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1. THANIBRAN CONG THUC THUOC

Moi vién chiva:

Thanh phdn hoat chdt:

Formotertl himarat dibhydrat (MICHONIEed).umanununmimisamsinisssi s 0,012 mg.

............................. SR A KRR AN R AR e S R A m sk a R mr e U O NI,

Thanh phdn td dwoc: Lactose monohydrat (Lactohale LH 200), lactose monohydrat (Sorbolac
400), vo nang cimg gelatin (nang s6 3).

2. DANG BAO CHE
B4t hit chira trong nang cing.

Budesonid (micronized)

MB® ti dang bio ché:

Vién nang trong sudt khéng mau chira bdt thude mau tring hodc gan nhu tring.

3. CHI PINH

Bénh hen suyén: Puoc chi dinh trong diéu tri thudng xuyén bénh hen suyén cho ngudi 16n va
thanh thiéu nién tir 12 - 17 tudi khi sit dung két hop corticosteroid dang hit va thudc chi van B-2
adrenergic c6 téc dung kéo dai dang hit 12 phit hgp cho cic dbi twgng sau:

- Bénh nhan khong duge kiém soét tdt bing corticosteroid dang hit va thude chi vén p-2 adrenergic
dang hit tac dung ngén sir dung “khi can thiét” .

- Bénh nhan da duoc kiém soat tot bang ca corticosteroid dang hit va thube chu -2 adrenergic tac
dung kéo dai.

Bénh phdi tic nghén man tinh (COPD): Diéu tri triéu chimg cho ngudi 16n tir 18 tudi tré 1én
mic COPD ning (FEV1 <70% so v&i gid tri binh thudmg uéc tinh) (sau khi diing thube gidn phé
quén) va c6 tién sir nhiéu 1an ¢6 con kich phat mic du da dugc diéu tri thuong xuyén bing thudc
gian phé quan.

4. LIEU DUNG, CACH DUNG

Liéu diing

Bénh hen suyén

Budesonid/Formoterol khdng dung dé diéu tri khéi dau cho bénh hen suyén. Liéu cin dung cia
budesonid hodc formoterol cin duoc diéu chinh theo mirc d6 ning ctia bénh. Cén luu y diéu nay
khéng chi khi bt ddu diéu tri két hop ma con khi diéu chinh lidu duy tri. Néu mét bénh nhan cin
phdi hop lidu khéc véi lidu trong phdi hgp Rolastym Combi 400meg/12meg, liéu thich hop clia
thudc chii van B-2 adrenergic va/hoic corticosteroid nén duge diing trong dng hit riéng.

Liéu dung khuyén cdo:

- Ngudi 1én (tir 18 tudi trér 18n): 1 hit, 2 1dn/ngay. Mét sb bénh nhan cé thé cin lidu téi da 2 hit/lan,
2 lan/ngay.
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- Thanh thiéu nién (12-17 tudi): 1 hit/lan, 2 lan/ngay.

Bénh nhan nén dugc bac si ti danh gid thudng xuyén dé lidu luong budesonid/formoterol van
duge duy tri & mire ti wu. Liéu lugng nén duge diéu chinh dén liéu thap nhat ma véan duy tri duoc
hiéu qua kiém soat céc triéu ching. Khi duy tri duge hiéu qua kiém soét céc triéu chimg lau dai
v6i liéu hrong khuyén cdo thip nhét, bude tiép theo c6 thé tinh dén viée ding corticosteroid dudmg
hit riéng leé.

Sau khi kiém soat duoc cdc triéu chimng vdi phac dd dung thube 2 l?&m’ngéy, c6 thé diéu chinh dén
liéu thip nhit c6 hiéu qua bing céch sir dung budesonid/formoterol mét 1in m&i ngay, néu theo ¥
kién cua bac si diéu tri 1a van cin dung thuéc gian phé‘ quan tac dung kéo dai dé duy tri kiém soat
hen.

Viée gia ting str dung thude gidin phé quan téc dung nhanh don chit cho thiy tinh trang trim trong
hon va can danh gia lai phac dbd diéu tri hen suyen.

- Tré em duéi 6 tudi: Khong khuyén cdo diing thube cho tré em dudi 6 tudi.

Rolastym Combi 400 mcg/12 mcg Capsules With Inhalation Powder chi nén dugc str dung nhu phéc
8 duy tri. C6 thé sir dung céc ndng d6 thip hon khi didu tri duy tri va 1am giam céc triéu ching
khi can thiét.

Bénh phc‘;i tic nghén man tinh (COPD)

Liéu dung khuyén céo:

Ngudi 16n: 1 hit/lan, ngay 2 1an.

Doi twong dic biét

Khéng cin diing liéu dic biét cho bénh nhén cao tudi. Khong ¢ dit liéu nao vé viée sir dung
budesonid/formoterol & nhitng bénh nhan suy gan hodc suy thdn. Vi budesonid va formoterol chu
yéu duoc dao thai qua qua trinh chuyén hoéa & gan nén ndng d6 thudc s& ting & nhimg bénh nhan
X0 gan nang.

Cich ding

Dung duong hit.

Poc kj hudng din sik dyung trueée khi ditng

Lam theo huéng dan minh hoa dé biét cach sir dung Rolastym Combi 400 mcg/12 meg Capsules
With Inhalation Powder bing dung cu hit. Vién nang budesonid/formoterol chi duge sit dung vai
dung cuy hit kém trong bao bi.

