Rx: Thudc nay chi dung theo don thuéc

Zensonid

Budesonid 0,5 mg/2 ml
Déxa tdm tay tréem
Doc ky huéng dén st dung trugc khi ding
Thanh phén
Méilo 2 ml chia
Thanh phan hogt chdt:
Budesonid ..............coiiiiiiii 0,5mg

Thanh phdn td dugc: Natri edetat, polysorbat 80, natri clorid, acid citric monohydrat, natri citrat dihydrat,
nudc cat pha tiém.
Dang bao ché: Hon dich dung cho khi dung
Duong dung: Hit qua méy khi dung
Ma ta: Dich khang mau, dong nhdt khi lac 1én 1- 2 phut va git nguyén trang thai o trong vai phit.
pH:3,0-6,0
Chi dinh
- Diéu tri hen phé quan
- Zensonid ¢6 thé dugc stt dung khi cén thiét phai thay thé hodc gidm liéu steroid duting udng
- Zensonid cd thé dung trong diéu tri viém thanh quan-khi quan-phé quén cap (bénh Croup) & nhii nhi va
tréem
Liéu dung va cach dung
Hen phé qudn:
Liéu khdi dau hodc trong giai doan hen ndng hodc trong thai gian gidm liéu corticosteroid dutng udng:
Ngu@i ldn: 1-2 mg x 2 lan/ngay
Tré em: 0,5-1 mg x 2 lan/ngay
Diéu tri duy tri:
Tuy thuc ¢& nhan va nén dung liéu thap nhdt 1am mat triéu ching. Liéu chi dinh la:
Nguai I6n: 0,5-1 mg x 2 1an/ngay
Tré em: 0,25-0,5 mg x 2 lan/ngay
Viém thanh qudn-khi qudn-phé qudn cdp (bénh G
( nhii nhi va tré em mac bénh Croup, liéu thang thutng 2 mg budesonide dang xdng khi dung diing 1 1n
Cdch diing
Nén st dung véi may khi dung thich hgp. Lugng thudc phdng thich dén bénh nhan thay ddi tir 40 — 60 %
liéu st dung tly thuc vao thiét bi khi dung. Thai gian khi dung va lugng thudc dugc phong thich phu thudc
vao téc d9 dong khi, thé tich bung chifa va thé tich thuéc nap vao. Thé tich thudc nap vao cho hau hét céc
mdy khidung la2—4ml.
Hudng ddn st dung:
1. Bémdtlo Zensonid 2 ml ra béng cach xoay mét g xudng phia dudi va téch ra trong khi van
git chdc phan con lai cta vi.
2. Lécnhe déu lo thuc dé cac thanh phan trong lo dugc phan bd déu trd lai.
3. Giitchdcmot déu cta lg, xoay phan than lo d& mg nap.
4. Datphdnméclalo vao binh chiia cia mdy khi dung va bop tirtir, chi y bop hét thudc trong
lo.
5. Chudn bj méy khi dung va sit dung theo chi dan.
6. Saukhi st dung xong, can bd hét dich con thira trong binh chia ctia méy khi dung, sau d6
lau sach méy phun khi dung theo nhu hudng dan trong méy.
(6 thé st dung mét na, thiét bi chirT” hodc qua 6ng ndi khi quén d€ phan phdi thudc.
Luuy:
- Stcmiéng ky véi nudc sau mdi lan khi dung
- Néu dung mat na, phai dam béo dat khit mdt na dang dugc phun khi dung. Ria mét sau
mai lan diéu tri
Khuyén céo khéng sit dung méy khi dung siéu am ddi véi san pham Zensonid
Chéng chi dinh
Qué man vdi budesonid hodc vdi cac thanh phan khac trong ché pham thudc.
Diéu tri ban dau con hen cdp hodc trang thai hen khi can phai diéu tri tich cuc.
Canh béo va than trong khi ding thudc
(o thdt phé qudn
Zensonid khong dugc chi dinh trong gidm co co that phé quan tiic thai nén khong thich hgp la don liéu
