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Compuosition:
Each tube of cream contains:
1 Clotrimazole 100mg

Retamethasone Dipropionate 6.4mg
Gentamicin sulfate ¢qut. to Gentamicin 10mg

Tube 10g external cream

>
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Topolac-US

Tube 10y extemal crcam

Indications, contra-indications, dosage, administration. other informations:

Please cefer to enclosed package insert

Storage:
In o cool and dry place. below 30°C. proteet from direct sunhight
Do not refrigerate

Specification: In house i .
Manufacturer: US PHARMA USA JSC
Lot B - 10, D2 Streel, Tay Bac Cu Chi Industrial Zone, HOMC.

Keep out of reach of children.
Read the package insert carcfully before uvse.
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Thanh phan:
Mbi iy hem chira:
Clotrimazol 100mg

ional 6.4me
e
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Gentamicin sulfat wong duong .Gmlu,n.icin 10mg

Chi dinh. chéng chi djub. licu diung, cich ding, cic thing tin khac:
Xem 10 hudng din sir dung bén irong hép.

Bio quan:

Nui kho theang, nhiét do duor 30°C trank inh sang

Khéng bao quan ngdn da tu lanh.
Tiéu chuin: TCCS.

Dé xa tim tay fre em. Nha san xuit CONG TY CP US PHARMA USA
L6 B1 - 10, Buing D2. KON Tay Bdc Cii Chi, Tp.HCM.

Doc k§ hudng din sir dung trudc khi dung.

Thanh phiin: Moi tuyp kem chira: Bao quin: Noi kho thoang, nhigt dd duoi 30°C,
Clotrimazel Ith?ng Lrau_h anh sing SDK (Reg. No.
Beramethason Dipropionat 6.4y Khong bao quan ngan da i lanh, S 1 SX (Batch No.)
Gentamicin sullal twong dwong Gentamicin [Umyg Titu chudn: TCUS. Ngdy SK (Mg}
Chi djnh, chéng chi dinh. liéu ding. cich ding. HD (Exp.)

cic thong tin khac:

Xem 1o hirdng din s dung bén trong hap

Nha san xuil: CONG TY CP US PHARMA USA

P L6 B1 - 10. Buong D2. KGN Ty Bic Ci Chi, Tp.HCM
B¢ xa tam lay tr¢ cm.

Poc k¥ huong dan su dung rude khi dang

Rx Thude ké dan

WHQ - GMP ,-

Tuyp 10g kem boi da
Composition: Each tube of cream contains: Storage:
Clotrimazole 100mg / Betamethasone Dipropionate 6.4mg In a cool and dry place. below 30°C, protect from direct sunlight
Gentamicin sulfate egvi. to Gentamicin 10mg, Do not relrigerate

Indications, contra-indications, dosage, Specification: In house.

administration, other informations:
Please refer to enclosed package msert mp
lanufacturer: US PHARMA USA JSC

Keep out of reach of children
Lot B1 - 10, D2 Street. Tay Bac Cu Chi Industrial Zone. HCMC

Read the package insert carcfully before use
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TOPOLAC-US
Kem béi ngoai da
Pé thudce xa tim tay tré em
Poc ki hwéng din sir dung truée khi ding
céiu tao ciia thuoc
am kem chtra:

cO PHAN

ethason dipropionat 6.4 mg
Clotrimazol 100 mg
Gentamicin (duéi dang gentamicin sulfat) 10 mg

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

Dang bao ché

Kem boi ngoai da.

Chi dinh

TOPOLAC-US dugc str dung diéu trj trong cac trudong hop:

- Diéu tri cac bénh viém da dj tng nhu cham (Eczema) cip tinh va man tinh, viém da tiép
xtc, viém da di ung, viém da tang tiet ba, viém teo da, lichen phing man tinh, him da, viém
da tréc Vay, may day dat san, vay nén.

- Bénh nim da, nhiém khuan da tht phat.

