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AN
\Bié,kjﬁft‘gﬁjt/tgjﬂﬁn st dung trudc khi ding
T==TLie kj trude khi ditng
Thanh phén
M3i liéu xit chira
Thanh phan dwoc chdt: Budesonid ..............cccooe..... 64 mcg
Thanh_phdn_td dioc: Dinatri edetat, kali sorbat, natri carboxymethyl cellulose, dextrose

monohydrat, polysorbat 80, nuéc tinh khiét

Dang bao ché: Hdn dich xit mii.

Mo ta: Hon dich duc hodc hoi duc, khi ldc nhe duogc chit ran phén tan déu trong nudc.

pH: 2,0-7,0

Chi dinh

Piéu tri va phong ngira ddu hiéu va triéu ching ctia viém mfii di ing quanh ndm, viém mii di
ung theo mua.

biéu tri polyp miii.

Liéu ding va cach dung

Piéu chinh liéu phu hop ting c4 nhan.

Viém miii:

Nguoi [6n vé tré em > 6 tudi: Liéu khoi dau khuyén cdo 1a 256 microgram/ngay. C6 thé sir dung
1 1an duy nhat mdi budi sang hodc chia lam 2 1an sang va tdi.

Str dung cho tré em duéi sy huéng dan ctia ngudi 16n.

Nén diéu tri viém miii di tng theo mua trude khi bénh nhan tiép xuc vé6i céc chit gdy di ung.
Nén diéu tri déng thoi cac triéu ching anh huéng dén mét do di ung.

Liéu duy tri

Hiéu qua lam sang dat dugc trong khoang 1-2 tuln.

Sau d6, liéu duy tri nén giam xudng lidu thap nhit ma van kiém soat dugc triéu chimg. Chua cho
thdy c6 thém hiéu qua khi diing lidu hang ngay 16n hon 256 microgram.

Diéu tri va phong ngira polyp miii:

Nguoi 16n va tré em trén 6 tudi:

Liéu khuyén cdo 1a 256 microgram mdi ngay. Cé thé ding ngay mot lan vao budi sang (xit 2
nhat vao mdi bén miii) hodc chia lam 2 lidu dung sang va toi (xit 1 nhat mdi bén miii).

Tré em nén sir dung dudi su huéng dan ctia ngudi lén

Sau khi da dat dugc hiéu qua lam sang mong mudn, lidu duy tri nén dugc gidm déan cho dén liéu
thdp nhat can dé kiém soét duoc triéu ching. |

Huéong din siv dung: j
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Trude khi dung lo xit 1an dau, l4c lo thudc va bom vai 1an (5-10 1an) vao khong khi, dé dat duoc
hén dich phun mu déng nhit. Néu khéng ding mdi ngay, lap lai céc thao tac nay trude khi su
dung.

Céc budc tiép theo:

1. Hi mii sach.

Lic chai thude.

Mo ndp bao vé.

2. Cam lo thudc thing hudng 1én.

3. Pat dinh lo thubc vao 15 miii va bom theo liéu chi dinh.

Tuong tu, bom thudc vao bén mii kia.

4. Dung khan sach lau sach phan lo thubc tiép xtc véi mii.

bay nép bao vé lai.

Khong dung thude nhidu hon lidu chi dinh.

Chéng chi dinh

Tién st man cam voi bét ky thanh phan nao cia thude.

Canh bzo va than trong khi ding thudc

Khong nén st dung lién tuc san phidm qué 3 thang ma khong hoi y kién bac si. Néu cac triéu
chiing khong duoc kiém soat hodc van ton tai trong thoi gian dai hon 2 tudn diéu tri, phai tim
kiém su tu van ctia bac si.

Téc dung toan than cua corticosteroid miii ¢6 thé xay ra, dac biét & lidu cao trong thoi gian dai.
Nhitng tic dung nay it c6 kha ning xay ra hon so véi corticosteroid duong ubng va cé thé khac
nhau & timg bénh nhan va gitta cic ché phdm corticosteroid khac nhau. Céc tic dong toan than
c6 thé bao gdm hoi ching Cushing, cac triéu ching ciia Cushingoid, trc ché tuyén thuong thén,
chadm phét trién & tré em va thanh thiéu nién, dyc thiy tinh thé, ting nhan 4p va hiém gip hon la
mot loat cac tic dong tdm ly hodc hanh vi bao gdm ting dong, rdi loan gidc ngu, lo 4u, trAm
cam & tré em.

Piéu tri v6i liéu cao hon liéu khuyén céo cta corticosteroid miii ¢6 thé dén dén we ché tuyén
thuong than. Trong truong hop nay nén st dung thém corticosteroid toan than trong giai doan
bénh tién trién hodc lua chon phau thuat.

