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COMPOSITION: |
Each 5 ml contains
Levocetirizine
Dihvdrochloride.. 2.5 mg
Flavoured

syrupy base qs
Permirted Colour

Sunset Yellow

Syrup

30 ml 3

Levocetirizine
Dihydrochloride

DOSAGE. Fy

As directed by the | ]
Physician,

STORAGE. SYRUP

Store at a dry pluce
at a lemperature not
exceeding 30°C

Visa No.:

Manufactured in India by:

EBD FDC Limited

Ar * B-8, MIDC Indusirial
drea, Waluj, Aurangabad
431136 Maharashira Stute

Mfg Lic. No 1133 30 ml
B No
Mg Date' dd:mmivy S

: yrup

Expiry Dute” dd/mm/vv

Visa Nu

Levocetirizine
Dihydrochloride

1-LY

SYRUP

Manufactired in India by

@O FDC Limited

41 : B-8, MIDC Industrial Area,
Wuluj, Aurangabuad 431136
Muharashira State

y

GO A oo 00

Thanh phin: Mai lo 30 ml xi-ré chira A‘
| evocetinzine Dihydmchland: 15 mg

Qui cich dang gai Hop | lp 30 ml

Chi dinh, liéu dung va cach dung, chdng chi dinh: |
Xin xem 1@ hudng dan sit dung thucn:

Bao quan: Bao quan noi kha rao, o nhiét d khong qua 30°C
Sir dung‘[huéc trong vong 30 ngay sau khi mo nap f
SPK, Sa 16 SX, NSX, HD Xem “Visa No™ "R No™,
“Mfg Datc”, “Expiry Datc™ trén bao bi

Nha san vuit: FDC Limited

R-R, MIDC Industrial Arca, Waluj, Aurangabad 431136
Maharashtra State, An Ba

Nha nhip khau: .

Cic thing tin khdc dé nghi xem trong to

hurdng ;.f.nn s dung kém theo

Dé xa thm tay tré em

Boc k§ hurimg din sir dung trurde khi ding

Unvarnished Area
for 2D Barcode

Levocetirizine ”
Dihydrochloride 7.
Syrup

Mfg. Lic. No. 1135
SYRUP B

B No.,

Mfg Date and Expiry
Date
on the bottom flap

BLO ”

2346017020
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COMPOSITION.

Each 5 ml coniaing |
Levacetirizine
Dilvdrochloride
Flavoured
svrupy base qs
Permutted Colour

Sunset Yellow

DOSAGE
As directed by the
Physician

STORAGE CONDITION
Store at a dry place at a
rempwamre nof

25 mg pr g iy
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THANH PHAN:

M&i lg 30 ml xi-rd chira:

Hoat chdt: Levocetirizine Dihydrochloride 15 mg

Ta duoc: Sodium citrate, Disodium edetate, Methyl hydroxybenzoate, Propyl hydroxybenzoate,
Ordinary sugar, Sorbitol solution 70% (Liquid Sorbitol 70%) (Non crystallizing), Glycerin
(Glycerol), Anhydrous citric acid, Orange flavour RS 15215, Sunset Yellow FCF Supra, Purified
water.

DUQC LUC HOC: ‘
Levocetirizine la mdt thuoc khéng histamin thé hé tht hai khong giy budn ngu, duoc dung
duong udng.

Levocetirizine dung diéu tri viém miii di (mg theo mia mirc d6 nhe dén trung binh va viém mii
di trng lau nam. N6 ciing dugc dung diéu tri may day man tinh.

Levocetirizine, dong phéan quang hoc (R) cua cetirizine, 12 mdt tac nhén dbi khang Ha
chon loc cua céc thu thé H1 ngoai vi. Levocetirizine c6 4i luc cao hon 2 14n so véi cetirizin

DUQC PONG HOQC:

Hap thu:

Levocetirizine dugc hap thu nhanh qua duong udng. Nong d6 dinh trong huyét thanh dat dugc
sau khi dung thudc 0,9 gio. Nong d6 hang dinh dat dugc sau hai ngay. Nong do dinh thuong la
270 ng/ml va 308 ng/ml mét lidu don va liéu 1ap lai 5 mg. Mirc do héap thu khong bi anh huong
bai thire an, nhung nong d9 dinh bi giam di va thoi gian dat duge cham hon khi udng cing bira

an.

Phan bé:

90% levocetirizine lién két voi protein huyét trong. Thé tich phéan bb la 0,4 L/kg.

Chuyén héa:

Mire do chuyén héa cta levocetirizine & ngum thdp hon 14% liéu dung. Qua trinh chuyén hoéa
bao gém qua trinh oxy héa vong thom, N-va O- -dealkylation va lién két taurine. Do su chuyén
hoa cham va thiéu cac nguy co gdy e ché chuyén héa, su trong tac cua levocetirizine voi céc
chét khac 1a it khi xay ra.