phép diéu tri con hen hay dot kich phat hen cdp ma Itic d6 can cac bién phap x 1y tich cuc.
Néu bénh nhén khdng thdy cd hiéu qua khi st dung thudc gian phé quan téc dung ngan hodc bénh nhan
¢an nhiéu [an hit hon thdng thuong thi tinh trang bénh nhan dang xdu di va can danh gié lai liéu phép diéu
tri
(o thdt phé qudn nghich ly
Co that phé quan nghich Iy c6 thé xdy ra tuong ty nhu cac liéu phap khi dung khac, biéu hién bang thé
nhanh, thé kho khe sau khi diing thudc. Co that phé quan nghich Iy thutng phan ting nhanh véi thudc gian
phé quan dang hit va nén dugc diéu tri ngay. Budesonid nén dugc nging ngay Iap tic, bénh nhan can dugc
danh gid va néu can thiét, nén dugc thay thé bang thudc khac.
Diing corticoid dang ung
(an d3c biét theo ddi nhiing bénh nhan chuyén tir corticoid dang uéng sang dang khi dung vi nhiing bénh
nhén nay cd thé con nguy co gidm chiic nang tuyén thugng than trong thai gian dang ké. Khi chuyén tir
corticoid dudng udng sang diéu tri bang khi dung Zensonid, liéu corticoid dudng udng phai dugc gidm dan
dén mitc thap nhat c6 thé, thudng méi lan gidm khong qué 2,5 mg hodc 25 % prednisolon (hodc thudc
tuong duong).
Bénh nhan trudc day 6 stt dung steroid toan than liéu cao ¢6 thé xudt hién lai sém hon cc triéu ching di
{tng nhu viém miii, cham khi chuyén tu steroid dudng udng sang Zensonid do tac dong toan than clia
budesonid thap.
/inh hudng dén ting trrdng
(an phai theo doi chiéu cao clia tré duokc diéu tri kéo dai bang corticoid dudng hit. Néu tang trudng cham
lai, liéu phdp can dugc danh gid lai véi muc dich gidm liéu corticoid dang hit. Danh gié Igi ich va nguy co cd
thé ¢6 anh hudng dén sy tang trudng cda tré em |a can thiét.
Bénh nhdn nhiém khudn va lao
Liéu cao glucocorticosteroid c6 thé che Iap d&u hiéu nhiém khudn hién tai va tinh trang nhiém khudn méi
€6 thé xdy ra trong thdi gian dung thudc. Can déc biét luu § & bénh nhan lao phdi hoac nhiém nam, vikhuan
hodc virus dudng hd hdp thé tién trién hodc tiém an. Cham séc dac biét va kiém st qua trinh diéu tri 6 cac
bénh nhan lao phéi hodc nhiém ndm, vi khuan hoac virus duting hd hap, chi nén dung budesonid khi cac
bénh nhan nay dang dugc diéu trj ddy da cho céc chiing bénh trén.
Tang tiét dich nhdy trong duong hé hdp
( nhitng bénh nhan tang tiét dich nhay trong duong ho hap, c6 thé can phai diéu tri ngén han bing
corticoid dudng udng.
Chic ndng gan:
Gidm chic néng gan 6 thé anh hudng dén sy thai trir cla thudc, 1am tang nong do thudc trong co thé.
He thong phdn phdi dp luc duong
Thudc st dung qua dutng hd hap khong nén st dung véi hé thong phan phéi dudi ap luc duang & cic bénh
phéi nhu tran khi mang phdi, kén khi, tran khi trung that, trit khi c6 hé thdng dan luu dac biét.
St dung thudc cho phu nit ¢6 thai va cho con bu
Phu nit cé thai — nhém A:
Li ich cia viéc kiém sodt hen da dugc dénh gid la vuat trdi hon so vdi cac téc dong ngoai mong mudn co

