ngay. Khéng
khuyén cdo sir dung Levocetirizine Teva cho tré em dudi 6 tudi do chua cé du dir liéu vé do an
toan va hiéu qua cua thude trén doi tugng nay.
Bénh nhan cao tuoz _Hién tai, chua c6 dir lidu cho thiy can phai giam liéu khi st dung cho bénh
nhan cao tudi néu chirc nang thédn caa bénh nhan binh thU(mg
Bénh nhdn suy than: Khoang cach giira cac liéu phai diéu chinh theo timg nguai tiy theo chirc
nang than cua timg bénh nhan. Tham khao bang sau day va hiéu chinh liéu theo chirc nang than
cta ngudi bénh nhu duge hudng dan. Bé sir dung bang hudng dan liéu dung ndy, can udc lugng
téc do thanh thai creatinin (CLcr) cua bénh nhén theo don vi ml/phut. Tri s6 CLer (ml/phat) c6 thé
udce lugng tir ndng dé creatinin huyét thanh (mg/dl) theo cong thire sau:

[140 — tudi (nam)] x khoi luong (kg)

72 x nong do creatinin huyét thanh (mg/dl)

(x 0,85 d6i v6i phy nir)

Hiéu chinh liéu cho bénh nhan giam chirc ning than:

. Téc do thanh thai creatinin |, .3 i g

Nhom : Lieu lugng va tan suat

.. (ml/phat)

| Binh thuong > 80 I vién, mdt lan mdi ngay
Suy than nhe 5079 | vién, mot lan mdi ngay
Suy thin trung binh 30—49 1 vién, 2 ngay mot lan
Suy thdn nang <30 1 vién, 3 ngay mot lan

' Suy thén giai doan cudi — £ —
Bénhnhdn phai thimphan | = 10 Chong chi diffleee,
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Bénh nhdn suv gan: Khong can hiéu chinh liéu khi sir dung cho bénh nhan chi bi suy gan. O bénh
nhan bi ca suy gan l4n suy thdn, can phai hiéu chinh lidu (xem muc Bénh nhdn suy thdn & trén).
Thoi gian sie dung: Thoi gian ding thude tuy thudc vao loai, thoi gian va dién bién cua triéu
chimg. V&i bénh sbt co khd va trong truong hop phoi nhiém phan hoa trong thdi gian ngan dudi |
tudn, thoi gian diéu tri tir 3-6 tuan thuong la di. Dang vién nén bao phim levocetirizine 5 mg da
dugc sir dung cho bénh nhan trong thoi gian kéo dai tdi 6 thang,

Chong chi dinh:
Qué man vdi levocetirizine, céc din chat piperazine hoac bét ky thanh phan nao cua thube.
Bénh nhan suy than nang cé tdc do thanh thai creatinin dudi 10 ml/phit.

Nhirng cinh bao dic biét va than trong khi sir dung:

Khéng duge sir dung qua lidu khuyén cao.

Khong khuyén cdo sir dung levocetirizine dihydrochlorid cho tré em dudi 6 tudi do dang vién nén
bao phim khéng cho phép hiéu chinh liéu thich hop cho d6i tugng nay.

Cén théan trong khi sir dung thude cung véi rugu (xem muc Twong téc thuéc).

Bénh nhan mic cic bénh di truyén hiém gip khong dung nap galactose, thiéu men Lapp lactase
hoac kém hép thu glucose-galactose khéng nén sir dung thube nay.

Twong tic voi cac thude khac va cac dang twong tac khac:

Chua tién hanh nghién ciru nao vé tuong tac thube cua levocetirizine (bao gom nghién ciru vé
tuong tic giira levocetirizine véi cic thude gdy cam ung CYP3A4). Nghién ciru chét dong phan
racemic cla cetirizine cho thdy khong cé tuong tac bat loi nao trén l4m sang giira cetirizine voi
pseudoephedrin, cimetidin, ketoconazol, erythromycin, azithromycin, glipizid va diazepam. Tinh
trang gidm nhe dd thanh thai cua cetirizine (16%) dugc ghi nhén trong mét ngh eﬂ*cu'u st dung da
lidu cetirizine cung vdi theophyllin (400 mg, ngay mot lan), trong khi do k\hﬂyﬂh/ huéng cua
theophyllin la khéng bi thay dbi khi ding dong thoi vai cetirizine.

