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Rx Thudc nay chi ding theo don thuic

TOPOLAC-US
Kem hdi ngoadi da
Pé thude xa tim tay tré em
Poc ki huéng din si dung trude khi ding

ethason dipropionat 6,4 mg
Clotrimazol 100 mg
Gentamicin (dudi dang gentamicin sulfat) 10 mg

Td duge: Cetyl stearyl alcohol, Cetyl alcohol, Dau Paraffin, Cremofor A6, Cremofor A25, Propylen
glycol, Methyl Paraben, Tween 20, Butyl hydmxyd toluen (BHT), Propyl paraben, Nudc RO vd 10
gam.

Dang bao ché

Kem béi ngoai da.

Chi dinh

TOPOLAC-US duoce st dung didu tri trong céc trudmg hop:

- Diéu tri cac bénh viém da di img nhu cham (Eczema) cép tinh va man tinh, viém da tiép
xtic, viém da di img, viém da tang tléi ba, viém teo da, lichen phang mén tinh, ham da, viém
da tréc vax may day dat san, viy nén.

~ Bénh ndm da, nhiém khuén da thir phét.

Liéu lw

Liéu ding va thoi gian dung thude cho ting trudng hop cu thé theo chi dinh ctia Bac si diéu tri.
Liéu dung thong thuémg nhu sau: 1-3 lan/ngay.

Cich diung

Boi mot 16p thude mong 1én ving bi bénh va thoa ky.

Chéng chi dinh

- Bénh nhan ¢6 tién sir min cam véi bét ky thanh phin nao cua thude.

- Bénh nhin ¢6 tién st min cam véi cac khang sinh aminoglycosid nhu streptomycin,
kanamycin, gentamicin, neomycin hay bacitracin.

- Nhu véi cdc corticosteroid khéc, chong chi dinh ding betamethason cho nguoi bénh bi tiéu
dudng, tam than, loét da day va hanh ta trang, trong nhiém khuan va nhiém virus, trong
nhi#m nim todn thdn va & ngudi bénh qua man vdéi betamethason hodc voi cdc
corticosteroid khac.

Canh b#o va than trong
- Trir nhimg truong hop dac biét. cdn tranh boi thude 1én mdt ving @%Ié)ng, dung thude kéo
dai ngay hodc bang dap kin vét thuong vi c6 thé tang sy hap thu toan than cua thude.

- Phai dung licu betamethason thap nhat c6 thé dé kiém soat bc,nh dang diéu tri, khi giam lidu,
phai giam ting buée. Khi ding betamethason toan than phai rat than trong trong trudng hop
suy tim sung huyét, nhcu mau co tim m&i méc, ting huyét ap, dai théo dudmg, dong Kinh,
gléeom, thiéu ning tuy én giap, suy gan, lodng xuong, loét da day, loan tdm than va suy than.
Tré em c6 thé dé tang nguy co déi voi mét sO tdc dyng khong mong mudn, ngodi ra
betamethason co thé gdy cham lcm ngudi cao tudi ciing ting nguy co tac dung khong ‘mong
mudn. Do ¢6 tic dung tre ché mién dich, viée st dung betamethason & lidu cao hon lidu can
thiét cho liéu phép thay thé sinh 1y thuong lam ting tinh dé cam thu véi nhiém khuan.
Thuong chong chi dinh betamethason trong truong hop nhiém khuan cap khong duge kiém
sodt bing héa tri liéu khing khudn thich hop. Ngudi bénh dang dung ligu phdp
betamethason cling d& mic nhiém khuan hon. Mt khic, tri¢u chimg clia nhitng bénh nay ¢6
thé bi che 1dp cho mai dén g]al doan muon.

- Néu cé kich tmg hodc man cam khi ding clotrimazol phal ngung dung thube va diéu tri
thich hgp. Khéng dung clotrimazol cho diéu tri nhiém nam toan than. Khong dung
clotrimazol dmmg m1eng cho tré dudi 3 tudi, vi chua xdc dinh hiéu qua va do an toan.

- Bao voi thdy thude néu o biéu h1en tang kich img ¢ vung bdi thube (do, ngira, bong, mun
nuée, sumg), ddu hiéu cia su qua man.




