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Prescription only Rx

EEsiflo 250

| Transhaler

Salmeterol and
Fluticasone Propionate
Inhaler

Each actuation delivers
Salmeterol Xinafoate
equivalent to
Saimeterol
Fluticasone
Propionate B.P
Suspended in inert
aerosol Propellants q.s

Rx - Thudc ban theo dom

ESIFLO 250 TRANSHALER

Thanh phin: mdi nhat xit chira:

| Salmeterol Xinafoate tuong duong l
| Salmeterol 25 mcg

Fluticasone Propionate 250 mc

Dang bao ché: khi dung dang hon dich
Puong dung: hit qua mién,

Dong goi: hop t ong 120 lieu

Chi dinh, Cach ding, Chdng chi dinh
va céc thong tin khac: xin doc to
huéng din sit dung kém theo

5616 SX, NSX, HD xem “Batch No.”, |
l “Mfg. Date”, “Exg. Date™ trén bao bi

25 meg

250 meg

Béo quén dudi 30°C

DE xa tdm tay tré em

Doc k) huing ddn sir dung trndc khi
dung

Sin xudt béi: LUPIN Lid.

EPIP, Kartholi, SIDCO, Industrial
Complex, Bari Brahmana, Jammu
(J&K) - 181133, An D9

SBK:

| . DNNK:

Prescription only Rx

KEsiflo 250

Transhaler

Salmeterol and
Fluticasone Propionate
Inhaler

Direction for use :
Shake well before use.
Do not exceed the
recommended dose.
Storage:
Store below 30°C.
Keep out of the reach of
children.
Read the instructions
thoroughly before use. ‘
Indication, contraindication and
administration:
“Please refer the pack insert
inside.”
Product Specification: In-House
Dosage: As directed by the
physician.
Waming:
Pressurised canister. Keep
away from sunlight and heat. {
Do not freeze.Do not puncture
or burn even when apparently
empty. Keep away from eyes.
Visa No
Code No.

Manulactured by

LUPIN LTD.
g% | EPIP, Kartholi, SIDCO, industrial

Complex, Bari 3
Jammu (JAK)- 181133, India
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R, — Thudc bdn theo don
ESIFLO 125 TRANSHALER
ESIFLO 250 TRANSHALER

MO TA
Esiflo Transhaler 125/250 la dang két hop ciia Salmeterol Xinafoate va Fluticasone Propionate

THANH PHAN

ESIFLO 125 TRANSHA E)R\v%

M3i liéu xit chira: (

Hoat chét:

Salmeterol Xinafoate tuong duong Salmeterol......25 mcg

Fluticasone Propionate..........cccoovviennniniccciinnnan 125 meg 4
T4 duge: Ethanol, Sorbitan Trioleate, Propellant HFA 134a (1,1,1,2 Tetrafluoroethane) Y.
ESIFLO 250 TRANSHALER

M&i lidu xit chira:

Hoat chit:

Salmeterol Xinafoate tuong duong Salmeterol......25 mcg
Fluticasone Propionate..........c.ccccocveviinccnennierenenne. 250 meg
Ta duogc: Ethanol, Sorbitan Trioleate, Propellant HFA 134a (1,1,1,2 Tetrafluoroethane)

DUQC LUC HQC
Co ché tac dong
Esiflo Transhaler bao gén} Salmeterol va Fluticasone Propionate ¢ co ché tac dong khac nhau. Co ché
tdc dong cua 2 hoat chat lan lugt dugc trinh bay dudi day:
e Salmeterol

Salmeterol 14 mot thudc cha vén Peta 2 chon loc tac dung kéo dai (12 gio) véi mot chudi dai gin két
vai vi tri bén ngoai cia thu thé

Céc dic tinh duge ly cho thdy Salmeterol hiéu qua trong viéc phong ngira tridu chimg co thit phé quan
do histamin va duy tri it nhit 12 gid, hiéu qua hon khi ciing dung liéu khuyén céo cac thudc chu van
Beta 2 tac dung ngin thong thudng
Céc thi nghiém invitro cho thdy ring c¢6 tac dung (rc ché manh kéo dai viéc phéng thich tir phdi ngudi
céc chét chuyén héa trung gian tir dudng bao nhu histamin, leukotrien, va prostaglandin D2,

