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I. HUGNG DAN SU DUNG CHO NGU'Gl BENH

1. Tén thubc:

Dé xa tam tay tré em. Boc ky huéng ddn sif dung truée khi diing
Théng bdo cho bdc sy tdc dung khéng mong muén gdp phdi khi sir dung thuéc
Thudc ndy chi diing theo don cia bdc sy
Khéng diing thuéc da bién mau, hét han sir dung...

2.Thanh phan, ham lugng cia thuéc (cho 1 vién):

Betamethason .0,5mg.
Ta dugc: Lactose 200 mesh, tinh bét sdn, Maltodextrin, brilliant blue FCF, acid stearic, magnesi
stearat... bk MUz a0 1 vién,

3.Méta sin phim Vten nén hlnh Iru det, mau xanh nhat, khéng mii, canh vat, métmatcé vach

phanliéu, métmatcd kytu “S"dép thang Ienwéﬁﬂuﬂng kinh 7mm.

4. Quy cach ddéng goi: Hop 1 lo 100 vién kém hu‘ﬂng dan sif dung thudc.

5.Thuécding cho bénh gi:

Dung trong nhiéu bénh nhu thap khop, bénh hé théng tao keo, diing, bénh ngoai da, bénh noi

tiét, bénh & mat. hé hap. mau. ung thu va nhiéu bénh khic c6 dép Ung véi lidu phap

corticosteroid. .

Cdc bénh thdp khdp:viém khop dang thap, viém bao hoat dich cdp va bén cap, viém mém 16i ciu,

viém bao gan cdp khéng dac hiéu, viém co, viém mo xo, viém gan, viém khdp vay nén,

Cdic bénh hé thdng tao keo:lupus ban ddtoanthdn, bénhxaciing bi, viém da co.

Cdc trgng thdi di ing: con hen, hen phé& quan mangyiém mi di ing theo mia hodc quanh nam,

viém phé quan di (ng nang, viém da dj ung, phan qua man véi thudc va vét con triing dot

{can). '

Cdc bénh da: thuong tén tham nhiém khu tri, phi dai clia liken (ichen) phing. ban vay nén, seo

I16i, lupus ban dang dia, ban dé da dang (hdi chiing Stevens-Johnson), viém da troc vy, viém da

ti€pxuc.

Cdc bénh néi tiét: suy vo thuong than tién phét hodc #hd phat fding phdi hop voi

mineralocorticoid), tdng sin thuong than bim sinh, viém tuyén gi2o khéng mung md va ting

calci huy&tdo ung thu.

Cdc bénh mdt: cac qua trinh viém va di ing & mét v phan phy nhet viém két mac di iing, viém

gidc mac, viém mang mac nho sauva mang mac mach lan téa, viém day than kinh thigiac.

Cdc bénh hé hdp: bénh Sarcoid triéu ching, tran khi mang phéi, xo hod phéi, phéng suy hé hdp

cap va chaymau ndinhan ciu dtrédénon. i

Cdc bénh mdu: gidm tiéu ciu tu phat hodc thif phét d ngudi I6n, thi€u mautan mau méc phai (tu

mi&n), phan ting truyén mau.

Cdc bénh tiéu hod: viém gan man tinh tu mién, cdcbénh dai tring, dot tién trién cua bénh Crohn

va viém loét dai truc trang chay mau.

Cdcbénhung rhu*diéutl}tamthm bénh bach c&l va ulympho & ngudi lén, bénh bach ciu cdp &
- AT

Héiching thﬂn hu: @& ha protein nléu va phiitrong hdi chiing than hu khéng ting uré huyét tién

phathoéc dolupusban dd.

6.Nén ding thudcnay nhuth&nao va liuluong:

- Ngudi lon: Liéu dung phuthudc vac timg leai bénh, miic 48 nghiém trong clia bénh va dip dng

lam sang. Cac phac dd sau huding dan liéu thudng dugc sirdung:

Diéu tri ngdn han: 2-3 mg/ngay trong vai ngay dau tién, sau d6é gidm liéu xubng
0.25mg-0,5mg/ ngay trong 2 dén 5 ngay tlly vao dap iing.