thé xdy ra cho me va thai nhi.
Chua cd ghi nhan thong tin nao cho thdy dung budesonid dang khi dung trong thi gian mang thai gy ra
céc tac dong ngoai y ddi vdi bao thai hogc tré s sinh.
Nén xem xét dén viéc dung cac glucocorticosteroid dang hit nhu budesonid vi tac dng toan than thdp so véi
céc glucocorticosteroid dung dudng uéng & cac liéu ¢6 dap tng tuong duong tai phéi.
Phu nit cho con bu:
Budesonid bai tiét qua sita me. Tuy nhién, do liéu dung tuong ddi thap khi st dung qua dutng hit nén néu
thudic 6 hién dién trong sita thi ciing véi 1 Iugng thap. Néu lgi ich cao han nguy co 6 thé xdy ra thi van ¢
thé xem xét dén viéc cho con b trong théi gian dung thudc.
Anh huéng dén kha nang I3 xe va van hanh may méc
St dung budesonid theo dtng liéu chi dan khong gy anh huéng dén kha nang Ii xe hodc van hanh may
méc.
Tuong tac, tuong ky ctia thuéc
Méc du cho tdi nay chua c6 bao cdo vé tuong téc thudc, ngudi ta cho rang budesonid cd kha nang tuong téc
v6i nhiing thudc ¢6 tuong téc vdi corticosteroid khac nhu: barbiturat, phenytoin va rifampicin gdy cdm ting
enzym gan va ¢6 thé lam tang chuyén hoa corticosteroid; estrogen c thé lam téng téc dung ctia hydrocorti-
son; thudc chdng viém khong steroid ¢6 thé 1am tang nquy co loét da day — rudt; nhiing thudc gay mét kali
¢6 thé lam tang téc dung gdy théi kali cla corticosteroid.
Thudc hodc thic an tac dong dén enzym gan:
Thudc (erythromycin, itraconazol, clarithromycin, ketoconazol, indinavir, ritonavir, saquinavir) va thyc phdm
(ic ché enzym CYP3A4: lam tang nong do budesonid trong huyét tuang, phai theo doi cdc ddu hiéu va triéu
chiing cudng tuyén thugng than va phai can nhdc gidm liéu budesonid.
Thudc nglra thai udng chia ethinyl estradiol (ciing dugc isoenzym CYP3A4 chuyén héa): khong téc dong dén
ndng do trong huyét tuong ctia thudc tranh thai do.
Thudc kich thich isoenzym CYP3A4: 1am gidm nong do budesonid trong huyét tuong.
Tac dung khéng mong muén
Thudng gap (>1%)
Mii - hong: khan giong, dau, kich thich & hong; kich thich lu@i va miéng; khd miéng; ndm Candida miéng.
Ha hdp: ho.
ftgdp (<1%)
Mii — hong: kich thich thanh quén; vi gidc kém.
Tiéu hda: tiéu chay, budn non.
Phan (tng qua man: cc phan (ing qua mén tiic thoi va mudn nhu phan ting da (n&i mé day, ban d6, viém da);
co that phé quan, phit mach va phan dng phan vé.
Hé thén kinh trung uong: nhic dau, chodng véng; cdm gidc khat, mét moi.
Réi loan chuyén héa va dinh duging: ting can.
Néu ndm Candida & miéng hdu phat trién, co thé diéu tri véi thudc khdng nam thich hop trong khi van tiép
tuc st dung Zensonid. €6 thé gidm thiéu nhiém ném Candida bang cach stic miéng sau méi lan hit.
(9 thé xdy ra kich (ing da mat trong mgt vai trudng hop khi st dung may xdng khi dung véi mat na. Dé ngan
ngtra sy kich ting, nén ria mat sau méi lan st dung thudc qua may xdng khi dung va mét na.
Hiém khi gy co that phé quan & nhiing bénh nhan nhay cdm. Con co that phé quan cd thé dugc diéu tri bang
thudc cudng giao cdm beta-2 dang hit.

