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Rx thube nay chi ding theo don thuéc

FLUTIFUREX

Thubc nay chi ditng theo don ciia bdc sy.
Pé xa tam tay tré em.

Doc ky hwong dan sir dung trudce khi ding

1. THANH PHAN CONG THUC THUOC
Méi licu xit ¢6 chira:
Hoat chat: Fluticasone Furoat IH........... 27,5 meg

Td duoc: Glycerin, Microcrystallin cellulose & Carboxymethyl cellulose sodium (Avicel RC591),
Polysorbat 80, Dinatri edetat, Benzalkonium chlorid, Nudc tinh Kkhiét.

2. DANG BAO CHE: Hon dich nudc mau tring téi tring nga.

3. CHI PINH:
FLUTIFUREX duoc sit dung dé didu tri triéu chimg cia viém miii di (mg gdm nghet mili, chay nuéc

mét va ngira miii, hit hoi va chiy nuéc miii, ngira hodc dd mit, & ngudi 16n va tré em trén 6 tudi.

4. CACH DUNG, LIEU DUNG
Liéu diing
Neudi 16n va tré em tir 12 tudi trg 1én

Liéu khéi ddu thong thudng 1a 2 lan xjt méi miii mdt ngdy.
Mat khi tridu chimg duoc kiém soét ban c6 thé giam lidu thanh 1 1&n xit m&i mii mdi ngay.
Tré em tir 6-11 tudi

Liéu khéi ddu thong thudng 13 1 14n xit mdi mili mdi ngay.
Néu tridu chimg qua tdi t& béac sy cua ban ¢é thé ting lidu thanh 2 lan xit mdi miii mdi ngay cho i
khi triéu chimg duoc kiém sodt. Sau d6 c6 thé giam lidu xudng con 1 14n xit méi miii mdi ngay.
Ciach ding
Chi dung xit trong mili
Huéng din sir dung
Chuén bj lo thudc xit trude khi sir dung
Flutifurex ¢6 mét nip che bui, nip nay bao vé voi phun va giit sach voi phun. Nhé bod nép nay ra
trude khi xit va nép lai sau khi str dung xong.
Néu ban sir dung lo xit lin diiu, ban ¢in “mdi” lo bfang cach bom lo xit 10 14n cho téi phun ra dugc
swong mu min.
1. Nhe nhang l4c lo thudc
2. Ditngdén tro va ngén giira vao hai bén voi phun va ngéi céi & dudi day lo.
Khéng dugc dam troc vao lo xit.
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Pua voi phun ra xa ban va 4n xudng bing ngén tay dé bom phun 10 13n cho t6i khi cho swong mu
min.

4. Néu ban khong sir dung binh xit trong 14 ngay hoic hon, ban nén “bom lai” lo thudc bing cach
bom 2 1an cho t6i khi cé dugc suong mu min.

5. Sau khi sir dung binh xit, hiy lau can than voi phun vé&i khian tay sach va nip nip che bui lai.

5. CHONG CHI PINH

- Mén cam v&i thanh phé‘m hoat chét hoic ta duoc cla thude.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Téc dung cia corticosteroid toan thin

Téc dung toan than cia corticosteroid ding xit miii ¢6 thé xuat hién, dic biét & lidu cao va dung kéo
dai. Nhiing tac dung phu nay it xay ra hon so véi corticosteroid ding dwong udng va cé thé khac nhau
& timg bénh nhin va khic nhau gitra cic ché pham corticosteroid. T4c dung toin than tiém tang cé thé
gdm héi chimg Cushing’s, cic dic trung cia hdi chimg Cushing, \ic ché thueng than, 1am chim su
phit trién & tré em va thanh thiéu nién, duc thiy tinh thé, ting nhéin 4p va hiém hon, céc téc ddng tdm
1y va hanh vi gdm ting hoat dong tim thin van déng, roi loan gibc ngy, lo 4u, trém cam hodc x4m
chiém (dic biét & tré em). Didu tri v6i lidu cao hon liéu khuyén cdo céc corticosteroid ding xit miii ¢é
thé din t6i trc ché tuyén thuong thin dang ké trén 1am sang.