Liéu lwong

Liéu dung va thoi gian dung thube cho tung truong hop cu thé theo chi dinh cua Bac s diéu tri.
Liéu dung thong thudng nhu sau: 1-3 lan/ngay.

Cach dung

B6i mot 16p thude mong 1én viing bi bénh va thoa k.

Chéng chi dinh

_ Bénh nhén c6 tién sir min cam v6i bat ky thanh phin nao ciia thude.

- Bénh nhan cé tién st man cam v&i cac khang sinh aminoglycosid nhu streptomycin,
kanamycin, gentamicin, neomycin hay bacitracin.

- Nhu véi cac corticosteroid khéc, chdng chi dinh dung betamethason cho nguoi bénh bj tiéu
duong, tam than, loét da day va hanh ta trang, trong nhiém khuan va nhiém virus, trong
nhidm ndm toan than va & ngudi bénh qua man véi betamethason hodc voi cac
corticosteroid khac.

Canh bso va than trong

- Trir nhig truong hop déc biét, can tranh bdi thudc [én mot ving B%‘ ong, dung thude kéo
dai ngay hoac bang dép kin vét thuong vi ¢6 thé tang su hdp thu toan than cta thude.

- Phai dung liéu betamethason thdp nhit co thé dé kiém soat bénh dang didu tri, khi giam liéu,
phai giam timg bude. Khi dung betamethason toan than phai rt than trong trong trudmg hop
suy tim sung huyét, nho1 mau co tim moéi mic, tang huyét 4p, dai thao duong, dong kinh,
glocom, thiéu nang tuyén giap, suy gan, lodng xuong, loét da day, loan tim thin wva suy than.
Tré em c6 thé dé tang nguy co déi véi mot sO tac dung khéng mong mudn, ngoai ra
betamethason co thé gay cham lon; ngudi cao tudi cling ting nguy co tac dung khong mong
muén. Do ¢6 tac dung (rc ché mién dich, viée sir dung betamethason & lidu cao hon liéu can
thiét cho liéu phap thay thé sinh 1y thuomg lam ting tinh dé cam thu v6i nhim khuan.
Thuong chéng chi dinh betamethason trong truong hop nhidm khuan cap khong dugce kiém
soat bang hoa tri licu khang khudn thich hgp. Nguoi bénh dang dung li¢u phdp
betamethason ciing d& mac nhiém khuin hon. Mit khéc, tridu chitng ctia nhimg bénh nay ¢6
thé bi che lap cho mai dén g1a1 doan mudn.

- Néu co kich img hodc man cam khi dung clotrimazol phal ngimg dung thude va diéu tri
thich hgp. Khong dimg clotrimazol cho diéu tri nhiém nam toan than. Khong dung
clotrimazol duong mleng cho tré dudi 3 tudi, vi chua xéac dinh hiéu qua va dg an toan.

- Bao voi thay thude néu cé biéu hién ting kich ing & ving boi thube (do, ngira, bong, myn
nude, sung), dau hi¢u ctia su qua man.




- Tranh c4c ngudn gay nhiém khuan hodc tai nhiém.

Sit dung thude cho phu nir ¢6 thai va cho con bu

Do tinh an toan trén phu nit c6 thai va cho con bu chua duge xéc dinh nén chi dung khi loi ich diéu
tri cao hon nguy co.

Anh hwéng ciia thudc 1én kha niing ldi xe va vin hanh may mée: chua co bdo cao.

Twong tic cua thube véi cic thude khic va cdc loai twong tic khac

» Betamethason:

Puracetamol: Corticosteroid cam Ung cdc enzym gan, cO thé lam ting tao thanh mot chét chuyén
héa cta paracetamol doc dbi vai gan. Do do, ting nguy co nhiém doc gan néu corticosteroid dugc
dung ciing v6i paracetamol liéu cao hodc trudng dién.