Vién nang chi dugce 14y ra khoi khoi bao bi va duogc sir dung ngay dé thude khong bi anh hudong
boi do Am tir tay hodic moi truomg. Phai dam bao tay hoan toan kho dé thudc khong bi &m. Canh
bao: Khong ubng vién nang. Str dung bdt clia vién nang chi dé hit.

1. M& nép bao vé

2. Giir chit phan dé, vin dédu ngdm theo hudng mii tén dé mo.
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" 3. Ly mdt vién nang dat vao khoang trong hinh vién thudc & dé
R dung cu hit. Chi l4y thudc khéi bao bi trude khi st dung.

4. Vin dau ngim dé dong lai cho dén khi nghe tiéng tach.

5. Giit ong hit thang ding, 4n 1 lan duy nhat vao 2 nit d& choc
thung vién nang. Tha tay ra.

n

6. Tho ra manh

7. Dat du ngam cua 6ng hit vao miéng va hoi nga dau vé phia
sau. Ngam kin mdi va hit vao bing miéng that nhanh va siu hét
mite ¢6 thé. Thube s& vao phdi. Néu khong nghe tiéng kéu do nang
Ly quay trong khoang chira, c6 thé vién nang da bi mic ket trong
5/ | khoang. Khi d6 nén ma émg hit, 14y vién nang bing cach ndy ra
khoi khoang chira. Khong 4y ra bing cach bam niit nhiéu lan lién
tuc.

8. Néu nghe thiy tiéng kéu trong khoang, hit vao cang lau cang
t6t. 14y dng hit khoi miéng, chd binh thudng. Md dng hit, kiém tra
bét thudc trong vién nang, néu con bot thube thi lap lai budc 6,7.8.

9. Sau khi sir dung, théo bo vién nang va déng ong hit
10. Néu can lam sach ong hit, lau dng hit va khoang chira vién

nang b%mg khin khd hoiic ban chai mém sach, khong rira thiét bi
bing nudc.

Stic miéng v&i nrde sau khi sir dung thude dé giam thiéu nguy co nhiém nim & hau — hong.
Bénh nhan c6 thé khéng cam nhén vi thudc hoc khong cam thdy c6 thube sau khi hit vi lugng
thube trong mdi lidu rét nho.

5. CHONG CHI PINH

Bénh nhan man cam véi cac hoat chit hodc bat ky thanh phan nao cia thude.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Canh bao

Lidu lwgng nén duge giam dan khi céc triéu ching hen suyén dugc kiém soat. Nén sir dung lidu

l"'l “.

H2)



https://trungtamthuoc.com/

budesonid/formoterol thip nhit cé hiéu qua.
Bénh nhén dugc khuyén nén luén mang theo thuée kém binh hit.

Bénh nhan nén ghi nhé ding Rolastym Combi 400 meg/12 meg Capsules With Inhalation Powder
theo dung chi dinh, ngay ca khi khdng c6 triéu ching.

Pé giam thidu nguy co nhiém nédm candida & hau hong, bénh nhén cin dwgc huéng din sic miéng
v6i nude sau khi hit thude.

Nén giam dén li¢u khi ngirng diéu tri va khong dimg thude dot ngdt.

Céc tac dung phu nghiém trong lién quan dén diéu tri con hen cép co thé xay ra trong qua trinh
diéu tri bing Rolastym Combi 400 mcg/12 mcg Capsules With Inhalation Powder. Bénh nhan nén
nghe 11 khuyén tir bac si néu céc triéu ching hen suyén vin khéng dugc kiém soét hoic tré nén
t0i t& hon sau khi bat ddu dung thudc.

Néu bénh nhan thdy phwong phép diéu tri khéng hiéu qua hodic vuot qua liéu khuyén cdo cao nhét
cia thudc, can phai nghe 161 khuyén tir béc si. Viée gia ting sit dung thude gidin phé quan tac dung
nhanh cho théy tinh trang bénh dang x4u di va can danh gia lai liéu phap diéu tri hen suyén. Tinh
trang ning hon cdc triéu chimg hen hofic COPD c6 thé de doa tinh mang va bénh nhén cin dén co
s¢ y té ngay. Khi d6, cin cin nhic dén viéc ting cuong liéu phép diéu tri bing corticosteroid, vi
du nhu mot liéu trinh corticosteroid dudng uéng hodc diéu tri bing khang sinh néu ¢6 nhiém triing.
Bénh nhén khong nén bit dau ding Rolastym Combi 400 mcg/12 mcg Capsules With Inhalation
Powder khi dang trong con hen cép tinh hodc néu bénh hen suyén trdm trong hon.

Chuyén ligu phdp diéu tri tic dwong uéng sang dwwong hit

Néu ¢6 bét ky 1y do nao cho ring chirc ning tuyén thugng than bi suy giam do liéu phap steroid
dudng toan than trude do, cin than trong khi chuyén sang liéu phép ding budesonid/formoterol
dudng hit.