R&i loan miit:

Corticosteroids diung xit mili hodc hit c6 thé dan t6i su tién trién cla bénh tdng nhan 4p va’hodc duc
thiy tinh thé.

Su ting trudéng chim

Su ting trudng chdm di dugce bdo cao & tré em dung corticosteroids xit mili & lidu Iugng cho phép. Su
giam téc dd phat trién d3 duoc quan sat trén tré em tri liéu véi lidu hang ngay 110mcg fluticason
furoat trong 1 ndm. Do d¢, tré em nén duge duy tri & lidu thép nhét ¢6 hidu qua kiém soat triu chimg
day di. Khuyén céo kiém soét dinh ky sw phat trién cua tré ding tri liéu kéo dai véi corticosteroids xit
miii. Néu su phat trién bi cham, tri liéu nén duoc xem lai véi vide giam lidu corticosteroid xit miii néu
c6 thé, liéu thip nhét ¢ hidu qua kiém sodt triéu chimg duogc duy tri.

Bénh nhén dung ritonavir

Sir dung d¢dng thdi véi ritonavir khong duge khuyén céo boi vi nguy co phoi nhidm hé théng
ting lén voi fluticason furoat.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir mang thai

Khéng c6 da dit liéu vé viée sir dung fluticason furoat cho phu nir mang thai. Cic nghién ctru trén
déng vit cho ding glucocorticoids dugce théy 12 gy ra céc di tit bao g-f”)m khe hé vom miéng, chim
phét trién trong tir cung. Didu nay khéng lién quan téi ngudi sir dung lidu khuyén cdo trong mii vi
lugng phoi nhidm hé théng nho. Fluticason furoat nén duge sir dung & phu nit mang thai chi khi loi

ich v&i ngudi me 16n hon nguy co tiém tang véi tré so sinh hoic tré nho.
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Phu nir cho con bi:

Khéng biét liéu fluticason furoat ding dudng miii ¢é dwoc bai tiét vao sira me khdng.

Dung fluticason furoat cho phu nir cho con bu chi nén duoc xem xét néu loi ich mong doi cho ngudi
me 16n hon nguy co ¢6 thé xay ra ddi voi tré em.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khéng anh huéng hojc anh huéng khong dang ké t6i kha nang 141 xe v van hanh may méc.

9. TUONG TAC, TUONG KY CUA THUOC

Thén trong khi sir dung déng thdi fluticason furoat véi cdc chit rc ché CYP3A4 manh vi khong thé
loai trir viéc ting sy phoi nhiém hé théng. Trong mét nghién ciru trong tac thudc giita fluticason
furoat trong miii véi céac chét wrc ché CYP3A4 manh ketoconazol, ¢co nhiéu @éi tuong cé némg doé
fluticason furoat ¢6 thé do dugc trong nhém ketoconazol (6 trong 20 ngudi) so voi nhom gia dugce (1
trong 20 ngudi). Su gia ting nhé nay khéng giy ra su khac biét ¢c6 y nghia théng ké vé nong do

—~ cortison huyét thanh trong 24 gi¢ giira hai nhém.

Dit liéu rc ché va cam tmg enzym cho thiy 1a khéng cé co s& 1y thuyét dé doén trude twong tic
chuyén héa gitta fluticason furoat va cac thude chuyén héa qua trung gian cytochrom P450 ¢ lidu xit
miii ¢6 lién quan 14m sang. Do d6, khong ¢ nghién ctru 14m sang nao duoc tién hanh dé chimg minh

twong téc giita fluticason furoat 1&n cac thudc khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Gidng nhu moi thudc, thube nay ¢é thé gay ra cac phan tng phy, mic di khéng phai ai cling gép.
Nhimng tic dung phu sau ¢6 thé xuat hién véi thude nay:

Phén ime di timg: cin su hd tro ciia bic s¥ ngayv

Mét sb nhé ngudi gip phan ung di tmg véi Flutifurex, cac phan tng nay co6 thé tién trién tr& nén
nghiém trong hon, thim chi de doa tinh mang néu khéng dugc diéu tri. Cac triéu chimg gf')m:

- Tro nén kho khe, ho hoic khd tho.

