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HUONG DAN SU DUNG THUOC

Rx thude ké don

FLUDALT DUO 250 mcg / 50 mcg

Vién nang chira bot dé hit

THANH PHAN: M5Ji vién nang c6 chua:
Hoat chat: Fluticason propionat 250mcg & Salmeterol Xinafoat 72,5mcg tuong duong véi Salmeterol
50mcg
Ta dwoc: lactose monohydrat
DUQC LUC HQC: Ma ATC: RO3AK06
Co ché tac dung: Fludalt Duo chira salmeterol va Fluticason propionat c6 co ché tac dung khac nhau tuong

ung nhu sau:
Salmeterol: Salmeterol 1a mot chat chii van thu thé beta-2 chon loc ¢6 tac dung kéo dai (12 gio) voi mot
chudi dai lién két v6i cac vi tri bén ngoai ciia cac thu thé.

Salmeterol lam gidn phé quan trong thoi gian dai, duy tri it nhat 12 gid, hiéu qua hon so véi khi dung liéu
" khuyén céo thong thudng ciia cac thude chu van beta-2 tac dung ngén.

Fluticason propionat: Fluticason propionat ding duong hit véi lidu khuyén céo c6 hoat tinh khang viém cua
glucocorticoid trong phdi, gitp cai thién tridu chimg va giam con hen cép, ma khong gdy tac dung phu
thuong thdy nhu khi diing corticoid dudng toan than.

DUQC PONG HQC

Khi dung phdi hop salmeterol va Fluticason propionat bing dudng hit, duoc dong hoc cua timg hoat chét
cling twong tu nhu khi dugc dung riéng biét. Do d6 c6 thé duoc xem xét duoc dong hoc cua ting thanh phan
riéng biét.

Salmeterol: Salmeterol chi c6 hoat tinh khu trd & phdi do d6 ndng do hoat chét trong huyét tuong khong cho
théy tac dung diéu tri. Ngoai ra, dit liéu dugce dong hoc c6 sin clia salmeterol rayhan ché do kho khan vé mat
¥ 11

ky thuat dé xét nghiém thude trong huyét tuong vi nong do thudc u diéd tri trong huyét twong rat thap

(khoang 200 pcg/ ml hozc thap hon) sau khi sir dung dang hit.
Fluticason propionat:
Sinh kha dung tuyét déi khi sir dung lidu don Fluticason propionat dudng hit & ngudi khoe manh thay doi tir
khoang 5-11% liéu dung tiy thudc vao dung cu hit duoc sir dung. O nhiing bénh nhan bi bénh hen phé quan
hoac COPD, dd quan sat thay c6 hién tuong giam mirc do phoi nhiém toan than véi Fluticason propionat
dang hit.
Hap thu toan than chu yéu qua phdi, khoi ddu nhanh sau d6 kéo dai. Phan con lai cua lidu hit c6 thé dugc
nudt nhung déng gép rét it vao phoi nhiém toan than do it tan trong nudc va chuyén hoa qua gan lan dau, do
d6 sinh kha dung duong udng thdp hon 1%. C6 sy tang tuyén tinh giita phoi nhiém toan than va tang lidu
dung dang hit.
Phan bd Fluticason propionat dic trung boi do thanh thai huyét twong cao (1150 ml/ phut), thé tich phan bd
rong & trang thai 6n dinh (khoang 300 L) va thoi gian ban thai pha cudi khoang 8 gio. Ti 1€ gan két véi
protein huyeét tuong 1a 91%. oY
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Fluticason propionat dugc thanh thai rat nhanh tir hé tuan hoan qua con dudng chuyén hoé boi enzyme

cytochrom P450 CYP3A4 thanh chét chuyén hoa axit carboxylic khéng cé hoat tinh. Cac chét chuyén héa

khac khong thé dinh tinh ciing dugc tim thiy trong phan.

D¢ thanh thai Fluticason propionat qua than Ia khong dang ké. Dudi 5% lidu ding duoc bai tiét qua nudce

tiéu, chu yéu dudi dang cac chat chuyén hoa. Phan chu yéu ctia lidu duoc bai tiét trong phan duéi dang cac

chat chuyén hoa va khong chuyén hoa.

CHI PINH:

Piéu tri phong ngira hen phé quan trong truwong hop:

- Bénh nhan khong thé duy tri hiéu qua khi diéu tri béng corticoid dang hit va/hodc thudc chi vén beta-2
dang hit tac dung ngén

- Bénh nhan diéu trj duy tri hiu qua véi corticoid dang hit va thudc chu vén beta tac dung kéo dai.

Diéu tri triéu chirng phdi tic nghén man tinh (COPD): trén bénh nhan COPD ¢6 FEV; <60% gia tri dy

doan binh thudng (trudc gidn phé quan) va c6 tién sir lap lai con kich phat, 1a nhitng ngudi ¢6 triéu ching

dang ké du dugc diéu tri bang thudc gian phé quan thudng xuyén.

LIEU DUNG VA CACH DUNG:

Fludalt Duo chi duoc sir dung bang dudng hit.

Bénh nhan can dugc khuyén cdo phai sir dung Fludalt Duo hang ngéy dé dat hiéu qua t6i uu, ngay ca khi

khong c6 triéu chimg va can duoc bac si danh gia lai tinh trang thuong xuyén, d& dam bao lidu Fludalt Duo

dang dung 14 t6i wu.

Nén diéu chinh liéu thap nhat c6 thé dé duy tri duoc hidu qua kiém soat triéu ching. Khi kiém soat triéu

chirng dwge duy tri hiéu qua véi liéu phéi hop thap nhat 2 lin/ngay, bwéc tiép theo c6 thé thir nghiém

domn tri li¢u véi corticoid dwong hit. Bénh nhan dang dung thude chu van beta tac dung kéo dai g6 thé thay

thé bang Fluticason+Salmeterol 1 1an/ ngay theo y kién bac si néu thudc du kha n
Trudng hop dung thude 1 1an/ngay, néu bénh nhan c6 tién st triéu chimg hen phé quy
thudc vao budi toi. Néu bénh nhan c6 tién sir triéu chimg vao ban ngay, dung thudc vao budi sang.
Bénh nhan nén ding liéu Fluticason propionat phti hop véi mirc d6 nghiém trong ciia bénh.

Liéu khuyén cao:

Hen phé qudn:

Ngudi 16n va thiéu nién tir 12 tudi trd 1én:

- 1 lidu hit Fluticason+Salmeteron 100 meg/ 50 mcg/ lan x 2 1an/ ngay.

- 1 liéu hit Fluticason+Salmeterol 250 mcg/ 50 mcg/ 1an x 2 lan/ ngay.

-1 lidu hit Fluticason+Salmeterol 500 mcg/ 50 mcg/ lan x 2 1an/ ngay.

Dung Fluticason+Salmeterol trong thdi gian ngin c6 thé duoc xem nhu diéu tri duy tri ban dau & nguoi Ion
hoac thiéu nién bi hen phé quan dai dang trung binh (1a bénh nhén c6 triéu chimg hang ngay, st dung thude
cét con hang ngay va gidi han thong khi tir trung binh dén nang) can kiém soat hen phé quan nhanh. Truong
hop nay, lidu khéi dau khuyén céo 1a 100mcg Fluticason propionat va 50mcg salmeterol dang hit, 2 lan/ngay.
Sau khi dat duoc kiém soét hen phé quan, nén cén nhic giam xubng chi ding corticoid dang hit. Thuong
xuyén xem xét bénh nhan diéu tri giam thudc nay l1a rat quan trong.