Ding budesonid dang hit thudng s€ giam nhu cau dung steroid duong udng, nhung bénh nhan
chuyén tir steroid dudng udng c6 thé vin c6 nguy co suy giam du trit tuyén thugng thin trong mot
thai gian dai. Qua trinh phuc hdi ¢6 thé mit mot khoang théi gian dang ké sau khi ngimg ligu phap
steroid dudng udng va do d6 bénh nhin phu thudc steroid dudng udng dugc chuyén sang
budesonid dang hit ¢6 thé vin ¢6 nguy co suy giam chirc nang tuyén thugng than trong mot thoi
gian dai. Trong nhitng trudng hgp nhu vdy, chic ndng truc HPA ¢an dugce theo doi thudng xuyén.
Trong qua trinh chuyén tr liéu phap udng sang dudng hit, tic dung steroid toan than thuong thap
hon, c6 thé din dén cac triéu ching di tng hodic viém khdp nhwr viém miii, cham va dau co va dau
khdp, va cin duge diéu tri dic hiéu cho cdc tinh trang nay. Trong nhitng trudng hop hiém gap, cac
triéu chimg nhu mét moi, dau dau, budn ndn va nén, co thé do lidu glucocorticosteroid khang du,
khi d6 cén phai ting liéu glucocorticosteroid dudng ubng tam thai.

Ti dugc

Thude c6 chita lactose. T4 duge lactose chira mot lugng nho protein sita, c6 thé gay ra phan Gmg
di ung.

Tuwong tic véi cde thude khdc

Nén trdnh diéu tri ddng thdi véi itraconazol, ritonavir holic cac chét ic ché CYP3A4 manh khac.
Néu khong thé thure hién duoe, khoang thai gian gitta cédc ldn ding thude ¢6 twong téc nén cang
dai cang tot.
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Thén trgng

Cén than trong khi dung budesonid/formoterol cho nhirmg bénh nhan bi cudng gidp, u té bao wa
crom, ddi thao dudng, ha kali mau chwa duge diéu tri, bénh co tim phi dai tic nghén, hep van déng
mach chu dudi van vo cin, ting huyét ap ning, phinh ddng mach hodic céc rbi loan tim mach
nghiém trong khac, ch‘éng han nhu bénh tim thiéu méu cuc b, nhip tim nhanh hodéc suy tim nang.
Cén than trong khi diéu tri cho bénh nhan c6 khoang QTc kéo dai, do formoterol ¢6 thé giy kéo
dai khoang QTc.

Co kha ning gay ha kali méau do liéu cao thude chi van p-2 adrenergic. Diéu tri dbng thoi thude
chu van B-2 adrenergic v&i céc thude cé thé gy ha kali mdu hodic lam ting tac dung ha kali mau,
vi du nhu din xuét xanthin, steroid va thude lgi tiéu, c6 thé lam ting tac dung ha kali méu c6 thé
¢6 ciia thudc chi vén B-2 adrenergic. Can dic biét than trong trong trudng hop hen suyén khong
6n dinh khi sir dung thude gidn phé quan tac dung nhanh, trong trudmg hgp con hen cép tinh ning
vi nguy co lién quan ¢6 thé tang 1én do tinh trang thiéu oxy va trong cdc tinh trang khac khi kha
nang ha kali mau ting 1én. Nén theo ddi ndng d6 kali huyét thanh trong nhitng truong hop nay.
D&i v6i tat ca cdc chat chu vén B-2 adrenergic, cdn can nhic kiém soat lugng dudng trong mau &
bénh nhén tiéu duong.

Nhu cau va liéu lugng corticosteroid dang hit cén dugc tai danh gia & nhitng bénh nhan méc bénh
lao phéi, nhiém ndm va vi rit & duéng hd hép.

Tac dung toan thdn co thé Xay ra vai bt Ky corticosteroid dang hit nao, dic biét la ¢ lieu cao dung
trong thoi gian dai. Nhirng tic dung nay it ¢ kha nang xay ra hon nhiéu khi diéu tri bing dang hit
so véi corticosteroid dang udng. Céc tic dung toan thin c6 thé xay ra bao gom hoi chimg Cushing,
cdc dic diém gibng Cushing, trc ché tuyén thugng than, cham phat trién ¢ tré em va thanh thiéu
nién, giam mat dd chit khodng trong xuong, duc thuy tinh thé va ting nhan 4p, hiém gdp hon la
mot loat cdc tde dung veé tim ly hodc hanh vi bao gE‘)m tang dong, roi loan giéc ng, lo !ﬁng, trim
cam hodc hung hang (dac biét & tré em).

Cén lvu y dén céc téc dong 1én mat do xuong, dic biét la & nhirng bénh nhéan ding liéu cao trong
thoi gian dai c6 cac yéu té nguy co lodng xwong di kém. Céc nghién ciru dai han vé budesonid
dang hit & tré em véi lidu trung binh hang ngay 1a 400 mcg hodc & ngudi 16n véi lidu hang ngay
1a 800 meg khéng cho thiy bt ky tac ddng nio 1én mat dé khoang cia xwong. Khéng ¢6 théng tin
nao vé tic ddng ctia Rolastym Combi 400 meg/12 meg Capsules With Inhalation Powder & liéu cao
hon.

Réi loan thi giac 6 thé duogc bdo cdo khi sir dung corticosteroid dudmg toan than va tai chd. Néu
bénh nhan cé céc triéu chimg nhu mo mit hodc céc rdi loan thi giac khéc, bénh nhdn nén duoc cén
nhic dén giip béc s7 nhiin khoa dé danh gia cac nguyén nhén c6 thé xay ra, bao gom duc thuy tinh
thé, ting nhan 4p hodc cac bénh hiém gip nhu bénh hic véng mac trung tdm thanh dich (CSCR),
da duoc ghi nhan sau khi sir dung corticosteroid dudng toan than va tai chd.