- Tranh céc ngudn gy nhiém khudn hozc tai nhiém.

Sir dung thude cho phu nir ¢6 thai va cho con bi

Do tinh an toan trén phy nit ¢6 thai va cho con bu chua duge xac dinh nén chi dung khi loi ich diéu
tri cao hon nguy co.

Anh huéng ciia thudc 1én khi ning lii xe va vin hanh may mée: chua co bao céo.

Twong tic cua thude véi cac thude khic va cdc loai twong tic khdce

» Betamethason:

Puracetamol: Corticosteroid cam (ng cac enzym gan, ¢ thé lam ting tao thanh mét chét chuyén
hoa clia paracetamol doc dbi voi gan. Do do, tang nguy co nhidm ddc gan néu corticosteroid dugce
ding cing véi paracetamol lidu cao hodc trudmg dién.

Thuoc chong tram cam ba vong: Nhimg thude nay khong lam bot va ¢6 thé lam tang cac réi‘loan
tdm thin do corticosteroid gdy ra; khéng duge dung nhimg thudc chong trdm cam nay dé dicu tri
nhimg tac dyng ngoai ¥ ndi trén.

Cdc thuée chéng ddi thdo duong uong hode insulin: Glucocortocoid ¢ thé lam tang néng do
glucose huyét, nén co thé cn thiét phai diéu chinh lidu clia mot hodc ca hai thude khi dung dong
thosi; ¢6 thé ciing can phai diéu chinh lai lidu cia thude ha dudng huyét sau khi nging liéu phap
glucocorticoid.

Glycosid digitalis: Ding déng thoi véi glucocorticoid co thé 1am tang kha ning loan nhip tim hodc
doc tinh cia digitalis kem voi ha kali huyét.

Phenobarbiton, phenytoin, rifampicin hodc ephedrin ¢6 thé 1am ting chuyén hoa cua corticosteroid
va lam giam tac dung diéu trj cua chiing.

Ngudi bénh ding ca corticosteroid va esirogen phai duoc theo doi vé tac dung qua mic cua
corticosteroid vi estrogen c¢6 thé lam thay doi chuyén héa va muc lién két protein cua
glucocorticoid, ddn dén giam @6 thanh thai, tang nira doi thai trir, tang tac dung diéu tri va doc tinh
cua glucocorticoid.

Diing dong thoi corticosteroid voi cde thudc chong dong loai coumarin ¢ thé lam ting hodc giam
tac dung chéng dong, nén c6 thé cin thiét phai diéu chinh liéu.

Téc dung phéi hop cua thuée chéng viém khéng steroid hodc ruou véi glucocorticoid ¢o thé dan
dén tang xuit hién ho#c ting mic do tram trong ctia loét duong tiéu hoa. Corticosteroid ¢6 thé lam
tang ndng do salicylat trong mau. Phai than trong khi ding phéi hop aspirin véi corticosteroid trong
truomg hop giam prothrombin huyét.

» Clotrimazol:

Chua c6 théng bao vé tac dung hiép déng hay dbi khang giita clotrimazol va nystatin, amphotericin
B hay flucytosin véi céc loai C. albicans. :

Nong dd tacrolimus trong huyét thanh cua ngudi bénh ghép gan tang lén Ek‘%jdfjng déng thoi voi
clotrimazol. Do vy nén giam liéu tacrolimus theo nhu cau.

» Gentamicin:

Viéc sit dung dbng thdi gentamicin vai cic thude gay doc cho than bao gbm céc aminoglycosid khac,
vancomycin va mot s6 thudc ho cephalosporin, hodic véi cac thude tuong ddi doc déi véi co quan
thinh gidc nhu acid ethacrynic va co thé furosemid s& 1am tang nguy co gdy doc. Nguy co nay cling
tang 1én khi dimg gentamicin déng thoi véi cac thude o tae dung e ché dan truyén thin kinh co.
Indomethacin c6 thé 1am ting ndng dd huyét tuong cia cdc aminoglycosid néu dugc ding chung.
Vige sit dung chung voi céc thudc chéng non nhu dimenhydrinat cé thé che lp nhimg triéu chimg
diu tién cia su nhidm déc tién dinh.