Corticoid dang hit van 1a thudc khoi dau cho hau hét bénh nhén. Fluticason+Salmeterol khong dung dé diéu
tri khoi ddu bénh hen phé quan nhe. Fluticason+Salmeterol IOOmcg/SOmcg khong thlch hopfgiyng O nguoi
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I6m va tré em bi hen phé quan ning; bénh nhan hen phé quan ning phai xac dinh liéu corticoid dang hit trudc
khi dung bat ky dang phéi hop c6 dinh liéu nao.
Tré em tir 4 dén 12 tudi:

-1 liéu hit fluticason+Salmeterol 100 mcg/ 50 meg/ 1an x 2 1an/ ngay.

- Liéu fluticason propionat tbi da trong ph6i hop fluticason+salmeterol ¢ tré em 1a 100 meg x 2 14n/ ngay.
Tré dudi 4 tudi: khong str dung Fluticason+Salmeterol.

Bénh phoi tic nghén man tinh (COPD):

- Ngudi Ién: 1 lidu hit Fluticason+Salmeterol 500mcg/ 50mcg/lan x 2 1an/ ngay.

Truong hop dic biét: Khong can diéu chinh liéu & ngudi gia hodc ngudi suy than. Khong c¢6 sin dir lidu vé
viéc dung Fluticason+Salmeterol & bénh nhan suy gan.

Hudéng din sir dung dung cu hit: xin xem to thong tin cho bénh nhan

CHONG CHI PINH

Man cam véi hoat chat chinh hogc bét ky t4 duoc nao cua thude.

Qua man véi protein sita; diéu tri tinh trang hen hodc dot cép cua hen phé quan, COPD khi can diéu tri tich
cuc

THAN TRONG

Nguy co tir vong do hen phé quan: c6 thé tang do thudc chul van beta tac dung kéo dai nhu salmeterol. Bac
si chi nén phdi hop Fluticason/Salmeterol cho bénh nhan khong thé kiém soat con hen ddy du khi dung thude
kiém soat con hen khac (vi du: corticoid liéu thép dén trung binh dang hit) hodc nguoi c6 mic do bénh
nghiém trong rd rang mudn bét dau diéu trj véi 2 phuong phéap diéu tri duy tri.

Bénh tién trién xAu va giai doan cap

Khong khoi dau diédu tri bang Fluticason + Salmeterol & bénh nhan c6 dién tién bénh x4u di nhanh chéng
hoac ¢ giai doan hen phé quan/ COPD c6 kha nang de doa tinh mang. Fluticason+Salmeterol chua dugc

nghién ctru & bénh nhan hen phé quan cap hay COPD.
Tac dung phu nghiém trong trén ho hap cap trong do6 co ca tir vong da duge bdo céo khi ding salmeterol khoi

bénh nhan hen cép c6 tinh trang xau di (vi du: ting dang ké cac triéu ching, tang nhu cau hit vao, ding thudc
chu van beta tac dung ngén, giam dap tmg véi thude diéu tri thong thuong, ting nhu cau corticoid toan than,
phai cdp ctru gan day, chirc ning phdi x4u di). Ngoai ra ciing dd gap & 1 s6 it bénh nhan hen phé quan khong
tram trong. Dua vao c4c bao cdo nay, khong thé xac dinh salmeterol ¢ gdy ra tac dung phu trén hay khong.
Téang sir dung thudc chu van beta dang hit tac dung ngén 1a d4u hiéu con hen x4u di. Bénh nhan can duoc
danh gia lai ngay kem diéu chinh ché do diéu tri va xem xét dac biét kha ning thay thé liéu Fluticason +
Salmeterol dang ding bang liéu cao hon, bo sung thém corticoid dang hit, hodc bat dau dung corticoid toan
than. Khong nén sir dung Fluticason+Salmeterol nhiéu hon 1 14n hit x 2 1an/ ngay (sang va t6i).

Khong dung Fluticason+Salmeterol dé giam céc triéu chung cap (dung nhu thude cap ciru dé diéu tri con co
thit phé quan cap) ma nén dung thudc chu véan Beta tac dung ngén. Bac si phai ké don cho bénh nhén thude
chu van beta dang hit tac dung ngin (nhu albuterol) dé diéu tri cac triéu chung cdp, du sir dung

Fluticason+Salmeterol thudng xuyén 2 1an/ ngay (sang va tbi). '
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Khi bat dau diéu tri Fluticason+Salmeterol, bénh nhan da dung thubc chu van beta tac dung ngém thuong
xuyén duong udng hodc hit (4 1an/ ngay) nén duoc chi dan dé ngung sir dung thudng xuyén cac thude nay.
Sir dung qua liéu Fluticason+Salmeterol va sir dung véi cac thudc ddng van Beta tac dung kéo dai
Khong nén str dung Fluticason+Salmeterol vuot qua s6 1an hoac lidu cao hon so véi khuyén cdo, hoac két
hop véi thude chi van beta tac dung kéo dai khac vi ¢6 thé dan dén qua lidu. Thude c6 thé gay tac dung phu
dang ké & tim mach trén 1am sang va di c6 tir vong lién quan dén str dung qua nhiéu thudc cudng giao cam
dang hit. Bénh nhén sir dung Fluticason+Salmeterol khong nén diing thém thudc cha van beta tac dung kéo
dai (salmeterol, formoterol fumarat, arformoterol tartrat...) vi bat ky 1y do nao, ké ca ngira co thit phé quan
do tap luyén (EIB) hodc diéu tri hen phé quan, COPD.

Tac dung phu tai vi tri dang thudc

Nhiém khuan khu tri trong miéng va hong nhu Candida albicans d3 xay ra & bénh nhén sir dung Fluticason
+ Salmeterol. Néu nhiém khuén, nén diéu tri thich hop tai chd hoic toan than (vi du: khang nim duong ubng)
trong khi van diéu trj voi Fluticason+Salmeterol, tuy nhién, khong udng thudc diéu tri ndm ngay khi hit
Fluticason+Salmeterol. Nén stic miéng sau khi hit Fluticason+Salmeterol.

Viém phoi

Can canh giac kha ning tiang viém phdi & bénh nhan COPD vi dic diém 14m sang cua viém phdi va dot kich
phat thuong che 14p nhau. Nhiém khuan duong ho hdp dudi, ké ca viém phdi, da duoc bao cdo & bénh nhan
COPD sau khi hit corticoid (gdm fluticason propionat hodc Fluticasone+Salmeterol).

U'c ché mién dich

Ngudi dang ding thude e ché mién dich rat dé bi nhiém khuan hon ngudi khoe manh. Thily dau va soi, vi

du, c6 thé nghiém trong hon binh thudng hodc tham chi gy tir vong & tré nhay cam hodc ngudi 16n/sir dung

corticoid. Tré em hodc ngudi 16n chua mac hodc chua ¢d mién dich cac bénh nay ca oc cham £6c¢ dac biét

dé tranh phoi nhiém. Néu bénh nhan phoi nhidém véi thay dau, c6 thé du phong ban a Zoster globulin
mién dich (VZIG). Néu phoi nhim véi bénh séi, c6 thé du phong bang immunoglobulin (#G) tiém bap. Néu

bénh thuy dau tién trién, xem xét diéu tri bé'mg thude khang virus.

