Clotrimazole Crea
FOR EXTERNAL USE

Boy of 1 tube x 20g

Mg, Lic. No.:

Composition: .
Each 20g cream contains: Clotrimazole 1% wiw Baich No./ S6La X
Indication, dosage, administration, contraindication Mfy. Date/ NSX:
and other information: Refer to enclosed package msert. Exp. Date/ H:
Storage before and after first opening: Store below 30" c. Reg. No./ SDK:
Shelf-life after first opening is 30 days. IMPORTER/ DNNK:
KEEP AWAY FROM THE REACH OF CHILDREN 80578

READ CAREFULLY THE LEAFLET BEFORE USE
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Composition:
Each 20g cream contains: Clotrimazole 1% w/w
Apply on the affected area as prescribed.

[FOR EXTERNAL USE ONLY|

| Puncture nozzle seal with piercing point of cap. |
Storage before and after first opening: Store below 30°C
| Keep all medicines out of reach of children. |

Manufactured by
MILAN LABORATORIES (INDIA) PVT. LTI,
Plot Nos. 35, 36, 63, 64, 65, 67 & 87, Jawahar Ce-op
industrial Estate Ltd., Kamothe, Raigad 410209

._|_ Maharaghtra State, India. _I_

Explry Dale : 36 monihs from he month of
manufaciure. Balch No.. Monlh & year of
manufaciure printed on crimp &
abso on oaron.




T& hudéng din st dung thude

CLONEX CREAM

Dé xa tam tay tré em

Doc k§ huéng dan sir dung trude khi diing

Néu can thém thong tin xin tham khao ¥ kién bac si
Thubc ding ngoai

THANH PHAN CONG THUC THUOC
Mai tuyp kem 20g chira:
Thénh phan hoat chat: Clotrimazol 1% (kl/kl)

Thanh phan ta diroc: Cetostearyl alcohol, cetomacrogol-1000, white petroleum jelly (white soft
paraffin), propylen glycol, light liquid paraffin, methyl paraben, propyl paraben, nuéc tinh khieét.

DANG BAO CHE
Kem béi da
Mo ta dang bao ché: Kem mau trdng

CHI DINH

pé didu tri:

- TAt ca céc bénh nhi®m nim ngoai da do ndm mdc va cac loai ndm khéc (vi du: loai
Trichophyton).

- Tét ca céc bénh nhi®m ndm ngoai da do ndm men (céc loai Candida).

- C4c bénh ngoai da c6 biéu hién nhiém ném thir phat v6i cac loai nim trén.

- Ham t3, viém am ho, viém bao quy déu do nim Candida.

LIEU DUNG VA CACH DUNG
Liéu ding khong khéc biét gitta ngudi tré hay ngudi cao tudi.

Bai 1én viing ton thuong mot 16p kem mong 2-3 14n mdi ngdy va xoa nhe nhang. Mot doan kem
(dai 0,5 cm) du dé bdi ving ton thuong rong bang ban tay. Cén didu tri lién tuc trong it nhét 1
thang ddi voi cac bénh nhiém nam ngoai da dermatophyte hodc trong it nhit 2 tudn d6i voi nhiém
nam Candida.

Néu ban chan bi nhi®m ndm cAn rira sach va lau khd, dic biét 1a cac k& ngén chan, truée khi boi
kem.
CHONG CHI PINH

MAn cam véi clotrimazol hodc bt ct thanh phén ta duge nao cla thube duoc 1iét ké trong muc
Thanh phan cong thite thuoc.

Khong stt dung CLONEX CREAM dé diéu tri nédm mong tay hay ndm da dau.




CANH BAO VA THAN TRONG KHI DUNG THUOC

Tl;uf;c c6 chira cetostearyl alcohol, cé thé gdy phén (g trén da tai vi tri boi thude (vi du: viém da
tiép xuc).

Mai tuyp kem CLONEX CREAM 20g chira 1,5g propylene glycol. Prqpylen glycol co thé gay

kich Umg trén da. Khong ty y st dung thuoc nay ¢ tré so sinh dudi 4 tuan tuoi bi vet thuong ho
hodic ving da tdn thwong réng (vi du: vét bong) ma khong héi v kién bac si hodc duoge si.

Thube cé chita methyl paraben va propyl paraben, ¢ thé gay phan (g dj tmg (c6 thé xuét hién
mudn).