Thudc chong tram cam ba vong: Nhiing thubc nay khong lam bot va co thé lam tang cac r6i loan
tam than do corticosteroid giy ra; khong duge dung nhiing thudc chéng trdim cam nay dé diéu tri
nhitng tac dung ngoai y noi trén.

Cdc thudc chong ddi thdo duong uong hodc insulin: Glucocortocoid c6 thé 1am tang ndng do
glucose huyét, nén co thé cin thiét phai diéu chinh lidu ctia mdt hodc ca hai thude khi dung dong
thoi; ¢6 thé cling cin phai diéu chinh lai lidu cua thude ha dudng huyét sau khi nging liéu phap
glucocorticoid.

Glycosid digitalis: Dung ddng thoi voi glucocorticoid co thé 1am tang kha ning loan nhip tim hoic
doc tinh cia digitalis kém vai ha kali huyét.

Phenobarbiton, phenytoin, rifampicin hodc ephedrin c6 thé 1am tang chuyén héa cua corticosteroid
va lam giam tac dung diéu tri ctia chiing.

Ngudi bénh ding ca corticosteroid va estrogen phai duoc theo dsi vé tac dung qua murc cua
corticosteroid vi estrogen c6 thé lam thay dbdi chuyén héa va murc lién két protein cua
glucocorticoid, dan dén giam d¢ thanh thai, ting nira doi thai trir, ting tac dung diéu trj va doc tinh
cua glucocorticoid.

Dung dong thoi corticosteroid véi cdc thudc chéng dong logi coumarin ¢ thé lam ting hodc giam
téc dung chéng dong, nén c6 thé cAn thiét phai diéu chinh lidu.

Tac dung phdi hop cta thudc chong viem khéng steroid hodc rueou véi glucocorticoid ¢o thé dan
dén tang xuat hién hoic tang muc do trdm trong ctia loét duomg tiéu hoa. Corticosteroid c6 thé lam
tang néng do salicylat trong mau. Phai than trong khi ding phéi hop aspirin véi corticosteroid trong
truong hop giam prothrombin huyét.

» Clotrimazol:

Chua c6 thong bao vé tac dung hiép ddng hay dbi khang giita clotrimazol va nystatin, amphotericin
B hay flucytosin v6i céc loai C. albicans.

Néng dd tacrolimus trong huyét thanh clia ngudi bénh ghép gan ting l1én EMﬁng ddng thoi voi
clotrimazol. Do vay nén giam lidu tacrolimus theo nhu céu.

» Gentamicin:

Viéc sir dung dong thoi gentamicin véi cac thudce gay doc cho than bao gdm cac aminoglycosid khac,
vancomycin va mot sb thude ho cephalosporin, hodc véi céc thudce twong doi doc déi véi co quan
thinh giac nhu acid ethacrynic va c6 thé furosemid s& lam ting nguy co gdy doc. Nguy co nay cling
ting 1én khi dung gentamicin dong thoi véi céac thube 6 tac dung tic ché dan truyén than kinh co.
Indomethacin ¢6 thé lam tang nong do huyét turong cia cac aminoglycosid néu duoc dung chung.
Viée sir dung chung véi cac thude chéng noén nhu dimenhydrinat c6 thé che lap nhitng tri¢u chimg
dAu tién cta su nhidm doc tién dinh.

T4c dung khéng mong muén (ADR)

- Do betamethason:

Cac tac dung khong mong mudn ctia betamethason lién quan ca dén lidu va thoi gian diéu tri. Gidng
nhu v6i cac corticosteroid khéc, cac tac dung khéng mong mudn bao gdom: Céc rdi loan vé nude va
dién gidi, co xuong, tiéu hoa, da, thn kinh, ndi tiét, mat, chuyén hoa va tam than.

Thwong gap, ADR > 1/100.

Chuyén hoéa: Mt kali, gitt natri, gitt nudc.

