https://trungtamthuoc.com/

| VI 244(% BS2

CUC QUAN LY DUGC
PA PHE DUYET

Lan dau./(.:ﬂéf ’I«O'q . .
LEVOCETIRIZINE DIHYDROCHLORIDE TABLETS

w
g
=
&g
=
ur

LIV-Z TABLETS SPK:
m Thanh phar: W81 vien nen khong bad chirs
Levocatnzing Dihydrochioride § mg
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m STORAGE: Store in a cool and dry place

below 30°C. Protect from sunlight
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Each uncoaled tabiel contans:
Levocelirizine Dinydrochlonde 5 mg
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Dosage: As direcled by the physician Spacification : In-House.

Please refer to enclose leaflet for
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Contra-Indications/Precautions/ CAREFULLY READ THE ACCOMPANYING
Side Effects. INSTRUCTIONS BEFORE USE
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Poc ky heong din sie dung trude khi ding.
Néu can thém thong tin, xin héi y kién thiy thuoc. X

LIV -Z Tablets

(Vién nén Levocetirizin Dihydroclorid 5 mg)

THANH PHAN: :
Mbi vién nén khdng bao chira: ﬁ’
Levocetirizin dihydroclorid.....................oooee 5mg
Ta dugc: Tinh bot ngd, Di Basic Calcium Phosphat, Natri Methyl Paraben, Natri Propyl
Paraben, PVP-K30, Talc, Natri Starch Glycollat.

DUQC LUC HOQC:

Levocetirizin tac dung bang cach chen céac thu thé histamine. Levocetirizin khong ngan
chin su giai phong histamin tir dudmg bao, nhung ngin chan histamine gan véi cac thu thé
ctia n6. Do d6 ngan chin dugc su phong thich cua céc chat hoa hoc khac gay di img, ting
cung cAp mau va lam giam triéu ching di tng.

DUQC PONG HOQC:

Hip thu:

Levocetirizin dugc hap thu tét. O ngudi 1ém, ndng do dinh trong huyét tuong dat duoc sau
khi udng thude 0,9 gior. Ty 1é thude tich lity 6n dinh dat dwoc sau khi uéng 2 ngay . Nong
do thubc tdi da sau khi ubng mét liéu don va 1 liéu nhic lai Smg mét lan mdi ngay lan
luot 1a 270ng/ml va 308ng/ml. Thirc &n khéng anh huong toi su phan bd thudc nhung
Tmax thi bi chdm lai khoang 1,25 gio va Cmax thi giam khoang 36% sau khi uéng thudc
cung vc’vi' bira dn nhiéu chit béo.

Phéin bé:

Trén in vitro ti 1& thudc gin két voi protein huyét tuong trung binh 1a 91 — 92%. Thé tich
phén b 1a khoang 0,4 l/kg.

Chuyén hoa:

6} nguoi , ti I¢ chuyén hoa levocetirizin it hon 14% liéu dung, va do d6, su khac biét vé
chuyén hoa do da hinh di truyén hoac udng déng thoi cic chit trc ché enzym dwoc cho 1a
khong dang ké.

Con dudng chuyén hoéa bao gdém qué trinh oxy hoa vong thom, khir alkyl dan chit N- |
khtr alkyl dan chat O- va két hop taurin. Con dwong khir alkyl chi yéu qua trung gian
CYP 3A4 trong khi qua trinh oxy hoa vong thom lién quan dén nhiéu déng phan CYP.
Levocetirizin khong anh hudng dén hoat dong cua cac enzym CYP 1A2, 2C9, 2C19, 2D6,
2E1 va 3A4 & nong do cao hon nf’ing d6 dinh dat duoc sau moét liéu 5 mg uf)ng. Do chi bi
chuyén hoa véi ti 18 nho va khdng c6 tiém nang (rc ché su chuyén hoa, nén it cé su tuong
tac cua levocetirizin vdi cac chat khac, hodc nguoc lai

Thai trir:

Thoi gian ban huy trong huyét twong nguoi 1on 1a 7,9 + 1,9 gio. P6 thanh thai toan than
trung binh la 0,63 ml/phut/kg. Dudng bai tiét chu yéu cua levocetirizin va cac chat chuyén
héa 14 qua nude tiéu, chiém khoang 85,4% liéu dung. Bai tiét qua phén chi chiém 12,9%
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liéu dung. Levocetirizin dugc bai tiét bﬁng ca su loc & cau than va su tiét chu dong ¢ bng
than.