- Dot nhién cam thiy yéu hodc dau déu nhe (diéu nay c6 thé din téi truy hodc mét y thic)

- Sung quanh mat

- Ban da hoic do da

Céc tic dung phu rit phé bién (c6 thé dnh huéng dén trén hon 1 trong 10 ngudi)

Chay méu mili (thudng 12 nhé), dic biét néu ban sir dung Flutifurex trén hon 6 tuan lién tuc.
Céc tac dung phu phé bién (cé thé anh huéng dén téi 1 trong 10 ngudi)

Viém loét mili, nhirc d4u.
Céc céc dune phu khéng phd bién (Cé thé dnh hudng 161 1 trong 100 ngwdi)
Pau, rat, kich ing, nhtrc hodc khd trong miii.

Céc tac dung phu rét hiém (c6 thé anh huéng t6i 1 trong 10000 ngudi)

Cac 15 nhé (15 thing) & bén trong d& ciia mili, thing vich ngin miii.
Khong biét (tin xuét khong thé thiét 1ap duoc nr dir liéu ¢6 sin

Téang truéng chidm & tré em.
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Thay dbi thi luc thoang qua khi sit dung kéo dai.
Théong bdo cho béc si vé nhiing tic dung khong mong muén gdp phai khi siv dung thuébe.

11. QUA LIEU VA CACH XU TRi

Trong mét nghién ctru sinh kha dung, liéu trong mi téi 2640mcg mdi ngay dugc dung trong 3 ngay
ma khéng ¢6 phan tmg phu hé théng dugce quan sat thiy.

Qua liéu cép tinh c6 thé khéng cén didu tri gl ngoai viéc quan sét theo dai.

12. PAC TINH DUQC LUC HQC

Nhém tri liéu: Fluticason la thude thude nhém corticosteroids dung dudng mai, md ATC: ROIADI12.
Fluticasone furoat 12 mdt corticosteroid tdng hop duoc trifluor hoa (trifluorinated) ¢6 ai Iuc rit cao
véi thu thé glucocorticoid va ¢ hoat dong khang viém manh.

13. PAC TINH DUQC PONG HOQC

—_ Hép thu:
Fluticason furoat trai qua su hép thu khong hoan toan va chuyén héa buéc diu qua gan rit 16n din téi
két qua 1 sy phoi nhiém hé thdng khong dang ké. Lidu xit trong miii 110 microgram mdt lan mdi
ngdy cho két qua ndng 4o huyét trong do duoc khéng déng ké (<10pg/ml). Sinh kha dung tuyét dbi
ddi véi fluticason furoat trong miii 12 0,5%, nhu vy la dudi 1 microgram fluticason furoat s& duoc
hép thu hé thdng sau khi ding 1 10meg xit vao mili.
Phén bé:
Sur lién két protein huyét tuong cia fluticason furoat 16n hon 99%. Fluticason furoat duoc phén bd
rong khap véi thé tich phan bé & trang thai 6n dinh, trung binh, 608l.
Chuyén héa sinh hoc:
Fluticason furoat dugc thai trir nhanh (d thanh thai huyét tuong toin phan 1a 58,7 l/gi¢) khoi hé
théng tuin hoan chii yéu béi chuyén héa gan thanh mét chit chuyén héa khong hoat tinh 17 -
carboxylic (GW69301X), b&i enzym cytochrom P450 CYP3A4. Con dudng chuyén hoa chinh 13 thuy
phan S-fluoromethyl carbothioat chitc ning thanh chét chuyén hoa acid 17B-carboxylic. Cac nghién

ciru trén in vivo cho thdy khéng c6 bing ching vé sy tach furoat dé hinh thanh fluticason.

Thai trr:

Thai trlr chi yéu qua dudng phan sau khi uéng va tiém tinh mach cho thdy sy bai tidt cia fluticason
furoat va cdc chét chuyén héa ciia né qua mit. Sau khi ding ti€m tinh mach, nita ¢oi ban thai giai
doan thai trir trung binh 15,1 gi¢. Bai tiét qua dudng niéu chiém khodng 1% va 2% tuong tmg véi lidu
udng va tiém tinh mach.