Viém khép dang thap: 0,5mg - 2ma/ngay. DSivéi diéu triduy tri, dung liéu thdp nhit cé
higéu qui.

Hau hét cac truding hop: 1,5mg - S5mag/ngay trong 1 dén 3 tudn, sau d6 gidm xudéng liéu
t6i thi€u con higu qua. Cac bénh nhian mé lién két hén hop hodc viém loét dai trang c6 thé cén
liéulén hon.

-Tré em: 6 thé dung liéu ty 1& véi liéu cla ngui 1an (vi du 75% vdi tré tir 12 tudi, 50% vdi tré ti 7
tudiva 259%vai tré tir 1 tudi), nhung cac yéuté lam sang phai dyatheo can ning.

Anh huéng ciia corticoid phu thude liéu, c6 thé gy cham phét trién trong phéi thai, lic
nho va théi nién thiéu, tac dung nay c6 thé khéng hédi phuc dugc. Didu tri cho tré em nén duoc
gi¢i han & liéu nhd nhat va thai gian ngan nhit c6 thé. P& giam thiu sy tc ché clia truc ving
dudi doi - tuyén yén - thuong than va cham tang trudng can xem xét dén dung mét liéu duy nhat
vaa cacngay luan phién.
7.Khinao khéng nén ding thudc nay:

Qué mén vdi betamethason hodc vdi cac corticosteroid khac, hodc véi bat ky thanh phin n2o
cliaCetasone.

Ngudi bi bénh déi thdo duding, tim than.

Nhimg bénhnhan nhiém ndm toan than, bénh nhan nhiém khuin va nhiém virus.

8.Tdcdung khéng mong muén:

-Thuding gdp:

Chuyén hod: mét kali, giirnatri, gitf nudc.

Noi tiét: kinh nguyét that thuéng, héi chiing Cushing, tc ché suf ting trudng cda thai trong tf
cung va cua tré nhé, giam dung nap glucose, boc 16 dai thao dudng tiém an, ting nhu cduinsulin
hodc thudc ha dudng huyét & ngudi déi théo dudng.

Cfxuclng:yéu co, matkhdilugng co, lodng Xuong, teoda va dudi da, ap xe vé khusn.

-Itgdp:

Tamthdn: sdng khodi, thay d6itam trang, trdm c3m nang, mat ngi.

Mat: glécom, ducthéthuytinh.

Tiéu hod: loét da day va sau d6 c6 thé bj thiing va chdy mdu, viém tuy, trudng bung, viém loét
thucquan.

-Hiém gdp:

Da: viém dadi (ing, may day, phi than kinh mach.

Thénkinh:tingap Iuec ndi solanh tinh,

Cac phan ting khdc: cc phan (ng dang phéan vé hodc qué man va gidm huyét 4p hodc tuong ty
sdc.

9.Nén trénh diing nhiing thuéc hoac thuc pham gi khi dang sitdung thuéc nay:

Khi dang udng thudc khéng nén diing phéi hop véi céc thudc chéng trdm cam 3 véng,
paracetamol, cdc thudc chéng dai thdo dudng hodc insulin, Glycosid digitalis, Phenobarbiton,
phenytoin, rifampicin hodc ephedrin, Estrogen, cac thuéc chéng déng loai coumarin, thudc
chéng viém phi steroid hodc rugu, céc thude khéng cholinesterase, theophyllin, carbenoxolon
va cac thudc khing ndm nhuamphotericin B, Ritonavir va cac thu8c tranh thai duémg udnag, cic

cimetidin, theophylin vi ¢ thé lam inh hudng dén néng do va tac dung hodc tang tac dung
khéng mong mudn clia betamethason hodc thude phéi hop.

10.Céin lam gi khi métlan quén khéng diing thuéc:

Thuéc udng theo chi dan ctia bic si, vi nhitng diéu tri dai ngay néu cé quén liéu thi cin uéng
liéu ti€p theo ngay khi nhd ra, tuy nhién nén uéng thudc vao budi sang, truéng hop bé qua 1
ngay thi thong bdo ngay cho bac sy khi quén dung thuéc.