Chirc niing tuyén thwong than

Khong nén dimg dot ngot viée diéu trj bd sung bang steroid dwdng toan than hoic budesonid dang
hit.

Diéu tri kéo dai véi lidu cao corticosteroid dang hit, dic biét 1a lidu cao hon lidu khuyén céo, ciing
¢6 thé din dén tinh trang Uc ché myén thwong than. Do d6, nén cdn nhic dung corticosteroid dudng
toan than khi nhiém tring ning hodc cin phiu thudt. Giam liéu steroid nhanh c6 thé gy ra con
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suy thuong than cdp tinh. C4c triéu ching c6 thé thdy trong con suy thugng thén cp c6 thé khong
ro rang nhung c6 thé bao gdm chén #in, dau bung, sut can, mét moi, dau dau, budn nén, non, giam
nhén thire, co giat, ha huyét ap va ha dudng huyét.

Co thit phé qudn

Gidng nhu cac liéu phap dudng hit khéc, co thdt phé quan co thé xay ra, vi s gia ting tinh trang
thé' kho khé va kho tho sau khi ding thude. Néu bénh nhén bi co thit phé quan, cin ngimg dung
Rolastym Combi 400 mcg/12 meg Capsules With Inhalation Powder ngay, bénh nhén cén duoc déanh
gia va ap dung liéu phap thay thé néu can thiét. Co thét phé quan dép tng vdi thude gian phé quan
duong hit taic dung nhanh va can duoc diéu tri ngay.

Tré em

Nén theo ddi thudong xuyén chiéu cao cua tré em dugc diéu tri kéo dai béng corticosteroid dang
hit. Néu sw phét trién cham lai, nén danh gia lai liéu phap diéu tri v6i muc dich giam liéu
corticosteroid dang hit xuéng mtrc thip nhit ma van duy tri duge hiéu qua kiém sodt hen suyén,
néu c6 thé. Cin can nhic lgi ich cia liéu phap corticosteroid va cdc nguy co c6 thé xay ra do tc
ché su ting trudng. Ngoai ra, nén khuyén bénh nhan dén gip béc si chuyén khoa h6 hip.

Dit liéu han ché tir cdc nghién ciru dai han cho thiy hau hét tré em va thanh thiéu nién dugc diéu
tri bing budesonid dang hit s& dat dugc chiéu cao mong mudn khi truéng thanh. Tuy nhién, da c6
ghi nhin su giam phat trién nho thodng qua ban dau (khoang 1 cm). Didu ndy thuong xay ra trong
nim dau tién diéu tri.

COPD

Khong c6 dir liéu nghién clu lam sang vé Rolastym Combi 400 mcg/12 mcg Capsules With
Inhalation Powder & bénh nhan COPD ¢6 FEV 1 trudc khi ding thudc gidn phé quan >50% so véi
udc tinh va ¢ FEV1 sau khi ding thudc gidin phé quan <70% so v&i wdc tinh.

Ty 1€ mic bénh viém phéi, bao gdm ca viém phoi can nhap vién diéu tri, da duoc ghi nhén & nhing
bénh nhin mic COPD dang diing corticosteroid dang hit. Tuy c6 mét s6 bing chimg xdc nhan vé
viée lam ting nguy co méc bénh viém phdi khi tang lidu steroid nhung diéu nay chua dugc chimg
minh mot céch thuyét phuc trong tét ca cac nghién ciu.

Khong c¢6 bing chimg nao vé su khac biét vé nguy co mic bénh viém phdi gilta céc thude
corticosteroid dang hit.

Bic s7 can luén huu ¥ véi nguy co méc bénh viém phdi & nhiing bénh nhan mac COPD vi céc trigu
chitng 1dm sang ciia nhiém tring thudng gibng véi cac triéu chimg cia dot cap COPD.

Cic yéu té nguy co gdy viém phdi & bénh nhan COPD bao gdm hut thuc 14, tudi cao, chi s6 khdi
co thé (BMI) thap va mic COPD ning.

7. SUDUNG THUOC CHO PHU NU €O THAI VA CHO CON BU

Phu nif c6 thai

Péi v6i Rolastym Combi 400 meg/12 meg Capsules With Inhalation Powder hoc diéu tri dong théi
formoterol va budesonid, khong cé dif liéu vé viéc ding thudc trong thai k¥. Dir liéu tir mét nghién
ciru phat trién phi thai & chudt khong cho thdy bing chimg vé bit ky tac dung khdng mong muén nio.
Khéng c6 dir liéu vé viée sir dung formoterol & phu nit mang thai. Trong céc nghién ciru trén dong vit,
formoterol gdy tdc dung phu lén sinh san & mirc phoi nhiém toan thin rit cao.

Dir liéu vé khoang 2000 trudong hop mang thai cé dung thudc cho théy khéng c6 nguy co gy qudi thai
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lién quan dén viéc sir dung budesonid dang hit. Trong cdc nghién ctru trén ddng vat, glucocorticosteroid
duoc chimg minh la gy di tat. Tuy nhién khong co kha nang lién quan dén ding Rolastym Combi 400
meg/12 meg Capsules With Inhalation Powder véi liéu khuyén céo & ngudi.

