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RAx Prescription only
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CLOTRIMAZOLE

VAGINAL INSERTS USP
100 mg
COMPOSITION:

Each uncoated tablet contains:
Clotrimazole USP 100 mg
Mig. Lic. No. NKD / 803
Store below 30°C.
Protect from moisture and light.
Directions for Use in the insert,

Eg
[]
5
E
Indications, Administration and o
&
5
g
&,
&
5

EXP dd/mm/fyy

Contraindications: See the
package insert.
Specification: USP

KEEP QUT OF REACH OF CHILDREN
READ THE LEAFLET CAREFULLY BEFORE USE
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Poc ki huéng dan sir dung trude khi ding. Néu cn thém thong tin, xin héi y kién thiy thudc.
Thuoc chi ban theo don cua thay thube

CANDID - Vé

Vién nén dat am dao Clotrimazol

THANH PHAN: M3i vién nén dat am dao khong bao chira: Clotrimazol USP ....... 100 mg.
Ta duoc: Lactose, Tinh bt ngd, methyl paraben, propyl paraben, povidone (Kollidon K-30), Natri starch
glycolate, Talc, magnesi stearat, Keo silicon dioxid, Acid adipic, Natri bicarbonat.

DUQC LUC HOQC:

Clotrimazol 1a thudc thudc nhom imidazol co tac dung chéng nédm do e che long hop sterol ciia nAm. N6 trc
ché su chuyén 2,4-methylenedihydrolanosterol thanh demethylsterol tién chat cua ergosterol, mét thanh
phan chinh tao nén mang té bao chat cua nAm. O ndng d6 wc ché tdi lhleu clotrimazol giy ra sy 1o ri cac
hop chét phospho néi té bao vao mbi truong xung quanh déng thoi bé giy cac acid nucleic té bao va lam
tang su thoat kali. N6 ciing gy ro ri cac chét thiét yéu ndi bao din dén wc ché tong hop céc dai phan tir nhu
protein, lipid, DNA va polysaccharid. N6 con anh huong dén ATPase mang té bao, cic enzyme khéc cia
mang té bao, anh huong dén su vén chuyén qua mang 1é bao va chuyén hoa acid béo.

Phé tac dung:

Clotrimazol 1a thuc chéng ndm phd rong e ché hau hét cac ndm gy bénh cho nguoi bao gdm ca cac
chung Candida.

DUYC PONG HOC:

Sinh kha dung cua clotrimazol dung duong am dao la tir 3-10%. Sau khi dung duémg dm dao & dong vat,
khéng phat hién duoc clotrimazol & trong huyét thanh.

Sau khi dat am dao vién nén clotrimazol - "C 100 mg cho ngudi, luong thude hap thu 1a dudéi 1/200 luong
hip thu khi uéng liéu 1,5g. Néng do dinh huyet thanh trung binh 1a tir 0,016-0,05 microgam!l/ml sau tir 1-3
ngay. Phan lén luong thai trir qua nude tleu ctia clotrimazol 13 cdc chét chuyén hoa khong c6 hoat tinh.
Clotrimazol bi thai trir nhiéu qua phén, chi yéu qua duong mat. Thai trir qua than chiém khoang 0,05% dén
0,5%. Thoi gian ban thai la tir 3,5-5 gio.

> '. ‘h’}

CHI DINH .- ¥
Didu tri tai chd nhiém Candida 4m ho-4m dao hodc viém Am ho-4m dao nhidm Candida. Trung tim kiém
soat bénh tal Hoa Ky khuyén dung clotrimazol dat &m dao ac chi dinh sau day:
- Nhiém Candida 4m hd-4m dao théng thudng: Ngay Nvién x 7 ngay —
- Diéu tri nhiém Candida 4m ho-am dao tai phat (bi tir 4 14n trd 1én mdi nam): Ngay 1 vién x 7-14
ngay.
- Diéu trj trong 7-14 ngay, mbi ngay 1 vién cho:
+ nhiém Candida 4m ho-4m dao niang
+nhiém Candida 4m ho-4am dao khéng phai do Candida albicans
+ nhiém Candida 4m hd-4m dao & bénh nhén suy giam mién dich.
- Nhiém Candida 4m hd-4m dao trong thai ky thir 2 va 3: ding 7 ngay, mdi ngay 1 vién

LIEU DUNG VA CACH DUNG
Nhiém Candida 4m hé-am dao thong thudng: Mai ngay dit mét vien CANDID - Ve, tot nhét 1a vao budi tbi
truge khi di ngu lién tyc trong 7 ngay. Cén dat thudc that sau vao 4m dao. Tt nhit nén nim ngira, chan dé
Ién cao chut it, va dung dung cu dat dé dwa thude vao.

