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khi diing. Néu cin thém thong tin, xin héi ¥ kién bac si. Thuéc nay chi

EsYTE

c Lﬁoﬁ&miww . dung theo don ciia bac si.
BLPHE D JYET ),
' Kem CANDIDERM

Clotrimazole U.S.P. 1%

Beclometasone Dipropionate BP 0.025%

Gentamicin sulfate tuong duong gentamicin BP 0.1% .
Ta dugc: Ddu parafin tring, Sip nhii hod Cetomacrogol, Methyl paraben, Natri Phosphat khan,ﬁ}'/

Dihydrophosphat, Parafin 16ng, Cén Benzylic (Benzyl Alcohol), Propyl paraben, Butylated Hydroxy Toluéffe,
Propylen Glycol, nuéc tinh ché vd.

DUQC LUC HOC

CANDIDERM chita:

- Clotrimazole, mot thu6c chéng ndm nhém imidazole, ding diéu tri tai chd cdc nhiém ném néng. Clotrimazole
duge téng hop ddu tién vao nim 1967 va c6 tén héa hoc 1a 1- (o-chloro- diphenyl-benzyl) imidazole. Céng thitc
phan tir 1a C,H,,CIN, véi phan tir luong 344,8.

- Beclometasone dipropionate la mét corticosteroid ding dé diéu tri nhiéu bénh vé da. Tén héa hoc 1a a-chloro-
11, 17a., 21- trihydroxy- 16f- methylpregna- 1,4- diene-3, 20- dione 17,21- dipropionate vdi cong thic phan tir
CyH,,CIO,,; , phén tir lugng 521.0.

- Kem CANDIDERM ciing chita mét khéng sinh 1a Gentamicin sulphate. Tén héa hoc 1a 2- [4 , 6- diamino- 3- [3-
amino- 6 -(1- methylaminoethyl) oxan-2-yl] oxy-2-hydroxy- cyclohexoxy] -5-methyl- 4- methylamino- oxane-
3,5- diol sulphate véi cong thiic phan ti C,,H,,N,0,H,SO, va phan tir lugng 575,67.

Co ché tiac dung

Clotrimazole

Clotrimazole la mot din xuat imidazole, c6 tic dung chéng ndm do tc ché (dng hop sterol ciia ndm. Clotrimazole
tic ch€ cic enzym chuyén 2,4-methylenedihydrolanosterol thanh demethylsterol, tién chét clia ergosterol, mot
thanh phén thiét yéu clia mang t€ bio chat clia nim.

o} néng do diét ndm 16i thiéu, Clotrimazole gay 1o ri céc phic hop phospho ndi bao vao méi trudng xung quanh
clng véi su bé gly acid nucleic clia t€ bao va tang dong kali ra. N6 ciing 1am 1o ri céc thanh phién thiét yéu cla
ndi bao din dén iic ché tdng hop céc dai phan tir nhu protein, lipid, DNA va polysaccharid.

Céc co ché khdc cha tic dung ch6ng néim clia Clotrimazole bao gém anh hudng dén ATPase mang t& bao chdt,
dnh hudng dén van chuyén qua mang, v chuyén héa acid béo.

Beclometasone Diproprionate

Beclometasone 1a mét corticosteroid halogen héa diing tai chd c6 d6 manh trung binh. Corticosteroid cé nhiéu co
ché tic dung bao gém tdc dung chéng viém, tic ch€ mién dich va chéng tang sinh t€ bao. Téhc dung chéng viém do
gidm sy hinh thanh, gidi phéng va hoat tinh clia cdc chat trung gian gay viém (nhu Kinin, histamin, cdc enzym
liposom, prostaglandin, leukotriene) 1am gidm céc biéu hién ban ddu clia qud trinh viém. Corticosteroid tc ché su
di chuyén ctia t€ bao dén viing bj tén thuong, dio ngugc sir gidn mach va tinh tham tang ctia mach tai viing tén
thuong, két qua la 1am gidm su ti€p can clia cdc t€ bao dén cic khu vuc tén thuong. Tic dung co mach nay lam
gidm su thodt mach chia huyét thanh, sung va khé chiu. Céc dic tinh tc ché mién dich nay lam giam d4p ng véi
cdc phén (ing qud mén ngay 1ap tic va muon (typ IIL, typ IV). Cic két qua ndy ¢6 dugc tir sur trc ché déc tinh cia
phiic hgp khéng thé va khing nguyén tao ra & thanh mach ma gdy viém mach di &ng & da, va do tic ché tdc dung
cta lymphokin, céc t€ bao dich, va dai thuc bao (ching ciing nhau tao ra cdc phén tng viém da di dng do tiép
xtic). Thém vao dé, cdc corticosteroid ciing ngén chin sy ti€p can ciia cdc t€ bao T nhay cam va dai thuc bao dén
t& bao dich. Tdc dyng chéng tang sinh t€ bao 1am gidzm déc tinh simg héa clia bénh vdy nén.