Truong hop nhiém tring mili do vi khuan hodc ndm gy ra, chi nén str dung hdn hop xit miii
Benasal néu diéu tri dong thoi bang khang sinh hozc khang ndm

Trudng hop diéu tri kéo dai lién tuc, nén kiém tra niém mac miii thuong xuyén, sau 6 thang/lan.
Chtrc nang gan suy giam anh huong dén duge dong hoc cia corticosteroid. Suy giam nghiém
trong chirc ning gan anh hudng dén duoc dong hoc cua budesonid ding dudng ubng dan dén
tang kha nang toan than va giam kha nang dao thai. Tuy nhién, dugc dong hoc cua budesonid
tiém tinh mach & nhitng ngudi tinh nguyén khoe manh va bénh nhén bj xo gan 1a gan nhu nhau.
Viée xem xét cac tic dong toan than tiém tang c6 thé can thiét trong suy giam nghiém trong

chtic ndng gan.
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Thudc xit miii Benasal khong dugc khuyén céo & nhitng bénh nhan bi chdy mau cam va ¢
nhiing bénh nhan bi nhiém tring Herpetic & ving miéng, mii hodic mit va bénh nhan bi loét
miii phdu thuat gdn day hodc chan thuong miii cho dén khi duoc phuc hdi hoan toan.

Can than trong dic biét & nhiing bénh nhan mic bénh lao phdi hoat dong hodc khong hoat dong,
va nhiing bénh nhan bi nhiém nim hodc virus duong tho.

Bénh nhan can duoc thong bao hiéu qua diédu tri khong dat duogc déy du dén khi diéu tri trong
vai ngay. Diéu tri viém miii theo mua, nén bat dau trude khi tiép xtc v6i cac chét gy di ing.

Réi loan thi gidc c6 thé xay ra khi su dung corticosteroid toan than va tai chd. Néu bénh nhan
c6 cée tridu chimg nhu m& mét hodc réi loan thi giac khac, bénh nhan nén duoc xem xét chuyén
dén béc si nhan khoa dé danh gia céc nguyén nhan cé thé bao gdm duc thay tinh thé, ting nhan
ap hodc cdc bénh hiém gip nhu bénh mang cimg trung wong huyét thanh (CSCR) xuét hién sau
khi st dung corticosteroid toan than va tai chd.

San pham thudc nay c6 chira kali sorbate va c6 thé gdly ra phan ung da (vi du viém da tiép xtc).
Tré em

Khong st dung cho tré em va thanh thiéu nién dudi 18 tudi.

Tac dung kéo dai cua glucocorticosteroid mili & tré em chwa duoc biét dén ddy du. Céac bac si
nén theo ddi chit ché su ting trudng cua tré em dung glucocorticosteroid khi dung kéo dai.

Cham phat trién d& duoc bdo cédo & tré em dung corticosteroid miii v&i liéu cho phép. Nén theo
ddi chiéu cao cta tré em diéu tri kéo dai bang corticosteroid miii thuong xuyén. Néu ting
truong chdm lai, nén xem xét nén xem xét lai liéu phap diéu trj dé giam liéu corticosteroid néu
c6 thé, giam dén muc lidu t6i thiéu con hiéu qua kiém soat tricu chung. Ngoai ra, nén gidi thi¢u
bénh nhan dén bac si chuyén khoa nhi.

Chuyén dbi diéu tri

Can than trong khi chuyén bénh nhan tir didu tri steroid toan than sang Benasal néu c6 bét biéu
hién suy giam chirc ning tuyén thuong than & bénh nhan.

Sir dung thudc cho phu ni¥ ¢6 thai va cho con bi

Phu nit c6 thai

Két qua tir cac nghién ctru dich t& hoc va tir 14m sang trén toan thé giéi cho thdy khong ¢ nguy
co dj tat bam sinh tong thé nao tir viéc sir dung budesonide dang hit hodc néi so trong thoi ky dau
mang thai. C4c nghién ctu trén dong vat da cho théy ddc tinh sinh san, khéng xac dinh duogc
nhiing nguy co tiém 4an cho con ngudi. Ciing nhu céc loai thude khac, viée st dung budesonide
khi mang thai can can nhéc loi ich cho ngudi me véi rui ro cho thai nhi.

Phu nit cho con bui:

Budesonid dugc bai tiét qua sita me. O liéu diéu tri, khong c6 tac dung dbi véi tré bi. Do d6
thude nay cé thé dugc xem xét dé sir dung trong thoi gian cho con bu. Diéu tri duy tri bang
budesonid dang xit (200 hozc 400 microgam hai ldn mdi ngay) ¢ phu nit hen suyén khong lam
phoi nhiém hé thong dang ké & tré bt me.

