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HUGNG DAN SU DUNG THUOC

Boc kf hwdng din sir dung triede khi ding.
Néu can thém théng tin, xin héi y kién thdy thudc.
Chi ding thubc ndy theo sw ké don ciia thdy thuéc.
Dé xa tdm tay tré em.

AEROFLU 250 HFA INHALATION

THANH PHAN

M3i nhat xjt chira:

Hoat chat:

Salmeterol Xinafoate twong duong v&i Salmeterol 25 mcg.
Fluticasone Propionate 250 mcg.

Td duge: Sorbitan trioleate, Ethanol, Propellant HFA 134a.

MO TA SAN PHAM
Hdn dich mau trang chira trong dng hit dinh liéu, dng ¢ 120 liéu.

DUQC LUC HQC/ DUGC PONG HQC
Durgc hye hoc : Q '
Co ché tac djng: v

AEROFLU bao gom salmeterol va fluticasone propionate c6 co ché tac dong khac nhau. Co ché tic
dong cua hai hoat chét Van lugt duge trinh bay duéi day

Salmeterol :

Salmeterol 1a thube chia vén thy thé béta 2 chon loc tic dung kéo dai (12 gid) véi 1 chudi dai gin két
véi vi tri bén ngoai cia thy thé.

Céc dic tinh duge 1y cho thiy salmeterol hiéu qua trong viéc phong ngira triéu chimg co thit phé quan
do histamin va duy tri it nhit 12 gid, hidu qua hon khi ciing dung liéu khuyén céo cac thubc chu vén
béta 2 tac dung ngan thong thudng.

Céc thir nghiém in vitro cho thiy ring salmeterol c6 tac dong c ché manh va kéo dai viéc phéng
thich tir phdi ngudi cac chit chuyén héa trung gian tir dudng bao nhu histamine, leukotrienes va
prostagiandin D2.

Fluticasone propionate :

Fluticasone propionate diung dudng hit voi lidu khuyén cdo cé tac ddng khang viém cia
glucocorticoid & phdi, gitp cai thién tridu chimg va giam con hen cép, it taic dyng phu hon nher khi
diung coerticosteroid dudng toan than.

Lugng hormon thugng thén tiét ra hang ngay van dugc duy tri trong gidi han binh thudng trong qua
trinh diéu trj dai han véi fluticasone propionate dudng hit, ngay ca khi ding liéu khuyén céo cao nhat
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& tré em va ngudi 16n. Sau khi chuyén tir cac steroid dudng hit khac sang fluticasone propionate,
Iwgng hormon tiét ra hang ngay din dan dugc cai thién, mc du truéc kia hay hién tai c6 dung gian
doan cac steroid dudomg udng, nhu vay cho thay chirc ning thugng thin wd vé hoat dong binh thudng
khi dung fluticasone propionate duéng hit. Dy trir thugng than van duy tri binh thuong trong qua trinh
diéu tri dai han fluticasone propionate dudng hit khi do bing sy gia tang binh thuomg trong mot test
kich thich. Tuy nhién, sy suy yéu dy trir thugng than ton tai sau cic didu trj trudc d6 co thé kéo dai
déng ké va yéu té ndy ciing cin dugc luu ¥ (xem Cha ¥ dé phong va Théan wong lic diing).

Duwg¢c djng hoc:

Khéng c6 bang chimg trén dong vat hay ngudi cho thiy viéc dung salmeterol va fluticasone
propionate v&i nhau bang dudmg hit anh hudng dén dugc djng cia timg thanh phén thubc.

Do d6 dugc dong hoc clia mbi thanh ph:?m ddc 13p nhau.

Du rang ndng 46 AEROFLU trong huyét twong rét thip, nhung khong thé loai trr kha ning tuong tic
v&i cac chat nén khac hay cac thudc e ché CYP 3A4.