Mirc do hap thu levocetirizine khong bi giam xudng khi udng trong bira an, mac du tde do hap thu
bi chdm lai.

O nhitng bénh nhan nhay cam, sir dung dong thi cetirizine hodc levocetirizine cing voi ruou hodc
cac thude (e ché than kinh trung wong c6 thé anh hudng dén hé than kinh trung uvong, mic du
nghién c(ru cho thiy dang dong phan racemic ctia cetirizine khong lam tang tac dung cta ruou.

Str dung cho phu nir cé thai va cho con bu:
Phu nit co thai:

Dir liéu thu dugc tir mot so lugng han ché phu nir mang thai phoi nhiém cetirizine cho thdy
cetirizine khong gy anh hudng bt loi cho phu nir mang thai hoac strc khoe cua thai/tré so sinh.
Cho dén nay, chua c¢é dir liéu dich t& nao khac lién quan dén viéc sir dung cetirizine. Vi
levocetirizine, chua cé dir liéu Idm sang vé phoi nhiém thude & phuy nir ¢6 thai. Cic nghién ciu
trén dong vat khong cho thay tic dung gay hai truc tiép hodc gian tiép cua thudc téi qué trinh
mang thai, su phat trién cua phdi/thai trong va sau khi sinh. Can than trong khi sir dung
levocetirizine cho phu nir mang thai.

Phu nit cho con bu:

Levocetirizine dugc du doan la dugc tiét vao sira. Vi vay, khéng khuyen cao su dung
Levocetirizine Teva trong thoi ky cho con bl va chi nén xem xét sir dung thue_-‘l G

dugc cho ngudi me vuot trdi nguy co dbi vai tré ba me. g
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Anh hwing dén kha ning lai xe va vin hanh may moe: _p

Levocetirizine khong anh huéng hoédc anh huong khéng dang ké dén kha nang lai xe va van hanh
may méc. Tuy nhién, mét s6 bénh nhén c6 thé gip tinh trang ngl ga, mét moi va suy nhuoc khi sir
dung Levocetirizine. Vi vdy, bénh nhan c6 y dinh lai xe, tham gia cac hoat dong co thé gay nguy
hiém hay van hanh may méc can tinh dén anh huong cua thudc.

Tac dung khong mong mudn:

Céc thuit ngir sau duoce dung dé phén loai tac dung khong mong mudn:
Rét hay gap (> 1/10)

Hay gip (= 1/100 dén < 1/10)

it gap (= 1/1.000 dén < 1/100)

Hiém gap (> 1/10.000 dén < 1/1.000)

Rét hiém gap (< 1/10.000),

Chua rd tan suét (chua thé uéc lugng duge tén sudt tir di lidu hién cd)

Rat Hay gap | Itgap (= | Hiém gip (> | Rathiém gap Chura 16 tan
hay | (=1/100 | 1/1.000 | 1/10.000 dén | (<1/10.000) | suét (chuathé |
gap (= den < den < < 1/1.000) uoc luong tan
1/10) 1/10) 1/100) suat tir dir ligu
| hién co)
Xét nghi¢m Tang can, xét |
nghiém  chirc
nang gan bt
thudng
R6i loan & Hoi hop danh
tim trong nguc
Roi loan hé Ngu ga,
than kinh dau dau ' o
(RO loan & ROI Ioa}{"\i@/
| mat gidc
'R6i loan ho Khé tho
hip, nguc va
| trung that
| Roi loan tiéu Kho DPau bung Budn non
| hoa miéng
| RGi loan da Phu mach than
| va md mém kinh, nglra,
phéat ban, may
day
Ri loan toan Mét moi | Suy nhuoc
than va phan
(rng tai vi tri
str dung
| ROi loan hé Qua man, ké
mién dich ca phan vé
Roi loan gan Viém gan
mét L____f_
Théng bdo cho bdc si bat ky tdc dung khéng mong muin nao gdp phdi khi st dung thuo,