Nén sir dung Corticoid dang hit than trong, néu c6, & bénh nhan nhiém khuan lao tién trién hodc tiém an;’

nhiém ndm, vi khun, virus, ky sinh tring, herpex simplex toan than khong dugc diéu tri.
Bénh nhan dang diéu tri Corticoid dwong toan thin chuyén sang costicosteroid dang hit: Can chiam séc
dac biét vi da c6 tir vong do suy thuong than & bénh nhan hen phé quan trong khi va sau khi chuyén tir
corticoid duong toan than sang dang hit. Sau khi ngung corticoid duong ubng, can 1 vai thang dé phuc hoi
chirc nang tuyén yén-thuong than-ha doi (HPA).

Bénh nhan trude d6 da dung duy tri tir 20mg prednison tro 1én/ ngay (hodc dang tuong duong) ¢ thé nhay
cam nhat, dic biét khi giam corticoid dudng toan than gﬁn nhu hoan toan. Trong thoi gian trc ché HPA, bénh
nhan ¢6 thé c6 dau hiéu va triéu ching suy thuong than khi chan thuong, phiu thuat, hogc nhiém khuén (déc
biét 1a viém da day rudt) hodc céc tinh trang khac do mat dién giai nghiém trong.

Fluticason+Salmeterol c6 thé kiém soat triéu chirng hen phé quan trong giai doan nay & liéu khuyén cao, tuy
nhién thudc cung cép it hon lugng glucocorticoid sinh ly binh thuong toan than va KHONG gay hoat tinh
mineralocorticoid can thiét d& dbi pho véi truong hop cap ciru.

Khi cing thang (stress) hay con hen kich phat ning, bénh nhan da ngimg corticoid toan than can duoc huéng
dan dé tiép tuc udng corticoid (Ilwong 16n) ngay va lién hé voi bac si dé dugc huéng dan thém
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Sau khi chuyén sang Fluticason + Salmeterol dang hit, bénh nhan phai uéng corticoid truéc dé nén giam tur
tir bang cach giam liéu prednison hang ngay khoang 2.5 mg/tudn trong khi didu tri véi Fluticason +
Salmeterol. Theo ddi can than: chirc ning phdi (Thé tich khi thé ra ging strc trong 1 gidy dau tién [FEVI]
hoic do luu lugng dinh thé ra [PEF]), sir dung thudc chui van beta va céc triéu chimg hen phé quan trong qué
trinh ngimg dung corticoid dudng ung. Dé kiém soat d4u hiéu va triéu chimg hen phé quan, bénh nhéan phai
duoc theo ddi cac ddu hiéu va triéu chung suy thuong than: mét méi, suy nhuoc, budn nodn, ndn, ha huyét ap.

Céc tinh trang trudc do bi trc ché do dung corticoid toan than (viém mili, viém két mac, eczema, viém khop,
tang bach cau eosin) c6 thé xuat hién sau khi chuyén sang corticoid hodc Fluticason+Salmeterol dang hit.

1 s6 bénh nhan c6 thé gip cac tridu chimg do ngimg corticoid toan than (vi du: khép/ co bép dau nhirc, mét
moi, trdm cam) du duy tri hodc tham chi cai thién chirc nang ho hép.

Ting ning vo tuyén thwong thin va e ché tuyén thwong thin:

Fluticason propionat gitip kiém soat triéu chimg hen phé quan nhung tc ché chirc nang HPA it hon liéu diéu
trj twong dwong clia prednison. Vi fluticason propionat dugc hap thu vao méau va c6 thé ¢6 hoat tinh toan than
& liéu cao hon, loi ich giam thiéu rdi loan chirc niang HPA cuia Fluticason+Salmeterol chi c6 thé dat duoc khi
khong vuot qua liéu khuyén céo va diéu chinh dén liéu thap nhét c6 hiéu qua.

Su lién quan giita ndng do fluticason propionat huyét thanh va tac dung trc ché sy kich thich san xuét cortisol
duoc thé hién sau 4 tuan diéu tri voi fluticason propionat dang hit khi dung. Su nhay cam ctia mi bénh nhan
anh huong dén san xuat cortisol, bac si nén xem xét thong tin nay khi ké toa Fluticason+Salmeterol.

Bénh nhén diéu tri Fluticason+Salmeterol nén dugc theo ddi can than khi c6 bat ky béng chung nao vé anh
hudng toan than khi dung corticoid dang hit. Can cht y chiam séc dic biét cho bénh nhan sau phau thuat hoic
khi cang thang vi c¢6 ching ctr vo thuong than khong dap tng day du.

Tac dung corticoid toan than nhu ting ning vo tuyén thuong than va wc ché tuyén thuong than (ké ca suy
tuyén thuong than cép) ¢6 thé xuét hién & 1 s6 it bénh nhan, dic biét khi dung fluticason propionat lidu cao
hon khuyén céo kéo dai. Néu tac dung nay xay ra, nén giam liéu Fluticason+Salmeterol tir tlr, phti hop Vi
quy trinh giam corticoid duong toan than va kiém soat c4c triéu chig hen suyén.

Sit dung Fluticason+Salmeteron véi thude irc ché Cytochrom P450 3A4 manh: nhu ritonavir, atazdnavir,

clarithromycin, indinavir, itraconazol, nefazodon, nelfinavir, saquinavir, ketoconazol, khong
duoc khuyén khich vi ting tac dung corticoid toan than va tang tic dung phu trén tim macq ¢b S Kay ra.
Co thit phé quéan ngich thwong va triéu chirng dwong ho hép do Fluticason+Salmeterol {6 thé de doa

tinh mang. Can ngung thudc va diéu tri ngay véi thube gidn phé quan tic dung ngan dang hit va c6 liéu phap
thay thé. Céc triéu chimg & duong ho hép trén nhur co tht thanh quan, kich tmg hogc sung nhu tho kho khe,
ngat thd da dugc bdo cdo & bénh nhéan dung fluticason propionat va salmeterol.

Phan @rng qua mén ngay lap tirc: c6 thé xay ra sau khi dung Fluticason+Salmeterol véi biéu hién nhu may
day, phu mach, phat ban, co thit phé quan. Da c6 bao cdo vé phan ng phan vé & bénh nhan bi di Gmg véi
protein sita nghiém trong, cac bénh nhan nay khong nén dung Fluticason+Salmeterol.

Anh hwéng trén tim mach va hé thin kinh trung wong nhu: Kich thich thu thé beta qua muc kém co giat,
dau thit nguc, tang hodc ha huyét 4p, nhip tim nhanh dén 200 nhip/phit, loan nhip tim, cang thang, nhirc dau,
run, danh tréng nguc, budn nén, chéng mit, mét moi, khé chiu, mét ngu. Str dung Fluticason+Salmeterol

than trong ¢ bénh nhan roi loan tim mach, dic biét 1a suy mach vanh, loan nhip tim, ting huyét ap.
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Salmeterol c6 thé anh huong dang ké dén tim mach vé 1am sang khi do nhip tim, huyét ap, quan sat triéu
ching — thudng it gip khi dung salmeterol & liéu khuyén céo. Néu xay ra, c6 thé can ngung thudc. D3 c6 béo
c4o vé chét chi van beta gdy thay ddi dién tam dd: lam phéng song T, kéo dai khoang QTc, va ha doan ST.
Liéu cao salmeterol hit hoac udng (12-20 1an lidu khuyén céo) c6 lién quan dén kéo dai dang ké khoang QTc
trén 1am sang, trong dé c6 kha nang gy loan nhip that. Tir vong d dugc bio céo lién quan dén dung qua
nhiéu thubc cuong giao cam dang hit.