Luu ¥ bénh nhéan khéng duoc hit thuée hay dén gn noi c¢6 ngon lira trin do c6 nguy co bi bong
néing. Céc vt dung bing vai (quén 4o, chin ga, bang gac, ...) da dinh thudc ndy d& bét ltra hon va
la mbi nguy gy hoa hoan nghiém trong. Gijt sach quin 4o va chin ga c6 thé 1am giam tich tu
nhung khong loai bd hoan toan san phim.

SU DUNG THUOC CHO PHU NU MANG THAI VA CHO CON BU
Phu nir ¢6 thai

C6 rét it dir ligu vé vige st dung clotrimazol trén phu nit ¢6 thai. Céc nghién clu trén dong vat voi
clotrimazol da cho tha}r ddc tinh dbi voi sy sinh san khi st dung & cac lidu cao duong uong. Dbi
voi clotrimazol duncr didu tri ngoai da, mirc dd phoi nhiém toan than thap nén kha ning xay ra cic
tac déng ¢ hai vé& doc tinh dbi véi su sinh san khong duge du doan. Co thé str dung clotrimazol
trong giai doan mang thai nhung phai tham khao y kién bc si.

Phu nir cho con bu

Chua co dit liéu cho thay clotrimazol bai tiét ra sita m¢ & nguoi. Tuy nhién, sy hip thu thuée vao
hé tudn hoan la t6i thidu sau khi diing ngoai da va it ¢6 kha ning dén dén tac ddng toan than. Cé
thé sir dung clotrimazol khi dang cho con bu. Néu bénh nhén dang boi thude trén khu vue niim v,
cin phai rira sach trude khi cho tré bu.

Sw sinh sdn
Chua cé nghién ciru ndo thuce hién trén nguoi vé tic dong cla clotrimazol dén sy sinh san; tuy

nhién, cac nghién ctru trén dong vat chua cho thdy bét ky tic dong nao cua clotrimazol dén sy sinh
san.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

CLONEX CREAM khdng c6 hodc anh hudng khéng dang ké dén kha nang l4i xe va van hanh
may moc.

TUONG TAC, TUONG KY CUA THUOC

Twong tac
Céc nghién ciru trong phong thi nghi€m goi y ring, sén phdm c6 thé 1am hong céc bién phap tranh
thai bang cao su khi sir dung dong thoi. Do d9, hi¢u qua cia cac bién phap trinh thai nay c6 thé bi

giam. Bénh nhn nén st dung cac bién phép tranh thai khac & thay thé trong it nhét 5 ngiy sau
khi sir dung thudc nay.

Twong ky,

Do khong c6 cic nghién ctru vé tinh tuong ky cta thude, khong trén 14n thube ndy véi cc thude
khac.
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TAC DUNG KHONG MONG MUON
Do céc tde dung khong mong mudn duge bée cdo ngdu nhién, do viy khong thé xéc dinh chinh

3 : , X A A . p
.. Xdc 1an suat xuat hién.

Réi loan hé mién dich: Phan tmg phan vé, phit mach, di img.

R6i loan mach mdu: Ngit xiu, tut huyét ap.

R6i loan hé hdp, long ngwe va trung thit: Khé tho.

Réi loan da va mé dudi da: Myn ﬁurc'rc, viém da tiép xtic, hong ban, di cam, bong da, mén ngira,

phat ban, may day, cam giac chdm chich/bong rat trén da.

ga’c réi loan chung vé tgi chd: Kich img tai chd boi thube, phan tmg tai chd boi thude, phi né,
au

Théng bdao ngay cho bdc si hodc dwoe si khi gip cdc tic dung khﬁng mong muén nhw trén
khi sit dung thudc hodc bdo cdo cde phén d@ng c6 hai cua thudc vé Trung tim Théng tin
thudc va Theo doi phin éng ¢6 hai cia thude (ADR) Quﬁc Gia.

QUA LIEU VA CACH XU TR
Héu nhw khong c6 nguy co nhidm ddc cép tinh xdy ra sau 1 14n boi qu4 lidu trén da (bcu trén ving
da I6n trong di¢u kién hép thu t6t) hodc vo tinh nuét phai thube. Khong c6 thudc giai doc dic hidu.

