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Visa No./SBK: R

M.LNo. : N
Batch.No./S6 16 SX: N

Mfg.Date/ NSX: dd/mm/yyyy
Exp.Date/ HD: dd/mm/yyyy

DNNK

Manufactured by/San xuét béi
@D - ajanta pharma limited
31-0, MIDC, Chikalthana, Dist.
Aurangabad 431210, Maharashtra State.
Office at : Ajanta House, Charkop,

Kandivii (W), Mumbai 400 067.
Made in India / San xuét tsi An D6

Faxotanadine Hygrockioride USP 60 mg
LL]

Flavoures syrnipy basa

DOSAGE, INDICATION. ADMINISTRATION

CONTRAINDICATION:
lenfiet

SHAKE WELL BEFORE USE
Starm §1 lmmpareiure balow 30°C.
Product fram Sght and malsture

Rater tn the enciosed

SPECIFICATION: In-House

READ THE LEAFLET CAREFULLY BEFORE USE

THANH PHAN
WE Smi endar

Fexofanading hyorochlanice USP 60 my
Té dugc Wi

LIEU DONG, CHI BINH, CACH DUNG,
CHONG CHI DINH VA CAC THONG TIN
HAC: Xam 1 huedmg din ad dyng L]

LAC K TRUIYC KHI O

LING

Bda quin & nhit 48 dudrt 30°C

Tranh dnh sng vl noi dm st

TIEW CHUAN Kbt sdn
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Fexihist

Fexofenadine Hydrochloride Suspension
Han dich ubng Fexofenadin Hycrochlrid

B Thuébc ban theo don

Fexihist

H6n dich udng
Fexofenadin
Hydrochlorid

WP 92

COMPOSITION:

Each 5 mL contains:

Fexofenadine Hydrochloride USP 60 mg
Flavoured syrupy base q.s.

DOSAGE, ADMINISTRATION,
INDICATION, CONTRAINDICATION
AND OTHER INFORMATIONS : Refer to
the enclosed leaflet.

SHAKE WELL BEFORE USE

Store at temperature below 30°C.
Protect from light and moisture

SPECIFICATION: In-House

READ THE LEAFLET CAREFULLY
BEFORE USE

THANH PHAN:
M&i 5 mL chira:
Fexofenadin hydrochlorid USP 60 mg
Té dvoc vd.

LIEU DUNG, CHI BINH, CACH
DUNG, CHONG CHI B|NH VA CAC
THONG TIN KHAC:

Xem t& huéng din sl dyng

LAC KY TRUOC KHI DUNG

Béo quan & nhiét do dwéi 30°C.
Tranh dnh sang va noi Am wdn,

TIEU CHUAN: Nha san xuét
DQC KY HIPONG DAN SUf DYNG

s "
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M.L.No. :
Batch.No./S8 16 SX:
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Manufaciured byfSén xudt béi

G apania pharma timited

31-0, MIDC, Chikalthana, Dist

Aumngabed 431210 Maharasnta State

Offica at © Ajants House. Charkop
Kandivii (W}, Mumbss 400 087
Mada n indis ( Sin ki el An BY
P20232