e Fluticasone Propionate ~—
Fluticasone Propionate diing dudng hit véi liéu khuyén céo c¢6 tac dung khang viém cua Glucocorticoid
& phdi, gitip cai thién triéu chimg va giam con hen cép, it tac dung phu hon nhu khi ding corticosteroid
dudng toan than
Lugng hormone thugng than tiét ra hang ngay van duogc duy tri trong gi6i han binh thudng trong qua
trinh diéu tri dai han véi Fluticasone propionate dudng hit, ngay ca khi ding liéu khuyén cdo cao nhét
& tré em va ngudi 16n. Sau khi chuyén sang dung steroid duong hit, lvong hormon tiét ra hang ngay
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dan dan duoc cai thién, mic du trude kia hay hién tai c6 dung gian doan cac steroid dudng udng, nhu
vdy cho thay chirc ning thugng than trd vé hoat dong binh thuong khi dung Fluticasone propionate
duomg hit. Dy trit thuong than vén duy tri binh thuong trong qua trinh diéu tri dai han Fluticasone
proplonate dudmg hit khi do bang su gla tang binh thuong trong 1 test kich thich. Tuy nhién, su suy
yéu dy trir thugng than tdn tai sau cac diéu trj trude dé b thé kéo dai dang ké va yéu to nay cling can
duge luuy

/

DUQC PONG HOC
Khéng co bang chimg trén dong vat h udi cho thdy viéc sir dung két hop Salmeterol va

Fluticasone Propionate véi nhau bang duong hit anh huong dén duoc dong hoc cla timg thanh phan
thude
Do vay dugc dong hoc clia mdi thanh phéan van doc 1ap véi nhau.
¢ Salmeterol
Salmeterol tic dong tai chd trong phdi do d6 ndng do hoat chat trong huyét tuong thip hon n6ng do
diéu tri. C6 han ché vé cac dir liéu dugc dong hoc cua Salmeterol, do kho khan vé mat k¥ thuat dé xét
nghiém thudc trong huyét twong vi nong do thude & liéu diéu tri trong huyét tuong rat thap (khoang
200 pg/ml hay thip hon) sau khi hit. Sau khi dung liéu théng thuong véi Salmeterol xinafoate, acid
hydroxynaphthoic c6 thé duoc phat hién trong hé tudn hoan, dat ndng d6 hing dinh khoang 100 ng/ml.
Nong d6 ndy c6 thé 1én t6i gap 1000 1an trong cac trudng hop ngd doc. Khong thdy tac dong ¢6 hai nao
quan sat thdy trong cac diéu tri dai han thuong xuyén (trén 12 thang) & bénh nhan tic nghén dudng tho.
¢ Fluticasone Propionate
Sau khi dung thudc, duoc dong cia Fluticasone propionate tang tuyén tinh theo liéu
Fluticasone propionate phén bd ong khip co thé (thé tich phan b dat khoang 300 llt) va thoi gian ban
thai khoang 8 gio. Ti 1é gan két protein 1a 91%. Fluticasone propionate duoc chuyén hoa manh nho
enzyme CYP3A4 thanh dan xuét carboxylic bat hoat
Cac dir liéu sin ¢6 vé duge dong hoc ¢ tré em tuong tu véi két qua nghién clru & nguoi 1on

CHi PINH

e Diéu trj bénh Iy tic nghén dudng hé hap co thé hdi phuc (ROAD), bao gom:
- Bénh nhan diéu tri duy tri hiéu qua véi thubc chi van Beta tac dung kéo dai va
cortlcostermd dang hit
- Bénh nhéan van con triéu chimg, dii dang diéu tri bing corticosteroid dang hit
- Bénh nhan dang diéu tri gién phé quan thuorng Xuyén
e Bénh phéi tic nghén man tinh (COPD): bao gém viém phé quan man tinh va khi phé thung

LIEU LUQNG VA CACH DUNG

Thubc chi ding dudng hit qua miéng

Bénh nhan nén dugc thong béo ring Esiflo 125/250 Transhaler phai duge dung thuong xuyén dé dat
hiéu qua t8i uu, ngay ca khi khoéng co triéu ching.

