
Huténg Dan Su Dung Thudc 

I. HUGNG DAN SU DUNG CHO NGUO! BENH 
1. Tén thudc: 

Dé xa tam tay tré em. Doc ky huéng dan si dung truéc khidting 

Théng bdo cho bac sy tac dung khéng mong muén gdp phdi khi st’ dung thuéc 
Thuéc nay chi ding theo don cia bdc sy 

Khéng ding thudéc 44 bién mau, hét han si dung... 

2. Thanh phan, ham lung cia thud (cho 1 vién): 
Betamethason 0,5 mg. 

Ta duge: Lactose 200 mesh, tinh bét san, Maltodextrin, brilliant blue FCF, acid stearic, magnesi 
stearat.... A a oo Via du 1 vién, 

3.Méta Fo phém: vin nén hinh ra det, mau xanh nhat, khéng mili, canh vat, métmatcd vach 

phanliéu, mét mat cé ky tu “S"dap thang ién vieRiidueng kinh 7mm. 

4. Quy cach déng géi: Hop 1 lo 100 vian kém huéng dan sit dung thudc. 
5. Thuéc ding cho bénh gi: 
Dung trong nhiéu bénh nhu thap khep, bénh hé théng taokeo, diting, bénh ngoai da, bénh néi 
tiét, bénh G mat. hG hap, mau, ung thu va nhiéu bénh khac cé dap ting vdi liu phap 
corticosteroid. 
Cac bénhthap khdp-viém khap dang thap, viem bao hoat dich cap va ban cap, vim mom |6ic4u, 
viém bao gan cap khong dac hiéu, viém ca, viém méxe, viém gan, viém khdp vay nén. 

Cdcbénhhé thangtaokeo:lupus ban dé toan than, bénh xe ctingbi, viém daca. 

Cac trang thai dj Ung: con hen, hen phé quan manipyiém mii di tng theo mia hodc quanh nam, 

viém phé quan di ting nang, viém da di ung, phaliag qua man véi thuéc va vét cén tring dét 

(can). ' 
Cac bénh da: thuong t6n tham nhiém khu tru, phi dai cla liken (lichen) phang, ban vay nén, seo 
Idi, lupus ban dang dia, ban do da dang (héi ching Stevens-lohmson), viém da trac way, viém da 
tiép xuic. 
Cdc bénh néi tiét suy v6 thugng than tién phat hode thd phat iding phéi hop voi 
mineralocorticoid), tang san thueng than bam sinh, viem tuyém gigp khGng mung mi we tang 
calci huyét doung thu. 
Cdc bénh mdt: cac qua trinh viém va di ting 6 mat va phan phu nhut viém két macdi Ung, vim 
giac mac, viém mang mac nho salva Mang mac mach lan tea, viem day than kinh thigidc. 
Cdc bénh hé hdp: bénh Sarcoid triéu ching, tran khi mang phéi, xo hod phéi, phong suy hé hap 
cap va chay mau néinhan cau Strédénon, _* 
Cac bénh mdu- giam tiéu cau tu phat hoac thf phat d nguéildén, thiéu mau tan mau mac phai (tu 
mién), phan ding truyén mau. 

Cac bénh tigu hod: viém gan man tinh tu'mién, cae bénh dai trang, dot tién trién cua bénh Crohn 
va viém loét dai truc trang chay mau. 

Cdcbénh ung ne hima benh bach cfu va u lympho 6 ngudi Ién, bénh bach cau cap & 
~ teem —=- — 

Héichting than hu: dé ha protein Kc va phittranghdi chuing than hu khéng tang uré huyét tién 
phat hoac do lupus ban dé, 
6. Nén ding thuéc nay nhu'thé nao va liéuluong: 
~Ngudiién: Liéu ding phy thudéc vao ting loai bénh, mtic 6 nghiém trong clla bénh va dap ting 
lam sang. Cac phac a6 sau huéng dan liéuthudng duoc sitdung: 

Diéu tri ngan han: 2-3 mg/ngay trong vai ngay dau tién, sau 46 gidm liéu xuéng 
0,25 mg-0,5 mg/ ngay trong 2 dén 5 ngay tly vao dap ting. 

