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SAME SIZE ARTWORK
CARTON SIZE: 156 mm x 46 mm x 18 mm

3 VAGINAL INSERTS with applicator

CLOTRIMAZOLE VAGINAL
INSERTS USP 200 mg

BROAD SPECTRUM ANTIFUNGAL
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SAME SIZE ARTWORK
STRIP SIZE; 150 mm x 45 mm
ALUMUNIUM FOIL WIDTH: 45
REPEAT LENGTH: 45 mm
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CLOTRIMAZOLE VAGINAL
INSERTS USP 20€ mg
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HUONG DAN SU DUNG

Poc k¥ hudmg dan sir dung trude khi ding.
Néu cin thém thong tin. xin héi ¥ kién t.hé; thudc.
Thude chi ban theo don cua thiy thuse.

CANDID V3
(Vién nén dit Am dao Clotrimazol USP)

THANH PHAN: M3i vién nén khing bao dit im dao chira

Hoat chdt: Clotrimazol USP ...... 200mg.

Ta dwoc: Lactose monohydrat. tinh bt ngdé. methyl paraben. propyl paraben. natri starch
glycolat. tale, magnest stearal. colloidal silicon dioxid vd.

MO TA:

Vién CANDID V3 chira clotrimazol 13 mt thudc chéng nim nhom imidazol, ding dé dat &m
dao didu tri bénh viém dm dao do Candida. Clotrimazol dugc tdng hop lin diu tién vao nim
1967 va co tén hod hoe 14 1-(o-chloro-diphenyl-benzyl) imidazol. Clotrimazol c6 cong thic phan
tir 14 Co3Hy7CINy v c6 khéi lrgmg phén tu la 344.8.

DUOQC LY LAM SANG:

Dwoe lue hoe
Co ché tac dung:

Clotrimazole la mot dan chat imidazol c6 tic dl,mg chung ndm do trc ché qua trinh téng hop
sterol cia nam. C]otnmazul e ché enzym chuyén déi tr 2,4 methvlenedlhydmlanosleml sang
demethylsterol. tlen chat cua ergosterol, mdt chat thiét yéu dé xay dymg mang t¢ bao cua nam.

O nong dd diét ndm tdi lh:-.eu.. clotrimazol gdy ra su rd ri cua cic phire hop phospho ndi bao vao
mai truong xung quanh ddng thei phé va cac acid nucleic cua le bao va tang thai kali. N6 ciing
gdy ro ri cdc thanh phﬁn ndi bao thiél yéu din dén e ché tong hop nhiéu dai phin wr nhu
protein, lipid. ADN va polysacchanid.

Cic co ché tic dung khang nam khac cua clotrimazol bao gdm anh huo'qg én ATPase mang _Ié
bao. anh huomg dén cac enzym mang khéc, anh huong dén vin chuyén q@g va sir chuyén
hoa acid béo.

Phi khdng vi sinh vit:

Nam:

Clotrimazol la mét chit c]‘mng ndm phé rong co téc dung irc ché sy phit trién cua héu hét cic
nam gay bénh & nguéd, bao gdm cac loai sau:

a) Blastomyees dermatitidis

b) Candida spp: Clotrimazol ¢6 tac dung chong lai Candida spp. nhu nystatin
¢} Coceidioides immiris

d) Cryprococeus neoformans (Torwla histolviica)

e) Dermarophytes (Trichophyton. Microsporum, Epidermophyton)

) Histoplasma capsularum

g) Malassezia furfur

h) Naegleria fowleri

1) Nocardia spp

1) Paracoccidioides brasiliensis

k) Sporotrichum schenckii

Duroc diing hog:
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Piéu tra vé duoc ddng hoc cua vién dit &m dao clotrimazol cho lhﬁy chi ca mdt hrgmg nha (3 — 10%
lidu ding) duoc hap thu. Do lugng clotrimazol hap thu bi chuyén hda nhanh qua gan thanh chit
chuyén hoa khong ¢6 hoat tinh duge 1y nén ndng do dinh trong huyét womg cia cloirimazol sau khi
dat am dao lidu 500 me 12 dudi 10 ng/ml, diéu nay cho thiy vién clotrimazol diit dm dao khéng gdy téc
dung toan thin hodc tdc dung phu,

CHI DINH:
CANDID V3 dm;rc chi dinh dé didu tr] tai ¢hd bénh nhifm candida dm hdé-dm dao (VVC).
Clotrimazol 14 thude duoc lua chon dé didu tri bénh nhiém candida dm dao.