Gidm mat d) khoiang xwong (BMD): di dugc quan sit khi dung thudc chira corticoid dang hit kéo dai.
Bénh nhan c¢6 yéu t6 nguy co giam ham luong khoang xwong cao nhu bit dong kéo dai, tién sir gia dinh bi
lodng xuong, mén kinh, hiit thudc 14, 16n tudi, dinh dudng kém hoac sir dung thubc man tinh c6 thé 1am giam
khéi luong xuong (vi du: thude chéng co giat, corticoid dudong ubng) nén duoc theo ddi diéu tri. Vi bénh
nhan COPD thudng c6 nhiéu yéu t6 nguy co gy giam mét do xuong, khuyén cdo danh gia BMD trude khi
dung Fluticason+Salmeterol va dinh ky sau d6. Néu c¢6 giam dang k& BMD ma Fluticason+Salmeterol van 1a
thubc quan trong dé diéu tri COPD cho bénh nhan, nén xem xét sir dung thudc diéu tri hodc ngan ngura lodng
xuong.

Giam toc do ting trwdng & tré em: do anh hudng toan than cia corticoid dang hit c6 thé xay ra. Giam sat
su phét trién cta bénh nhi khi dung Fluticason+Salmeterol thudng xuyén (vi du: thong qua stadiometry). D&
giam thiéu tic dong toan than cia corticoid dang hit theo duong miéng ké ca Fluticason+Salmeterol, nén
chuan liéu dén liéu thap nhat c6 hiéu qua kiém soat tridu ching.

Glaucoma, duc thiy tinh thé, ting nhan ap: di duoc béo cdo & bénh nhan hen phé quan va COPD sau khi
ding corticoid dang hit tac dung kéo dai, ké ca fluticason propionat. Can giam sat chit ch& & bénh nhan c6
thay ddi thi gidc hodc ¢ tién sir ting nhan 4p, glaucoma va/ hodc duc thiy tinh thé.

Tinh trang bach ciu 4i toan va hoi chirng Churg-Strauss:

Mot s6 hiém bénh nhan dung fluticason propionat dang hit ¢ thé gap tinh trang bach cau 4i toan toan than.
Mt s ¢6 biéu hién viém mach 1am sang twong tmg vé6i hoi chimg Churg-Strauss - tinh trang thudng do diéu
tri corticoid toan than. Céc tac dung phu nay thudng lién quan véi giam va/ hodc ngimg diéu tri corticoid
dudng udng sau khi bt dau dung fluticason propionat nhung khong phai luén luon. Bach cdu ai toan nghiém
ay. Nén cdnh bao

6 thé xuat hién bach cau 4i toan, phat ban dang viém mach, triéu ching phéi té hon, bi g Am mach

trong ciing dugc bao cao khi dung corticooid dang hit khéc trong cung tinh trang 1am sa

va/ hodc bénh than kinh. Mdi quan hé nhan qua gitra fluticason propionat va céc tinh trang ¢o bay/chua duoc
thanh 1ap.

Tinh trang bénh di kém: Fluticason+Salmeterol nén dugc str dung than trong ¢ bénh nhan rdi loan co giat
hodc nhidm doc gidp, ngudi cé phan ting bt thuong véi cac amin cudng giao cam, dai thao dudng, keto acid.
Ha Kali huyét va ting dwong huyét

ChAt chu van beta c6 thé gay ha kali huyét dang ké & 1 s6 bénh nhan thong qua dan luu ni bao, tir d6 c6 kha
nang gdy tac dung phu trén tim mach. Giam kali huyét thuong thoang qua, khong can phai bd sung. Thay ddi
dudong huyét va/ hoic ha Kkali huyét dang ké thuong xay ra trong nghién ciu ldm sang voi
Fluticason+Salmeterol & liéu khuyén céo.

PHU NU CO THAI VA CHO CON BU

Kha ning sinh san: Khong cé dir liéu ¢ nguoi. Nghién cliru dong vat cho thay salmeterol hodc Fluticason

khéng c6 anh huong trén kha nang sinh san.




Phu nir c6 thai

Dir liéu trén phu nif mang thai (tir 300-1000 ngudi) cho thay salmeterol va Fluticason propionat khong gay di

tat cho thai nhi hodc gy doc bao thai/ tré so sinh. Nghién ciru dong vat da cho thdy doc tinh sinh san sau khi

dung chét chu van beta-2 va glucocorticosteroid.

Chi dung Fluticason+Salmeterol & phu nit mang thai néu loi ich du kién d6i véi ngudi me 16n hon bt ky

nguy co nao c6 thé xay ra cho thai nhi.

Nén str dung liéu Fluticason propionat thdp nhat c6 hiéu qua dé duy tri ddy dii kiém soat hen phé quan khi

diéu tri cho phu nit mang thai.

Phu nir cho con bu

Chua dugc biét salmeterol va Fluticason propionat c6 bai tiét qua sita me hay khong. Nghién ctru cho thdy

salmeterol, fluticason propionat va cac chat chuyén hoa duoc bai tiét vao sira chuét. Do do, khong thé loai trir

nguy co cho tré bu me. Phai quyét dinh ngung cho con bt hoac ngung diéu tri FLUDALT DUO dua trén loi

ich cia viéc cho tré¢ bi me hay lgi ich diéu tri cho me.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC: Cin lvu ¥ la

thudc c6 thé gy dau ddu, run, khé th, réi loan hanh vi, kich dong...do dé c6 thé anh huong dén kha ning

lai xe va van hanh may moc.

TUONG TAC THUOC

Chit e ché Cytochrome P450 3A4 manh (nhu ritonavir, atazanavir, clarithromycin, indinavir,

itraconazole, nefazodone, nelfinavir, saquinavir, ketoconazol, telithromycin) khong duoc khuyén cao su

dung vdi Fluticason+Salmeterol vi gdy tang tac dung corticoid toan than va tang tac dung phu trén tim mach.

Ritonavir: di ¢6 bao cdo vé tuong tac thudc cé y nghia lam sang & bénh nhan ding fluticason propionat va

ritonavir, dan dén tac dung corticoid toan than bao gdm hdi chimg Cushing va trc ché tuyén thuong than.