Gentamicin:

Gentamicin 12 m§t hon hop 3 chat ¢6 cdu tric tuong tu nhau téng hop tir Micromonospora purpura. Gentamicin 14
mot khéng sinh di¢t khudn c6 tdc dung nhd gén két v6i mot protein dic hiéu ctia bdn don vi 30S ctia ribosom vi
khudn, din dén dich sai RNA truyén tin vA RNA van chuyén khi bit ddu tao chudi peptid ctia vi khudn khién céc
acid amin sai dugc lap vao chudi peptid. Céc ribosom bi anh huéng duge gii phéng ra va tiép tuc lap lai qué trinh
nay din dén tang ty lé cdc chudi peptid khong hoat dong.

Phé khéng vi sinh vat

Clotrimazole:N4dm:
Clotrimazole la mot thuée khéng ndm phé rong, tic ché su phat trién ciia hdu hét cde ndm gay bénh cho ngudi, bao

gbm:
a) Blastomyces dermatitidis
b) Candida spp (Clotrimazole c6 hi¢u qué nhu nystatin d6i v6i Candida spp)
c) Coccidioides immitis
d) Cryptococcus neoformans (Torula histolytica)
e) Dermatophytes (Trichophyton, Microsporum, Epidermophyton)
f) Histoplasma capsulatum
g) Malassezia furfur ;
h) Naegleria fowleri f
i) Nocardia spp {
J)  Paracoccidiodes brasiliensis
k) Sporotrichum Schenckii
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Gentamicin
Gentamicin c6 téc dung ch6ng lai hdu hét cdc vi khudn gram am. Gentamicin c6 téc dung chéng lai cdc vi sinh vat
sau: .

a) Staphylococcus aureus

b) Streptococci

c¢) Proteus vulgaris

d) Pseudomonas aeruginosa

e) Klebsiella- Enterobacter species

f) Enterobacter aerogenes (Aerobacter aerogenes)

h) Neisseria species
O néng do thdp hon 2,5mcg/mL (trong 6ng nghiém) Gentamicin chéng lai hdu hét céc vi khudn gram 4m bao
g6m E. coli, Klebsiella pneumonia, Enterobacter aerogenes, Serratia marcescens, va Citrobacter freundii. & néng
do cao hon (5 mcg/mL trong 6ng nghiém) gentamicin c¢6 hiéu qué chéng lai Pseudomonas aeruginosa,
Enterobacter cloacae, Salmonella species, Shigella, Proteus mirabilis va Herellea spp.

DUGC PONG HOC

Clotrimazol ,
Hap thu
Hép thu toan than sau khi ding céc ché phdm Clotrimazole tai ché 1a rat it. Udc tinh sinh kha dung

0,5%.

Phan bo

Sau khi boi kem Clotrimazole vao da, né phan bé vio trong 16p simg, 16p nén, 16p nhi va 16p luéi. Néng do clia
Clotrimazole dat dugc trong céc 16p biéu bi 16n hon néng d6 tic ché t6i thiéu (MICs) d6i v6i hdu hét cdc ndm gay
bénh. Céic miic cao nhdt dat dugc trong 16p simg (50 dén 100mcg/mL) va mifc thép nhét dat duge trong 16p nh
(1.53 dén 3 meg/mL).