~ TN
 TYNG 2
)

|
i

*
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Qua liéu:

a) Triéu chung: Cac triéu chimng qua liéu c6 thé bao gdm budn ngl & ngudi 16n; & tré em bit diu
bang kich dong va bdn chdn, tiep do la budn ngu.

b) Xir tri qud liéu: Chua rd thudc gidi doc ddc hiéu trong trudng hop qua liéu levocetirizine. Néu
Xay ra qua lidu, can tién hanh diéu tri triéu chirng va diéu tri hd trg. Cn xem xét rira da day néu
bénh nhan mdi chi udng thudc trong thoi gian ngin. Levocetirizine khong duoc loai khoi tudn
hoan mét cach hiéu qua thong qua tham phan.

Pac tinh dwge lwe hoe:

Phdn loai dicoe Iy: thude khang histamin sir dung toan than, din chét piperazin, ma ATC: RO6A
E09.

Levocetirizine, ddng phin quang hoc dang (R) cua cetirizine, 1a mot thudc déi van manh va chon
loc thu thé H1 ngoai bién.

Céc nghién ctru vé kha nang gén két cho thdy levocetirizine c6 i luc cao véi thu thé H1 cla ngudi
(Ki = 3,2 nmol/l). Levocetirizine c¢6 i luc cao gip 2 lan so véi cetirizine (Ki = 6,3 mmol/l).
Levocetirizine tach khoi thu thé H1 vai thoi gian ban thai 1a 115 + 38 phut.

Céac nghién ciru duoc luc hoc trén ngl.r-iri tinh nguyén khoe manh cho thdy levocetirizine cé hoat
tinh tuong duong cetirizine trén ca da va miii khi dung liéu chi béng mot nira.

Céc nghién ctru in vitro (nghiém phap Boyden va k§ thuit 16p té bao) cho thay levocetirizine (rc
ché su di chuyén xuyén ndi md do cim (mg boi eotaxin ciia bach cau 4i toan qua ca té bao da va
phéi. Cac nghién ctru duge luc hoc in vivo (kj thuat budng da — skin chamber technique) cho thdy
ba téc dung (rc ché chinh ciia levocetirizine 5 mg trong 6 gi dau tién sau phan img véi phin hoa,
0 so sanh vai gia dugc trén 14 bénh nhén [a ngudi l6n, do la: e ché giai phong VCAM-1, thay
déi tinh thAm thanh mach va giam huy dong bach cu ai toan.

Hiéu qua va dd an toan cua levocetirizine da dugc chimg minh trong mot 50 tlﬁrﬁah:emlam sang
mu d6i, c6 ddi chirng véi gia duge duoc tién hanh trén bénh nhan viém mii di Lm|1 thco miua hodc
viém mili di img khéng theo mua. Dang vién nén bao phim levocetirizine 5 mg d& dugc sir dung
cho bénh nhan trong thoi gian kéo dai tdi 6 thang.

Lién quan duwoc dong hoc/dwoc luc hoc:

Sir dung 5 mg levocetirizine cho kiéu tac dung &rc ché may day va phan tmg bung phat turong
duong vdi dung 10 mg cetirizine. Tuong ty nhu cetirizine, tic dung cta levocetirizine ddi vai cac
phan imng trén da do cam trng histamin khéng c6 twong quan véi nong do thudc trong huyét tuong.
Dién tim db khong cho thdy tac dung cua levocetirizine 1én khoang QT.

bic tinh duge djng hoc:

Dugc dong hoc cia levocetirizine la tuyén tinh véi lidu diing, déc lap voi thoi gian va co tinh bién
thién thap trong cung mot ca thé. Dic tinh dugc dong hoc cua thude thi glong nhau nhu khi sir
dung tirng dong phan hodc dung dang cetirizine. Khong xay ra hién tuong chuyén vi dong phan
trong qua trinh hap thu va thai trr.