Ketoconazol:

- Fluticason propionat: Ding dong thoi fluticason propionat (1000mcg) dang hit va ketoconazol (200mg/
ngay 1 14n) d4n dén tang phoi nhiém fluticason propionat huyét twong va giam dién tich duéi duong cong

(AUC) cua cortisol huyét tuong nhung khong anh huéng dén bai tiét cortisol qua nudc t
- Salmeterol: Mic di khong c6 tac dung thong ké vé gia tri trung binh QTc, ding salmet chudg véi
ketoconazol ¢6 lién quan dén ting thoi gian QTc thuong xuyén hon so véi diing salmeterol va gi& dugc.
Chét e ché monoamine oxidase (IMAO) va thudc chong trim cam 3 vong:
Nén ding Fluticson/Salmeterol hét strc than trong & bénh nhan dang dung IMAO hay thudc chong trdm cam
3 vong, hodc ngung dung cac thudc nay trong 2 tuan vi hoat tinh clia salmeterol trén hé tudn hoan c6 thé
tang.
Thubc e ché Beta-adrenergic khong chi cé thé chin tic dong 1én phdi cua thudc chii van beta nhu
salmeterol, ma con gy co thit phé quan ning & bénh nhan tic nghén duong ho hip co thé hoi phuc. Do dé,
bénh nhén hen phé quan/ COPD khong nén diéu tri thudc trc ché beta thuong xuyén. Néu khong c6 lua chon
thay thé nao, c6 thé chdp nhan ding thudc (rc ché beta cho bénh nhéan; xem xét thude tc ché beta chon loc
trén tim du chi nén dung rat than trong.
Thuéce loi tiéu thii Kkali (thudc loi tiéu quai hay thudc loi tiéu thiazid) c6 thé gay thay déi dién tm do va/
hodc ha kali mau. Céc tinh trang nay cé thé té hon do dung thube chu van beta, dic biét khi vuot qua lidu dé
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nghi. Méc du lién quan 1dm sang cta cac tic dung nay khong dugc biét, can than trong khi diing chung thude
chii van beta véi thude loi tiéu khong co6 kali.

TAC DUNG KHONG MONG MUON

Cac tac dung phu do Fluticason propionat/ salmeterol dugc liét ké duéi day theo phan loai hé co quan va tan
sb - suy ra tir cac dit ligu thir nghiém 1dm sang va dinh nghia nhu sau: rat phd bién (> 1/10), thuong gip (>
1/100 va <1/10), it gdp (> 1/1000 va <1/100), hiém gip (> 1/10000 dén <1 /1000) va chua dugc biét (khong

thé udrc tinh tir dit liéu c6 sén). Ty 1¢ méc phai & nhém placebo khong duoc luwu y.

(cht yéu & tré em)

Phan loan hé co quan Tac dung khong mong mudn Tan s6
Nhiém khuéan va ki sinh | Nhiém Candida miéng va hong, viém phéi, viém phé quan | Thuong gap
trung
ROi loan hé thong mién | Phan ing qua man vdi cac biéu hién sau:
dich Phan g qua man trén da it gap
Phu mach (chu yéu phu mat va hau hong) Hiém gip
Triéu ching hd hép (kho tho) it gap
Co thét phé quan, phan tmg phan vé bao gdm séc phan vé | Hiém gap
Rai loan ndi tiét Hoi chimng Cushing, mit Cushingoid, trc ché tuyén thuong | Hiém gip
than, chdm ting truong va phat trién & tré em va thiéu
nién, gidam mat do xuong
R&i loan chuyén hoa va | Ha kali mau Thuong gép
dinh dudng Tang dudng huyét It gap
R6i loan tAm than Lo lang, rdi loan gic ngt It gap
Thay d6i hanh vi, gdm hiéu dong qua méc va cau kinh | Hiém gip

Tram cam, hung hang (chu yéu & tré em)

Chua dugc biét

nhuc gan

Rbi loan hé than kinh | Pau dau atlizho bién
trung wong Run it ; /
ROi loan mat Duc thily tinh thé it gap ¥
Bénh tdng nhan ap Hiém gap
R&i loan tim Panh trong nguc, nhip tim nhanh it gap
R6i loan nhip tim (bao g6m nhip nhanh trén that va ngoai Hiém gép
tam thu).
Rung nhi, dau thit nguc It gap
Rbi loan hé hap, long | Viém mii hong R4t pho bién
nguc va trung that Kich tmg hong, khan tiéng, viém xoang Thuong gap
Co that phé quan nghich thuong Hiém gap
R&i loan da va cac md | Vét tham tim Thuong gép
dudi da
Co xuong va md lién két | Chudt rat co, gdy xuong sau chan thuong, dau khép, dau | Thudng gip

e’
N

@ CREMS

4

8
-

\‘ i {
3 Ay
_\ @S



Run, danh tréng nguc, dau dau da dugc bao cdo nhung chi thoang qua va giam khi ding thude thudng xuyén.
Khan giong, nhiém candida (nam) & miéng va hong c6 thé xay ra & 1 sé bénh nhan dung Fluticason
propionat. Stic miéng vé&i nudc sau khi sir dung c6 thé giam tac dung phu nay. C6 thé diéu tri triéu ching
nhiém candida bang thudc khang nam tai chd trong khi dung fluticason+salmeterol.

Tré em: Téac dung phu toan than co thé gém: hoi chimg Cushing, mét Cushingoid, trc ché tuyén thuong than,
cham phat trién & tré em/thiéu nién, cam thdy lo au, rdi loan gidc ngu, thay déi hanh vi (nhu hiéu dong qua
muc, cau kinh).

Tac dung khong mong mudn sau khi lru hanh: duoc ghi nhan khi sir dung Fluticason va/hodc Salmeterol
khong phu thude vao chi dinh:

R6i loan tim mach: loan nhip tim (gém rung tdm nhi, ngoai tdm thu, nhip nhanh trén thét), nhip nhanh that.
R&i loan ndi tiét: hoi ching Cushing, mat trang ram, giam toc do phat trién & tré em/ thanh thiéu nién, tdng
nang tuyén thuong than.

R&i loan mat: ting nhan ép.

R6i loan tiéu hoa: dau bung, kho tiéu, kho miéng.

Réi loan hé mién dich: phan ting qua man tiic thoi va quéa man cham (ké ca phan tmg phan vé rt hiém gip).
phan tmg phan vé rat hiém gip ¢ bénh nhén di timg véi protein sita nang.

Réi loan chuyén héa va dinh dudng: ting duong huyét, tang can.

Réi loan co xuong, mo lién két, xuong: dau khop, chudt rat, viém co, lodng xuong.

R6i loan hé than kinh: di cam, bon chon.

R&i loan tam than: kich dong, hung hang, trim cam. Thay dbi hanh vi: hiéu dong qua muec, dé bi kich dong
(rat hiém gap) - cha yéu & tré em.

R&i loan hé sinh san va via: Pau bung kinh.

R&i loan hé hd hip, nguc va trung that: xung huyét nguc, tirc nguc, kho thé, phit mat va hau hong, co thit

phé quan ngay lap tirc; co thit phé quan nghich thuong, viém khi quan, the kho ac trigu chirng duong

hé hép trén do co thét thanh quan, kich (g, hodc sung nhu thd kho khe hodc nghet
Réi loan da va mé duéi da: mau bam, viém da do anh sang. \
R6i loan mach mau: xanh xao.

Théng bdo cho bdc sy cdc tic dung khong mong muén gdp phii khi siv dung thudc

QUA LIEU VA XU TRi

Khong ¢6 dir liéu ¢6 sin tir cac thir nghiém 14m sang vé qua liéu Fluticason+Salmeterol, dit liéu qué lidu cua
2 hoat chat riéng biét nhu sau:

DAu hiéu va triéu chimg qué liéu salmeterol: run, nhirc dau, tim dép nhanh. Thudc d6i khang thich hop 1a cac
thudc chen thu thé beta chon loc trén tim, nén duoc dung than trong & bénh nhén cé tién sur co that phé quan.
Khi phai ngung diéu tri qua lidu chét chii van beta, can can nhic sir dung céc thude steroid thay thé thich hop
khac. Ngoai ra, ha kali mau c6 thé xay ra va bd sung kali can dugc xem xét.