Thai trir

Clotrimazole dugc hép thu bi thi trir chii yéu vao phan, phén 1én qua théi trir dudng mat. Lugng thudc thai trir qua
than khoédng 0,05% dén 0,5%. Thdi gian bén thai cta Clotrimazole khoang 3,5 dén 5 gio.

Beclometasone

Miic d¢ hdp thu qua da cha corticosteroid chju anh huéng béi nhiéu nhan t6 bao g6m té dugc, tinh nguyén ven
clia biéu bi va bang vét thuong. Corticosteroid cé thé dugc hép thu qua da lanh. Céc ching viem v3/ hay cdc
ching bénh khéc & da c6 thé 1am tang do hdp thu qua da. Bang vét thuong 1am ting hdp thu corticosteroid qua da.
Khi dugc hdp thu qua da, tinh chat duge dong hoc ctia corticosteroid giéng v6i khi diing toan than.

Bt ct mét lugng Beclotasone nao dugc hép thu qua da s& duoc chuyén héa bdi gan va thai trir qua than. Chua biét
hép thu chinh x4c clia Beclometasone.

Khong phét hién thdy thuSc trong huyét thanh hay nuéc tiéu khi boi da gentamicin 0,1%. Vé6i néng do cao 5%,
hdp thu qua da hé c6 thé dat t6i 5%. Gentamicin boi tai chd d& hdp thu qua vét thuong 16n, vét thuong hé nhung
khong héip thu qua da lanh. Thu6c it lién két véi protein huyét tuong (tir O dén 30%). Thu6c hdp thu hdu nhu hoan
toan dugc thdi trlr qua than & dang khong déi (70 dén 100%) va chi mot it qua mat.

CHI PINH

Dung dé diéu tri

1. Céc bénh da dép ting véi Corticosteroid (Eczemas va cic bénh viém da, di ing da khic) kém nhiém khuén hay

nhiém ndm thi phét vi du nhu: Viém da mén tinh, eczema/ viém da dj ing, viém da tiép xic, viém da tang tiét ba

nhdn, mun mi, tring c4, viém nang 16ng, chdc 15, bénh ndm do Corynebacterium minutissimum, vily nén eczema
hay nhiém khudn...

2. Nhiém ném kém viém hay eczema thit phét va/hodc nhiém khudn th phét. Vi du nhu céc ching nhiém ném da
nhu ndm da chan, ndm da ddi va ndm da than khi thudng bi nhiém khudn thi phét thudng dugc xem va céc nhiém
ndm khdc.

3. Nhiém khudn (gay ra bdi cdc chiing vi khudn nhay cam néi trén) kém eczema hay viém thi phét va/hoic nhiém
ndm thi phét nhu b¢nh chéc 1& lan truyén, viém nang bé mat, mun md, viém nan g rau va bénh mu da hoai thu.

CACH DUNG VA LIEU DUNG
Nén rira sach viing boi thudc bing xa béng va nuéc sau d6 dé kho. Boi mot lugng nho kem Candiderm thanh mot
I6p mong 1én viing da bi bénh. Ngay béi 2 dén 3 I4n. D6i véi mot s6 bénh nhan ¢6 thé diéu tri duy tri véi it 1dn
dung hon ma vén dat dugc két qua tét.

Nguoi Ion

Liéu khuyén cdo 12 boi kem vao viing da bi nhiém bénh véi luong vira di 2-3 l4n/ngay trong vong 5-14 ngdy. Chi
boi kem 1én vét tdn thuong véi chiéu dai dudi 10cm va dién tich 100cm®. Néu khong thdy c6 ddp ing 1am sang
trong vong 3-5 ngay thi nén khdm lai.

Bénh nhan nhi

Chua c6 huéng din théng nhat vé ding cdc cong thic két hop steroid cho tré em do su bién déi Ién giita cc c4
nhan va két qua l1am sang. Mic dii da thdy diing tai ché Beclometasone la an toan cho mot s6 tré nho va tré so
sinh, nhung cén hét siic than trong khi diing cho tré dudi 12 tudi, khi thuc sy cdn thiét va gidm sét y € chit che
nguy co I6n hon vé hdp thu qua da vi cdc phan ting khong mong mu6n toan than.
Kem Candiderm dugc khuyén céo chi diing cho bénh nhan trén 12 tudi.