Céc nghién ctru trén ddng vit cling xac dinh méi lién quan cia viée ding qué nhiéu glucocorticoid
trude khi sinh véi nguy co chim phat trién trong tir cung, bénh tim mach & ngudi 16n va nhimg thay
dbi vé mat do thu thé glucocorticoid, su thay ddi chat d4n truyén than kinh va hanh vi khi ding dudi
liéu gy quai thai.

Trong thoi ky mang thai, thudc nén dugce sir dung khi lgi ich 16n hon nguy co. Nén sir dung liéu
budesonid thap nhét c6 hiéu qua dé duy tri kiém sodt hen suyén.

Phu ni dang cho con bu

Budesonid duge bai tiét vao sita me. Tuy nhién, & lidu diéu tri, khong c¢6 tac dung ndo duoc du
do4n dbi véi tré b me. Khong biét liéu formoterol ¢6 di vao sita me hay khong. O chudt, mot
lrgng nho formoterol da duoc phat hién trong stra me. Chi cén nhiic ding thuéc cho phu nit dang
cho con ba néu loi ich mong dgi cho ngudi me 1én hon bét ky nguy co nao cé thé xay ra ddi véi
tre.

Kha niing sinh sin

Khéng c6 dir lidu nao vé tic dong clia budesonid 1én kha niing sinh san. Cic nghién ciru vé kha
nang sinh san & dong vat vdi formoterol da chi ra kha nang sinh san giam doi chit & chudt duc khi
tiép xtic toan thin & mirc cao.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Thudc khong anh hudng hoic anh huong khong dang ké 1én kha néng 14i xe, van hanh méy méc.
9. TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thude

Twong tdc dwoe dong hoc

Céc chit tc ché manh CYP3A4 (vi du ketoconazol, itraconazol, voriconazol, posaconazol,
clarithromycin, telithromycin, nefazodon va chit trc ché protease HIV) c6 kha ning lam ting dang
ké ndng 5 budesonid trong huyét trong, nén tranh sir dung ddng thosi. Néu bét buge phai sit dung
ddng thi, khoding céch giita cdc thude va budesonid nén cang lau cang tét.

Diing déng thai thudc e ché CYP3A4 manh ketoconazol 200 mg mét 1in mdi ngay, véi budesonid
(liéu duy nhét 3 mg) 1am ting ndng @4 budesonid trong huyét twong trung binh sau lan. Khi diing
ketoconazol sau 12 gid dung budesonid, ndng dd trung binh chi ting gép ba lan, cho thdy phén
chia thdi gian diing thudc ¢6 thé 1am giam s gia ting ndng dd trong huyét twong. DI liéu han ché
vé sur trong téc giita ketoconazol d6i v6i budesonid dang hit liéu cao cho thdy ring c6 thé xay ra
su gia tang dang ké ndng d3 trong huyét tuong (trung binh 4 ldn) néu itraconazol 200 mg mét ldn
m&i ngay, duoc ding ddng thdi véi budesonid dang hit (liéu duy nhit 1000 pg).

Twong tac dwoc luc hoc

Thubc chen beta-adrenergic ¢6 thé lam giam hoic trc ché tic dong clia formoterol. Do d6, khéng
nén ding budesonid/formoterol cung vai thube chen B-adrenergic (ké ca thu6c nhé mat) trir khi ¢6
Iy do thuyét phuc.
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Piéu tri ddng thii véi quinidin, disopyramid, procainamid, phenothiazin, thuéc khéng histamin
(terfenadin) va thudc chéng trim cam ba vong c6 thé kéo dai khoang QTc va lam ting nguy co
loan nhip that.

Ngoai ra, L-Dopa, L-thyroxin, oxytocin vé rugu c6 thé lam giam kha ning dung nap cua tim doi
v6i thubc cudng giao cam B-2.

Piéu tri ddng thoi véi thude e ché monoamin oxidase, bao gém céc thude ¢6 dic tinh tuong tr
nhur furazolidon va procarbazin, c6 thé gay ra phan ung tang huyét ap.

Cé nguy co loan nhip tim cao & nhiing bénh nhin dugc gdy mé dbng thai véi hydrocarbon halogen.
Sir dung ddng thoi céc thube B-adrenergic hojic thudc khang cholinergic khac c6 thé ¢6 tac dung
cong hop 1am gian phé quan manh.

Ha kali mau co thé lam tang nguy co loan nhip tim & nhiing bénh nhan dugc diéu tri bﬁng glycosid
digitalis.

Budesonid va formoterol khdng cho thiy c6 twong tic véi bat ky loai thude nao khéc duge st dung
d¢ diéu tri hen suyén.

Tré em

Céc nghién ciru vé tuong tic thude chi duge thuc hién & ngudi 1dm.

Twong ky, ciia thude

Do khéng c6 céc nghién ciru vé tinh tuong ky cia thudc, khéng trén 14n thude niy véi céc thude
khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Vi thude chira ca budesonid va formoterol, nén c6 thé xay ra tac dung khéng mong mudn twong ty
nhu d3 duge bao cdo d8i véi cac chit nay. Khéng thiy cé sy gia ting ty 1& phan tng c6 hai sau khi
dung dong thoi hai chat nay. Cac phan ng c6 hai lién quan dén thudc phé bién nhit 1a céc tac
dung phu c¢6 thé du dodn dugc vé mit duoc 1y cia lidu phdp chi vén B-2, ching han nhw run va
hdi hdp. Nhimng tac dung phu nay c6 xu huéng nhe va thudng bién mét trong vdng vai ngay diéu
tri.