LIEU DUNG VA CACH DUNG:

Thii gian diéu trj '

Trung tim Kiém soét va Phing ngira bénh (CDC) khuyén cdo dung vién dit dm dao clotrimazol
nhir sau:

CANDID V3 (200 mg)
Chi dinh va T?‘liﬂ pgian diéu tri
VVC khong bién chimg: 3 ngay

' Piéu trj duy tri VVC téi phat*
| (mBi tudn hai ldn trong vong 6 thing)

*VVC tai phit duge dinh nghia la cd triéu chimg VVC 4 1in hofic hon trong mdi nam,

Cach dang

Newdi lim

Bat mgt vien CANDID V3 cang sdu cdng 16t vao dm dao. tol nhit la khi di ngu vio budi téi.
Nén ndm ngira, chén dé 1én cao chut it. va dung dung cu dat dé dua thuéc vao. Khéng durge diing
thude trong thivi gian e6 kinh. khi dang thudc nhé phai chim dint den didu trj tride khi bat du ky
kinh.

DE ¢ h]éu qua tht, khuyén nén thoa gel CANDID V o ving xung quanh dm dao. '\(E::E ngua
tai nhiém, ngudi ban tinh ciing phai duge didu tri hang kem hodc gel CANDID. 4
Vién CANDID V3 khéng miu va khong gy bin quén 4o,

Ding cho tré em

Khéng ding vién dit dm dao CANDID V3 cho tré em dudi 16 tudi.

HL'ONG DAN CACH SU DUNG QUE PAT THUOC

Kéo gue A (que & gma} ra hét ca. Pat ) vién thude vao ung B.

Bua que ddt thube vio 4m dao cang sdu cang tdt. Tt nhét dat o tw thé nim ngira,

Day que A hét ¢d, vién thubde s dwoc dua vio dm dao. Liy que diit thudc ra. Rira sach voi
nude am vi dé kho.

b 4

DUNG TRONG CAC TRUONG HQP PAC BIET

Phu nir mang thai

Nhom B cho phy nir mang thai,

Khi dlmg clotrimazol duémg ubng cho chudt nhit. chudt cong va tha ed thai v lidu 200 mg,’kg_
ngay, thude khéng gay quai thai hay déc v thai. Clotrimazol da dirge dung cho chudt cnng voi
licu lén 161 100 mg/'kg dat am dao ma khéng thay cé anh hreong dén kha nang sinh san, doc véi
thai hay géy qudi thai.

Vién gt dm dao clotrimazol 100mg di duge sir dung an toan trén bénh nhan mang thai o ba
théng giira va ba thang cudi cua thai kv nhung chua duge dinh gia & ba thang déu cua thai kv,
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Mo nghién ciru diing clotrimazol trén phu nit mang thai khong thiy lién quan gi gilta dj 14t bam
sinh véi viée ding clotrimazol (vién dat Am dao hay kem bdi) trong thoi ky mang thai. Nghién
ciru niy dua wrén ding ky di 1dt bim sinh @ Hungari. chia ra 2 phom la nhimg tre m&i sinh mic
di tdt bam sinh (1307) va nhfmg tré mai sinh khéng mac di tat bim sinh (2539). Trong nhom tré
bi di tit bim sinh. 7,1% cdc ba me di dung clotrimazol: va trong nhom chimg khéng mac dj tit
bém sinh. 7.7% cac ba me da ding clotrimazol. Cde nha nghién ciru cho ring vide ding
clotrimazol Imnp_. qud trinh mang thai co thé lam giam ty 18 bj tinh hoan lac chd.

Mgt nghién ciru héi ciu bénh — chimg cho thdy cé lién hé gilra diéu trj clotrimazol cho me va
tudi sinh gid hom, nghia la tv 1€ sinh non gidm o cac ba me su dung clotrimazol trong thé ky
mang thai (chu véu la do giam nguy co sinh non do nhiém Candida dm hd-am dao.

Chi nén ding clotrimazel dat dm dao dé diéu trj nhiém Candidu dm h{-am dao cho phy nir mang
thai & ba thanp gira va ba thang cudi cua thai ki.

Phu nit cho con bu

Chura biét clotrimazol dat 4m dao ¢6 di vao sita me hay khéng, Chi nén sir dung clotrimazol dat
am dao cho phy nit nudi con b khi thye sir can thigt.

CHONG CHI BINH o _
Bénh nhan qui min cam véi clotrimazol, cdc dan chat imidazol hay bdt c@ thanh phdn néo cua
thuée.

CANH BAO

s Thudc chi dong dit am dao.

» Khéng dugce udng.

» D¢ thube ngoai thm tay tré em.

¢ Néu khdng cb tién trién tot sau 3 ngdy ding thude hodc néu khong thiy cdc tridu chimg mét
di sau 7 ngay thi phai hoi béc si vi khang phai 14t ca cac nhiém tring am dao déu do nam
men.