Trong mot nghién ctru duge dong hoc, lidu tré so sinh hang ngay wdce tinh 13 0,3% liéu ding cua
me va nong do trung binh trong huyét tuong & tré so sinh 1a 1/600 ndng do quan st dugc trong
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huyét tuong ctia me. Nong do Budesonid trong cac mau huyét twong & tré so sinh déu thdp hon
gi6i han dinh luong.

Duya trén dit liéu tir budesonid dang hit va thuc té 12 budesonid thé hién tinh chét tuyén tinh
trong lidu diéu tri sau khi xit mii, hit, uéng va dat truc trang, v6i lidu diéu tri budesonid, viéc
phoi nhiém cua thude véi tré bu me duoc du doan 1a thép.

Ciing nhu c4c loai thubc khéc, viée st dung thudce nay trong khi mang thai hoéc cho con bu doi
hoi cac loi ich cho ngudi me duge can nhic véi cde rai ro cho thai nhi hoac tré bu me.

Anh hwéng ciia thude 1én kha nang lai xe, vin hanh may moéc

Viée sir dung thube khong anh hudng dén kha nang 1ai xe va van hanh may moc.

Tuwong tic, twong Ky cia thude

Budesonid khong c6 twong téc vai bat ky loai thude diéu tri viém mii nao.

St dung ddng thoi ketoconazol duong ubng 200 mg/ngay va budesonid dang uéng (3 mg liéu
duy nhét) lam ting ndng do trong huyét tuong 1én gép 6 1an Khi ubng ketoconazol 12 gio sau
khi dung budesonid, ndng d¢ budesonid trung binh tang khoang 3 lan. Khong c6 thong tin vé
tuong tac nay khi sit dung budesonid dudng mili, nhung cé thé duy doan ndng do budesonid
trong huyét tuong co thé ting. Nén tranh viéc ding két hop vi khong cé céac dit liéu cho phép
dung céc liéu khuyén cdo dudong mii. Néu phai ding két hop thi khoang céch dung budesonid
va ketoconazol cang xa cang t6t. Ciing nén xem xét viée giam lidu budesonid. Céc chét trc ché
CYP3A4 manh khac c6 thé 1am ting déng ké ndng do cua budesonid trong huyét tuong.

Nong d6 trong huyét tuong cfing nhu tac dung ting 1én ctia corticoid dugc quan sat thdy o phu
nit diéu tri ddng thoi véi oétrogen. Nhung tuong tac nay ko de quan sat thdy & budesonide va
dung thudc tranh thai két hop liéu thap.

Diéu tri phdi hop véi cac thube e ché CYP3A, bao gdm cac san phim c6 chita cobicistat, c6
thé lam tang nguy co tac dung phu toan than. Nén tranh phdi hop trr khi loi ich vuot troi hon
nguy co tdc dung phu cta corticosteroid toan than, trong trudong hop dé bénh nhéan can duogc
theo ddi tac dung phu cua corticosteroid toan than.

Do chtic nang tuyén thuong than c6 thé bi e ché, xét nghiém kich thich ACTH dé chén do4n
suy tuyén yén c6 thé cho két qua sai (gi tri thap).

Tic dung khong mong mudn ciia thude

Céc tac dung khong mong mudn duge phan loai theo hé co quan va tdn sb gap phai

Quy uéc tan suit: Rat thuong gap (>1/10), thudng gip (>1/100 va <1/10), khong thudng gép
(>1/1000 va <1/100), hiém gip (>1/10 000 va <1/1000), rit hiém gap (<1/10 000) va khong thé
du doén tr dit liéu hién co

Hé mién dich

Khong thuong gap

Phdn ting qua man sém va mudn bao gom
may day, phat ban, viém da phu né va ngtra

Hiém gip

Phan ng phan vé
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R&i loan noi tiét Hiém gip Déu hiéu va triéu ching cia tac dung
corticosteroid toan than, bao gdm trc ché
thuong than va cham phat trién

R&i loan mét Khong thé du don tir dit |Tang 4p luc ndi nhan hodc tang nhin ap,

liéu hién co duc thuy tinh thé
Hiém giip Nhin mé&
R&i loan hé hép, 16ng nguc va Thuong gap Xuat tiét dudng miii nhe, chay mau cam
trung that Kich tmg (hat hoi, ngira va kho)
Hiém gap Thung vach ngén mii
Loét miii
Khan tiéng
Rét hiém gap Loét niém mac
. ) . |Khong thuong gap Co thit co
RO1 loan co xuwong va mo lién két —
Hiém gap Loang xuong
Céc tac dung khong mong mubn  |Hiém gip Tham tim*
khac

* Ngoali suy tir cac cong thirc chira budesonid hodc corticoid khac.
Trong nhiing trudng hop rat hiém gap, cac dau hiéu hodc triéu chirng cta cac tac dung phu
glucocorticosteroid toan than nhu hoi chimg Cushing, chiing dong kinh, réi loan gidc ngu, lo
léng, trdm cam c6 thé xay ra, c6 thé phu thudc vao lidu, thoi gian tiép xuc voi corticosteroid
trudc d6 va su nhay cam cua tirng cé nhan.