Noi tiét: Kinh nguyét that thuomg, phat trién hoi chung dang Cushing, trc ché su ting trudng cua
thai trong tir cung va cta tré nho, giam dung nap glucose, boc 16 dai thdo dudng tiém 4n, tang nhu
cAu insulin hogc thudc ha dudng huyét & ngudi dai thdo dudng. 0

Co xuong: Yéu co, mét khéi luong co, lodng xuong, teo da va dudi da, ap xe v6 khuan.
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It gap, 1/1000 < ADR < 1/100.

TaAm thin: Sang khoai, thay dbi tim trang, trim cam ning, mat ngu.

Mét: Glocom, duc thé thuy tinh.

Tiéu héa: Loét da day va c6 thé sau d6 bi thing va chay mau, viém tuy, truéng bung, viém loét thuc
quan.

Hiém gép, ADR < 1/1000

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

Than kinh: Tang 4p luc ndi so lanh tinh.

Khéc: Céc phan ng dang phan v¢ hoac qua man va giam huyét ap hogc tuong tu soc.

- Do clotrimazol: Dung tai chd: Cac phan Umg tai chd (> 1%) bao gébm bong nhe, kich tng, viém da
di img do tlep xuc, dau rat viang boi thudc & da hoac 4m dao.

- Do gentamicin:

Thuong gap, ADR >1/100

Nhlem doc tai khong h01 phuc va do liéu tich tu, anh hudng ca dén bc tai (diée, ban ddu véi 4m tan
s& cao) va hé thdng tién dinh (chéng mat, hoa mat).

It gap, 1/1000 < ADR < 1/100

Nhiém doc than c6 hdi phuc. Suy than clp, thuomg nhe nhung ciing ¢6 truong hop hoai tir bng than
hodc viém than k&.

Ut ché dan truyen than kinh co, ¢6 truong hop gdy suy ho hap va liét co.

Tiém dudi ket mac gy dau, sung huyét va phu két mac.

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

Hiém gap, ADR < 1/1000

Phan tng phan vé.

R&i loan chitc nang gan (tdng men gan, tang bilirubin mau). )
Hu’o‘ng dén cach xir tri ADR . ‘
Da s6 céc tac dung khong mong mudn thuong co thé phuc héi hodc giam thiéu bang cach giam lidu; ,*-
cach nay thuong wa dung hon 1a ngimg thuée. $

Vi corticosteroid lam ting di hoéa protein, c6 thé can thiét phai tang khéu phin protein trong qua :;,a

trinh diéu tri kéo dai. Dung calci va vitamin D ¢6 thé giam nguy co lodng xuong do corticosteroid ~ “

gdy nén trong qua trinh diéu tri kéo dai. Nhitng nguoi co tién str hodc ¢6 yéu to nguy co loét da day

phai dugc cham soc bing thudc chéng loét (thude khang acid, doi khang thu thé H; hodc trc ché

bom proton). Ngudi bénh dang dung glucocorticoid ma bi thiéu mau thi can nghi dén nguyén nhan Ex:}\
a

¢6 thé do chay médu da day. .
Khong duge dung chung véi cac thudc gy doc hai cho thinh giac va than. HAN
Phai theo d5i ndng do thudc trong huyét tuong dé tranh nong d6 gay ngo dac ) ARMA
Thong bdo cho bdc si i nhitng tic dung khéng mong muon gap phai khi hﬁr{l/ung thuoc. NOT1 A
Qua liéu va cich xir tri : \&0

Triéu ching: St dung kéo dai co thé dan den tinh trang bao mon 16p collagen ¢ da va gdy teo day
Corticoid duge dung ngoai da trong mot s0 truong hop nhit dinh duogc hép thu véi nong do da dé
tao ra cac tac dung khong mong mudn nhu e ché chice niang tuyén yén va thuong than, gdy suy
thuong than cép, co biéu hién ciia hoi chiung Cushing.

Xt tri: Diéu tri triéu chung, xir 1y s mat can bang dién giai néu cén thiét. Can thong bao ngay cho
Baéc s hodic Duoc si khi c6 ddu hidu qua lidu.