Tuy nhién, trong truong hop vé tinh nudt phai, hiém khi can phai rira da day va chi nén rira da day
néu da uong mot lugng clotrimazol anh hudng dén tinh mang trong vong 1 gio truge d6 hode neu
c6 céc biéu hién lam sang ctia qua liéu 8 rang nhu: chéng mit, budn nén hogc non. Néu rira da
day, dudng thé phai duge bao vé day du.

DUQC LUC HQC
Nhém dwee Iy: Thude khang nim diing ngoai da — Céc dan chét ctia imidazol va triazol
Ma ATC: DO1A CO1

Co ché tdc dung

Clotrimazol Khang nam ndm bang céch tic chc tong hop ergosterol Ut ché téng hop ergosterol
dan dén suy gidm céu tric va chiic ning mang té bao chit ctia vi nAm.

Clotrimazol ¢6 Pho khing nim ’rc_mg dwoe quan sat trong diéu kién in vitro va in vivo, bao gbm cac
loai nam soi, nam men, nam moc,..

Dudi cic d1eu kién thir nghiém phu hop, gid tri MIC (ndng dé tc ché tdi thiu) cho nhiing loai
nim nay nam trong ving it hon 0,062-8,0 pg/mL Clotrimazol the hién tac dong kiém nim hay

diét nam phu thude vao nong do cta clotrimazol ¢ vi tri nhiém nam Trong diéu kién in vitro, hoat
tinh clotrimazol chi gi¢i han trén vi nAm dang sinh sai; bao tir ném chi nhay cam & mirc d6 nhe.

Ngoai tdc dong khang ndm, clotrimazol ciing c6 tac dc)ng 1én cac vi khuén Gram duong
(Streptococci/ Staphylococci/ Gardnerella vaginalis), va céc vi khuin Gram 4m (Bacteroides).

Trong diéu kién in vitro, clotrimazol tc ché su tang sinh cua Corynebacteria va cau khudn Gram
duong — ngoai trir Enterococci & nong dj 0,5-10 pg/mL.

Céc bién ching dé khang nguyén phat cua cac vi ném nhay cam rit hiém gip; su phat trién dé
khang thir phat & vi nam nhay cdm cho den nay chi quan sat dugc trén nhiing truong hop don lé
dudi dieu kién tri liéu.




DUQC PONG HQC

Céc khao sat duge dong hoc sau khi boi huoc trén da cho thay clommazol duoc hap thu & mirc t6i
thidu tir da lanh hay da bi viém vao hé tuin hoan mau & nguoi. Néng d5 dinh trong huyét thanh
ctia clotrimazol nam du6i gi6i han phat hién 0,0001 pg/mL, diéu nay goi y vide ding clotrimazol
trén da it ¢6 kha ning dan dén céc tac dong toan than hay céc tac dung khong mong mubn ¢6 thé
do luong dugc.

DU LIEU AN TOAN TIEN LAM SANG

Dir li§u tién 1am sang cho thdy khéng c6 mdi nguy dic biét nio dbi voi ngudi dua trén cic nghién
ctru vé doc tinh liéu 13p lai, doc tinh gen va kha ning gdy ung thu.

Clotrimazol khong gdy quai thai trong cac nghién ctru doc tinh sinh san & chudt nhét, chudt cong

va tho. O chudt cong, lidu ubng cao c6 1ién quan dén doc tinh trén chudt me, doc tinh trén phéi,
giam can nang bao thai va giam ty 1é séng sot ctia chuét con.

O chudt cong, clotrimazol va/hodc céc chit chuyén hoa clia né duge bai tict vao sifa vai nong do
cao hon trong huyét tuong tir 10 dén 20 l4n szu 4 gidr ding thubc, sau d6 gidm xudng con 0,4 14n
sau 24 gio.

QUY CACH PONG GOI: Hop 1 tuyp x 20g

PILU KIEN BAO QUAN:
Trude va sau khi m& ndp 14n diu: Bao quan dudi 30°C

HAN DUNG: 36 thang ké tir ngay san xudt
Han diing sau khi mé nap lan dau la 30 ngay.

TIEU CHUAN: USP + NSX

TEN, PIA CHI CO SO SAN XUAT
San xuét tai An Do boi:
MITL.AN LABORATORIES (INDIA) PVT. LTD.

Plot Nos. 35, 36, 63, 64, 6;, 67 & 87 Jawahar Co-op Industrial Estate Ltd., Kamothe, Raigad
410209 Mabharashtra State, An DJg.