Viém khop dang thap: 0,5mg - 2mg/ngay. Déivdi diéu tri duy tri, dung liéu thap nhat cd 

Hau hét cdc trudéng hgp: 1,5mg- 5ma/ngay trong 1 dén 3 tuan, sau dé gidm xuéng liéu 
t6i thiéu cén hiéu qua. Cac bénh nhan mé lién két han hgp hodc viém loét dai trang cé thé can 
liéuldn hon. 

-Tré em: cé thé diing liéu ty [é vai liéu cla nguéi lén (vi du 75% voi tré tir 12 tudi, 50% vdi tré tu 7 

tuéi va 25% vai tré tir 1 tudi), nhung cacyéu télam sang phai dyatheocan nang. 
Anh huéng cia corticoid phu thuécliéu, ¢6 thé gay cham phattrién trong phéi thai, lic 

nhé va théi nién thiéu, tac dung nay cé thé khong héi phuc dug. Diéu tri cho tré em nén duce 

gidi han é liéu nhd nhat va thei gian ng4n nat cé thé. é gidm thiéu su tic ché cla truc ving 
dudi doi-tuyén yén - thugng than va chamtang trudng can xem xét dén ding mét liéu duy nhat 
vao cacngay luan phién. 

7.Khinao khéng nén ding thuécnay: 
Qua mn vdi betamethason hoac vdi cac corticosteroid khac, hodc vi bat ky thanh phan nao 
clia Cetasone, 

Ngudi bi bénh dai thao dung, tam than. 

Nhimg bénhnhannhiém ném toan than, bénh nhan nhiém khuan vanhiém virus. 
8. Tac dung khang mong muén: 

-Thuéng gap: 
Chuyén hoa: mat kali, gifnatri, gitfnuéc. 
N6i tiét: kinh nguyét that thudng, héi chiding Cushing, tc ché sy tang truéng cua thai trong tir 
cung va cla tré nho, giam dung nap glucose, b6c 16 dai thao dudng tiém an, tang nhu cauinsulin 
hodc thudéc ha dung huyét éngudi dai thao duong. 
: xuong:yéu co, mat khéilugng co, loang xuong, teoda va dudida, 4p xe vd khudn. 

-Itgap: 
Tam than: sang khoai, thay d6itaém trang, tram cam nang, mat ngu. 
Mat: glacém, duc thé thuy tinh. 
Tiéu hoa: loét da day va sau d6 cé thé bi thding va chay mau, viém tuy, truéng bung, viém loét 
thuic quan. 

-Hiém gdp: 
Da: viém da di ting, may day, phu than kinh mach. 
Thankinh: tang ap lye néisolanh tinh. 
Cac phan ting khac: cdc phan ung dang phan vé hodc qua man va giam huyét ap hoac tuong tu 
s6c. 

9. Nén tranh ding nhiing thuéc hodc thu pham gi khi dang st/dung thuécnay: 
Khi dang uéng thuéc khéng nén diing phdi hop véi cdc thudéc chéng tram cdm 3 véng, 
paracetamol, cac thudc chéng dai thao duéng hoac insulin, Glycosid digitalis, Phenobarbiton, 
phenytoin, rifampicin hoac ephedrin, Estrogen, cac thuéc chéng déng loai coumarin, thuéc 
ch6ng viém phi steroid hoac rugu, cac thuéc khang cholinesterase, theophyllin, carbenoxolon 
va cac thuéc khang nam nhu amphotericin B, Ritonavir va céc thudc tranh thai duéng udng, cdc 

ee 

cimetidin, theophylin vi cé thé lam anh hudéng dén néng dé va tac dung hodc tang tac dung 
khéng mong mudn cia betamethason hoac thuéc phdihap. 
10. Can lam gi khimétlan quén khéng ding thudc: 
Thuéc uéng theo chi dan cla bac si, voi nhitng diéu tri dai ngay néu cé quén liéu thi can uéng 
liéu tiép theo ngay khi nhd ra, tuy nhién nén uéng thudc vao budi sang, truéng hop bé qua 1 
ngay thi thong bao ngay cho bac sy khi quén ding thudc. 
11. Can bao quan thuécnay nhuthé nao: 
Dui 30°C, noi khé, tranh anh sang. 

