CLOTRIMARKezzr» () Marksans

Clotrimazole Cream BP 1%

DUCONG DUNG: Bdi ngoai da

G THUOC NGOAI TAM TAY TRE EM .
C KY HUONG DAN SUF DUNG TRUGC KHI DUNG

CONG THUC: M&i 1gam thudc chua:
Clotrimazole ..............1% .
CHI D|NH, CACH DUNG, LIEU DUNG,
CHONG CHI B'N'g' CANH BAO: CAC THONG TIN KHAC XEM TRONG
Xl Xery g cloan S dhri VY R T HUGNG DAN SU DUNG KEM THEO.

TIEU CHUAN: BP
BAO QUAN: Nai kho réo, tranh anh séng, DVNK:

Marksans
Pharma Ltd.

CLOTRIMARKez=:

Clotrimazole Cream BP 1%

WIVININI10TD

COMPOSITION: Each 1gm cream contains: ROUTE OF ADMINISTRATION: Topical

Clotrimazole .............. 1%
FOR DOSAGE, INDICATIONS, ADMINISTRATION, KEEP OUT OF THE REACH OF CHILDREN.
CONTRAINDICATION, WARNING: CAREFULLY READ THE ACCOMPANYING
Please refer to package insert, INSTRUCTIONS BEFORE USE.
SPECIFICATION: BP PLEASE REFER MORE INFORMATION
STORAGE: Store in a dry place at a OTHER IN PACKAGE INSERT. Visa Nofsséaanz
temperature below 30°C. Protect from light. Baley Moy Diyy e
b g Date/ NSX : dd/mmlyyyy
T Exp.Date/ HD : dd/mmiyyyy |
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Composition: Visa No'lsga PK:

, Batch No./ S0 16: XXXXXXX
Clotrimazole B.P............1.00 % wiw Mfg.Date/ NSX : dd/mm/yyyy
Cream Base Q S Exp.Date/ HD : dd/mm/yyyy

BB
Manufactured by:
MARKSANS PHARMA LTD

21,Lotus Business Park Off New Link Road, Andheri(W), Mumbai — 400053, India.
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5.3mm

9.15 mm
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Clotrimazole Cream BP 1% i
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Doc ky hudng dan st dung triedc khi dung
Néu cdn thém thong tin xin tham khdo ¥ kién bdc sy.

CLOTRIMARK CREAM
(Clotrimazole cream BP 1%)

Thanh phin: M3i tuyp thudc 15g chira

Hoat chdt: Clotrimazole 1%

Ta dugc: Cetostearyl Alcohol, Cetomacrogol 1000, Propylene Glycol, White soft Paraffin,
Light Liquid paraffin, Methyl Paraben, Propyl Paraben, Sodium dihdrogen Phosphate
Dihydrate, Disodium Hydrogen Phosphate, Nudc tinh khiét.

Dang bao ché: Kem bdi ngoai da.

Chi dinh:

Diéu trj tai chd tinea pedis (ndm da chan, nim k&), tinea cruris (nAm ben), tinea corporis (ndm
da thin, lac dong tién) do T. rubrum, T. mentagrophytes, E. floccosum va M. canis; bgnh
Candida do C. albicans va tinea versicolor (lang ben) do M. furfur. Thubc ciing c6 téc dung
trong mot sb truomg hop nhim tring da khéng do vi nam nhu erythrasma do Corynebacterium
minutissimum.

Chéng chi dinh:

Qua min cam dbi véi clotrimazole hay imidazole béi tai chd.

Liéu lrgng va cach dang:

Puong dung: Bbi ngoai da.

Trude khi bdi thude, viing da bi bénh phai khd.

Sau khi rira sach vung da bénh, boi mot 16p mong thuoc cha xét nhe nhang tai vung da bénh
va rong ra vung xung quanh. Hai 14n méi ngay, sang va tbi, lién tuc cho den mot thang hodc tbi
thiéu hai tuén sau khi sach céc triéu chung dé nglra téi phat Tréanh lam trdy xué6t da trude khi
bbi thubc. Can gitr viing da bénh sach va kho, két hop véi vé sinh ca nhan va moi trudmg.

Tri¢u chimg lam sang thudng dugc cai thién, giam ngira trong vong tudn dau tién.

Du triéu chimg c6 thé chi méi bét cling tranh ngung giira chimg ma nén tiép tuc ding thudce
cho dén hét liéu trinh.

Néu khoéng thay cai thién triéu ching sau 4 tuan can xem lai chin do4n hay ddi thubc khéc.
Ngung sir dung néu bénh trd nén té hon, hay néu c6 kich ung.

Véi tdn thuorng ¢4 nhiéu vay, chét t1et mu, dich ban nén lam sach trude khi bbi thude va tranh
bing hay dap kin.

Thén trong:

Chi dung bdi ngoai da. Tranh dé thuéc cham mit. Néu c6 kich tmg hay nhay cam, ngung diéu
trj va thay bang liéu phép khac.

