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Rx Prescription Drug

Fluticasone
Nasal Spray BP
50 mcg

Flutiflow 120

FOR INTRANASAL
USE ONLY

|

Flutiflow 120

Compaosition:

Each gram contains
Fluticasone

Propionate BP 0.5mg
Benzalkonium

chloride 50% solution

NF 0.4m
Phenyl ethyl alcohol
UspP 2.5mg
excipients Q.5.

Each spray delivers
Fluticasone
Propionate BP  50mcg

Dosage and
Administrations:
As directed by the
physician.

Shake gently before
each use.

Keep out reach of
children.

Storage: Store below
30°C.

Mfg. Lic No.: G/1486
Zydus

Cadila

Manufactured by:
Cadila Healthcare Limited
Plat No. 417, 418, 420
Sarkhej Bavia National Highway |
No BA, Village Maraiya,
Tal-Sanand, Dist: Ahmedabad
382 210, India.

R, Prescription Drug

Fluticasone
Nasal Spray BP
50 mcg

Flutiflow 120

FOR INTRANASAL
USE ONLY

32x32x105mm (Lx W x H)
Size : 125 x 80 x 80 mm (L x
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Rx Thubc bdn theo don

FLUTIFLOW 120

(Hdn dich xit miii Fluticason propionat BP 50 pg/lidu xit)

CANH BAO

Chi dung theo sy ké don cuia bac si.

Néu cdn thém thong tin, xin hoi y kién bdc s,

Khong diimg qud liéu chi dinh.

Xin théng bdo cho bdc st biét cdc tdc dung ngoai y xdy ra trong qud trinh sir dung.
Dé thuoc xa tam tay tré em.

Poc kyj huéng ddn sir dung truce khi sir dung.

Khéng ding thudc da qud han sir dung

THANH PHAN
M3i g hdn dich xit mfii ¢6 chira:
Hogt chdt: FIUHCason propiofat BP...cuweniiswisssmsisassis 0,5 mg

Ta dwoc:Benzalkonium clorid NF 0,4 mg, phenyl ethyl alcohol USP 2,5 mg, dextrose khan USP 50
mg, cellulose vi tinh thé va natri carboxymethylcellulose (Avicel RC 591) NF 15 mg, polysorbat 80
NF 0,05 mg, acid hydrocloric NF vira dii dé diéu chinh pH, nudc tinh khiét USP vira du 1 g.

DUQC LYC HQC

Fluticason propionat 12 mgt corticosteroid tong hop c6 nguyén tir fluor gin vao khung steroid. Co
ché téc dung ciia cac corticosteroid ding tai chd 13 sy phdi hop 3 tinh chat quan trong: chéng viém,
chdng ngira va tac dung co mach. T4c dung cta thudc mét phe“m do lién két v6i thu thé steroid. Cdc
corticosteroid giam viém bing cach lam 6n dinh mang lysosom ciia bach céu, trc ché tap trung dai
thuc bao trong cac viing bi viém, giam sy bim dinh cuia bach cau véi ndi mé mao mach, giam tinh
thdm thanh mao mach, giam c4c thanh phén b thé, déi khang tac dung cua histamin va su giai
phéng kinin tir cdc co chét, giam tang sinh cac nguyén bao sgi, giam ling dong colagen va sau d6
giam tao thanh s¢o & mé.

Céc corticosteroid, ddc biét 1a céc corticosteroid c6 fluor ¢6 tac dung chéng phan bao & nguyén bao
soi da va biéu bi.

Fluticason propionat 12 corticosteroid dung tai chd ¢ d6 thanh thai qua gan bude dau rat ln, din
dén sinh kha dung toan than rat thip. Piéu d6 lam gidm nguy co tic dung phu toan than sau khi
ding thudc theo duong hit, ngay ca khi hit véi lidu rat cao.

Diéu tri viém mili di vmg quanh ndm hodc theo mia: Tac dung cta fluticason propionat trong diéu
tri viém mdi di tmg 12 do thudc lam giam giai phéng céc chét trung gian giy viém, cac chit d6 tao
ra cac tridu ching di img nhu ngira, hit hoi, chay nudc mii va phi.