12. Nhiing dau hiéu va triéu ching khi ding thuéc qualiéu: - 

- Mot liéu don betamethason qua liéu cé thé khéng gay cac triéu chung cap. Tac dung do tang 
corticosteroid khéng xuat hién sém trirkhi diingliéucao lién tiép. 
-Triéu ching: Cac tac dung toan than do qua liéu betamethason trudng dién bao gém: tac dung 
gil natri va nuGc, tang chuing thém 4n, huy déng calci va phospho kém theo loang xuong, mat 
nito, tang duéng huyét, tac dung giam tai tao mé, tang cém thu vdi nhiém khuan, suy thuang 

than, tang hoat déng v6 thuong than, r6i loan tam than va than kinh, yéu co. 

13. Can phailam gi khi dang thudc qua liéukhuyén cao: 
Trong truéng hop qua liéu cap, nén diéu tri tuic khac bang cach gay nén va thut riva da day, can 
theo déi dién gidi dé huyét thanh va nudc tiéu. Dac biét chy dén can bang natri va kali. Trong 
trudng hop nhiém déc man, phai ngting thudc titty. Diéu tri mat can bang dién giai néu can. 

14. Nhiing diéu can than trong khi diing thudc nay: 
- Phai diing liéu thap nhat cé thé duoc dé kiémsoat bénh dang diéu tri; khi gidm liéu phai giam 
dan timg bude dé tranh nguy cosuy thugng thaneap. 
- Do cé tac dung tic ché mién dich, viéc sit dung betamethason 6 liéu cao hon liéu can thiét cho 

liéu phap thay thé sinh ly thuang lam tang tinh dé cam thu 46i véi nhiém khuan. Do vay, trong 
truGng hop nhiém khugn cap khi chua dugc kiém seat bang khang sinh thich hgp thi khéng chi 
dinh dung betamethason. Betamethason cé thé che lap triau ching nhiém khuan gay khé khan 
chochan doan va diéu tr. 
- Can phai rat than trong trong cac truéng hop: suy tim sung huyét, nhdi mau co tim mdi mac, 

tang huyét gp, dai thao duéng, d6ng kinh, glécém, thiéu nang tuyén gidp, suy gan, lodng xuong, 

loét da day, loan tam than va suy than. Khidting betamethason cho tré em va nguéi cao tudi dé 
tang nguy co 46i vGi mét sé tac dung khéng mong muén, ngoai ra betamethason cé thé gay 
chamlénétréem. ‘ 
-Truéng hop khéng duoc khuyén ding: ngudi bénhbilaotién trién hodc nghilao tiém an khong 
dugce ding betamethason trirrat hiém truéng hop diing Gé b6 tro cho Giéu tri vai thude chong 
lao. 

- Bap ung mién dich giam khi diing corticosteroid duéng toan than nén lam tang nouy co bi 
thuy dau, va cé thé ca nhiém Herpes zoster nang nén ngudi ben phai tranh tiép xc wel cac benh 
nay. Trong trutmng hap nguéi bénh khéng cé dap ting mién dich ma tiép xiic voi thiby Gau hodc 
sai can duoc gay mién dich thu déng. Khong dude diing cac vaccin sng cho nguéi banh dang 
ding ligu phdp corticosteroid liéu cao duéng toan than it nhSt cd trong 3 thang sau. Tuy nhién 
céthé diing vaccin chét hoac giai d6c t6 mac dui dap ung cd thé giam. > 
-Trong qua trinh diéu tri bang betamethason dai han, phai theo doi ngudi bénh déu dan. Cé thi 
can giamluong natriva bd sung thém calci va kali. 
- Diing betamethason kéo dai cé thé gay duc thé thuy tinh (ac biét 6 tré em), glacém vdi kha 
nang gay t6n thuong day than kinh thigiac. 
-Trong thanh phan ta duoc cla Cetason co lactose, cac bénh nhan khéng dung nap galactose, 
thiéu hut lactase hoac kém hap thu glucose-galactose khéng nén stfdung san pham nay. 
Sifdung cho phu nico thai va chocon bu: 
Phu ntfcé thai: 
Betamethason co thé dé dang qua nhau thai, sii dung corticold cho céc Géng wat c6 thai co thé 
gay ra cac bat thuéng trong sy phat trién cla thai nhi nhuhd ham €ch, cham phat trién trong ti 
cung, anh hu@ng dén su tang trudng va phat trién cla nao b6. Khong co bang chuing cho thay 
corticoid lam tang ty lé di tat bam sinh nhuhé ham éch, moi Gnguéi. Tuy nhién, néu ding trong 
thdi gian dai, lap di lap lai trong thei gian mang thai, corticoid cé thé lam tang nguy co cham 