Tré em:

Phén 16n bénh nhan diing fluticason furoat khéng thé dinh lwong duoc (<10pg/ml) sau khi ding lidu
Xit trong mili 110mcg mot 1&n mai ngay. Cic ndng ¢6 dinh luong duoc duge quan sat trén 15,1%
bénh nhi sau lidu xit trong miii 110meg mét 1dn mdi ngay va chi 6,8% bénh nhi sau litu 55meg mot

12n méi ngdy. Khéng ¢o bing chimg vé nong dé cia fluticason furoat dinh lugng dugc cao hon & tré
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nhé hon (duéi 6 tudi). Nong dé flucason furoat trung binh & bénh nhi véi ndng o dinh luong duge &
liéu 55meg 12 18,4pg/ml va 18,9pg/ml tuong tmg d6i véi tré tir 2-5 tudi va 6-11 tudi.

O lidu 110mcg, ndéng 44 trung binh & bénh nhi véi ndng ¢ dinh luong dugc 12 14,3pg/ml va 14,4
pg/ml tuong tmg déi véi tré 2-5 tudi va 6-11 tudi. Céc thong sé nay twong tr céc thdng sé nay duoc
thiy & tré trén 12 tudi, tré trén 12 tudi c6 néng dd trung binh véi ndng dd dinh luong duge 1a 15,4
pg/ml va 21,8pg/ml twong (g véi céc lidu 55micrograms va 110 micrograms.

Neudi cao tudi

Chi mét s6 nhé ngudi cao tudi (265 tudi, n=23/827; 2,6%) cung cip di liéu duoc déng hoc. Khong c6
bing chimg cho thiy ty 18 bénh nhan cao hon véi néng do fluticason furoat dinh lugng duge & ngudi
cao tudi, khi so véi ngudi tré tudi hon.

Suy than

Fluticason furoat khong dugc phat hién trong nude tiéu ngudi tinh nguyén khée manh sau khi ding

liéu xit trong miii. Dudi 1% cac chit lién quan t6i lidu ding dugc bai tiét trong nudc tiéu va do dé suy
thén s& khong anh hudng téi duge déng hoc cua fluticason furoat.

Suy gan

Khong c6 dir liéu vé fluticason furoat dimng xit trong miii & bénh nhan suy gan. Di liéu ¢6 sin sau khi
dung hit fluticason furoat (1a fluticason furoat hoac fluticason furoat/vilanterol) cho ngudi suy gan ma
ciing 4p dung liéu dung xit trong miii. Mt nghién ciru liéu don 400mcg fluticason furoat hit ¢udng
miéng & bénh nhén suy gan trung binh (Child-Pugh B) cho két qua ting Cmax (42%) va AUC(0-)
(172%) v giam wira phai (trung binh 23%) ndng d cortisol & bénh nhan nay so véi ngudi khoe manh.
Sau khi ding 13p lai fluticason furoat/vilanterol hit qua miéng trong 7 ngdy, su phoi nhidém hé théng
cua fluticason furoat ting (tdng trung binh 2 1an dugc xac dinh bang AUC (0-24)) & ngudi bi suy gan
trung binh hoic ning (Child-Pugh B hodc C) so véi ngudi khée manh. Sy phoi nhidm fluticason
furoat ting & ngudi suy gan trung binh (Fluticason furoat/vilanterol 200/25mirogram) lién quan téi
gidm trung binh 34% cortisol huyét thanh so véi ngudi khoe manh. Khéng ¢é sy 4nh huéng lén
cortisol huyét thanh & ngudi suy gan ning (fluticason furoat/vilanterol 100/12,5mcg). Dua trén nhimg
phat hién nay, su phoi nhiém du do4n trung binh ciia 110mcg fluticason furoat dung dudng trong mili
& bénh nhin nay s& khong lam giam cortisol.

14. QUY CACH PONG GOI: Hop 1 lo chira 8ml hdn dich.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:
Piéu kién bio quin: Bao quan & nhiét d6 dudi 30°C. Tranh 4nh séng.
Han diing: 24 thang ké tir ngay sin Xuét
Tiéu chudn chét lwgng ciia thude: NSX

16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC:
Biodeal Pharmaceuticals Pvt. Ltd
Nalagarh- Ropar Road, Village-Sainimajra, Nalagarh,
Distt. Solan (HP), An D6.