Khong duoc dung thude trong thoi gian ¢6 kinh. Khi ding thude nh¢ phai cham dit dot diéu tri trudce khi bét
dau ky kinh.

Can kéo dai diéu tri (c6 thé t6i 14 ngay) cho nhiém Candida &m ho-am dao ning, nhiém Candida am ho-am
dao khong phai do Candida albicans, nhiém Candida 4m hd-dm dao & bénh nhén suy giam mpZfauu
nhiém Candida 4m ho-am dao tai phat.
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Pé c6 hiéu qua diéu tri tdt, nén ding thém kem CANDID dé thoa & vung xung quanh &m dao.
Dé& phong ngira tai nhidm, ngudi ban tinh ciing can phai dugc diéu tri bang kem CANDID.
Vién nén CANDID - V6 khéng méau va khong gy ban quan éo.

CHONG CHI PINH: , _

Bénh nhan mén cam véi clotrimazol hay cac thudc dan xuét imidazol.

Tré em du6i 12 tudi.

Phu nit 3 thang dAu thai ky.

Phu nir mang thai va cho con bii: vién nén dit &m dao clotrimazol dugc glimg an toan cho phu nit ¢ thai ky
thir 2 va thir 3 nhung chua dugc danh gia trén phu nir mang thai 3 thang dau. Thudc nay chi dugc dung cho
ngudi mang thai trong 3 thang dau khi c6 chi dinh coa bac si. Vi chua biét liéu thudc cé bai ti€t qua sita
khong, chi ding cho phu nir nudi con bt khi thue sy cin thiét.

Anh hudng lén kha nang lai xe hay van hanh may méc: Khong cé.

QUA LIEU :

Khong c6 kha nang diing qué liéu Clotrimazol cho dang diing vién nén dat am dao. Céc nghién citu cho thay
clotrimazol dat 4m dao duoc dung nap t6t va hap thu vao co thé 1a rét it. Cdc nghién cttu dung uéng cho thay
néu 1& uéng phai cdc liéu don clotrimazol, thudc tuong déi duge dung nap tét; va néu udng liéu cao, thudc c6
tac dung gay noén manh, gitip loai bo thudc ra khoi co thé. Néu nghi ngd diing qud liéu, cin bdo bic si ngay.

CANH BAO:

Chi dung dat am dao. Khéng dugc ubng. Néu khong ¢ tiénr ti€n tt sau 3 ngay loge wigu cling khdug hé
sau 7 ngay, can hoi y kién bac si vi khong phai tat ca cac viém am dao déu do nam. Hoi béc si néu thy c6
dau viing bung, st hodc khi hu xuét hién truée hodc trong khi str dung thuoc nay. Néu tridu chimg tai phat
trong vong 2 thang, hoi ¥ kién béc si. Néu thiy co ban da hoic kich g, cdn ngimg thudc. Néu 15 udng phai,
can hoi bac si ngay (xem phin Qua liéu)

TAC DUNG KHONG MONG MUON
Cac tac dung khong mong mubn hay gap nhat la kich ing am dao, nong rat/dau nhirc va ngira. Trong nhiéu
thir nghiém 14m sang, thube duge dung nap t6t, chi ¢6 vai truong hop co cam gide néng rat va phan img da
nhe dugc bdo céo. Trong céc nghién ciru so sanh ché db ding 3 ngay va 7 ngay, 4 trong 212 bénh nhan
(1,9%) c6 tac dung khong mong mudn lién quan dén diéu tri, ban gbih kich tng, nong rat, co cimg, ngira, do
da, diy bung, xuit huyét va ndi ban. Trong 9 nghién clru mu mfkméc 5 trong 219 bénh nhén ding thude 7
ngay co cac tac dung khéng mong muon twong tu, nhung khong bary ngimg diéu tri.

Thong béo véi béc si nhitng téc dung khong mong muén gap phai khi sir dung thuse

TUONG TAC THUOC: Chua dugc biét.

TIEU CHUAN: Nha san xuit

AN I)UI_\IG: 48 thang ké tir ngay san xut. Khoéng dung thude qué han sir dung.
BE THUOC NGOAI TAM TAY TRE EM

TRINI BAY: Vi nhém chira 6 vién dat &m dao kém theo mot bng dit thude. Hop 1 vi.
BAO QUAN: Béo quan & nhiét d6 dudi 30°C, tranh 4m va anh sang.

San xuét boi:
GLENMARK PHARMACEUTICALS LTD._
Plot No. E-37, 39 MIDC Area, Sa;_ur Nasxk 422‘_0? Mabharashtra, INDIA

PHO CUC TRUONG
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