Thai trir:

Nura doi trong huyet twong & nguoi lon 1a 7,9 + 1,9 gio. DY thanh thai 1a 0,63 ml/phut/kg.
Levocetirizine va chat chuyén héa thai trir chu yeu qua nudc tiéu, chiém trung binh khoang
85,4% liéu dung. Thai trir qua phén chiém 12,9% liéu dung. Levocetirizine durgc thai trir bang
ca hai cach 1a loc céu than va bai tiét & émg than.

CHI PINH:
Viém mili di img theo mua, viém miii di ng lau nim, may day man tinh.

LIEU LUQONG VA CACH DUNG: ‘ ‘ ~
Tré em tir 6 tudi tr¢ 1én dung trén 10 ml (5 mg) moi ngay mot lan hodc theo chi dan cua béc si.
Liéu diéu chinh cho bénh nhan suy than nhu sau:

LAT ;\,u AN N.C [ Di
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[ Nhém [ Thanh thai creatinine | Liéuluong

| (ml/phit) |
Binh thuong > 80 Smg/lanngay |
Nhe 50-79 | Smg/lan/ngay
| Trung binh 13049 0 5Smg/lan/2 ngay
Ning | <30 5mg/lan/3 ngay
Bénh nhén giai doan cudi, | <10 Chdng chi dinh
| bénh nhén phai loc mdu | -

Khong ¢6 dir liéu day du cho tré em duéi 6 tudi

CHONG CHI PINH:

Man cam véi levocetirizine, cic din xuét piperazine khac, hoac man cam vai bét ky thanh phan
nao cua thudc.

Bénh nhan suy than néng véi d thanh thai creatinin dudi 10 ml/phat.

THAN TRONG:

Viéc sir dung levocetirizine khong dugce khuyén c4o & tré em nho hon 6 tudi.

Than trong khi dung thude vai ruou. n /)
Bénh nhan khong dung nap galactose, thiéu hut Lapp lactase hoic kém hip Iiu iglucose-
galactose khdng nén ding thudc nay. \ Z/

SU DUNG THUOC TRONG THOI KY MANG THAI VA CHO CON BU:

Chua c6 dir li¢u 1am sang vé su dung cho phu nir mang thai va cho con bu. Can than trong khi
su dung thudce cho phu nit mang thai va cho con ba

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:
Thudc co thé gay budn ngu, vi vdy nén than trong dung thudce khi lai xe va vdn hanh may moc.

TAC DUNG KHONG MONG MUON: :
Trong cac nghién ctru & phu nir va nam giéi tir 12 dén 71 tudi, 15,1% s6 bénh nhan trong nhom o
diéu tri bang levocetirizine 5 mg ¢6 it nhat mot phan tmg ¢ hai cta thude so véi 11,3% & nhém

dung gia duoc. 91,6% cua cac phan (mg c6 hai cua thude la tir nhe dén trung binh.

Trong céc thir nghiém, ty I¢ tac dung phu do levocetirizine 5 mg la 1,0% (9/935) va voi gia

duoc 1a 1,8% (14/771). Ty 1€ phan tng c6 hai nhu budn ngu, mét moi va suy nhuge cua
levocetirizine 5 mg phd bién hon (8,1%) so vai gia duoc (3,1%).

TUONG TAC THUOC:

Chua ¢6 nghién ciru tuong tac thude cua levocetirizine véi theophylline, tuy nhién cac nghién
clru vdi cetirizine chimg minh c6 su giam nhe dd thanh thai cetirizine (16%) khi ding phdi hop
v&i theophylline

Mire do hép thu cua levocetirizine khong giam khi diing ciing véi thire an, mac du tée do hp
thu giam.,

Rar Neri N |
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O mot sb bénh nhan nhay cam khi sir dung cetirizine hodc levocetirizine cung vdi reou hoac céc
thude (rc ché than kinh trung wong thi ¢ thé gdy tac dung bat loi trén hé thong than kinh trung
wong.

QUA LIEU:

Cac triéu chimg qua liéu co thé bao gdm budn nga & nguoi lon va kich dong nhe, bon chén, ngu
gat ¢ tre em,

Neu bi qua liéu, can cac bién phap hd tro va diéu tri triéu chimg. Rura da day cdn duge xem xét
néu méi udng trong khoang thoi gian ngan. levocetirizine khong loai bo duge bang bién phap
chay thén nhén tao.

PONG GOI:
Hop 1 1o 30 ml

HAN DUNG: , , ‘
24 thang ké tir ngay san xuat. Sir dung thudc trong vong 30 ngay sau khi m¢ nap.

BAO QUAN:
Bao quan noi kho rdo o nhiét do khong qué 30°C.

Théong bdo cho bdc sy nhitng téc dung khong mong mudn gap phai kb
Doc ky huéng ddn sir dung truce khi diing.

Néu can thém thong tin xin hoi y kién cua thdy thuéce

Dé thuéc tranh xa tdm tay ciia tré em

Khong ding thubc da hét han si dung )( .
i thuo

Nha sin xuit:

FDC LIMITED
Dia chi: B-8, MIDC INDUSTRIAL
MAHARASHTRA STATE, AN PO

T
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