Tic dung khéng mong muén (ADR)

- Do betamethason: i ) '
Céc tdc dung khéng mong muédn clia betamethason lién quan ca dén liéu va thoi gian dieu tri. Gidng
nhu v&i cac corticosteroid khéc, cic tac dung khong mong mufm bao gom: Céc rdi loan vé nudc va
dién giai, co xuong, tiéu hoa, da. than kinh, néi tiét, mit, chuyén hda va thm than.

Thuong gip, ADR > 1/100.

Chuyén héa: Mt kali, giit natri, gitt nuée.

N&i tiét: Kinh nguyét that thuomg, phat trién hdi chimg dang Cushing, tc ché sur tang truong cua
thai trong tir cung va cua tré nho, giam dung nap glucose, bac 16 dai thao duong tiém an, tang nhu
cu insulin hodic thude ha duomg huyét & nguoi dai thao duong.

Co xuong: Yéu co, méat khéi luong co. lodng xuong, teo da va dudi da, ap xe vO khuén.
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It gap, 1/1000 < ADR < 1/100.

Tam thin: Sang khodi, thay dbi tim trang, trim cam nang, mat ngi.

Mit: Glocom, duc thé thuy tinh.

Tiéu hoa: Loét da day va c6 thé sau @6 bi thing va chay mdu, viém tuy, truéng bung, viém loét thuc
quan.

Hiém gdp, ADR < 1/1000

Da: Viém da di tmg, may day, phu than kinh mach.

Than kinh: Ting ap luc ndi so lanh tinh.

Khac: Céc phan img dang phdn vé hodic qua man va giam huyét ap hogc tuong tu séc.

- Do clotrimazol: Dung tai chd: Cée phan tmg tai chd (> 1%) bao gém bong nhe, kich img, viém da
di tmg do tiép xiic, dau rat ving boi thudce & da hodc 4m dao.

- Do gentamicin:

Thmmg gdp, ADR >1/100

Nhu:rn doc tai khong ! 161 phuc va do lidu tich tu, anh hudng ca dén b¢ tai (diéc, ban déu v&i dm tin

s& cao) va hé thong tién dinh (chéng mat, hoa mat).

Jt gap 171000 < ADR < 17100

Nhiém ddc than cé hdi phuc. Suy thin cép, thuong nhe nhung ciing ¢6 trudmg hop hoai tir dng thén
hodic viém thin ke.

Uc ché dan truyén thén kinh co, ¢6 truong hop gay suy hd hép va liét co.

Tiém dudi ket mac gay dau, sung huyét va phi két mac.

Tiém trong mit: Thiéu mau cuc bd & vong mac.

Hiém gap, ADR < 1/1000

Phan 1mg phan vé.

R6i loan chire nidng gan (ting men gan, tang bilirubin mau).

Hudng dan cach xir tri ADR

Da 50 cac tac dung khéng mong mubn thudng ¢6 thé phuc hdi hodc giam thiéu bang cach giam liéu;
cach nay thuong va ding hon la ngirng thudc.

Vi corticosteroid lam tang di hoa protein, co thé can thiét phai tang khau phin protein trong quéa
trinh didu tri kéo dai. Ding calci va vitamin D ¢6 thé g giam nguy co loang xuong do corticosteroid
gy nén trong qua trinh diéu tri kéo dai. Nhimg ngudi ¢o tién sir hodc ¢ yeu to nguy co loét da day
phai duge chim sdc bang thude chéng loét (thudc khang acid, ddi khang thu thé Hy hodc e ché .
bom proton). Ngudi bénh dang dung glucocorticoid ma bi thiéu mau thi can nghi dén nguyén nhan "2 35
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¢6 thé do chay mau da day. & T \S
Khéng dugc dung chung voi cac thude gdy doc hai cho thinh gidc va than. ste
Phai theo doi ndng do thudc trong huyét tuong dé tranh nong do gay ngo dac ) ARMA ]
T J'mng bdo cho bdc st nhitng tic dung khéng mong muon gdap phai khi Mﬂg thuoc. N O ' /

Qui liu va cdch xir tri e?