Cha y:

Vi nhiing bénh nhan bi bénh chéc 16 lan truyén, cdn béc vdy da trude khi dung kem Candiderm dé kem
t6i da v6i viing bi nhiém bénh. Nén than trong dé tranh nhiém bén cho viing da bi bénh.
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CHONG CHi PINH

1. Chéng chi dinh cho nhiing bénh nhan min cam véi Clotrimazole, Beclometasone, Gentamicin hay véi bt ky
thanh phédn nio ciia thudc.

2. Chéng chi dinh cho bénh nhan bi lao da, thuy dau, herpes simplex, s&i, bénh dau bd, bénh giang mai, loét da.

DUNG CHO CAC POI TUONG DAC BIET

Dung cho phu nif ¢6 thai

Chi nén dung Candiderm cho phu nit mang thai khi loi ich lén hon nguy co tiém tang cho thai nhi. Khong
ding vdi thoi gian dai cho phu nit ¢6 thai.

Clotrimazole: Loai B cho Phu nif ¢é thai

Chua 6 bdo cdo nio vé cdc phin ting khong mong muén khi ding Clotrimazole tai chd & cdc nghién ciu sinh sén
trén dong vat.

Tuy nhién, vin chua c6 céc nghién ciu kiém so4t 6t va ddy di vé viéc ding Clotrimazole tai ché cho phu nit
mang thai. Do d6 chi nén diing Clotrimazole cho phu nit mang thai néu thuc su cén thiét.

Beclometasone Dipropionate: loai C cho phu nir ¢6 thai

Nhin chung Corticosteroid gay qudi thai trén dong vat thi nghiém khi dung toan than & muc liéu thap.

Giéng nhu cdc Corticosteroid khéc, ding Beclometasone dipropionate tiém duéi da gy qudi thai va chét thai &
chu6t nhéit va thé khi dung liéu 0,1mg/kg/ngdy & chudt nhit va liéu 0,025mg/kg/ngdy & thd. Céc liéu nay & chuot
nhit va & thé bing gdn mot nira liéu hit khuyén cdo t6i da mdi ngay cho ngudi 16n tinh theo mg/m?, Khong thdy
cdc anh huong vé qudi thai hay chét thai & chu6t céng khi cho ding liéu hit 15mg/kg/ngiy (khoan ) a'ny@ﬁ
hit khuyén cdo t6i da mbi ngay cho ngudi I6n tinh theo mg/m?). /

Chua c6 céc nghién citu ddy dii va kiém sodt t6t & phu nir mang thai. Beclometasone dipropionate chi nén sir dung
khi mang thai khi lgi ich 16n hon nguy co tiém ting cho thai nhi.

Gentamicin

Gentamicin ding tai ch khong gy ra di tat bim sinh hay cc vén dé khic & ngudi. Ty nhién chi khuyén ding
gentamicin tai ché cho phu nit ¢6 thai khi thuc su cdn thiét do e ngai hdp thu toan than va gay ra cdc tic dung
khéng mong muén.

Phu nir cho con bii

Thadn trong khi ding cho phu nit nuéi con bt vi khong biét thuée cé di vao sita me khong.

Chua biét c6 thanh phin ndo clGa thuSc Candiderm c6 thé di vao sira me khong. Khong biét liéu boi
beclometasone c¢6 thé din dén hép thu toan than dii d€ phat hién ra thudc trong sita me khong. Vi hdu hét cic
corticosteroid di vao sifa me va lugng hdp thu toan than chinh xdc cia beclometasone chua duoc biét, do d6 nén
than trong khi ding cho phu ni¥ nuéi con bii.

Téc dong clia thude trong khi 14i xe va van hanh may méc:
Khéng c6.

CANH BAO VA THAN TRONG
*  Tranh tiép xiic thu6c véi mit. Khong duge boi vio mit, udng hay cho vao am dao.

Chi diing bdi ngoai da. Trédnh diing mot luong 16n thude va bdi trén dién tich da I6n.