Salmeterol :

Salmeterol tac dong tai chd trong phdi do d6 ndng dd hoat chat trong huyét tuong thip hon ndng d¢
diéu tri. C6 han ché v& céc dir liéu dugc ddng hoc cia salmeterol, do khé khan vé mat k¥ thuat dé xét
nghiém thudc trong huyét tuong vi ndng do thude & lidu diéu tri trong huyét twong rat thip (khoang
200 pg/ml hay thip hon). Sau khi dung liéu thdng thudng véi salmeterol xinafoate, hydroxynaphthoic
c6 thé dugc phat hién trong hé wan hoan, dat ndng d¢ hiing djnh khoang 100 ng/ml. Néng 49 nay ¢
thé I8n toi gdp 1000 lan trong cac trudng hop ngd doc. Khdng thiy tac ddng co hai nao quan sat thiy
trong cac didu tri dai han thuong xuyén (trén 12 thang) & bénh nhén tic nghén dudmg thd.
Fluticasone propionate : \\T ,

- Hap thu: Sau khi ubng, 87-100% lidu uéng duge dio thai qua phén, i da 75% dudi dang ban diu
tiy theo lidu luong. Rat it chat chuyén héa chi yéu cé tac dung.

- Phan bd: Thube qua da, niém mac miii va phdi, lugng thudc duge hép thu s& phan bd vao co, gan da,
rudt va thin. Thé tich phan bd dat khoang 300 lit.

- Chuyén héa: Fluticasone propionate: duge chuyén héa manh nhy enzym CYP 3A4 thanh din Xuét
carboxylic bét hoat.

- Thai trir: Néu ding dirdmg tiém tinh mach, sy thanh thai hoat chét xay ra nhanh chéng, cé thé do dao
thai qua mirc & gan. Thoi gian ban thai khoang 8 gid. Ti I€ gin két protein 14 91%.

Céc di¥ lidu sin ¢ veé durge dong hoc & tré em tuong ty v6i két qua nghién ciru & ngudi 16m.

CHI P]NH

AEROFLU dugc chi dinh trong diéu trj phong ngira cac bénh Iy tc nghén dwong hd hip c6 thé hoi
phuc, bao gdm hen phé quan & tré em va ngudi Iém, khi viéc sir dung phdi hop (thubc gidn phé quan
va corticosteroid dudng hit) 14 thich hop.

Chi dinh nay bao gbm :

- Bénh nhan didu trj duy tri hiéu qua vdi thudc cht van béta tac dung kéo dai va corticosteroid dang
hit.

- Bénh nhin van con trigu chimg, du dang diéu trj bang corticosteroid duomg hit.



- Bénh nhan dang diéu tri gian phé quan thuong xuyén.

LIEU PX NGHI

Thudc chi ding dudng hit qua miéng.

Bénh nhan nén duge thong bao ring AEROFLU phai dirge diing thuomg xuyén dé dat hiéu qua t6i wu,
ngay ca khi khéng co tri¢u chimg.

Bénh nhén nén durge khuyén tai kham thuomg xuyén, nhd vdy hiéu qua tdi wu cia AEROFLU duge
dung s& duy tri va chi thay d6i theo y Iénh. Lidu nén dugc chudn d4 cho tdi liéu thap nhat ma vin duy
tri hidu qua kiém soat triéu chimg.

Bénk Iy tic nghén dwong hé hip cé thé hdi phyc (ROAD):

Liéu khuyén cdo :

Ngudi lon va tré em trén 12 tudi :

Hai nhat xit (25 mecg salmeterol va 50 mcg flucasone propionate) ngay 2 1an ; hay
Hai nhat xit (25 mcg salmeterol va 125 mcg flucasone propionate) ngay 2 tan ; hay
Hai nhat xit (25 mcg salmeterol va 250 mcg flucasone propionate) ngay 2 lan.

Tré em tiv 4 (udl tré Ién :
Hai nhét xit (25 mcg salmeterol va 50 meg flucasone propionate) ngiy 2 lan.
Khéng c6 tai liéu sin ¢ ve viée ding AEROFLU cho tré dudi 4 tudi.

Bénh phoi tic nghén man tinh (COPD):
Liéu ding t5i da cho ngudi 16n 12 hai nhat xit (25 meg salmeterol va 250 mcg Fluticasone propionate)
ngay 2 lan.

Nhom bénb nhin dic bigt :
Khéng cin chinh liéu cho bénh nhan I6n tudi hay bénh nhan bi suy than hay suy gan.
Tré em: Cha me cén phu gidp tré em dé sir dung binh xit dung.