Cac phan urng ¢6 hai dugec liét ké trong bang 1. Tén suit dugc xac dinh 1a: rat thudng gap (= 1/10);
thwong gap (> 1/100 dén <1/10); it gap (=1/1 000 dén <1/100); hiém gip (=1/10 000 dén <1/1
000); rat hiém gip (<1/10 000) va khéng r6 (khong thé ude tinh tir dit liéu c6 sin).

Hé co quan Tén suét Téc dung khong mong mudn

Nhiém tring va nhiém | Thuong gip Nhiém nédm candida & hdu hong, viém phdi (& bénh

khuén nhan COPD)

Réi loan hé théng mién | Hiém gap Phén (ing qua man tic thoi va chim, vi du nhu phat

dich ban, ndi mé day, ngira, viém da, phit mach va phan
tmg phan vé

R&i loan ndi tiét Rét hiém gip Hgi chirng Cushing, suy tuyén thuong than, chim
phét trién, giam mét d¢ khodng trong xwong

R&i loan chuyén héa va | Hiém gap Ha kali mau

Gk dutng Rit hiém gip | Tang dudng huyél
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L. - i
RO0i loan tdm than

it gap

Hung hing, ting dong, lo 4u, rdi loan giéc ngu

Rét hiém gap

Trdm cam, thay dbi hanh vi (chu yéu & tré em)

Réi loan hé thédn kinh | Thuong gp | Pau déu, run rdy
It gip Chong mat
Réthiém gip | Rdi loan vi gidc
R&i loan mat it gap Nhin mo
RAt hiém gip | Duc thuy tinh thé va bénh tang nhan ap
R&i loan tim Thudng gép Panh tréng nguc
it gap Nhip tim nhanh
Hiém gip Réi loan nhip tim, vi du nhu rung nhi, nhip nhanh
trén thit, ngoai tm thu
Rét hiém gip | Pau thit nguc. Kéo dai khoang QTe

R&i loan mach mau

Rét hiém gap

Dao dong huyét ap

Réi loan hd hép, nguc | Thudmg gip Kich tmg nhe & c¢b hong, ho, réi loan giong néi bao
va trung thét gbm khan giong

Hiém gip Co thit phé quan
Réi loan tiéu hoa it gip Budn nén

Réi loan da va mé dudi | It gip Vét bim tim

da

Réi loan co xwong va | It gap Chudt rit

mo lién két

Nhiém ndm candida & hau hong 1a do lang dong thudc. Khuyén bénh nhéan sic miéng bing nude
sau mdi lidu s& giam thiéu nguy co. Nhiém ndm candida & hau hong thudng dap Gng véi diéu tri
chéng nam tai chd ma khong can phai ngimg corticosteroid dang hit. Néu bi twra miéng héu hong,
bénh nhan ciing nén stic miéng bing nudc sau khi hit thude khi can thiét.

Gidng nhu céc ligu phép hit khac, co thit phé quan xay ra rat hiém, anh huéng dén it hon 1 trén
10 000 ngudi, vai tinh trang thé kho khé va kho thd tang ngay sau khi dung thude. Co thit phé
quén d4p tmg v6i thude gidn phé quan hit tic dung nhanh va can duge diéu tri ngay lap tire. Cén
ngimg thudc ngay 14p tirc, danh gid bénh nhén va ap dung li¢u phéap thay thé néu can.

Téc dung toan than cia corticosteroid dang hit cé thé xay ra, dac biéi la ¢ lidu cao trong thoi gian
dai. Nhirng téc dung nay it c6 kha niing xay ra hon so véi corticosteroid dang ubng. Cac tic dung
toan than co thé xay ra bao gém hoi chimg Cushing, cac dic diém gidng Cushing, @c ché tuyén
thugng thdn, chdm phat trién & tré em va thanh thiéu nién, giam mat d6 khoang trong xuong, duc
thty tinh thé va bénh ting nhan 4p. Tang kha ning mic bénh nhiém tring va suy giam kha ning
thich nghi véi cang thing ciing cé thé xay ra. Céc tde dung 6 thé phu thude vao liéu lugng, thoi
gian tiép xc, tiép xiic véi steroid dong thdi va trude d6 va d6 nhay cam cia timg cé nhén.
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Diéu tri bing chét chu vén B-2 cé thé lam ting ndng d6 insulin, axit béo tu do, glycerol va ceton
trong mau.

Tré em

Nén theo di thudng xuyén chidu cao cua tré em duge diéu tri kéo dai bing corticosteroid dang
hit.

Bio cdo cac phian dng ¢6 hai

Thoéng béo ngay cho béc st hodc duoc s khi gip céc tic dung khéng mong mudn nhu trén khi str
dung thudc hodc béo cdo céc phan tng ¢6 hai cia thube vé Trung tim Thong tin thude va Theo
ddi phan ng cta hai ciia thude (ADR) Quéc Gia. Pia chi: 13 — 15 Lé Thanh Téng — Hoan Kiém
—Ha Ngi. Dién thoai: 024.3.9335.618; Fax: 024.3.9335642; Email: di.pvcenter@gmail.com.

