nttps://trungtamthuoc.coni

F£ 29
= =5
FEole .
ke EIEE
W s — :':T}' E' b4 el |
C.)~° ol oy =
‘ — -— ST <o) l =<
B> =8
R |
NI
:”(:‘M-é'v'w}‘
Lot T
= . i e
Levocetizne Didochlride Talets mg =~ Levocetirzine Dikyochloide Tobteis S mg
AL AL :




nttps://trungtamthuoc.com

AU | 2 mm H g 200y ‘ AW ey E. r§l
| = ool o LT ==
ang g Tmpsans pa
iL T ik g
Levocetirizine Dihydrochloride Tablets 5 mg ap D oG AT
CMrooN, . 5 RN R e e '“.i".;'?n.ﬁ £
:j:n;__;:umu.“. :"::' AparnDw N “ o f = A ,: ?,:: iy "‘Z’J.“JL'I.‘? E
e A i ' i - S
e i, e, . 5 3w ¢ sa1q0] aprop0pd anzuadaT
bt M - i/ |
138 mm
Levocetirizine Dihydrochloride Tablets 5 E
T,
CoeyggeN NizZine vinyarocnioriae 1aoieis ) mg S
M, ON: Meth tration:
Each film coated tablet contains A minlamsion: aa ~oid
Levoce!ir;’zine Visa No : = % Y
Dihydrochloride...........5 mg Mfe. Lic. No 656 - <
Exicipients..........cccoco.... 4.8, Agc-le: 09 . ’ (4} 6 (] ,_g‘:
Permitted colours: Titanium Dioxide Manufactured in India by - Z0 »
and Quinoline Yellow FDC Limited E T 3¢ .
DOSAGE: As directed by the Physician At: L-121-B, Phase I1l 4, 3 m W
. Verna [ndl. Estate, Verna B
Store in a dry place at a temperature Salcete, Goa

not exceeding 30°C. Protect from light

Keep all medicines out af reach of children
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Thanh phin: MAi vién nén bao phim chia:
Levocelirizine Dihydrochlcridc Smg

Qui edch déng gdi: Hup 20 vix 10 VIcn

Chi dinh, liéu diing va cich ding, chiing chi dinh:
Xin xem & huéng dan sit dung thude

Bda quédn: Bao quan noi kha rdo, & nhiét d6 khang qua SOQC,
tranh dnh sing

SBK, S 16 SX, NSX, HD: Xem “Visa No.”, “ B. No.”,
“Mfg. Date”, “Cxpiry Date” trén baa bi,

Nha sin xuit: FDC Limited

L-121-B, Phase IIl A, Verna Indl. Estate, Verna Salcete,
Goa, An B4.

Nha nhép khiu:

Cic théng tin khdc dé nghj xem trong 1o

hiwdng dan stk dung kém theo

Pé xa tim tay tré em

Pyc ki hiréng din sir dung truede khi ding.,
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THANH PHAN:

Mai vién nén bao phim chira:

Hoat chat: Levocetirizine Dihydrochloride 5 mg

Td dupc: Lactose, Microcrystalline Cellulose (Chemical pH 102), Polyvinyl Pyrollidone (PVP K-
30}, Crosscarmellose Sodium (Ac-Di-Sol), Colloidal Silicon Dioxide {Aerosil), Tale, Magnesium
Stearate, Titanium Dioxide, Hydroxypropyl Methyl Cellulose 5 cps, Polyethylene Glycol 400,
Lake Quinoline Yellow

DUQC LUC HOC:

Levocetirizine 1 ddng phén quang hoc hoat ddng cila cetirizine, mt thinh ph'm k Vg)«/znnm
Téc dung chinh cia n6 13 re ché cée thy t]’.'L(.. HI. Nghién ctu in vitre che thiy rang cetirizine
¢ ai Iue voi thu thé H1 & npudi cao gdp 2 13n cetirizin (twong fmg Ki = 3 nmol/L so v&i 6
nmol/l.)

DUQC BONG HOQC:

Levocelirizing duge bip thu nhanh qua dudmg ubng. Néng d6 dinh trong huyét thanh dat duge
sau khi dimg thudc 0,9 git. Nong db hing dinh dat dwgc sau hai ngay. Nong d8 dinh thuomg la
270 ng/ml va 308 ng/ml mot lidu don va lidu lip lai 5 mg. Mire dd hip thu khong bi anh hwong
b thite an, nhirng ndng d6 dinh bi giam di va thoi gian dat duge chim hon khi uéng ciing bira
&n.

90% Levocetirizine lién két véi protein huyét tuong. Thé tich phan bé 12 0,4 Likg,

Qué trinh chuyén héa bao gbm qua trmh oxy héa vong thom, N-va O-dealkylation va lién két
taurine. Qua tinh Dealkylation chi yéu qua trung gian CYP 3A4 trong khi qué trinh oxy héa
vong thom lién quan dén nhidu ddng dang CYP. Levocetirizine khong dnh huong dén hoat dgng
clia CYP isoenzymes 1A2, 2C9, 2C19, 2D6, 2E1 va 3A4 & ndng do dinh sau khi ubng mét lidu 5
mg.