phattrién trong tfcung. 

Theo ly thuyét, suy tuyén thugng than co thé xay ra 6 tré so sinh cé tiép xuc voi corticoid truidéc 
khi sinh nhung thudéng tu hét sau khi tré dugc sinh ra va (t khi cé6. Anh huéng nghiém trong tren 

lam sang. Phi dai cotim va trao nguge da day-thuc quan 4 duge bao cdo cling voi phoi nhiém 
betamethason. 
$i'dung betamethason khi mang thai hodc nguéicé kha nang mang thai phai can nhac giita loi 
ich va nguy co cia thudc d6i voi nguéi me va phdi hoac thai nhi. Tuy nhién, néu can thiét phai 
ding corticoid, benh nhan cé thai van cé thé st’ dung. Cac bénh nhancé tién san giat, hoac gift 
nudc can duge giam sat chat ché. 

Stdung betamethason duang toan than cho phu ni mang thai cé thé dan dén Uc ché thoang 
qua cac théng s6 nhu nhip tim, cdc thong sé sinh ly dugc sit dung dé danh gid su phat trién cla 

thainhi, bao gém nhip thé, chuyéndéng co thé. 
Tré so sinh ma me da dung nhiing ligubetamethason dang ké trong thai ky mang thai phaidugc 
theo déi can than vé cdc dau hiéu gidm chic nang tuyén thugng than. 
Phunichocon bu: 
Phai can nhac gia Ioi ich cho ngudji me véi kha nang nguy hai cho tre nho vi thudc bai xuét veo 
stfa me. Tré so sinh bu me dang uéng corticoid liéu c20 kéo dai cé thé bi dic ché tuyén thuong 
than.. 

Td déng cua thuéckhildixe va van hanhmayméc: 
Khéng cé anh huGng. 

15.Khinaocantham van bacsy, dugcsy: 
Khi gap bat ky tacdung khong mang mudnnac cia thudéc. 
Néu can thém thong tin xin hdiy kién bac sy hoac duoc sy. 

16. Han ding: 36 thang ké tifngay san xuat. 
17.Tén/ biéutuong cUanha san xbat/ cha sé hiu gidy phép dang ky san pham: 

CONGTY C6 PHAN DUGC PHAMTRUNG UONG |-PHARBACO 
(3 160 Tén DuicThng -BéngBa - Ha N6i 
&) DT: 84-4-38454561; Fax: 84-4-38237460 
PHARBACO) = Sn xuat tai: Thanh Kuan-Séc Son - Ha Noi. 

18. Ngay xem xét sifa di lai té thang tin cho bénhnhan: 19/09/2017 

Il, HUGNG DAN SU DUNG CHO CAN BOY TE 
1. Cac dac tinh duc luc hoc: 
Betamethason la mét corticosteroid téng hgp, cé tac dung kiéu glucocorticoid rat manh, keém 
theo tac dung chuyén héa mudi nuéc khéng dang ké. 0,75mg betamethason cé tac dung chéng 
viém tucng dung vai khoang 5mg prednisolon. 
Betamethason cé tac dung chéng viém, chang thap khdép va ch6ng dj ting va liéu cao cé tac 
dung tic ché mién dich. Do ft cé tac dung trén chuyén hdéa mudi nuéc, nén betamethason rat 
phi hgptrongnhiingtruéng hop bénhly ma git nudcla bat lai. 

https://vnras.com/drug/