Ngudi bénh phai str dung thudc theo khoang cach déu din nhu huéng din vi hiéu qua didu trj tuy
thuge vao viéc sir dung thude déu din.

Céc tridu chimg thuong nhe bat trong vong 12 - 48 giér sau khi bat dau dung thude, tuy nhién & mot
s6 ngudi bénh phai t6i 2 - 4 ngdy sau méi dat duoc hiéu qua didu tri toi da.




C6 thé cin phai didu tri thém bing udng cic thudc khang histamin va‘hodc diing tai chd thudc
chdng ngat miii cho dén khi dat dugc dap ang lam sang.

O mét s6 ngudi b viém mili di (ng theo miia hoic quanh nim, d3c biét nhitng ngudi dang c6 bénb
hen, c6 thé can phai didu tri ddng théri 1ién tue véi cortices - teroid theo dudng uéng hoic hit qua
viing miéng, thudc giin phé quan, khang histamin, chéng ngat mili d€ dat dugc hiu qua t6i da.

C6 thé xay ra giam nhanh tac dung chéng vidm ciia cac corticosteroid khi ding nhac lai mdc du
chua dugc biét 18 tdm quan trong trén 1dm sang.

DUQC PONG HQC

Khé dung sinh hoc twrong di ciia thudc sau khi phun miii trung binh la duéi 2%.

Qua da, niém mac miii, va phéi, lugng thudc duge hip thu s& phan bé vio ca, gan, da, rudt, va thin.
Mot Iugng nhé thudc duoc hip thu vao hé tudn hoin sé duge chuyén héa chii yéu & gan thanh céc
chét khong hoat tinh. Thudc duoc thai trir qua thin, mdt hrong nho cc chit chuyén hoa va thude
g6¢ dugce thai trir qua phén.

CHIi DINH

Viém miii di img quanh n3m va vidm miii dj @ng theo mua, gy ra bdi ling dong di nguyén trén
niém mac miii din dén phan ttng qua min e thi.

Polyp miii, ,D'T

LIEU LUQNG VA CACH DUNG ,

Nguoi lém: Liéu ban diu khuyén cdo 14 200 microgam (4 liéu xit)/ngay (100 microgam (2 lidu xit)
cho mdi bén mii) ding mét 14n hing ngay hojc chia thinh 2 1an (ding lic 8 gidr sang va 8 gi¢r tHi),
sau mét s6 it ngay ddu diing thudc c6 thé giam liéu va duy tri & liéu 100 microgam (2 hiu xit)/ngay,
dimg mét lan,

Téng liéu téi da cho mét ngay khéng nén vurgt qua 400 microgam (8 lidu xit).

Diing thude cho thiéu nién va tré em trén 12 tudi: Liéu ban diu 13 100 microgam (2 lidu xjt)/ngay,
néu dap img khéng di hodc bénh ning c6 thé dung liéu 200 microgam (4 liéu xit)/ngay, sau d6
giam xuong 100 microgam (2 liéu xit}/ngdy.

Tong liéu t5i da cho mét ngay khéng nén vuot qua 200 microgam (4 1idu xit).

Tré em dudi 12 tuéi: Khéng nén dung,

CHONG CHIi PINH

Tién st quéi min véi bét ki thanh phin ndo ctia thudc.

Khéng sir dung thude vao niém mac mii cho viém miii khéng dj tmg.

KHUYEN CAO VA THAN TRONG

Nhitng ngudi sit dung thube xit mii fluticason propionat vai thang hodc 1au hon c6 thé bi nhiém
nam Candida hojc nhiing dau hiéu khdc ciia ADR trén niém mac miii, Khi nhi€m ndm phat trién,
cdn diéu tri tai cho hodc toan thin cho ngudi bénh.

Nén thén trong khi dung corticosteroid theo dudmg hé hé‘ip cho ngudi nhiém lao thé 4n hodc hoat
dong ¢ dudng hd hap.

Vi glucocorticoid L‘tp ché qué trinh lanh vét thuong, nhimg ngudi vira méi bi loét Yéch mili, phiu
thuft mili hodc chén thuong mili khéng nén sir dung fluticason propionat cho dén khi lanh vét
thuong.