Hag thu: Levocetirizine dugc hdp thu nhanh va manh sau khi uéng. O ngudi 1on, ndng d dinh cla
thudc trong huyét tuong dat duogc khoang 0,9 gior sau khi udng. Trang thai 6n dinh dat dwoc sau 2
ngay. Nong d¢ dinh cua thube _tuong (mg la 270 ng/ml va 308 ng/ml khi str dung liéu duy nhat va
lieu nhic lai 5 mg mot lan mdi ngay. Mirc do hép thu cia thuoc khong phu thudc liéu ding va
khong bi anh hudng bai thirc an, tuy nhién thirc dn lam giam ndng do dinh va lam chim thoi gian
dat nong d¢ dinh.

sl
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Phdn bs: Chua ¢6 thong tin vé phan b thudc tai cac md cung nhu kha néng tham cua thude qua
hang rao mau-nio. O chudt va ché, thudc duge tim thay véi nong do cao nhat tai gan va than, nong
dd thap nhat tai hé than kinh trung uong. O ngudi, ty 1& gin két protein huyét twong cia
levocetirizine 12 90%. Kha nang phan bd ctia thudc kém véi thé tich phan bé 1a 0,4 I/kg.

Chuvén héa: Ty 1é levocetirizine chuyén hoa & nguoi 1 dudi 14% lidu dung, do dé, su khac biét
do hién trong da dang di truyén hodc str dung dong thai vai cac thude tre ché enzym dugc du doan
la khong dang ké. Cac con dudmg chuyén héa la oxi hoa vong thom, khir alkyl N- va O- va lién
hop véi taurin. Qua trinh khir alkyl duge thuc hién chu yéu bai CYP3A4 trong khi phan tmg oxi
héa vong thom lién quan dén nhiéu CYP va/hodc cac CYP chua xéc dinh. Levocetirizine khong
anh hudng dén hoat tinh cia cac isoenzym CYP 1A2, 2C9, 2C19, 2D6, 2E! va 3A4 & cac mirc
ndng dd cao hon ndng do dinh dat dugc sau khi udng liéu S mg.

Do thudc chuyén hoa yeu va khéng c¢6 kha niang c ché chuyén héa; nén tuong tac giira
levocetirizine vdi cac thudc khac hoac nguroc lai thi it xay ra.

Thdi trir: Thoi gian ban thai cia levocetirizine & ngudi 1on 1a 7,9 + 1,9 gio, Thoi gian ban thai o tré
em ngan hon so v&i & ngudi I6m. Téc dé thanh thai toan than biéu kién trung binh cta thude 1a 0,63
ml/phikg. Dudng thai trlr chinh cla levocetirizine va cdc chat chuyén héa 1a qua nude tiéu,
chiém trung binh 85,4% liéu dung. Lugng thudc bai tiét qua phan chi chiém 12,9% liéu ding.
Levocetirizine dirgc dao thai qua ca loc cdu than va bai tiét chii dong qua 6ng than.

Suy thdn: DO thanh thai toan phan biéu kién cua levocetirizine tuong quan vdi téc do thanh thai
creatinin. Vi vdy, cdn hiéu chinh khoang cach gitra céc liéu levocetirizine theo do thanh thai
creatinin & bénh nhan suy thdn muc dg vira va nang. O bénh nhan suy than giai (ﬁa cu0| vO niéu,
d6 thanh thai toan than giam khoang 80% so véi & ngudi ¢6 chirc ning thén bink kylrcmg uong
levocetirizine dugc loai khdi tudn hoan sau mét dot loc mau chuan kéo dai 4 gioy 1 4

Twong ky:
Khong 4p dung

Cac thin trong dic biét khi loai bé thude: _ .
Bat ky san pham khong sir dung hodc vit liéu phe thai phai dugc xir Iy phii hgp véi yéu cau dia

phuong.

Han ding: )

36 thang keé tir ngay san xuat \
Bio quén: “\

Bao quan dudi 30°C trong bao bi gc. 5]

Dong goi:
Hop 10 vi x 10 vién.

San xuat boi:
Teva Pharmaceutical Industries Ltd,

18 Eli Hurvitz St., Ind. Zone, Kfar Saba 44102, Isracl giy
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