Bénh nhén nén duogc khuyén tai kham thuong xuyén, nhe vay hiéu qua tdi uu cua thuoc duoc dung s&
duy tri va chi thay ddi theo y Iénh. Liéu nén duoc chuin do cho téi lidu thip nhat ma van duy tri hiéu
qua kiém soat triéu chimg
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> Bénh Iy tic nghén dwong hd hip cé thé hdi phuc (ROAD):
Liéu khuyén cao:
Ngueoi lon va tré em trén 12 tuoi:
Hai nhat xit (25 mcg salmeterol va 50 mcg fluticasone propionate) ngay 2 lan; hay
Hai nhat xit (25 mcg salmeterol va 125 mcg fluticasone propionate) ngay 2 1an; hay
Hai nhat xit (25 mcg salmeterol va 250 mcg fluticasone propionate) ngay 2 lan
Tré em tir 4 tuoi tré lén
Hai nhat xit (25 mcg salmeterol va 50 mcg fluticasone propionate) ngay 2 lan
Tré em < 4 tuoi
Khong c6 tai liéu sn c6 vé viéc dung Esiflo 125/250 Transhaler cho tré < 4 tudi
> Bénh phai tic nghén min tinh (COPD)
Liéu dung t6i da cho ngudi 16n 1a:
Hai nhat xit (25 mcg salmeterol va 125 mcg fluticasone propionate) ngay 2 lan, ha
Hai nhat xit (25 mcg salmeterol va 250 mcg fluticasone propionate) ngay 2 lan
Nhém bénh nhéan dac biét =
Khéng can chinh lidu cho bénh nhan Iém tudi hay bénh nhan suy gan, than
Tré em: cha me cén phu gitp tré em dé sir dung binh xit ding
Huwéng din sir dung binh xit:
I. M& nap binh Xitva lic ky
2. Thd ra that hét

3. bat phén miéng cua dung cu vao miéng va ngam moi lai )
4. Bit dau hit vao that chdm va xit mot nhat. Hit chdm va sau néu ¢ thé
5. Dua binh xit ra khoi miéng, nin thd dém tir tir dén 10 hay cho dén khi nao cam thay thoai mai.

Thé ra that chdm ;
6. Néu cin thi xjt thém 1 nhat nita nhung phai sau nhat du tién it nhdt 1a 1 phut, 13p lai quy trinh \
nhu trén, bt dau tir bude 2 :
7. Stic miéng sau khi diing thudc dé loai bo hét thude con dong trong miéng

CHONG CHIi PINH -
Chédng chi dinh cho nhiing bénh nhén c6 tién sir man cam véi bit cir thanh phén nao clia thudc. =

CANH BAO VA THAN TRONG E
Thpéc khéng ding diéu trj triéu chimg cap tinh, nhu mot thudc gidn phé quan co tac dong nhanh va
ngin han (nhu Salbutamol). Bénh nhéan nén dugc khuyén phai luén ludn du phong cac thudc diéu tri
triéu chimg cap.

Viéc gia ting sir dung thude gidn phé quan tac dung ngin han dé diéu tri triéu chimg hen phé quan phai
dugc su xem xét cua bac si. -
Viéc giam kiém soat con hen phé quan dot ngdt va ting dan c6 kha ning de doa dén tinh mang va bénh

nhén nén dugc khuyén dén bac si tai kham va nén cin nhic dén viéc tang li€u corticosteroid. Tuong tu,

khi liu dung hién tai cua Esiflo Transhaler that bai trong viéc kiém soat bénh tac nghén duong tho,

bénh nhan nén dugc khuyén di tai kham bac si trong nhiing trudmg hop nay.
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Khong nén dot ngdt ngung dung Esiflo 125/250 Transhaler ¢ nhitng bénh nhan ¢ nguy co hen nédng,
chi giam liéu dung duéi sy giam st cua bac s

Ciing nhu véi thudc dudng hit chira corticos:cerqid khac, Esiflo 125/250 Transhaler nén dugc dung than
trong trén bénh nhan lao tién trién hay lao tiém an.

Thubc nén duge ding than trong trén bénh nhén bj nhiém doc giap.

Vi nguy co lam giam chuc niang tuyén thuong thén, nhiing bénh nhén khi chuyén tir steroid dudng
udng sang dang hit can than trong va theo ddi chirc nang tuyen thuong than thudng xuyén.

TAC PONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Khéng c¢6 nghién ciru chuyén biét nao vé tac dong cua Esiflo 125/250 Transhaler trén kha nang nay,
nhung dugc 1y thube khong cho thay anh huéng nao

PHU NU CO THAI VA CHO CON BU

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

Hién khong c6 day du kinh nghiém vé viéc sir dung salmeterol va fluticasone propionate trén phuy nit
co thai va cho con bu.

Trong cac nghién ctru & dong vét vé doc tinh thubc trén kha nang sinh san, di ding don thuan hay phéi
hop, cho thiy cic tac dong trén thai nhi chi dwoc ghi nhan khi dung thudc chii van béta va
glucocorticosteroid durang toan than liéu cao.

Céc kinh nghiém 1am sang véi cac thude cting nhém cho thy khéng c¢6 biang chimg nao vé tac dong cé
lién quan téi lidu diéu tri. Ca salmeterol hay fluticasone propionate khong cho thdy kha ning gdy doc
cho sur di truyén.