Huwdéng din s dgng binh xjt :

1. M& nép binh xit va lac ky.

2. Thé ra that hét

3. D3t phdn miéng cua dung cu vao miéng va ngam moi lai.

4. Bét d4u hit vao that chdm va xit mét nhat. Hit chim va sdu néu c6 theé,

5. Nin thd dém tir tir dén 10 dé thude dugce dua sdu vao phoi.

6. Néu cén xit thém 1 nhat nira, 13p lai quy trinh, bat dau tir budc 2.

7. Stic miéng sau khi dung thudc d& loai bd hét thudc con dong trong miéng.

CHONG CHi PINH
Chéng chi dinh cho bénh nhén c6 tién sir qua man v6i bat ky thanh phan nao cua thube.
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TUONG TAC VOI CAC THUOC KHAC

Nén tranh ding dong thoi véi céc thudc chen thu thé béta chon loc va khéng chon lgc trir khi ¢6 cac Iy
do bt budc phai dung.

Vi ndng do thudc trong huyét twong rit thip khi dung thudc xit véi lidu didu trj thong thudng nén céac
twong téc thudc hau nhu khéng dang ké. Tuy nhién cin than trong khi dung chung véi céc thudc e
ché manh CYP3A (nhu la Ketoconazole, Ritonavir) vi ¢6 kha ning 1am tang ndng d¢ cua Fluticasone
propionate.

CANH BAO VA THAN TRONG

Viéc diéu tri bénh tic nghén duong thés nén theo chuong trinh diéu trj bac thang va dap (ng cua bénh
nhan véi thudc nén dugc theo ddi lam sang va bing cac test do chirc nang hd hip.

AEROFLU khéng ding diéu tri triéu chimg cap tinh, nhu mot thube gian phé quan cé tac dong nhanh
va ngén han (nhu salbutamol). Bénh nhan nén dugc khuyén phai ludn ludn du phong cac thudc diéu
trj triéu chirng cAp.

Viéc gia ting sir dung thudc gian phé quan tac dung ngin han dé didu trj triéu chimg hen phé quan
phai dugc su xem xét cua bac si.

Viéc giam kiém soat con hen phé quan dot ngdt va tang dan c6 kha nang de doa dén tinh mang va
bénh nhin nén dugc khuyén dén bac si tai kham va nén cin nhic dén viéc tang lidu corticosteroid.
Tuong tu, khi liéu diing hién tai cia AEROFLU thét bai trong viéc kiém soat bénh tic nghén dudng
thd, bénh nhin nén duge khuyén di tai kham bac s trong nhiing trudng hop nay.

Nén can nhic ding thém mot corticosteroid va dung thém khang sinh néu cé hién tugng nhidm tring
xay ra.

Khéng nén ngung dot ngét viéc diéu tri véi AEROFLU. %

Ciing nhur véi thude dudmg hit chira corticosteroid khac, AEROFLU nén duge diing than trong trén
bénh nhan lao tién trién hay lao tiém én.

AEROFLU nén dugc dung than trong trén bénh nhéan bi nhiém doc giap.

Vi nguy co lam giam chirc ning tuyén thugng thdn, nhitng bénh nhan khi chuyén tr steroid dudng
udng sang dang hit can than trong va theo di chirc nang tuyén thugng than thudng xuyén.

SU DUNG G PHU N7 CO THAI VA CHO CON BU

Viée diing thude trong thai ky va khi cho con b chi nén can nhic khi hiéu qua mong mudn cho ngudi
me cao hon cac nguy co ¢ thé xay ra cho thai nhi va cho tré.

Hién khong c6 ddy du kinh nghiém vé viéc sir dung salmeterol va fluticasone propionate trén phy nix
6 thai va cho con bi.

Trong cac nghién ciru & dong vat vé dc tinh thudc teén kha nang sinh san, di ding don thuén hay
phbi hop, cho thdy céc tac dong trén thai nhi chi dugc ghi nhan khi dung thudc chi vén béta va
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glucocorticosteroid dudmg toan than liéu cao.

Céc Kinh nghiém 1am sang védi cic thude ciing nhém cho thiy khéng c6 bing chimg ndo vé tac dong
c6 lién quan t6i liéu diéu tri. Ca salmeterol hay fluticasone propionate khdng cho thdy kha nang gay
déc cho sy di truyén.

Nong d6 ciia salmeterol va fluticasone propionate trong huyét wrong sau khi dung liéu diéu tri dang hit
rat thap va do d6 ndng do thubc trong sita me ciing rit thap. Diéu nay ciing dugc ghi nhén trén cac
dong vat nghién clru, nf‘)ng do thudc do dugc trong sira rat thf'lp. Khéng c6 dit liéu sin cé vé ndng dd
thube trong sira me.

TAC PONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Khéng c6 nghién ciru chuyén biét nao vé tac dong cia AEROFLU trén kha ning nay, nhung duoc 1y
thudc khéng cho thiy anh hudng nao.