11. QUA LIEU VA CACH XU TRi

Qua lidu formoterol c6 thé din dén cac tic dung dién hinh cua thubc chu van -2 adrenergic: run,
dau déu, héi hop. Céc tridu chimg duoc bdo cdo 1a nhip tim nhanh, ting duéng huyét, ha kali mau,
khoang QTe kéo dai, loan nhip tim, budn nén va nén. C6 thé chi dinh diéu tri hd tro va diéu tri
triéu ching. An toan khi dung lidu 90 meg dung trong ba gi® & nhitng bénh nhén bi tic nghén phé
quan cAp tinh.

Qua liéu cép tinh v6i budesonid, ngay ca khi ding lidu qua cao, khéng duge coi 1a mot van dé 1am
sang. Khi ding lidu qua cao trong thoi gian dai, ¢ thé xuat hién tic dung toan than cia
glucocorticosteroid, ching han nhw cudng vo thugng thin va e ché tuyén thuong than.

Néu phéi ngimg diéu tri bing thudc do ding qua lidu thanh phén formoterol clia thuéc, cén cén
nhéc dén liéu phap corticosteroid dang hit thich hop.

12. PAC TINH DUQC LUC HQC

Nhém dwee ly: Thude didu tri tic nghén dudng tho, adrenergic dang hit.

Mia ATC: RO3AK07

Thudc chira formoterol va budesonid, c6 céc co ché tac ddng khéc nhau va cho thiy tac dung cong
hop lam giam céc con hen suyén cép. Co ché tic ddng cua hai chét nay dugc dé cép dudi day.
Budesonid: Budesonid 1la mét glucocorticosteroid khi sir dung dang hit ¢é tac dung chéng viém
trong dudng thd, phu thude vao lidu lugng, din dén giam céc triéu chimg va céc dot kich phat hen
suyén. Budesonid dudng hit ¢6 tac dung phu it nghiém trong hon so voi dung corticosteroid toan
than. Co ché chinh xdc ddi véi tac dung chéng viém cia glucocorticosteroid vin chuwa dugc biét.
Formoterol: Formoterol 12 chit chii van B-2 adrenergic chon lgc, khi hit vao s& gy gidn co tron
phé quan nhanh va kéo dai & bénh nhén tic nghén dudng hd hip c6 thé hdi phyc. Téc dung gidn
phé quan phu thudc vao liéu ding, bit ddu c6 téc dung trong vong 1-3 phit. Thoi gian téc dung
kéo dai it nhat 12 gio sau mét liéu duy nhat.

Hiéu qua Iim sang

Bénh hen suyén

Céac tht nghiém lam sang ¢ ngudi 1on cho théy viéc bo sung formoterol vao budesonid gitp cai
thién cdc triéu chirng hen suyén va chiic ndng phéi, va lam giam cic dot kich phét hen suyén.
Trong hai nghién ctu 12 tudn, téc dong trén chirc ning phdi cua budesonid/formoterol twong
duong véi tac dong cua cac két hop dung chung 2 don san phdm budesonid va formoterol va ¢
hiéu qua hon tac dong ctia budesonid dung riéng lé. Tét ca cac nhanh diéu tri déu sir dung mot
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thudc chii vén B-2 adrenergic tic dung ngén khi can thiét. Khéng c6 ddu higu vé sy suy giam téc
ddng diéu tri hen khi ding kéo dai.

Hai nghién ciru trén tré em trong 12 tudn duoc tién hanh, trong do 265 tré em do tudi 6-11 da duoc
diéu tri vi lidu duy tri budesonid/formoterol (2 lidu hit 80/4,5 mcg/lidu, 2 lin/ngay) va mot chit
chi vén B-2 adrenergic tic dung ngén khi cén thiét. Két qua trong ca hai nghién ctru cho thdy chirc
ning ph("‘)i da dugc cai thién va bénh nhan dung nap tbt voi tri liéu so vdi khi ding liéu budesonid
twong mg don thuin.

Bénh phoi tic nghén man tinh

Téc dong ciia budesonid/formoterol trén chirc ning phdi va ti 1é cac con kich phat (dugc xéc dinh
bing sé dot dung steroid dudmg udng va/hoiic sé dot diing khang sinh va/hoic sé 1an nhip vién) &
cdc bénh nhan COPD trung binh dén nang da dugc danh gid trong 2 nghién ctru 12 thang. Tiéu chi
g0p ctia ca hai nghién ciu 14 FEV1 < 50% so vdi gia tri binh thuong dw doan trude khi ding thude
gidn phé quan. Khi chon vao nghién ciu, trung vi cua thé tich thé ra ging sirc trong gidy dau
(median FEV1) sau khi diing thudc gian phé quan 12 42% so vadi gia tri binh thudng du doén.

S6 dot kich phét trung binh mdi nam (dwoc dinh nghia nhu trén) giam déng ké & nhom dung
budesonid/formoterol so v&i nhém chi diing formoterol hodc nhom ding gia duoc (ti 1€ trung binh
1,4 so v6i 1,8-1,9 & nhém dung gia duge/formoterol). S6 ngay trung binh diing corticosteroid
dutmg udng cho mdi bénh nhén trong sudt 12 thing giam nhe & nhém ding budesonid/formoterol
(7-8 ngay/bénh nhén/nam so vdi 11-12 ngay & nhém dung gia duoc va 9-12 ngay & nhom dung
formoterol). budesonid/formoterol khong vugt trdi hon so véi nhém chi diéu tri béng formoterol
vé cac thay dbi trong cac thong sb chirc niang phdi nhu FEVI.