Qua liéu cap Fluticason propionat dang hit c6 thé din dén (e ché tam thoi chirc nang thuong than. Khong can
didu tri cAp ctru vi chic ning thuong than s& phuc hdi trong vai ngay, duoc x4c dinh bing cach do ndng do

cortisol huyét tuong.
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Qué liéu man tinh do hit fluticason propionat: Nguy co trc ché thuong thén - theo ddi su hoi phuc thugng
than 1a can thiét. Truong hop qua liéu Fluticason propionat, viéc diéu tri FLUDALT DUO van c6 thé tiép tuc
voi liéu thich hop dé kiém soat triéu chung.

PONG GOI: Chai HDPE chira 60 vién nang, dong trong bao nhém kém 1 g6i hat 4m, sau do doéng gbi vao
hop carton kém 1 dung cu hit bang plastic.

HAN DUNG: 24 thang, ké tir ngay san xuat.

BAO QUAN: 4 nhiét do dusi 30°C.

DE XA TAM TAY TRE EM

POC KY HUONG DAN SU DUNG TRUOC KHI DUNG

THUOC NAY CHI DUNG THEO TOA CUA BAC ST

NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST HOAC DUQOC
Nha san xuit: LABORATORIOS LICONSA S.A - Avenida Miralcamp
Azuqueca de Henares 19200 Guadalajara, Tay Ban Nha
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THONG TIN CHO BENH NHAN
1. Tén sian pham: FLUDALT DUO 250 mcg / 50 mcg
2. Cac khuyén céo
Doc k§ huéng dan st dung trude khi ding
Pé xa tam tay tré em
Thong bdo ngay cho bac s§ hodc duge s§ nhitng tac dung khong mong mudn gip phai khi sir dung
thudc
Thubc nay chi ding theo don cua bac si
3. Thanh phan, ham lwong ciia thudc:
Hoat chat: Fluticason propionat 250meg va Salmeterol Xinafoat 72,5mcg tuong duong véi
Salmeterol 50mcg.
Td dugc: Lactose monohydrat
4. M6 ta san phim: Vién nang khong mau chtra bot mau trang hodc tring nga
5. Quy cach déng goi: hop 1 chai HDPE chira 60 vién nang kém 1 dung cu hit
6. Thudc ding cho bénh gi:
FLUDALT DUO 250mcg / 50mcg c6 chira 2 hoat chét fluticason propionat va salmeterol:
« Fluticason propionat 1a corticoid 1am giam phu va kich thich phdi.
« Salmeterol 1a 1 thubc gidn phé quan tic dung kéo dai. Thude gidn phé quan giup duong dan khi c6
trang thai m& gitp khong khi ra vao phdi dé dang. Céac tac dung kéo dai trong it nhit 12 gio.
Thudc ¢6 tac dung phong ngira cac van dé hd hap nhu:
« Hen phé quan
« Bénh phéi tic nghén mén tinh (COPD): Fluticason+Salmeterol 500mcg/50meg 1am giam s6 luong
bung phat céc triéu chimg COPD.

Quan trong nhét 1a phai str dung thudc hang ngay theo ding chi din cta baasi, gitip danrbao ring
thudc c6 tac dung kiém soat bénh hen phé quan hodc COPD cua ban. |
Fluticason+Salmeterol gitip phong ngira con khé thé va thd kho khe sap xay raJ Tuy nhién, thude
khong co6 tac dung khi dang kho tho hay kho khe, truong hop nay, can st dung 1 thude gidn phé
quan tac dung nhanh nhu salbutamol.

7. Nén dung thudc nay nhw thé nao va liéu lwong:

Lu6n ludn st dung thube dung nhu bac si/ dugc si da hudng dan. Kiém tra véi bac si/ duge st néu
ban khong chéc chan vé lidu hodc cach sir dung. Str dung thudc nay mdi ngay dén khi bac si khuyén
nén dung lai. Khong vuot qua lidu khuyén dung.

Bénh hen phé quan

Ngudi 16m va thanh thiéu nién tir 12 tudi tro 1én:

« 1 lidu hit Fluticason+ Salmeterol 100mecg/50 meg/lan x 2 1an/ ngay

« 1 lidu hit Fluticason+ Salmeterol 250meg/50 meg/lan x 2 1an/ ngay

+ 1 lidu hit Fluticason+ Salmeterol 500mcg/50 mcg/lan x 2 1an/ ngay

Tuy theo tinh trang bénh va theo chi dinh cua bac si.

Tré em tir 4 - 12 tudi:

+ 1 lidu hit Fluticason+Salmeterol 100meg/50 mcg/lan x 2 le‘igégféy. Ll %‘Z eYe
Tré em dudi 4 tubi: khong dung thube nay Q’\ 2 C Vi ;-33 it
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Nguwoi 16n mic bénh phéi tic nghén man tinh (COPD)

« 1 lidu hit Fluticason+Salmeterol 500mcg/50meg/lan x 2 1an/ngay

Triéu chimg bénh c6 thé duoc kiém soat tét bang cach ding thude 2 1an/ngay. Sau do, béc si c6 thé
quyét dinh giam liéu con 1 1an/ngay. Lidu c6 thé thay dbi:

« dung 1 1an vao ban dém - néu ¢6 cac triéu ching ban dém

« dung 1 14n vao bubi sang - néu 6 céc triéu chiing ban ngay.

Phai tuan theo huéng dan clia bac si vé s6 1an dung thube va thoi gian ubng thude.

Bac si s& thuong xuyén kiém tra cac triéu chting ctia ban. Néu bénh hen phé quan hodc tinh trang
thé tré nén t& hon nhu cam thay thd kho khé hon, tirc nguc thudmg xuyén hon hodc c6 thé phai st
dung nhiéu hon thudc gidn phé quan tac dung nhanh, thong béo cho bac si ngay lap tirc. Néu bét ky
tinh trang ndo xay ra, nén tiép tuc ding Fluticason+Salmeterol nhung khong tang lidu dang dung.
Tinh trang hen phé quan c6 thé trd nén té hon va c6 thé trd nang. Nén dén gap bac si ngay khi cén
diéu tri thém.

Huwéng dén siv dung thiét bi ,

« B4c si, y t4 hodc dugc si s& huéng dan sir dung dung cu hit va kiém tra cach ban sir dung dung cu
hit theo thoi gian. Khong sir dung thude dung cach c6 thé ddng nghia 1a thude khong gitup ngan nglra
bénh hen phé quan hoic COPD.