Mig. Date/ NSX: dd/mmiyyyy
Exp.Date/ HD: dd/mmiyyyy

115 X 49 MM
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Rx thude ban theo don

FEXIHIST

Hon dich Fexofenadin Hydrochlorid
THANH PHAN: MGdi 5ml chira:
Hoat char:
Fexofenadin Hydrochlorid USP 60mg
Ta dugc: Sorbitol, propylene glycol, natri benzoat, dinatri edetat, xanthan gum, propyl paraben, natri
sacqharin, duong, simethicon emulsion, natri citrat, poloxamer 407, titan dioxid, mui raspberry, nudc tinh
khiét.
M@ ta: Fexihist 14 hdn dich (60mg/5ml) ddng nhét c6 mau tring dén tring nga.
DUQC LUC HQC
Fexofenadin hydrochlorid, chit chuyén hoéa chu yéu c6 hoat tinh cta terfenadin, Ia thude khang histamine
thé hé hai, ¢6 tac dung d6i khang dic hiéu va chon loc trén thu thé H1 ngoai vi. Ca hai dang ddng phan
ctia Fexofenadin hydrochlorid ¢6 hi¢u lyc khang histamine tuwong duong nhau. Fexofenadin hydrochlorid
trc ché khang nguyén gy ra co thit phé quan & lon guinea nhay cam va phéng thich histamin tir té bao
mast ¢ phic mac cia chudt. Chua rd y nghia ldm sang cua cac phat hién trén.
DUOC PONG HQC
Hip thu
Sau khi ubng 30mg fexofenadin hydrochlorid dang hén dlCh & ngudi truong thanh khoe manh thi ndng d6
Chnax trung binh la 1 ISn%/ml va dat khoang 1 gid sau khi uong Dung 30mg fexofenadin hydrochlorid dang
hén dich v&i bira &n nhiéu chit béo 1am giam AUC va gié tri Cpax trung binh 1an lugt khoang 30% va 47% i
& ngudi truong thanh khée manh. PR
Phan b , ' , ,
Fexofenadin hydrochlorid gan vé&i protein huyét tuong tir 60 dén 70%, chu yéu la albumin va al-acid
glycoprotein.
Chuyén héa: Khoang 5% tong liéu fexofenadin hydrochlorid dugc thai trir thdng qua chuyén héa & gan.

Thai trir:

Théi gian ban thai trung binh cua fexofenadin 1a 14,4 gi¢r sau khi ubng liéu 60mg x 2 1dn/ ngdy & ngudi
tinh nguyén khoe manbh.

CHI PINH: ¢/

Viém mii dj irng theo mua
Fexofenadin dugc chi dinh lam giam cdc tri€u chimg bénh viém mii di img theo mua & ngum lom va tré
em tir 2 tudi tro 1én. Nhimg triéu chimg dugc chi dinh c6 hi¢u qua la: hat hoi, chay nudec mili, nguadﬂﬂf“\

vom miéng/ hong, ngira, chdy nudc mit va dé mit. / [P ‘f
Nbi may day man tinh: 7/ VAN PHONG \
Fexofenadin dugc chi dmh diéu tri c4c triéu chimg ciia bénh ndi may day tu phit man tinh v can & fighioR | EN
Ion va tré em tir 6 thang tudi tré 1én. TAI THANH PHO

LIEU LUQNG VA CACH DUNG uA CHi MINH /
Léc k¥ chai thubc trrde khi dung =~ g
Viém mili di irng theo mua

Tré em tir 12 tudi trd 1én: Liéu khuyén céo cia fexofenadin la 60mg x 2 1an/ ngay. Nén dung liéu khoi dau
60mg, 1 Ian/ngay & bénh nhan suy than

Tré em tir 2 dén 11 tudi. Liéu khuyén céo cua fexofenadin 1a 30mg x 2 14n/ ngay. Nén dung liéu khoi du

30mg x 1 14n/ ngay & bénh nhi suy than.

Néi may day ty phat mén tinh:

Tré em tir 12 tudi trd 1én: Liéu khuyén cdo cua fexofenadin 1a 60mg x 2 1an/ ngay. Nén dung liéu khai dau

60mg 1 1an/ ngay & bénh nhéan suy than.

Tré em tir 6 thang dén 11 tudi: khuyén céo liéu cua fexofenadin la 30mg x 2 1an/ ngay cho tre tir 2 ¢én 11

tudi va 15mg x 2 14n/ ngay cho tré tir 6 thang dén dudi 2 tudi.
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Péi v6i bénh nhi suy giam churc nang than, lidu khoi déu khuyén cdo cua fexofenadin 1a 30 mg x 1 1an/
ngay cho tré tir 2 dén 11 tudi, va 15mg x 1 1an/ ngay cho tré tir 6 thang dén dudi 2 tudi.

CHONG CHi PINH

Chéng chi dinh ding thudc cho bénh nhan qua man cam vdi bat ky thanh phdn nao cta thudc.