D¢ thuéc ngoai tim tay tré em.

Trénh b6i thuée 1én mat, néch, viing quanh hau mén, co quan sinh duc, mit va niém mac.

Ngimg diéu tri néu thay c6 kich tng.

Khéng diing ché phdm ndy cho céc bénh nhan bi lao da, thuy dau, herpes simplex, sdi, bénh dau bd,

bénh giang mai, loét da.

* Gidng v6i cic thu6e khdng khuén khic, dung kéo dai c6 thé din dén qué phat cdc vi sinh vat khong nhay
cam, bao gém ci nam.

* Dung Corticosteroid tai chd c6 thé gay wc ché truc tuyén yén- dudi déi- thuong than (HPA), biéu hién
ctia hoi ching Cushing, ting dudng huyét va glucose niéu & mot s6 bénh nhan. Nén trénh ding thudc
trong thi gian dai, ddc biét la tré so sinh va tré nho, vi tc ché tuyén thuong than do ding Beclometasone
c6 thé xdy ra ngay ca khi khong bang kin vét thuong,

*  Cic diéu kién 1am tang hdp thu bao gém ca viéc ding céc corticosteroid trén bé mit da I6n, dung trong
thoi gian dai, va trong diéu kién bang kin vét thuong. Ding déng thdi nhiéu san phdm c¢6 chiia
corticosteroid c6 thé 1am ting phoi nhiém toan than véi glucocorticoid.

* @ ° 9o @

TAC DUNG KHONG MONG MUON

Clotrimazole

N6i chung, ché phdm clotrimazole diing tai ché dugc dung nap tét.

Céc téc dung bt lgi c6 thé xdy ra véi viéc sit dung céc ché phdm clotrimazole tai chd bao gbém:
ban do da, dau nhiic, bong rt, kich tng da, ngia, ndi mé day va phi. Ching viém da tiép xdc hiém khi xay ra.
Beclotrimazole

Nhu tat cé céc corticosteroid boi ngodi da, ty 1¢ mac phai va mic do nghiém trong cta cdc téc dung khong mong
muén tai chd hay toan than tang 1én khi c6 céc nhan t6 1am tang hdp thu qua da. Tang hép thu qua da déi véi
corticosteroid boi da trong trudng hop bang kin hay boi qué nhiéu s& din dén tic dung khéng mong mu
than nhu ting dudng huyét, glucose niéu va tic ché truc tuyén yén-duéi déi-thuong than. Q‘-E‘P‘
Mot 56 téc dung khong mong mu6n dugc thdy khi diing steroid tai chd la:
Tai ché: viém da ti€p xic di tng, viém nang long, teo da, néi tring cd, viém da quanh miéng, giam sé g 1309909
hoéi trém, ran da, khia da, teo m6 dudi da, va rung téc.
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Phdn iing khéng mong mudn toan thdn nhu duc thiy tinh thé, hoi ching Cushing, ram 16ng, ting huyét 4p, phi,
loét da day....

Gentamicin

D6i véi cdc bénh nhan bi cdc bénh da diéu tri bang gentamicin sulfat, kich ing (ban dé da va va nga) ma thudng
khéng cén ngimg diéu tri da dugc bdo cdo & mét ty 1é nhd cc trudn g hop. Tuy nhién, chua c6 bing ching vé phan
ting kich (ing hay nhay cam trong bat ky nhimg bénh nhan nay dugc thir nghiém bing bang thir gentamicin sulfat
trén da lanh. Mén cdm véi dnh séng di dugc bdo cdo & mot s6 bénh nhan nhung khong thdy khi ding lai
gentamicin sulfat réi chiéu tia cuc tim.

TUONG TAC THUOC
Chua c6 thong tin vé trong téc thudc véi ché phdm két hop Clotrimazole/ Gentamicin/ Beclometasone diing tai
ché. Hép thu thudc 1a rét it, nén khong c6 kha nang tuong tdc thude.