Nong do cua salmeterol va fluticasone propionate trong huyet tuong sau khi dung liéu diéu tri dang hit
rat thap va do dé nong d6 thube trong sita me ciing rat thap Piéu nay ciing duoc ghl nhan trén cac

dong vét nghién ciru, ndng do thude do dugc trong sita rat thap. Khong c¢6 dir liéu sén c6 vé ndng do
thudc trong sita me.

TUONG TAC THUOC

Nén tranh diing dong thoi véi cac thude chen thy thé Beta chon lgc va khong chon loc trir khi ¢é céc ly
do bét bugc phai dung.

Mic di ndng do trong huyét tuong clia Salmeterol va Fluticasone rt thip, nhung cling khong thé loai

trir kha ndng tuong tac cta thude nay vdi cac chét ac ché CYP 3A4 cling nhu cac co chit cia CYP
3A4

TAC DUNG KHONG MONG MUON
Do thudc bao gdm salmeterol va fluticasone propionate, c¢6 thé c6 cic loai va mirc d cac phan tng
phu khac nhau lién quan véi timg thanh phan thuoc. Khong cé bing chimg nao vé cic tac dung cong
thém khi ding cting luc hai hoat chat nay.
Tan suét cac tac dung khéng mong mudn theo hé co quan dugc trinh bay trong bang duédi diy dugc
thuc hién trén 23 nghién ciru vé bénh hen suyén va 7 nghién clru vé bénh phédi tic nghén man tinh
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(COPD), nhung khong phai tit ca tic dung khéng mong mudn déu dugc bdo cdo trong nhiing thir

nghiém lam sang nay

Rét thuong Thuong xuyén K"f’“g:l';‘l'(‘)’gog Hiém (>1/10,000 | RAt hiém
HE ca quan e o= <itgy | X EL 00T cui000) | (<1/10,000)
1/10) : <1/100)
Candida mi¢ng va
Nhiém trung va ki sinh hong, viém phoi (&
triing nhimg bénh nhéan
COPD)
R6i loan hé mién d~i,ch P:hén img (']ua' BRonlanIphant
+ Phan umg qua man man da, kho the
R&i loan ni tiét Duc thuy tinh thé Tang nhan ap
R.(‘)i loz_m~ chuyén hoa va Tang dudng
dinh dudng huyét
I\A/ Vi -
Thay do6i hanh vi,
bao gom hiéu
. Ak Lo 4u, ri loan | ddng thai qua va

AL gide ngi dé bj kich dong

(chi yéu 13 & tré

em)

R&i loan hé than kinh Nhirc dau Run

Réi loan tim

Danh trong nguc,
nhip tim nhanh,
rung nhi

Loan nhip tim bao
gdm nhanh nhip
trén thit va ngoai
tdm thu

R&i loan nguc, ho hip
va trung that

Khan gigng/ khé phat
am

Kich thich hgong

Réi loan da va mé dudi
da

Bam tim

Réi loan co xuong va
mo lién két

Co thit co, dau khop

Théng bao cho bac si nhitng tic dung khong mong mudn gip phai khi siv dung thudc.

QUA LIEU

Déu hiéu va triéu chimg qua liéu Salmeterol 1a do kich thich qua mtrc B’ adrenergic bao gom run, dau
dau, nhip tim nhanh, tang huyét ap tam thu va ha kali mau. Thudc ddi khang thich hop la cac thude
chen thy thé béta chon loc trén tim, nén dugc dung than trong trén bénh nhan co tién sir co thit phé

quan.

Dung qua liéu khuyén céo ﬂutlcasone proplonate duorng hit c6 thé (rc ché tam thoi truc ha ddi — tuyén
yén — thuong than. Khong can thiét phai diéu tri cap clru vi chic niang thugng than s& hdi phuc trong

W
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vai ngay. Tuy nhién, néu liu cao hon lidu khuyén céo duge tiép tuc dung kéo dai, c6 thé gdy ra cic
murc d6 suy thuong than cé y nghia.

QUY CACH PONG GOI

Esiflo 125 Transhaler: Ong hit dinh liu 25/125 meg. Mdi 6ng chita 120 nhat xit
Esiflo 250 Transhaler: Ong hit dinh liéu 25/250 mcg. Mdi dng chira 120 nhat xit
BAO QUAN

Bao quan duéi 30°C

HAN DUNG: 24 thang ké tir ngay san xuét.
Khéng sir dung thude qué han diing in trén nhén hop.

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG Y

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC ST, jJC ST
PE XA TAM TAY TRE EM

San xuét bai
LUPIN LTD
EPIP, Kartholi, SIDCO, Industrial Complex, Bari Brahmana, Jammu (J&K)- 181133, An bo.

TUQ. CUC TRUONG
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