Niza doi trong huyét trong & nguoi lém la 7.9 = 1,9 gi¢. DG thanh théi la 0,63 ml/phutke.
Levocetirizine va chét chuyén héa thai trir chu ycu qua nuéc tidu, chiém trung binh khoang
85,4% liéu ding. Thai trir qua phén chiém 12,9% lidu dimg.

Suy than: Cén didu chinh lidu & giai doan cudi ctia suy thin do d6 thanh thai giam 80% so voi
ngudn binh thudng,

CHI PINH: ] ) )
Diéu tri tritu chimg viém miii di tmg (bao gdm ca viém mii di ing dai ding) va ndi mé day tu
phat mén tinh.

LIEU LUQNG VA CACH DUNG:

Thube ding dudmg udng, co thé ubng ciing hoic khdng cing thirc in.

Liéu khuyén cio ding hang ngay:

Ngudi 16n va tré em trén 6 tudi: 5 mg (1 vién)

Bénh nhéan suy than: Khoang théi gian diing thude duge didu chinh theo chire niing than.
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[3¢nh nhan suy gan: Khong ¢én diéu chinh liéu lugng didu tri & nhitng bénh nhén chi suy gan.
Khuyén cao didu chinh lidu & bénh nhén suy gan, suy thin I]dllb
Neudi cao udi: Didu chinh lidu ding diroe khuyén cio & ngudi gia suy than trung binh dén suy

thdn ning

CHONG CHI BINII: & .
Min cAm véi Levocetirizine, cdc din xuft piperazine khéc, hodc min cam véi bﬁ\l@/h' h phéan

nao cua thude.
Bénh nhéin suy thin nang vai d thanh thai crealinin dud 10 m/phat.

THAN TRONG:

Viée sir dung levocetirizine khéng duge khuyén céo & tré em nhé hon 6 tudi.

Thién trong khi ding thufic vii rugu,

13¢nh nhin khéng dung nap galactose, thiéu hut Lapp lactase hofic kém hip thu glucose-galactose
khéng nén ding thude nay.

SU DUNG THUOC TRONG THO1 KY MANG THAI VA CHHO CON BU:
Chua c6 dit liéu 1dm sang vé sit dyng cho phy nit mang thai va cho con ba. Can thén trong khi sir
dung thuéc cho phu nit mang thai v che con ba

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:
Thude co thé giy bubn ngu, vi vdy nén thin trong ding thudce khi 141 xc va van hanh miy méc.

TAC DUNG KHONG MONG MUON:
Phén g phu pho bién 13 budn ngi, mét mai va suy nhirge.
Phén ig phy hiém gip 1a dau bung,

TUONG TAC THUOC:

Chua ¢6 nghién ¢t tuong téc thude cia Levocetirizine véi Theophylline, tuy nhién cdc nghién
cir véni cetirizine chimg minh ¢6 sy giam nhe d6 thanh thai cetirizine (16%) khi ding phédi hop
voi theophylline

Mire d6 hp thu ciia levocetirizine khong giam khi ding ciing véi thire in, mac du tée dj hép thu
giam,

O mdt sb bénh nhan nhay cam khi sit dung Cetirizine hodic Levocetirizine cung voi regu hodic cac
thudc trc ché than kinh trung wong thi ¢6 thé gdy tic dyng bt lgi trén hé thong thén kinh trung
wong,

QUA LIEU:

Céc trigu chitng qué lidu c6 thé bao gdm budn ngi & ngudi 16n va kich dng nhe, bdn chdn, ngi
gd.l G iré em.

I\eu bi qui lidu, cAn ¢de bién phép hd troy va didu trj triéu chimg. Rira da day cdn duoc xem xét
néu méi udng trong khoang thdi gian ngin. Levocetirizine khong loai bé duge bing bién phap
chay thén nhén tao.
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PONG GOI:
Hop 20 vi x 10 vién

HAN DUNG:
24 thang k& tir ngiy sén xudt

BAO QUAN:
Bao quan noi khd rdo & nhiét d§ khong qua 30°C, tranh 4dnh sing.

Khong ding thudc da hét han sir dung

Théng bao cho bdc s7 nhitng tde dung khong mong mudn gap phai )'c’)L%t thaoe
Doc kj hudng dén st dung trude khi ding, ??

Néu cdn thim thing tin xin hoi y kién ciu thdy thudc

Dé thudc irdnh xa t6m tay ctia tré em

Nha sin xuit;
FDC LIMITED

Dia chi: L-121-B, Phase III A, Verna Indl. Estate, V‘”ﬁ! alcete, Goa, Indla_]
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PHO CycC TRUONG

Nguyén Vim Shand
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