TINH GAY UNG THU, POT BIEN GEN VA SUY GIAM KHA NANG SINH SAN

Chua c6 dit liéu vé dnh hudng ciia ch€ phdm két hop Clotrimazole/ Gentamicin/ Beclometasone ding tai ché vé
tinh gay ung thu, dot bién gen va suy gidm kha nang sinh san. C4c dir liéu riéng ré cho timg chat 14 nhu sau:
Clotrimazole

Chua c6 dit liéu vé anh hudng clia kem Clotrimazole vé tinh gay ung thy, dot bién gen va suy gidm khé néng sinh
sdn. Trong mot nghién ciiu ding u6ng clotrimazole 18 thén g trén chudt c6ng da khéng cho thdy bat ky t ng

gdy ung thu nao. !
Trong cdc thir nghiém vé dot bién gen, céc nhiém sic thé chuot déng Trun g Quéc phoi nhiém véi clotrim d/
dugc kiém tra vé céc thay di cdu tric trong giai doan phan bio. Tru6c khi thir nghiém, da cho chudt ding'$ liéu
100mg/kg clotrimazole dudng u6ng. Két qua cho thay Clotrimazole khong gay dot bién gen.

Beclometasone dipropionate

Cdc nghién citu dai han trén dong vat chua duoc thuc hi¢n dé dénh gi4 kha nang gay ung thu clia Beclometasone
dipropionate. Tinh gay ung thu ciia Beclometasone dipropionate dugc dénh gid & chuét céng ding liéu
0,4mg/kg/ngay bing dudng hit trong 13 tudn va liéu 2,4 mg/kg/ngay bing dudng udng trong 82 tudn sau. Khong

¢6 biing chiing vé tinh gay ung thu trong nghién cu ndy & liéu cao nhat, gdp khoang 30 va 55 ldn liéu khuyén cdo
(6i da bing dudng hit hang ngay & ngudi 16n vA tré em, tinh theo mg/m?.

Gentamicin

Chua c6 cdc nghién citu duge cong b6 vé tinh gay ung thu va suy giam khé nang sinh sin clia gentamicin.
Gentamicin khong gay dot bién gen.

QUA LIEU

Chua c6 trudng hop diing qué liéu kem Candiderm. Néu 1§ nuét phii thudc, phai hoi § kién béc si ngay lap tic.
Hép thu toan than céc corticosteroid boi ngodi da c6 thé gdy tc ché truc tuyén yén-du6i déi-thugng than, hoi
chiing Cushing, tang dudng huyét va glucose niéu & mot s6 bénh nhan.

Tré em c6 thé hdp thu lugng 16n hon céc corticosteroid boi ngoai da va do d6 dé bi ng6 doc toan than hon. Néu
thdy kich dng, phdi ngimg boi corticosteroid va c6 liéu phép diéu tri phil hgp.

Nhiing bénh nhan ding tai ché lugng I6n hoic béi lén bé mat da rong céc steroid manh cén dugc dénh gid dinh ky
vé triéu chiing Gc ché truc tuyén yén-duéi ddi-thuong than bing thir nghiém cortisol tu do trong nuéc ti€u va thir
nghiém kich thich ACTH. Néu théy triéu chiing tc ché truc tuyén yén-duéi d6i-thugng than, nén ngimg ding
thuée, gidm s6 1dn ding hodc thay the bang mot steroid yéu hon.

Diéu tri: Khi ding thudc qué liéu, cdn diéu tri tricu ching. Cdc triéu chiing qui liéu corticosteroid cdp thudng héi
phuc duge. Diéu tri mat can bing dién gidi néu cdn thiét. Trong céc trudng hop bi ngd doc man tinh, khuyén
ngimg diing corticosteroid tir tir.

Thong bao vdi bdc st nhimmg tdc dung khong mong muén £dp phdi khi si dung thuéc.
TRINH BAY: Tuyp 5gva 15 g

BAO QUAN: Bio quin & nhiét do du6i 25°C, trénh 4nh séng.

Han diing: 24 thing ké tir ngay sin xuét.

Tiéu chudn: Nha san xut

Khong dung thuée qua han sir dung. Dé thudc xa tim tay tré em.

Séan xudt boi:
GLENMARK PHARMACEUTICALS LTD.
Plot No. E-37, 39 MIDC Area, Satpur, Nasik-422 007, Maharashtra, INDIA