11.Canbao quin thudcnay nhuthé nao:

Duéi 30°C, noikhé, tranh dnh sang.

12.Nhimng ddu hiéu vatriéu ching khi ding thudcqué liéu: -

- Mot liéu don betamethason qud liéu c6 thé khdng gdy cac triéu chiing cip. Tic dung do ting
corticosteroid khéng xuét hién som trirkhi dung lidu cao lién tiép.

-Triéu ching: Cac tac dung toan than do qua liéu betamethason truding dién bao gém: téc dung
gil natri va nuidc, ting chiing thém an, huy déng calci va phospho kém theo lodng xuong, mat
nito, tang dudng huyét, tac dung gidm tii tao mé, ting cam thu véi nhiém khudn, suy thuang
than, tang hoat @éng vé thuong than, rdi loan tdm than va than kinh, yéu ca.

13.Can phai lam gi khi diing thudc qua liéu khuyén céo:

Trong trudng hop qua liéu cap, nén diéu tri titc khic bing cach gy nén va thut rira da day, cin
theo dai dién giai 48 huy&t thanh va nudc tidu. D3c biét chti § dén can bing natri va kali. Trong
trudng hgp nhiém ddcman, phai ngling thudc tirtlr. Diéu trimat can bing dién gidindu cin.

14, Nhiing diéu cin than trong khi dungthudc nay:

- Phéi dung liéu thap nhét cd thé dugc dé kiémsoat bénh dang diéu tri; khi gidm liéu phai gidm
dan timg budc dé tranh nguy co suy thugng thancdp.

- Do ¢d tdc dung Uc ché mién dich, viéc sif dung betamethason & liéu cao hon liéu can thiét cho
ligu phap thay thé sinh ly thuong lam tang tinh dé cadm thu d6i véi nhiém khudn. Do viy, trong
truéng hop nhigém khudn cdp khi chua duoc kiém soat bang khang sinh thich hap thi khéng chi
dinh ding betamethason Betamethason c6 thé che lap triéu chiing nhigm khudn gay khé khin
chochin dodn va &iéutri

- Can phdi rét than trong trong ¢3¢ trudng hop: suy tim sung huyét, nhdi mau co tim mdi méc,
tang huyét 3p, d3i thao dubng, déng kinh, glocom, thidu nang tuyén gidp, suy gan, loing xuong,
loét da day, loan tam than va suy than. Khi diing betamethason cho tré em va ngudi cao tudi dé
tang nguy co d6i véi mdt so tac dung khéngn%g muén, ngoai ra betamethason cé thé gay
chamlén gtréem. Y
-Truong hop khéng dugc khuyén ding: nguéi bénhbilac tién trién hodc nghi lao tiém &n khéng
duoc ding betamethason trif rét hiém trudmg hop diing @€ b6 tro cho @€y tri vdi thudc chdng
lao.

- Dép (ing mién dich gidm khi diing corticosteroid duding to@n than nén lam tdng nguy co bi
thuy dau, va c6 thé cd nhiém Herpes zoster ndng nén ngudi bénh phai tranh tiép xlc vl céc bénh
nay. Trong truéng hgp ngudi bénh khéng cé dép iing mién dich ma tiép xic vdi thiy 33u hodc
s&i cdn duoc gay mién dich thu dong. Khdng duge diing cic vaccin séng cho ngui bénh dang
ding liéu phap corticosteroid liéu cao dudng toan than it nhit ¢ trong 3 thing sau. Tuy nhién
c6thé dung vaccin chét hoac gidi doc té mdc du dap iing cé thé gidm. “ZM
-Trong qué trinh diéu tri bang betamethason dai han, phdi theo déi ngudi bénh déu din. C6
cangidm lugng natriva bé sung thém calciva kali.

- Diing betamethason kéo dai cé thé gay duc thé thuy tinh (dac biét & tré em), glocdm véi kha
nang gay tén thuong day than kinh thi gidc.