Théng bdo cho bdc st nhitng tic dung khong mong mudn gip phdi khi si dung thuéc
Qua lidu va cich xir tri
Duing liéu cao BENASAL, ngay cé trong trudng hop qué lidu cling khong phai 1 vin d& trong
lam sang. Khi sir dung liéu quéd muc trong thoi gian dai, ¢6 thé din dén wc ché truc HPA truc
dudi ddi- tuyén yén — vo thuong than
Dic tinh dwgre lue hoc
Ma ATC: RO1ADOS
Nhém duge ly: glucocorticosteroid
Budesonid 12 mot glucocorticosteroid c6 tac dung khéng viém tai chd cao. Co ché tac dong chinh
xac clia glucocorticosteroid trong diéu tri hen chua dugc hiéu hoan toan. Cac tac dong khang
viém nhu tic ché su phéng thich cac chit trung gian gy viém va e ché dép ing mién dich qua
trung gian cytokin 1a quan trong. Hoat tinh ctia budesonid duoc do bang i luc ctia n6 ddi véi cac
thu thé glucocorticosteroid cao hon khoang 15 1an so véi hoat tinh ciia prednisolon. Khi dung du
phong trude khi kich thich dudng mili, budesonid chimg to ¢6 tic dung bao vé chdng lai sy thAm
nhap bach cau 4i toan va gdy qua man.
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O lidu diéu tri, budesonid khong gdy ra bét ky thay dbi nao quan trong vé mit 1am sang & mirc
ndng do can ban cua cortisol trong huyét trong ciing nhu d4p tng véi kich thich ctia ACTH. Tuy
nhién, su gidm lugng cortisol trong huyét trong va nude tiéu cé lién quan dén lidu st dung da
duoc ghi nhén ¢ nhitng nguoi tinh nguyén khée manh sau thdi gian ngén sir dung budesonid.
Dic tinh dwge dong hoc
Hdp thu
Sinh kha dung toan than cta budesonid trong thudc xit mii dang dinh lidu 1a 33%.
Dugc dong hoc ty 1é theo lidu & céc lidu co twong quan vé 14m sang. O ngudi 16n, nong do huyét
tuong t6i da dat duogc sau khi sir dung 256 microgram budesonid theo dudng xit miii 1a 0,64
nmol/L trong vong 0,7 gi¢. Dién tich duéi dwong cong biéu dién ndng do thude theo thoi gian
(AUC) 1a 2,7 nmol x gid/L & nguoi 16n va 5,5 nmol x gid/L & tré em, diéu nay cho thdy & tré em,
su tiép xtc toan than véi glucocorticosteroid cao hon.
Phdn bo va chuyén héa
Budesonid c6 thé tich phan b khoang 3 L/kg. Két hop véi protein huyét tuong la 85-90%.
Budesonid chuyén hoa giai doan diu qua gan manh (khoang 90%) thanh céc chét chuyén hod c6
hoat tinh glucocorticosteroid thap. Céc chit chuyén héa chinh 6-B-hydroxybudesonid va 16--
hydroxyprednisolon ¢6 hoat tinh glucocorticosteroid thdp hon 1% hoat tinh nay cta budesonid.
Budesonid khong bi bat hoat tai chd & miii.
Thai trir
Budesonid dugc thai trir qua su chuyén hoa ma duoc xuc tac chu yéu boi enzym CYP3A4. Cac
chat chuyén hod duogc bai tiét qua than dudi dang khong ddi va dang két hop. Khong tim thdy
budesonid dang khong ddi trong nudc tiéu. Budesonid ¢6 do thanh thai toan than cao (0,9-1,4
lit/phut), va thoi gian ban hiy trong huyét tuong sau khi tiém tinh mach trung binh khoang 2-3
gio.
Quy cach dong goi:
Hop 1 1o 10 mL.
B4o quin Bao quan trong bao bi kin, tranh 4m, tranh 4nh sang, nhiét d6 dudi 30°C.
Han dung: 30 thang ké tir ngay san xuét
Tiéu chuin chét lwong: Tiéu chudn co s&

Nha san xuét

cpCinN
Cong ty ¢6 phan Dwgc pham CPC1 Ha Noi
Cum cdng nghiép Ha Binh Phuong, x4 Vin Binh, huyén Thudng Tin, thanh phd Ha Nbi.