1. Mo nép bao vé. 2. Gitr chat phe“m dé, van dau ngém theo hudng
miii tén d€ mo.
2]
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3. L4y mot vién nang dat vao khoang trong hinh | 4. Van dau ngam dé d(’)n\w dén khi nghe
vién thubc & dé dung cu hit. Chi ldy thudc khoéi | tiéng tach.
bao bi trude khi sur dung.
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5. Giir 6ng hit thang dung, 4n 1 1an duy nhét vao 2 | 6. Tho ra manh.
nut dé choc thung vién nang. Tha tay ra. 6]
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7. Dat diu ngam cua Ong hit vao miéng va hoi | 9. Néu nghe thdy tiéng kéu trong khoang,
nga dau vé phia sau. Ngam kin méi va hit vao hit vao cang lau cang tét. L4y ong hit
bang miéng that nhanh va sau hét mic co thé. khoi miéng, thd binh thuong.
Thubc s& vao phdi. Néu khong nghe tiéng kéu do | 10. M& ng hit, kiém tra bot thude trong vién
nang quay trong khoang chira, c6 thé vién nang da nang, néu con bot thude thi 1ap lai budce
bi méc ket trong khoang. Khi d6 nén mé 6ng hit, 6,7,8.
lay vién nang bang cach ndy ra khoi khoang chtra. | 11. Sau khi sir dung, thdo bo vién nang va
Khong ldy ra bang cach bdm nut nhiéu lan lién dong 6ng hit.
tuc. 12. Néu can lam sach 6ng hit, lau éng hit va
.ﬂ/,m, khoang chtra vif‘:n nang bang khin kho
/ /}L hodc ban chai mém sach.
g

Néu ngirng si dung fluticason+salmeterol

Piéu quan trong nhét phai luu y 1a ding thudc mdi ngdy theo diing chi din va dung liéu luong dén
khi béac si bao ban dimg lai. Khong duoc dot ngot dimg hodc giam liéu thude vi tinh trang bénh c6
thé tdi té hon va c6 thé xay ra cac tic dung phu rat hiém gap nhu sau:

* Bau bung

* Mét moi va chan an

* Bénh tat va tiéu chay

* Giam can

« Nhtrc ddu hodc budn ngi

« Nong d6 kali trong mau thap

« Huyét 4p thap va co giét

Rét hiém gdp nhung néu bi nhiém khuén hoic bi cing thang qua mirc (nhu sau tai nan nghiém trong

hozc néu phai phau thuat), ban ¢6 thé mic céc tc dung phu tuong tu.

Dé ngan ngira cac tridu chung xay ra, bac si c6 thé ké don corticosteroid thém prednis 6n).
Néu muén biét thém thong tin vé viée str dung thude, xin hoi bac si, duge si hodc
8. Khi nao khong nén ding thudc nay:

Khong nén dung thudc nay néu man cam vai hoat chit chinh hoic bat ky ta duoc nao cia thude, qua
man vdi protein sita, dang diéu tri tinh trang hen hogc dot cép cua hen phé quan va COPD khi can
diéu tri tich cuc

9. T4c dung khong mong mudn

Tuong tu céac loai thude khac, thube nay co thé gdy ra tac dung phy, mic du khong phai tat ca moi
ngudi déu méc tac dung phu. Pé giam nguy co tac dung phu, béc si s& ké toa lidu thdp nhat cua
Fluticason+Salmeteol dé kiém soat bénh hen phé quan hodc COPD.

Phan @ng di wng: hoi tho dot nhién tré nén x4u di sau khi str dung Fluticason+Salmeterol, kho khe,
ho, ngra va sung (thuong & mat, moi, ludi hodc hong). Néu xay ra phan ung nay hodc xdy ra dot
ngdt sau khi str dung Fluticason+Slameterol, thong béo cho bac si ngay 1ap tirc. Phan ung di ung voi
Fluticason+Salmeterol thuong it gép (anh hudng it hon 1 trong 100 nguoi).

Cic tac dung phu khac: \) - %‘g %,@%% @
RAt thwong gip (anh huéng hon 1 trong 10 ngudi) (\ g W 3%;* '
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« Nhtre déu, tinh trang nay sé& t6t hon néu tiép tuc diéu tri.

« Tang sb lugng méc cam cum da duogce béo cdo & bénh nhan COPD.

Thwong gap (anh huwdng it hon 1 trong 10 nguoi)

« Tua miéng, hong, dau ludi, khan giong va rat c6 hong. Sau khi st dung thudc c6 thé stic miéng
ngay voi nude c¢é thé giup giam tac dung phu. Béc si ¢6 thé ké toa 1 loai thudc chdng ndm & diéu
tri cac bénh tua miéng.

« Nhtre, sung khép va dau co bép.

« Chudt rut co bap.

Céc tac dung phu sau ddy ciing da duoc bao cdo & nhimg bénh nhan méic bénh phéi tic nghén man
tinh (COPD):

« Viém phdi, viém phé quan. Thong bao cho bac si néu nhan thiy bit ky triéu chung nao sau day:
tang luong dam, thay ddi mau sic dam, sdt, én lanh, ho tang 1én, ting kho tho.

« Bam tim va gdy xuong.

« Viém xoang (c6 cam giac cing mili, ma va phia sau mat, d6i khi dau nhoi).

« Giam luong kali trong méau (c6 thé nhan thdy nhip tim khong déu, yéu co, chudt rut).

it giip (dnh hwéng it hon 1 trong 100 nguoi)

« Tang luong duong (glucose) trong mau (ting dudng huyét). Néu ban bi dai thao duong, theo dai
dudng huyét thuong xuyén hon va c6 thé can diéu chinh phac db diéu tri bénh d4i thao duong thong
thuong.

« Mit c6 mang may.

* Nhip tim nhanh.

« Run rdy, nhip tim khong déu hodc nhanh — cac tac dung nay vo hai va giam khi tiép tuc diéu tri.
* Tirc nguc.

« Cam thdy lo lang (chu yéu xay ra & tré em).

* Ngu khong ngon

* Phat ban.

Hiém (anh hwong it hon 1 trong 1000 ngwoi)
+ Khé thé hodc thd kho khe tdi t& hon sau khi uéng Fluticason+salmeterol. Néu , ng¥fng sur

dung thude. Str dung thude gidn phé quan tac dung nhanh va thong bao cho bac
« Fluticason+Salmeterol c¢6 thé anh huéng dén san xuat hormon steroid binh thudng trong co thé,
dic biét néu ban da dung thude trong thoi gian dai. Cac tic dung phu gom:

- Lam cham phat trién 6 tré em va thanh thiéu nién

- Lodng xuong

- Tang nhan ép

- Tang can

- Mt trang ram (hdi chting Cushing)
Bac si s& kiém tra thuong xuyén vé bét ctr phan ung phu nao va chic chén ring ban dang ding liéu
Fluticason+Salmeterol thip nhét dé kiém soat hen suyén.
« Thay déi hanh vi (c6 nhimg hanh dong bat thuong va bi kich thich - chu yéu xay ra ¢ tré em).
« Nhip tim khong du hodc loan nhip tim. Théng béo cho bac s nhung khong duoc ngimg thube trir

khi bac si yéu cau dimg. {fi\ )’ G %"} ;ﬁe‘% éz“’“
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Chua dwoc biét nhwng c6 thé xay ra:

Tram cam, gay hin, c6 kha ning xay ra & tré em.

Néu bat ky tac dung phu nao trd nén nghiém trong, hodc néu nhén thiy tac dung phu nao khong

duogc liét ké & day, xin thong bao cho bac si/ duoc si.

Tac dung khong mong mudn sau khi lvu hanh: duoc ghi nhan khi dung Fluticason va/hodc

Salmeterol khong phu thudc vao chi dinh:

Réi loan tim mach: loan nhip tim (gdm rung tm nhi, ngoai tdm thu, nhip nhanh trén thét), nhip

nhanh thét.

Roi loan ndi tiét: hoi ching Cushing, mit trang ram, giam toc do phat trién & tré em/ thanh thiéu

nién, tang nang tuyén thuong than.

Réi loan mét: tang nhan ap.

Réi loan tiéu hoa: dau bung, kho tiéu, kho miéng.