- Trong thanh phan ta duoc cla Cetason co lactose, cac bénh nhan khéng dung nap galactose,
thiéu hut lactase hodc kém hip thu glucose-galactose khéng nén sirdung sdn phidm nay.
Sirdung cho phunircé thaiva choconbu:

Phunircd thai:

Betamethason cé thé dé dang qua nhau thai, sir dung corticoid cho cic S5ng vat cd thai co thé
gay ra cac bat thuding trong su phét trién clia thai nhi nhu hd ham &ch, cham phat trién trong td
cung, anh hudng dén sy tang trudng va phat trién cla ndo bé. Khang <o bing ching cho thdy
corticoid lam tang ty 1& di tdt bdm sinh nhuthé ham éch, méi & ngudi. Tuy nhién, néu ding trong
thai gian dai, 1ap di lap lai trong thai gian mang thai, corticoid c6 thé lam téng nguy co cham
phattrién trongticung.

Theo ly thuyét, suy tuyén thugng thin cd thé xdy ra & tré so sinh ¢ tiép xtic vai corticoid truidc
khi sinh nhung thudng ty hét sau khi tré dugc sinh ra va it khi ¢é dnh hudng nghiém trong trén
Iam sang. Phi dai cotim va trio nguagc da day- thuc quan da dugc bdo cao cling vdi phoi nhiém
betamethason.

St dung betamethason khi mang thai hodc ngusi c6 kha ndng mang thai phai can nhic gita lgi
ich va nguy co cla thudc déi vdi ngudi me va phéi hoac thai nhi. Tuy nhién, néu can thiét phai
diing corticoid, bénh nhan c6 thai van cd thé st dung. Cac bénh nhan cé tién san giat, hodc gilr
nudc cn duge gidm satchitché.

St dung betamethason dudng toan than cho phu nir mang thai c¢6 thé dan dén c ché thoang
qua cac théng s nhu nhip tim, cic théng s8 sinh ly dugc sirdung dé danh gia su phat trién cla

thai nhi, bao gém nhip thé, chuyéndéng co thé.

Tré so'sinh ma me da ding nhiing liéu betamethason dang ké trong théai ky mang thai phai duoc
theo ddi cdn than vé cdc ddu hiéu gidm chiic ndng tuyén thuong than.
Phunichoconbd:
Phai can nhic gita lgi ich cho ngudi me véi kha ning nguy hai cho tré nhé vi thudc bai xust vao
s(fa me. Tré sa sinh bia me dang udng corticoid éu czo kéo dii cé thé bi Uc ché tuyén thuong
than..
Tdc déng cia thude khildixe va vin hanhmdy méc:
Khéng cd dnh hudng.
15.Khindo cAn tham vin bacsy, dugcsy:
Khi gap bt ky tic dung khéng mang mudn nao cla thudc.
Néu cin thém thdng tin xin hdi y kién bac sy ho&c dugc sy.
16. Han diing: 36 thing ké tirngay sdn xuat.
17.Tén/ biéu tugng cia nha san xtidt/ chi sé hitu gidy phép dang ky san pham:
CONGTY COPHAN DUQC PHAMTRUNG UONG | - PHARBACO
160 Ton DicThang -Déng Da - Ha Noi
BT: 84-4-38454561; Fax: 84-4-38237460
PHARBACC  S3n xudttai:Thanh Xuan-5S&6cSan-HaNéi.
18. Ngay xem xét sifa ddi lai t&r théng tin cho bénh nhén: 19/09/ 2017

Il. HUONG DAN SU DUNG CHO CAN BO Y TE
1.Cac dac tinh dugcluchoc:
Betamethason |a mét corticosteroid tong hop, co tac dung kiéu glucocorticoid rét manh, kém
theotac dung chuyén héa mudi nudc khéng dang ké. 0,75mg betamethason cé tacdung chéng
viém tuong duong vdikhoang 5mg prednisolon.
Betamethason c6 tac dung chéing viém, chéng thﬁp khdp va ch-::—ng di ting va liéu cao cé tic
dung tic ché mién dich. Do it ¢6 tc dung trén chuyén héa mudi nudc, nén betamethason rét
phl hgp trong nhitng truéng hgp bénh Iy ma gil nudcla bat loi.