Phu nir c6 thai: Trong nghién ciru lam sang, dung clotrimazole dang dung dé boi 4m dao cho
phu nir c6 thai & ba thang gifra va ba thang cudi thai ky khong thdy c6 tac dung phy. Tuy
nhién, chua c6 nghién ctru ¢y du va hoan chinh trén phu nit ¢6 thai ba thang dau do d6 chi
diing néu c6 chi dinh r rang va tranh bdi dién rong.

Phu nit cho con bi: Ngudi ta khong 13 thube nay cé bai tiét qua sira me hay khong. Can than
trong khi diing d6i v6i me dang cho con bu.

Tac dqng ciia thudc khi 14i xe va vin hanh miy méc: Khoéng

Qui lidu va cach si tri: Khong c6 bao céo.

Twong tic thude:

Tac dung déi khang giita cac imidazole (ké ca clotrimazole) va céc khang sinh polyéne in vitro
da duoc bédo céo. C6 1& do imidazole trc ché su tong hop ergosterol trong khi céc khéng sinh
polyéne lai ¢6 tac dung chéng ndm bé.ng cach gan Vi cac stérol cuia mang té bao. Su tac dong
cia clotrimazole 1én cdc enzyme ti thé gan khéng 1a van @& @i véi dang thube béi.

Tac dung phu

Thinh thoang xay ra ndi méan do; cam gidc cham chich; nbi mun nude; tréc da; phu; ngira; mé
day; cam gidc rat phong; kich ng da i6ng quat, nhét 1a khi da c6 ton thuong ha. Néu céc triéu
chimg trén nhe, khong 15 rang thi khéng can phai ngung thube.

Thong bdo cho bdc sy biét cdc tdc dung khong mong mudn gp phai khi diing thuéc 7;%-_,



Dugc lye hoc:

Thude c6 tinh khéng nim pho rong duge bao ché dudi dang bdi ngoai da, ¢ kha néng (c ché
su phat trién cua hiu hét cc loai vi nAm gy bénh & nguoi loai demlatophytes ndm men va
Malassezia furfur. Clotrimazole cho hoat tinh kim vi nim va diét vi nim in vitro chéng lai cac
chung phan 14p cua Trichophyton rubrum, T. mentagrophytes, Epidermophyton ﬂoccosum,
Mycrosporum canis va Candida species, ké ca Candida albicans. Khong c6 tinh trang dé khéang
buéc don hay da voi clotrimazole phat trién khi dang didu tri C. albicans va T.

mentagrophytes. Calcrem ciing ¢6 tic dung chéng lai mot sé vi khudn Gram duong dic biét la
Staphylococcus va chéng lai Trichomonas.

Gibng nhu cac imidazole khac, thudc tac dong lén tinh thdm théu cua vach té bao vi nAm bang
céch can thi€p lén céc lipide cia mang. 0 lleu didu tri, thudc 1rc ché su téng hop ergostérol cua
vach té bao, nhung & ndng dd cao hon, thuoc cdn ¢6 thém mdt co ché khac nira gdy hay hoai
mang ma khéng c6 lién quan gi dén su tong hop stérol, dén nay chua rd co ché d6. C6 tac gia
néu clotrimazole ¢ tac dung uc ché tong hop acide nhan, lam rdi loan chuyén hoa lipide,

polysaccharide gdy ton thuong mang té bao va lam tang tinh thAm céc mang phospholipide cia
lysosome cuia té bao vi nim.

Trong nhirng diéu kién thu thich hop, cac gid tri MIC ctia cdc loai ndm nam trong khoang dLIO'l
0.062-4(-8) pg/ml chit nén. Phuong thirc hoat dong cta Clotrimazol chu yeu la khang nim;

pham vi hoat dong trong thue nghiém dugc gidi han dé lam ting céc yéu td nim; céc bao tir
nam chi anh hudng nhe.

Ngoai hoat dong khang nédm, Clotrimazole cling c6 tac dong 1€n Trichomonas, cac vi sinh vét
gram duong (streptoccoci/staphylococcei), va cac vi sinh vat gram dm. (Bacteroides/Gardnerella
vaginalis).

Duge dong hoc:

Clotrimazole hép thu it qua dudng bdi ngoal da. 6 gio sau khi dung thudc ¢6 danh diu ddng vi
phéng xa clotrlmazole 1% trén da viém cap va da lanh, nong d6 cua clotrlmazole la tr
100meg/em’ trong 16p simg, 61 0.5 - 1 mcg/cm® trong 16p ludi, va 0,1 meg/em® trong 16p dudi
da. Mot khéi luong khong thé do duge (<0.001 meg/ml) duoc phéat hién trong huyét thanh
trong vong 48 gio sau khi bang chat 0.8 g kem.

Bdo quan:

Bao quan dudi nhiét d6 30°C, & noi khd mat ,tranh 4nh sang.

Pong goi: 1 Tub/15g.

Han ding: 2 nim ké tlr ngay san xuit. Khéng dung thudc qué han sir dung.
Han ding sau khi m& nép: 3 thang.

Tiéu chuin: B.P

Thube ban theo don :
Gitr thudc ngodi tim tay tré em

Nha san xuidt: MARKSANS PHARMA LTD.,
21, Lotus Business Park Off New Link Road, Andheri (W), Mumbai — 400053, India.
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