13. PAC TINH DUQC PONG HOC

Hip thu

Phéi hop cua budesonid va formoterol va cic don sin phim tuong tmg da duge chimg minh la
tuong duong sinh hoc vé tdc dong toan than cia budesonid va formoterol. Mic dit vay, c6 sir gia
ting nho trong tinh trang (re ché cortisol sau khi diing san pham phéi hop budesonid/formoterol so
véi cac don trj liéu. Sy khac biét nay dugc coi 1 khdong anh hudng dén an toan 14m sang.

Khong c6 bing chimg vé tuong tac duge dong hoc gitra budesonid va formoterol.

Cic théng s6 duge déng hoc clia cdc chit twong (ng 13 twong ty nhau sau khi diing budesonid va
formoterol du¢i dang don san phdm hodc dang phéi hop. Pdi v6i budesonid, AUC tang nhe, toc
do h'ép thu nhanh hon va néng d6 téi da trong huyét tuong cao hon sau khi dung ph(")i hop. Déi vai
formoterol, ndng d¢ téi da trong huyét twong tuong tyr sau khi diing san pham phdi hop. Budesonid
dang hit dugc hz”ip thu nhanh va nong do ti da trong huyét tuong dat dugc trong vong 30 phut sau
khi hit. Trong cac nghién ciru, luong budesonid dinh vi trung binh trong phdi sau khi hit qua thiét
bi hit dao ddng tir 32% dén 44% lidu phang thich. Sinh kha dung toan than xdp xi 49% liéu phéng
thich. O tré em tir 6-16 tudi, lwong thude ling dong trong phdi twong duong nhu & ngudi 16m khi
dung cung liéu. Néng dd thube trong huyét tuong chua dwgc xdc dinh.

Formoterol hit dugc hip thu nhanh chong va ndng d6 tbi da trong huyét tuong dat dugc trong vong
10 phut sau khi hit. Trong cdc nghién ciru, lwgng formoterol dinh vi trung binh trong phdi sau khi
hit qua thiét bi hit dao déng tir 28% dén 49% licu phong thich. Sinh kha dung toan than 14 khoang
61% liéu phong thich.

Phén b6 va chuyén héa
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Lién két véi protein huyét trong xip xi 50% dbi véi formoterol va 90% ddi véi budesonid. Thé
tich phan b6 khoang 4 1/kg d6i voi formoterol va 3 I/kg ddi véi budesonid. Formoterol b bat hoat
qua cac phan ung lién hop (cac chét chuyén hda khir O-methyl hoa va khir formyl c6 hoat tinh
duoc hinh thanh, nhung ching chi yéu dugc tim thiy dudi dang lién hgp khéng hoat tinh).
Budesonid qua mgt mirc do chuyén hoa sinh hoc manh (khoang 90%) khi ldn déu tién di qua gan
thanh céc chét chuyén hda co hoat tinh glucocorticosteroid thép. Hoat tinh glucocorticosteroid cua
céc chat chuyén héa chinh, 6-beta-hydroxy-budesonid va 16-alfa-hydroxy-prednisolon, it hon 1%
s0 v6i budesonid. Khong c6 théng tin vé bét ky tuong tic nao vé chuyén hoa hoic phan (g dich
chuyén nao giira formoterol va budesonid.

Thai trir

Phén 16n liéu formoterol duge chuyén hda qua gan sau d6 dao thai qua than. Sau khi hit, 8% dén
13% liéu formoterol dugc bai tiét dudi dang khéng chuyén héa qua nuée tiéu. Formoterol ¢6 d6
thanh thai toan than cao (khoang 1,4 /phut) va thoi gian ban thai pha cudi trung binh la 17 gid.
Budesonid duge dio thai qua qu trinh chuyén hoa chu yéu duge xic tic bai enzym CYP3A4. Cac
chit chuyén héa ctia budesonid dugc dao thai qua nude tiéu dudi dang tu do hodic dudi dang lién
hop. Chi ¢6 mét lwong khong dang ké budesonid khéng d6i duge tim thdy trong nude tiéu.
Budesonid c6 do thanh thai toan than cao (khoang 1,2 I/phiit) va thoi gian ban thai trong huyét
twong sau khi tiém tinh mach trung binh 13 4 gio.

Dugc ddng hoc cua budesonid hodic formoterol & tré em va bénh nhén suy thén chua dugc biét.
Téc dong ciia budesonid va formoterol c6 thé tang 1én & bénh nhan méc bénh gan.

14. QUY CACH DONG GOI

Hép 6 vi x 10 vién kém 1 dung cu hit.

15. PIEU KIEN BAO QUAN

Béo quan & nhiét dd dudi 30°C, tranh 4m va dnh sang.

16. HAN DUNG

36 thang ké tir ngay san xuit.

17. TIEU CHUAN CHAT LUQNG

TCCS.

18. TEN, PIA CHi, BIEU TUQNG (NEU CO) CUA CO SO SAN XUAT
Deva Holding A.S.

Cerkezkdy Organize Sanayi Bélgesi, Karaaga¢ Mah., Atatiirk Cad., No: 32, Kapakl / Tekirdag,
Turkey.
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