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R thube nay chi dung theo don thuoc
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Vién dan dit im dao FASTAMU 150MG
(Econazole Nitrate 150 mg)
Thude nay chi dimg theo don ciia bic s.
DPé xa tam tay tré em.

Doc ky huwdng din sit dung trude khi diing

THANH PHAN CONG THUC THUOC

Mbi vién chira:

Hoat chit: Econazol nitrate............cc..cvveee... 150,0 mg

T4 duoc: Natri citrat, Dinatri edetat, Witepsol W - 35, Rose #360, Benzethonium chlorid.

DANG BAO CHE: Vién dan dit am dao hinh thudn dai, mau triing t6i tring nga.

CHI PINH:

Dung diéu tri tai chd cdc trudng hop viém dm hd - am dao do nhiém nam candida.

CACH DUNG, LIEU DUNG

D& bénh nhan nam ngra, dat su vao trong 4m dao méi ngay | vién vao gi¢r di ngu, ding
3 ngay lién tiép.

Puong dung: dat am dao

CHONG CHI PINH
- Man cam véi econazol hodc bét cir thanh phan nao cua thudce..

CANH BAO VA THAN TRONG KHI DUNG THUOC

- Chi str dung Fastamu theo duong am dao, khong diung dudng udng.

- Néu cac diu hiéu kich thich hodc man cam xudt hién khi ding thude trong am dao,
phai ngimg diéu tri.

- Cén tranh tiép xtic gitta mang trénh thai hodc bao cao su vdi san pham nay vi cao su
c6 thé bi pha hiy boi ché pham.

- Trong thai gian di€u tri &m dao, nén khuyén bénh nhin kiéng giao hop.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Thoi ky mang thai
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Trén ddng vat, econazol nitrat khong cho thiy c6 tic dung gay quai thai nhung cé dde
tinh trén bao thai ¢ liéu cao. Y nghia clia viée ndy trén ngudi chua dugce biét vi khong cé
bing chimg cho thiy ting nguy co khi ding cho phu nit mang thai.

Mic du vy, cdc nghién clru trén dong vat cho thiy c6 ddc tinh sinh san. Boi vi ¢6 sy hép
thu & am dao, gidng nhu cdc imidazol khac, econazol chi nén dugc sir dung ¢ thoi ky
mang thai khi bac sy xem xét va thdy that su can thiét.

Thoi ky cho con b

Sau lidu udng econazol nitrat cho chudt tiét stta, econazol va/hodic cac chit chuyén héa
duge bai tiét vao sira me va duge thiy trong ché con bi me. Khong biét liéu econazol
nitrat c6 bai tiét vao sita ngudi hay khéng. Thén trong khi str dung vién dan dét phu khoa
Fastamu cho phu nit dang cho con bil.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua duoc biét

TUONG TAC, TUONG KY CUA THUOC

Mac du khong ¢ céac nghién ciru, dua trén su twong ty vé mat hoa hoc ctia econazol va
céc hop chit imidazol khéc, v& mit 1y thuyét cé kha nang c6 sur tuong tac canh tranh véi
céc ché pham dugc chuyén héa béi CYP3A4/2C9. Do hép thu toan than sau khi sir dung
vién dit am dao econazol rat it , cac tuong tac vé mit 1am sang duong nhu khong xay ra.
O bénh nhian ding thudc chéng déng méau dudng udng, nhu warfarin hodc
acenocoumarol, can than trong va thuong xuyén theo doi téc dung chdng dong mau.

Diéu chinh lidu udng thube chdng dong mau co thé 1a cén thiét trong va sau khi tr liéu
véi econazol.

TAC DUNG KHONG MONG MUON CUA THUOC
Fastamu thudng dung nap t6t. Céc tic dung c6 hai thudng gidi han & s kich thich da tai
chd véi cac bidu hién nhu ban do, nglia, nong rat, hosic cam giac dau nhéi; hiém khi phai
ngimg dicu tri.
Théng bio cho bic sivé nhitng fic dung khong mong mubn gap phai khi sit dung
thube.

QUA LIEU VA CACH XU TRi
Céc phan (ng phu lién quan téi qua lidu hodic lam dung econazol dat am dao duge cho 1a
phu hop véi cac phan g phu cua thude di duoc liét k& trong phin Tac dung khong

mong muon cua thude.
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Trong truong hgp vd tinh nudt phai, budn ndn, non va tiéu chiay c¢6 thé xuat hi¢n. Néu can
thiet dieu tri triéu chimg.

. DAC TINH DUQC LUC HQC

Econazol 13 mdt thude khéng ndm c6 cdu trac rdt giéng miconazol, mot thude khéng ndm
khéc trong ho imidazol. Ciing ¢6 thé dy doén ring, phd tic dung khang ndm ctia nd ciing
rét gidng miconazol va bao gdm céc ndm ky sinh trén da, ndm men, nim méc
Actinomyces va cic nim khéc; n6 cling cé tac dung t&t trén mot vai loai vi khudn gram
dwong. Mic di co ché khang nam chinh x4c ctia né khong hoan toan giéng nhur céc thudc
khéng ndm imidazol khac, né dudng nhw hoat déng chu yéu trén cac hé thdng mang té
bao. Trong khi econazol nitrat chu yéu xudt hién gi6i han & dang thudc diing ngoai va
ding dudng dm dao, econazol base lai dugc nghién clu dé str dung toan than nhu mot
thuc khang ném.

Econazol {rc ché tdng hop ergosterol hoic cac sterol khéc, lam bién déi tinh thAm ctia
mang & bao ndm nhay cam véi thude. Khi bdi 1én da, binh thudng econazol duge hip thu
toan than rat it. Mic du vin con trén da, thudce thdm vao 16p sing rit nhiéu, vuot xa néng
do t6i thidu e ché ddi véi cac nam da. Néng d6 (e ché cua thude ciing dat duge o 16p
biéu bi va trung bi.

PAC TINH DUQC DONG HQC

Sau khi sir dung econazol & am dao, khoang 3%-7% liéu dugc hép thu, ndng dd cuc dai
huyét tuong ctia econazol dat duge trong vong 1-2 ngay sau khi ding liéu chi dinh. Trén
6 nguoi tinh nguyén, sir dung hang ngay kem econazol 1% duong 4m dao (liéu khong
cong bd) trong 14 ngay, véi céc lidu c6 tinh phéng xa vao cdc ngay | va 14, dan téi céc
mic cue dai huyét tuong ciia chit phéng xa (khoang 0.09% liéu dung/lit) trong vong 1-2
ngay sau khi bit diu didu tri. Nong do cuc dai chdt phong xa trong nude tiéu va trong
phéan sau khi ding liéu phong xa thir nhit xudt hién lan luot vao cic ngay | va 3, tong
lugng céc chit phong xa thai trir qua phan va nude tidu gia thiét vao khoang 7% liéu
ding duoc hap thu.

QUY CACH DONG GOI: Hop 5 vi x 10 vién

PILU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC:

Pitu kién bao quin: Bao quan trong bao bi kin, & nhiét dé dudi 30°C. Tranh 4nh séng
va Am.

Han ding: 36 thang ké tir ngy san Xudt
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Tiéu chuan chat lwgng cia thuoc: Nha san xuat

16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC:
Y.S.P. INDUSTRIES (M) SDN BHD
Dia chi: Lot 3, 5 & 7 Jalan P/7, Section 13, Kawasan
Perindustrian Bandar Baru Bangi, 43000 Kajang, Selangor, Malaysia.
Tel: 603-89251215; Fax: 603-89251298