Triéu chirng: St dung kéo dai co thé dan den tinh trang bao mon 16p collagen & da va gay teo day
Corticoid dugce ding ngoai da trong mot sb truong hop nhét dinh dugc hép thu voi noéng d6 du dé
tao ra cac tac dung khéng mong muén nhu (e ché chite niing tuyén yén va thugng thén, gy suy
thuong than cap, co biéu hién cua hdi chimg Cushing.

Xt tri: Diéu tri triéu chimg, xir 1y sy mét can bing dién giai néu cén thiét. Can thdng bao ngay cho
Bac st hodc Dugec si khi ¢6 ddu higu qué lidu.

Céc diic tinh duge lwe hoe, dwoe déng hoe

Dic tinh dugc luwc hoc

Duoc chit chinh cia TOPOLAC-US la betamethason dipropionat, clotrimazol va gcntannmn sulfat.
TOPOLAC-US két hop gitra hoat tinh khang viém manh cua Betamethason, tinh khang nam pho
rfng cua clotrimazol va tinh khang khudn pho rong cua gentamicin sulfat.

Betamethason dipropionat 1a mdt betamethason tong hop, c6 tac dung chéng viém va chdng di
ung.

Clotrimazol 12 thudc chdng nam tong hop thuge nhom imidazol phé rong duge ding diéu trj tai
chd céc trudmg hop bénh ngoai da do nhidm cac loai ndm gdy bénh khac nhau va ciing ¢6 tac dung
trén Trichomonas, Staphylococcus va Bacteroides. Khéng ¢6 tac dung voi Lactobacilli. Co ché tac
dung cua clotrimazol la lién kct vGi cdc phosphohpld trong mang te bao nam lam thay ddi tinh
th4m coa mang, giy mat cac chit thlet yéu nodi bao dan dén tiéu hiy té bao ndm. Invitro, clotrimazol
c6 tac dung kim hdm va digt ndm, tiy theo ndng do, véi cac chung Trichophyton rubrum,




Ti ichophyton menragmphvrev Epidermophyton  floccosum, Microsporum canis va cac loai
Candida. Khang tu nhién vai clotrimazol hiém gap. Chi phén lap duoc mét chung Candida
guilliermondi khang clotrimazol. Khang chéo gifra cdc azol la pho bién.
Gentamicin sulfat la mot khang sinh thuge nhom aminoglycosid c6 tac dung diét khuan qua e ché
qué trinh sinh tdng hop Erotcm ctia vi khuan. Gentamicin dat hi¢u qua cao khi dung tai chd de diéu
tri cac nhlem trung da tién phat hodc thir phat. Phé diét khudn cua gentamicin thuc té bao gbm cac
vi khudn hidu khi Gram 4m va céc ty cdu khudn, k¢ ca cac chung tao pemcﬂmase va khang
methicilin, Gentamicin it ¢6 tac dung déi véi cde khudn 1au cau, lién cau, phé cau, ndo mé cau,
Citrobacter, Providencia va Enterococci, Cac vi khuan ky khi bat budc nhu Bacteroides, Clostridia
déu khang gentamicin. O Viét Nam céc ching E. aerogenes, Klebsiella pneumoniae, truc khuan mu
xanh déu khang gentamicin. Nhung gentamicin van c6 tac dung v&i  H. influenzae, Shigella
flexneri, tu chu vang, S. epidermidis dc biét Staphylococcus saprophyticus, Salmonella typhi va E.
coli.
Bic tinh dwgc dpng hoc

- Betamethason dé duoc hip thu khi ding tai chd. Khi bdi, dic biét néu bang kin hogc khi da

bi rach hoic khi thut truc trang, c6 thé c6 mdt lugng betamethason duoe hép thu vao hé tudn
hoan.

- Clotrimazol va gentamicin rt it duoc hép thu khi ding dang ché pham bai trén da.
Quy cach dong gii
Hop 1 tuyp x 10 gram.
Piéu kién bio quin
Bao quan thude & noi khd thoang, nhiét d duéi 30°C, tranh anh sang.
Khéng bao quan trong ngin da tu lanh.
Han ding cua thube
36 thang ke tir ngay san XUAL.
Tiéu chufn: Tiéu chuén co sd.

Nha san xuit p \
Aha san xudt
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