TAC DUNG KHONG MONG MUON

Do AEROFLU bao gbm salmeterol v fluticasone propionate, co thé ¢ cac loai va mirc dd cac phan
(g phu khac nhau lién quan voi timg thanh phén thudc. Khéng c6 bing chimg nao v& cic tac dung
cong thém khi dung cung lic hai hoat chét nay.

Sau ddy la cac tac dung lién quan vdi salmeterol hay fluticasone propionate:
Saimeterol :

Cac phan ting phu vé mat dugc 1y cua thube chii van béta nhu run, dénh tréng nguc va nhirc dau, da
dirge bao céo, nhung cac phan (ng nay thudmg thodng qua va giam khi d dung thudc thuomg xuyén,

Loan nhip tim (bao gdm rung nhi, nhip nhanh trén thit va ngoai tdm thu) cé thé xay ra thuéng trén
bénh nhan nhay cam,

Cé béo cao vé triéu chirng dau khdp va phan ing qua man, bao gém ndi man, phi va phu mach.

Hiém khi cé dau co. o

Fluticasone propionate : \lu
Khan giong va nhim nidm candida miéng va hong c6 thé xay ra & mdt vai bénh nhan.
Phan (rng qua min da d3 duge bao céo.

Ca hai triéu chirng khan giong va tan suat nhiém nam candida c6 thé giam bang cach sic mig¢ng véi
nudce sau khi ding salmeterol va fluticasone propionate.

Triéu chirng nhiém ndm candida c6 thé dugc diéu tri bang thude khang ndm tai chd trong khi van tiép
tuc dung salmeterol va fluticasone propionate.

’ > on n ~ A « . .
Cdc thir nghiém lam sang vé salmeterol va fluticasone propionate:

Céc phan (mg khdng mong mudn thudmg duge bao céo la:
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Khan gigng/noi kho, kich ang hong, nhirc dau, nhiém candida miéng va hong va danh tréng nguc.

Thong bao cho bac si nhimg tac dyng khong mong muds gip phai khi sir dyng thube.

QUA LIEU VA CACH XU LY

Khéng co dir lidu sin cé tir cac thir nghiém 1am sang vé viée qua liéu AEROFLU, tuy nhién tai liéu vé
qua liéu cho ca hai hoat chat nhu sau :

Déu hiéu va trigu chirg qua liéu salmeterol 12 run, nhirc ddu va nhip nhanh. Thube d&i khang thich
hop 14 cac thude chen thu thé béta chon loc trén tim, nén duoc ding than trong trén bénh nhén c6 tién
sir co that phé quan. Khi viéc diéu tri bing AEROFLU phai ngung do qua liu thanh phan chi vén
béta ctia thude, nén cin nhéc viée str dung liéu phép steroid thay thé thich hop.

Diing qué liéu khuyén cao Nuticasone propionate dudmg hit c6 thé gdy suy chirc nang thuong than tam
thori. Khong cén thiét phai diéu trj cAp clu vi chirc nang thugng than s& hdi phuc trong vai ngay. Tuy
nhién, néu liéu cao hon liéu khuyén cdo duge tiép tuc ding kéo dai, co thé giy ra cic mirc dd suy
thuong than. Viéc theo ddi sy hdi phuc ctia thugng than §a can thiét,

PIEU KIEN BAO QUAN

Bao quan & nhiét d6 dudi 30°C, tranh nh séng.

HAN DUNG
24 thang ké tir ngay san xuat

DANG BAO CHE VA QUY CACH BONG GOI SAN CO .

Dang bao ché: hdn dich mau trang dung trong dng hit dinh lidu %-

Quy cich déng géi: " <
Aeroflu 125 HFA Inhalation: Ong hit dinh liéu 25/125mcg. MGi dng chira 120 nhit xit.

Aeroflu 250 HFRA Inhalation: Ong hit dinh lidu 25/250mcg. M&i dng chira 120 nhat xit.

TIEU CHUAN CHAT LUQGNG ﬂ/

Tiéu chuan nha san xuat.

TEN VA DIA CHI NHA SAN XUAT/ CHU SO HUU GIAY PHEP PANG KY LUU HANH
MIDAS-CARE PHARMACEUTIC
Dija chi: B-16, MIDC, Waluj, Au
Dién thoai: +91 - (0)240 - 55473

Fax: +91 - (0)240 - 554408
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