KHA NANG VAN HANH MAY MOC TAU XE

Thudc c6 thé giy ra tac dung phu 13 dau dau chéng mit, do d6 nén sir dung thén trong khi vén hanh
mady mdc tau xe.

SU DUNG CHO PHU NU CO THAI; CHO CON BU

Phuy nir ¢6 thai:

Chura cé diy du bing chitng v& tinh an toan ciia thude khi ding cho phu nit mang thai. Trong nghién
ciru trén stc vat, tdc dung ngoai y vé kha ning sinh san dic trung cho corticosteroid tac déng manh
chi dugc ghi nhan khi ding duong toan than & liéu cao; ding tai chd bén trong miii khong gay anh
hudng toan than. Tuy nhién, gidong nhu cac thudc khac, viéc sir dung ché pham trong thai ky ¢
ngudi cin dugc can nhic gitra loi ich tri liéu va cac nguy co 6 thé xay ra.

Phu nir cho con bu:

Khéng thé xdc dinh dugce kha nang fluticasone propionate tiét qua sita me ciing nhu khéng c6 cac sb
liéu thu dugc tir nghién ciru trén stic vat. Tuy nhién, khi ding bén trong miii & dong vét linh truong,
thudc khéng tim thdy trong huyét tuong, va do d6, hiu nhu khong c6 kha ning tim thiy trong sita.
TUONG TAC THUOC

Sir dung ddng thdi dang thude xit miii fluticason propionat véi nhimg corticosteroid ding theo
dudng hit vi/hoic theo dudng toan than cé thé 1am ting nguy co cudng vo tuyén thuong thin
va/hodc trc ché truc dudi doi - tuyén yén - thugng than, @7

TAC DUNG KHONG MONGMUON (ADR) B

Fluticason propionat it gdy tic dung phy, nhung nhur tt ca cac corticosteroid dung tai chd, thudc c6
thé gdy qua min hodc kich thich tai chd.

Thuomg gdap, ADR > 1/100

Pudng ho hip: Chay mdu cam, ndng rat mii, nude mii c6 mau, viém hong, kich thich miii va ngat
mui.

Khéc: Pau dau.

it gap, 1/1000 < ADR < 1/100

Pubdng ho hép: Hat hoi, chay mili, khé mii, viém xoang, viém phé quan, loét miii, tbn thuong vach
miii.

Khac: Chéng mit, bénh vé mit, vi khé chiu, budn nén, nén, néi may day.

Hiém gap, ADR < 1/1000

Pudng hé hép: Nhiém nidm Candida & mii va/hoic hong, co thit phé quan.

Khac: Puc thiy tinh thé, glocom.

QUA LIEU VA XU TRI

Khéng ¢6 s liéu vé tac dong ciia qué lidu cdp hay man tinh véi thude xit miii fluticasone propionat.
Thi nghiém vd&i nhimg nguoi tinh nguyén hit vdo bén trong mili 2 mg fluticason propionate hai lan
mdi ngay trong vong 7 ngay khéng gdy anh hudng nao 1én chirc ning cua truc ha dbi-tuyén yén-
thuong than.

Cach xir tri qua li¢u: giam dén liéu ding hoac thay bang corticosteroid khac cé hoat tinh kém hon
fluticasone propionate. Céc bién phéap xur tri khac duoc chi dinh trén 1am sang theo khuyén céo cua
trung tim chéng doc quéc gia, néu co.
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BAO QUAN

Béo quand nhiét d dudi 30°C.
HAN DUNG

24 thang ké tir ngdy san xuét.
TIEU CHUAN

BP 2016 %

DANG BAO CHE VA QUY CACH PONG GOI

Hop chira 1 binh xit (12 g) x 120 liéu xit. N

86 16 san xudt (Batch No.), ngay san xudt (Mfg. date), han ding (Exp. date): xin xem trén nhan hip
va binh.

San xuit tai An D bai:
CADILA HEALTHCARE LIMITED.

Plot No. 417, 419, 420, Sarkhej Bavia National Highway No. 84, Village — Moraiya, Tal-Sanand,
Dist: Ahmedabad, 382 210, India.
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