THAN TRONG

Tuy thudc khdng c6 ddc tinh trén tim nhu chit me terfenadin, nhung van cén than trong theo ddi khi ding
fexofenadin cho ngudi da c6 nguy co tim mach hodc da c6 khoang Q-T kéo dai tir trude.

Can khuyén ngudi bénh khdng tu dung thém thudc khang histamin nao khac khi dang su dung
fexofenadin.

Tuy fexofenadin it gdy budn ngii, nhung van can than trong khi l4i xe hoic diéu khién may méc doi hoi
phai tinh tao.

Cén than trong va diéu chinh lidu thich hop khi diing thudc cho ngudi ¢é chirc ning than suy giam vi nong
dé thubc trong huyet tuong téng do nira doi thai trir kéo dai. Can than trong khi dung thudc cho ngudi cao
tudi (trén 65 tudi) thudmg cé suy giam sinh 1y chirc ning than.

Cén ngimg fexofenadin it nhat 24-48 gi¢ trrée khi tién hanh céc thir nghiém khéng nguyén tiém trong da.
SU DUNG THUOC G PHU NU CO THAI VA CHO CON BU

Phu nir ¢6 thai:

Do chua ¢6 nghién ciru ddy di trén ngudi mang thai, chi nén dung fexofenadin trong thai ky khi nhimg 19i
ich do thudc dem lai 16n hon nguy co tiém tang c6 thé xay ra cho bao thai.

Phu nir cho con bi

Ngudi ta chua rd ligu thudc c6 duge tlet vao sira hay khong. Chua c6 du cic nghién ciru duge kiém soat
tdt trén phu nir dang cho con bu. Do d6 can than trong khi dung thubc cho phu nit dang cho con bu.
TUONG TAC THUOC )
Sir dung déng thoi fexofenadin hydrochlorid véi ketoconazol hoic erythromycin lam tang ndng d6 huyét
trong cua fexofenadine. Khong nén dung fexofenadin cung lic véi cac thuoc khang acid c6 chira nhom va
magnesi.
Nhimg loai nude €p trai cdy nhu nudc €ép budi, cam va tao ¢o thé 1am %Iam sinh kha dung va ndng do cla
fexofenadin. Do do, dé lam tang tdi da tac dung cua fexofenadin, nén udng thudc véi nude.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC ,
Mic du thuoc dudng nhu khong anh hudng dén kha nang lai xe va vin hanh may méc, nhung mot sé 1t r
bénh nhan van bj anh hudéng va do d6 can than trong khi dung thudc trong truémg hop nay.

QUA LIEU

C6 rat it bao céo vé qua lidu do sir dung fexofenadin hydrochlorid va cac thong tin nay con han ché. Tty
nhién, chong mdt, budn ngu va khé mi¢ng da dugc béo céo. Trong tmorng hop qua lidu, st dung cac bi¢n
phép thong thudng dé loai bo thude chuwra dugc hép thu. Nén diéu trj hd trg va diéu trj triéu chimg. Tham«\\
phan méu khong loai b6 dang ké fexofenadm ra khoi mau (chi 1,7% duo’c thai tnir). 1\
BAO QUAN Béo quan & nhiét do dudi 30 C, tranh anh sang va noi dm w6t i

HAN DUNG: 24 thang ké tir ngay san Xudt, ?/
TIEU CHUAN: Nha sin xuét.

TRINH BAY: Hon dich Fexihist (60mg/Sml) duoc déng tr
Hop 1 chai kém t& huéng dan sir dung.

LOI KHUYEN:

- DPoc ky hwéng din sir dung truede khi ding.

- Néu can thém thong tin, xin hoi y kién bac sy.
- Thudc nay chi diing theo don cia bac s.

- Dé xa tam tay tré em ¥ TUQ. CUC TRUONG
SAN XUAT BOTI: P TRUONG PHONG

AJANTA PHARMA LIMITED. ]/ ][
Uz €}? it Un
Bia chi: 31-0, M.I.D.C, Chikalthana, Dist. Aurangabad 431210, Maharashtra Stafg Aé\ 7" y
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§ chal nhu-a mau hé phach, ¢6 thé tich 60ml.
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