Réi loan hé mién dich: phan tmg qui mén tirc thdi va qua min cham (ké ca phan tmg phan vé rat

hiém gap). phan tmg phan vé rat hiém gap & bénh nhan di ung vdi protein sira nang.

R&i loan chuyén hoa va dinh dudng: ting duong huyét, tang can.

R&i loan co xuong, mé lién két, xwong: dau khép, chudt rat, viém co, lodng xuong.

R6i loan hé than kinh: di cam, bon chon.

Ri loan tAm than: kich dong, hung hang, trAm cam. Thay ddi hanh vi: hiéu dong qua mirc, dé bi

kich dong (rat hiém gip) - cha yéu & tré em.

R6i loan hé sinh san va va: Pau bung kinh.

Réi loan hé ho hap, nguc va trung thit: xung huyét ngue, tirc nguc, kho thd, phit mat va hau hong,

co that phé quan ngay lap turc; co thit phé quan nghich thudng, viém khi quan, thé kho khe, cac tridu

chtng duong hé hap trén do co thét thanh quan, kich umg, hodc sung nhu thd kho kheé hodc nghet

tho.

Réi loan da va md dudi da: mau bam, viém da do anh sang.

R&i loan mach mau: xanh xao.

10. Nén tranh dung nhirng thudc hoidc thwe pham gi khi dang si dung thude pay

Thong bao cho bac st hodc dugc si néu ban dang sir dung hoac vira méi dun ng thube

nao khéc. Luu y v6i nhitng thude sau:

Chit e ché Cytochrome P450 3A4 manh (nhu ritonavir, atazanavir, clarithromycin, indinavir,

itraconazole, nefazodone, nelfinavir, saquinavir, ketoconazol, telithromycin) khong duoc khuyén

c4o st dung voi Fluticason+Salmeterol vi gdy tang tac dung corticoid toan than va tdng tdc dung

phu trén tim mach.

Ritonavir: d3 c6 bdo cdo vé twong tic thudc co y nghia ldm sang & bénh nhan dung fluticason

propionat va ritonavir, din dén tac dung corticoid toan than bao 2dm hdi chimg Cushing va tic ché

tuyén thuong than.

Ketoconazol:

- Fluticason propionat: Dung ddng thoi fluticason propionat (1000mcg) dang hit va ketoconazol
(200mg/ ngay 1 1dn) dan dén ting phoi nhiém fluticason propionat huyét twong va giam dién tich
dudi dudng cong (AUC) ctia cortisol huyét twong nhung khong anh huéng dén bai tiét cortisol

qua nudc tiéu. '“:ﬂ‘ } («a },_% t m{w
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- Salmeterol: Mgc du khong c6 tac dung théng ké vé gia tri trung binh QTc, dung salmeterol
chung véi ketoconazol ¢6 lién quan dén ting thoi gian QTc thuong xuyén hon so vai dung
salmeterol va gia duogc.

Chit irc ché monoamine oxidase (IMAO) va thuéc chéng trAm cam 3 vong:

Nén dung Fluticson/Salmeterol hét strc than trong & bénh nhan dang dung IMAO hay thudc chdng

trdm cam 3 vong, hodc ngung dung cac thube nay trong 2 tudn vi hoat tinh cua salmeterol trén hé

tuan hoan c6 thé tang.

Thudc e ché Beta-adrenergic khong chi ¢6 thé chan tac dong 1én phdi ctia thue chu van beta nhu

salmeterol, ma con gay co thit phé quan ning & bénh nhén tic nghén duong ho hép c¢6 thé hdi phuc.

Do d6, bénh nhan hen phé quan/ COPD khong nén diéu tri thude e ché beta thuong xuyén. Néu

khong c6 lua chon thay thé nao, cé thé cha‘ip nhan dung thudc e ché beta cho bénh nhén; xem xét

thudc tre ché beta chon loc trén tim du chi nén dung rat than trong.

Thude lgi tiéu thai Kkali (thudc lgi tiéu quai hay thude lgi tiéu thiazid) c6 thé gay thay déi dién

tam dd va/ hodc ha kali mau. Céc tinh trang nay c6 thé & hon do dung thudc chi van beta, dic biét

khi vuot qua liéu dé nghi. Mac du lién quan lam sang cua céc tac dung nay khong duoc biét, can
than trong khi dung chung thubc cht van beta véi thude loi tiéu khong c6 kali.

11. Can lam gi khi mét 1in quén dang thudc:

Néu quén thubc, bo qua liéu da quén, dung lidu tiép theo khi dén thoi gian dung thude. Khong dung

2 lidu cung luc.

12. Cin bao quan thudc nay nhw thé nio:

O nhiét d6 dudi 30°C, trong bao bi gbc.

Tranh xa tim tay tré em

Khong str dung thubc sau ngay hét han in trén bao bi.

Khong bo thube vao ngudn nude hodc rac thai sinh hoat, héi y kién duge si vé cach bo thude khong

con st dung. Diéu nay gitip bao vé moi truong.

13. Nhirng triéu chirng va dau hi¢u khi ding thudc qua liéu

Quan trong 14 phai st dung dung cu hit theo huéng dan. Dau hiéu qu4 liéu: ti aph hon binh

thudng va run rdy, nhirc du, suy nhuge co bip va cac khép dau.

14. Cin phai 1am gi khi diung thudc qua liéu khuyén cio:

Néu sir dung qua lidu kéo dai, nén thong bao cho bac si hodc duge si dé duoc tu van vi qua lidu ¢c6

thé 1am giam luong hormon steroid dugc san xuat boi tuyén thuong thén.

15. Nhirng diéu cin théin trong khi ding thudc nay:

Tham kham va néi chuyén voi bac si, dugce si hodc nhan vién y té trude khi str dung fluticason +

salmeterol.

Béc si s& kiém tra té cac bénh ly sau:

« Bénh tim mach, ké ca nhip tim bat thuong hozc nhanh

« Tuyén giap hoat dong quéa mirc

« Huyét 4p tang

« D4i thao dudng (thude c6 thé lam ting luong dudng trong mau)

« Kali mau thap ;Q\ e
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Néu da timg c6 bat ky tinh trang nao ké trén, thong bao cho béc s trudce khi st dung thude.

Mang thai hoac cho con bu va kha ning sinh san:

Néu ban dang mang thai hoac cho con bu hodc nghi rang c6 thé mang thai hodc dang c6 ké hoach c6
con, hoi béc st hodc duge si dé duge tu van trude khi dung thudc nay.

Kha niing li xe va sit dung may méc: Can luu ¥ 13 thude co thé gay dau dau, run, kho tha, réi
loan hanh vi, kich dong...do d6 c6 thé anh huéng dén kha nang l4i xe va van hanh may moéc.

16. Khi nao cin tham van bac sy, dwoc s§:

Tham vin bic si:

- Truée khi sir dung thube

- Néu c6 bét ky tac dung phu nao

- Néu tinh trang bénh dién tién xau hodc tram trong hon

- Néu dang sir dung, vira méi sir dung hogc mubn st dung bét ky thude nao khac

- Néu ¢6 cac ddu hiéu qua liéu

17. Han dung cua thude: 24 thang ké tir ngay san Xudt

18. Tén, dia chi, biéu twong (néu c6) cita co' s& san xuat
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19. Ngay xem xét sira dbi, cap nhat lai ndi dung hwéng din sir dung th
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