¢ Trudc hode trong qua trinh ding thude néu thiy xuét hién céc tridu chimg nhu dau & viing

bung. sét, xudt tict Am dao cé mai, can hoi ¥ kién bac si.

Neéu cde wigu chimg t4i xuat hién sau 2 thang, cin bio ngay cho bic i,

Sir dung thude trong qua trinh mang thai hay nghi ¢é thai chi khi ¢o chi dinh :ﬁ’l@'{ﬁ sF,

Khéng su dung thude cho bé gai dudi 16 woi, trir khi ¢o chi dinb cia béc si.

Ngimg ding thube néu ¢6 ban da hay kich img.

Trong truomg hop 1& uéng phai thude. edn bao cho bic sT ngay.

Ngimg thude ngay va dén gap bac st néu thiy chay méu 4m dao bit thudmg.

AhH HUONG DEN KHA NANG LAI XE VA VAN HA\‘H MAY MOC

Thude khang anh hudmg hofic anh hutmg khong dang k& dén kha nang lai xe hay van hanh may

moc.

CAC TAC DUNG KHONG MONG MUON

Kinh nghiém tri lidu va cac thu nghiém 1dm sing quy mé Ién cho thiy vién dat dm dao
clotrimazol duge dung nap .

Ciéc tac dung khéng mong mudn thuomg gip khi sir dung vién dat am dao clotrimazol gdm: kich
img &m dao. rdt bong/dau. va ngira 4m dao.

Trong cic tha nghiém 1&m sang dung vién dat dm dao 200 mg clemmaznl e6 24/832 bénh nhan
(2.9%) giip phai cae phan (mg bit loi. Hiu hét cdc phin émg bét loi gdm ngita va rdt bong tai
ché. Hiém truémg hop phai ngimg thudc.

Co thé gip di tmg {tut huyel ap. kho thda, mé dav): dau hé chiu. chay mdu 4&m dao. dau bung.

Thing bae cho bac s7nhimg tdc dung khdng mong muén gip phat khi su dung thuoc.
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TUONG TAC THUOC
Chua ¢6 thong tin vé tuong tac thube cua clotrimazol dat m dao. do thude hdp thu it nén cac
tuong tic voi thude ding toan than la hiu nhur khang co.

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

Chura cé dir lidu vé tinh gy ung thu, dét bién va suy giam kha nang sinh san cua clotrimazol dat
am dao.

Trong mdt nghién ciru 18 thang o chudt cbng ding clotrimazol duong ubng khong thiy cd tac
dung gay ung thu,

Trong cac xét nghn:m dét bién gen. cic nhiém sic thé nang tinh hoan cua chugt dbng Trung
Quoc phoi nhiém clotrimazol da dugce danh gia vé céc thﬂy dbi céu tric trong qua trinh phin
bao. Trude khi tién hanh xét nghiém. cho chudt déng ubng nam liéu clotrimazol 100 mgkg
trong luong co thé. Két qua nghién ciru cho thiy clotrimazol khéng gdy dot bién gen. Khi cho
chuét nhat, chudt cong va tho dang mang thai uéng clotrimazol véi lidu 200mg/kg/ngay, thude
khong gay ra ngd doc thai hay quai thai. Khi ding clotrimazol dat &m dao trén chudt crfmg vir
licu 100mg/kg. khéng thay anh huong dén kha nang sinh san. ngd doc thai hay quai thai.

QUA LIEU
Néi chung khéng xay ra ding qua ligu vién dat am dao clotrimazol. Cac nghlen ciru cho thé}
vién dit 4m dao clotrimazol duge dung hap 161 va khong bi hap thu nhiéu vao cor lhé Nghlen
ciru diing dtr(rng ubng cho thay néu 1& ubng phai thude. céc liéu don dwoe dung nap tnl va @ cac
liéu cao s& co tac dung gay nén manh. nhi mot tdc dung bao vé. Néu dung qua liéu, cin dén gip
bac si ngay.

BAO QUAN: Bao quan & nhiét 46 dudi 30°C. Trénh anh sang va am. Dé ﬂmb@?@:}at tam tay
ré em.
L./

TIEU CHUAN: USP 38

HAN DUNG: 48 thang ké tir ngay san xuat. Khéng dung thudc qua han sir dung,
TRINH BAY: Hop 1 vi x 3 vién nén dit 4m dao kém theo | que dat.

Sdn xudt béi:

GLENMARK PHARMACEUTICALS LTD

Plot No. E-37, 39. D-Road. MIDC, Satpur.
Nashik 422 007, Maharashtra State, An 6.

TUQ. CYC TRUUNG
PTRUUNG PHONG
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