Cic dic tinh dwoce lue hoc, dwoe dong hoc

Dic tinh dwoc luc hoc

Dugc chat chinh ciia TOPOLAC-US la betamethason dipropionat, clotrimazol va gentamicin sulfat.
TOPOLAC-US két hop giita hoat tinh khang viém manh cta Betamethason, tinh khang nam phbd
rong cua clotrimazol va tinh khang khuén pho rong cua gentamicin sulfat.

Betamethason dipropionat la mot betamethason tdng hop, co6 tac dung chéng viém va chéng di
ung.

Clotrimazol 1a thubc chong ndm tong hop thudc nhom imidazol phé rong dugce dung didu tri tai
chd céc truomg hop bénh ngoai da do nhiém cac loai nAm gy bénh khac nhau va ciing ¢o tac dung
trén Trichomonas, Staphylococcus va Bacteroides. Khéng c6 tac dung voi Lactobacilli. Co ché tac
dung cua clotrimazol 1a lién két voi cac phosph011p1d trong mang te bao nam lam thay doi tinh
thdm cua mang, giy mat cic cht thlet yéu ndi bao dan dén tiéu hay té bao ndm. /nvitro, clotrimazol
¢ tac dung kim ham va diét ndm, tuy theo nong do, véi céc chung Trichophyton rubrum,




Tnchophyron mentagrophytes, Epidermophyton floccosum, Microsporum canis va cac loai
Candida. Khang tu nhién véi clotrimazol hiém gip. Chi phén 1ap dugc mét ching Candida
guilliermondi khang clotrimazol. Khang chéo gitra cac azol 1a pho bién.
Gentamicin sulfat 1a mot khang sinh thuge nhom aminoglycosid c6 tac dung diét khuan qua trc ché
qué trinh sinh téng hop protein cua vi khuan. Gentamicin dat hiéu qua cao khi dung tai chd de didu
tri cdc nhiém tring da tién phat hodc tha phat. Pho diét khuan cua gentamicin thuc té bao gbm cac
vi khudn hiéu khi Gram am va céc tu cu khudn, ké ca cac chung tao penicilinase va khang
methicilin. Gentamicin it ¢6 tac dung déi voi cac khuan lau cau lién cdu, phé cdu, ndo mé cau,
Citrobacter, Providencia va Enterococci. Cac vi khudn ky khi bat budc nhu Bacteroides, Clostridia
déu khang gentamicin. O Viét Nam céc ching E. aerogenes, Klebsiella pneumoniae, truc khudn mu
xanh déu khang gentamicin. Nhung gentamicin van co tic dung voi  H. influenzae, Shigella
flexneri, tu cdu vang, S. epidermidis dic biét Staphylococcus saprophyticus, Salmonella typhi va E.
coli.
Ddc tinh duoc dong hoc

- Betamethason dé& duogc hip thu khi dung tai chd. Khi bbi, dic biét néu bang kin hodc khi da

bi rach hodc khi thyt truc trang, ¢ thé cé mot lugng betamethason duoc hép thu vao hé tudn
hoan.

- Clotrimazol va gentamicin rat it duoc hép thu khi ding dang ché phém boi trén da.
Quy cach déng goi
Hop 1 tuyp x 10 gram.
Piéu kién bio quin
Béo quan thudc & noi khd thoang, nhiét d@o dudi 30°C, tranh anh séng.
Khong bao quan trong ngan da tu lanh.
Han ding cua thudc
36 thang ké tir ngdy san xut.
Tiéu chudn: Tiéu chudn co sd.

Nha sén xuét K
CONG TY CP US PHARMA USA w\
L6 B1 — 10, Puong D2, Khu c¢ong nghiép Tay Bic Ca Chi — TP. H6 \®hi Minh — Viét Nam. |
Moi thiic mdc va thong tin chi tiét, xin lién hé vé sé di¢n thogi 028 37908860. 1Y