Théng bdo ngay cho bdc si hodic dugc si nhitng tdc dung khéng mong muén

gdp phdi khi sii dung thudc

Qua liéu va cach xi tri
Triéu ching: Hau hét trudng hop qua liéu khdng gdy ra triéu ching rd rang ma chi lam gidm ndng do cortisol
trong huyét tuong va tang s6 lugng va ty & bach cdu da nhan trung tinh trong mau. S6 lugng va ty 1é bach
cau lympho va i toan gidm. Qud liéu thung xuyén ¢4 thé gdy cuding nang vé thugng than va tic ché truc ha
doi — tuyén yén — tuyén thugng than.
Diéu tri: Ngung sir dung thudc hodc gidm liéu sé 1am mat han triéu chiing, mac du truc ha doi — tuyén yén —
tuyén thugng than co th€ phuc hdi chdm.
Pactinh dugcluchoc
Nhom dugc ly: Cac thudc chéng viém tac dung tai chd
Ma ATC: A07EA06
Budesonid la mot corticosteroid tdng hgp khong halogen hoa. Thudc c6 hoat tinh glucocorticoid manh va
hoat tinh mineralocorticoid yéu. Thudc ¢6 téc dung chdng viém tai chd manh, chdng di ting va Gic ché mién
dich rd rét. Budesonid lam gidm phan (ing viém béng céch lam giam tong hop prostaglandin va leucotrien
do (c ché phospholipase A. Thudc ciing 1am tang ndng dd lipocortin-1 ¢6 hoat tinh chdng viém.
Thudc dugc dung diéu trj viem mii di ing theo mua, dudi dang phun suang hoac hit qua miéng dé diéu tri
duy tri va du phong hen.
Budesonid cd sinh kha dung toan than thap hon céc loai corticoid thong thudng, nén chdng viém tai chd tot
va it cd tac dung toan than do budesonid bi bt hoat nhanh & gan sau khi hdp thu toan than.
Pactinh dugc dong hoc
Hap thu
0 ngudi I6n, sinh kha dung ctia Budesonid st dung theo dueng khi dung la khong 40 — 70% liéu dung.
Nong do dinh trong huyét tuong ctia thudc dat dugc sau khodng 10 — 30 phit sau khi hit, dat nong do
khoang 4 nmol/L sau khi st dung liéu 2 mg.
ViGi tré em tir 4 — 6 tudi, ndng do dinh trong huyét tuong dat dugc sau khodng 20 phit va dat ndng d xap xi
2,4 nmol/L sau khi hit mot liéu 1 mg. Nong do dinh trong huyét tuong (Cmax) va dién tich dudi dudng cong
(AUQ) clia budesonid 6 tré em tir 4 — 6 tudi la tuong duong véi nguai I6n khi sit dung mot liéu 1 mg.
Phdn bé’
Budesonid ¢6 thé tich phan b khodng 3 L/kg. Mic d6 lién két véi protein huyét tuong trung binh 85% —
90%.
Chuyén héa
90% budesonid bi bat hoat khi chuyén hoa lan déu qua gan tao cic chét chuyén héa phén cuc hon ¢d hoat
tinh glucocorticosteroid thép. Cac hoat tinh glucocorticosteroid cta cc chdt chuyén héa chinh
(6B-hydroxybudesonid va 16a-hydroxyprednisolone) thap han 1% ctia budesonid.
Chuyén hoa cta budesonid chd yéu qua trung gian béi enzym CYP3A, mdt phan ho cdia cytochrome P450.
Thai trir
Cac chat chuyén hoa cia budesonid dugc bai tiét & dang khéng déi hodc & dang lién hgp chd yéu qua than.
Khang phat hién ra budesonid dang khong chuyén héa trong nudc tiéu. Budesonid c thanh thai toan thén
cao (khodng 1,2 lit / phut) & nguai I6n khoe manh, va thai gian ban hiy trong huyét tuong sau khi diing
thudc khodng 2 - 3 gio.
Dai vdi tré em, thoi gian ban thai ctia budesonid sau khi hit la khodng 2,3 gid, tuong tu nhu véi mot nguai
trudng thanh khde manh. Véi tré em tir 4 — 6 tudi, do thanh théi khodng 0,5 L/phiit, d thanh thai & tré em
bang khodng 50% so vdi nguai Ion.
Quy cach dong goi:
Hop 2 vix 5 lo nhya/tdi nhom x 2ml/lo.
Béo quan: Bio quéan trong bao bi kin, tranh dnh séng, & nhiét do dudi 30°C.
Luén gitt lo chua mé trong tdi nhom dé bao quan tranh anh séng.
Han dung: 24 thang ké tir ngay san xudt, 3 thang sau md tdi nhom.
Tiéu chuan chat lugng: Tiéu chudn co's6

Nha san xudt
cpC1HN

(6ng ty ¢ phan Dugc phdm CPC1 Ha Noi
Cum cong nghiép Ha Binh Phuang, xa Van Binh, huyén Thutng Tin, Thanh phd Ha Noi

T5-17-061223-H01358-C00270

BANG THONG SO KY THUAT

Kich thuéc: (Rx D): 95 x 309 (mm)
Chat liéu: Couche 80

Cacndidung thay déi | Thay doinhain

Cac phan luu y dac biét: Khong co