Hip thu o tré em:

Levoceterizin ding dudng ubng cho tré em dé giam cac triéu chimg viém miii di img, néi
mé day. Liéu dung c6 thé khac nhau & mdi qubc gia. Tai Anh, tré tir 2-6 tudi dung liéu 2,5
mg mdi ngay chia 2 lan va trén 6 tudi co thé cho liéu ngudi 16n Smg mdi ngay. Tuy nhién,
& My levoceterizin khong dung cho tré em dudi 6 tudi, tré tir 6-11 tudi dung lidu 2,5 mg
mdi ngay 1 1an vao budi téi va liéu nguoi 16n 5 mg mdi ngay duoc ding cho tré tir 12 tudi

tro 1én. ?y
Hip thu ¢ nguoi suy thin: :

Giam liéu levoceterizin & bénh nhan suy thin theo d6 thanh thai creatinin. Mac du thay
dbi lidu khac nhau & mdi qubc gia nhung liéu sau day duoc dé nghi cho nguoi 1on & Anh,
ngudi 16n va tré em trén 12 tudi & My:

P¢ thanh thai Creatinin Liéu & Anh Liéu & My
(ml/pht)
50-79 5 mg/ngay 2,5 mg/ngay
30-49 5 mg/ngay 2,5 mg/ngay
10-29 5 mg/ 3 ngay 2,5 mg/3-4 ngay
<10 Chéng chi dinh Chéng chi dinh

Con thiéu dit liéu vé viée sur dung levocetirizin & tré em suy than. G Anh cho réng liéu
diing nén duoc diéu chinh trén co s¢ ca nhén, ¢6 tinh dén su dao thai qua than va trong
luong co thé ctia bénh nhan.

CHI DINH:

Levocetirizin duge chi dinh trong didu tri viém miii di trng dai dang, viém miii di irng theo
mua va may day tu phat man tinh.

THAN TRONG & CHONG CHI DINH:

Cén than trong khi udng riou, bénh nhan cé cic van dé di truyén hiém gép nhu khong
dung nap galactose.

Levocetirizin ¢6 chong chi dinh & cdc bénh nhéan c6 tién sir man cam véi levocetirizin,
cetirizin, hodc cht me hydroxyzin.

Ciing chdng chi dinh & cac bénh nhén bi suy thdn ning v do thanh thai creatinin dudi 10
ml/phut.

DUNG TREN PHU NU CO THAI VA CHO CON BU:

Co thai:

Tinh an toan cua thudc nay cho thai ky chua duge thiét 1ap. Vi thé nén sir dung thén trong
trong thai ky va chi dung khi loi ich cta viéc dung thudc hon hin nguy co c6 thé xay ra
cho bao thai.

Cho con bu:

Thudc vao sita me. Nén dung than trong & phu nir cho con bu, va chi dung khi lgi ich déi
v&i nguodl me hon han nguy co c6 thé xay ra cho tré ba me.
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LIEU DUNG - CACH DUNG :

Khuyén nghi ding 1 lan/ngay. "\
Nguoi lon va tré em tir 12 tudi tro lén:
Liéu dung khuyén nghi la 5 mg.
Nguwoi cao tuji:
Khuyén nghi didu chinh liéu ding cho nguoi cao tudi bi suy than mirc do trung binh dén
nang (xem phan bénh nhén suy than).
Tré em tir 6 dén 12 tuoi:
Liéu ding khuyén nghi 12 2,5 mg . _?V
Chura ¢6 liéu dung cho tré em duéi 6 tudi.
Bénh nhan suy than:
Khoang céch giita cac lidu tiy theo chirc ning than ctia timg ngudi. Tham khao bang sau
va diéu chinh liéu dung. Dé sir dung bang liéu nay, cin danh gia d6 thanh thai creatinin
(ml/phut) cua bénh nhan. B§ thanh thai creatinin (ml/phut) dugc tinh tir mirc do creatinin
huyét thanh (mg/dl) theo cong thirc sau:

[140 — tudi] x c4n nang (kg)

(x 0,85 dbi véi phu nir)
72 x creatinin huyét thanh (mg/dl)
Diéu chinh liéu ditng déi véi bénh nhdn suy thin hodc suy thian kém theo suy gan:

Nhém Thanh thai creatinin | Liéu dung va

(ml/phit) khoang cach giira
cac lidu

Binh thuong 80 1 vién/ngay

Nhe 50-179 1 vién/ngay

Trung binh 30-49 1 vién méi 2 ngay

Nang <30 1 vién mdi 3 ngay

Bénh than giai doan cudi - <10- Chéng chi dinh

Bénh nhén loc than nhén tao

Bénh nhan suy gan:
Khéng can diéu chinh liéu dung & bénh nhén chi bi suy gan.
Thoi gian dung thuéc:
Thot gian dung thude phu thudc vao loai bénh va thoi gian bi bénh. Péi voi di ung theo
mua dung khoang 3-6 tuin, truomg hop di img phén hoa trong thoi gian ngén: dung
khoang 1 tudn la du. C6 kinh nghiém 1am sang str dung 5 mg levocetirizin dang bao phim
diéu tri trong 6 thang. Pdi véi ndi mé day man tinh va viém miii di tmg man tinh, c¢6 kinh
nghiém lam sang sir dung diéu tri trong 1 nim ddi véi dang racemic, va diéu tri trong 18
thang ddi véi bénh nhén bi ngira do viém da di img.

TAC DUNG PHU:
Théng bdo cho thdy thube bdt ky tie dung phu nao 6 lién hé dén su sit dung thudc.
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Str dung levocetirizin cho thay xay ra budn ngu, mét moi, viem mii hong, khé miéng va
viém hong & bénh nhén tir 12 tudi tré 1én; sbt, budn ngu, ho, chay mau cam & tré tir 6 dén
12 tudi. Ciing c6 bdo cdo ty 1€ mic phf) bién céc phan img bét loi nhu suy nhuge hoic dau
bung.

Ngoai cac phan tmg bét loi trong qué trinh nghién ciru 14m sang duoc liét ké & trén, mot
s6 rat hiém cac phan img phu cua thudc sau day da duge béo céo sau ban hang: qua man
cam bao gdm ca rdi loan tdm than, giy hén, kich déng , co giat mét, danh tréng nguc, kho

thd
ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC: @}
Tranh lai xe hay van hanh may méc khi dung levocetirizin do thudc c6 thé gay ngu gat.
TUONG TAC THUOC:
Cé nguy co bi ngu lim nén ding thudc nay véi cac thube sau ddy: Rugu, chit chdng suy
nhugce loai ba vong nhu amitriptylin; narcotic nhur morphin, codein; benzodiazepin nhu
diazepam; cac thudc khéng histamin gay budn ngii nhu chlorpheniramin; thudc ngu.
DUNG QUA LIEU:
a) Triéu chung:
Triéu chimg qua liéu c6 thé gdbm c6 ngu gt & nguoi 16n, & tré em thi bét dau bj kich
dong va khong nghi ngoi, sau do la ngu gat.
b) Kiém soat tinh trang qua liéu:
Khong co thude giai doc dac hiéu cho levocetirizin.
Néu xay ra qua lidu, nén diéu trj triéu chimg va hé trg. Nén can nhic rira da day néu
moéi udng thude. Levocetirizin khong duoc thai trir bing loc than nhan tao.
BAO QUAN:
Bao quan dudi 30°C & noi kho réo, thoang mat, tranh anh sang.
Pé thudc ngoai tam tay tré em.
HAN DUNG: 24 thang ké tir ngay san xuét.
TIEU CHUAN CHAT LUQNG: Nha san xuit.
TRINH BAY: Hop 10 vi x 10 vién
San xuét béi:
MAXTAR BIO-GENICS

K.NO.705, Nalagarh Road Vill - Malku Mazra, Baddi Djgfe-" \
- Solan Himachal Pradesh (India) - 173205
Tel: +91-129-4013880 Fax: +91-129-4013880
PHO CUC TRUONG
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