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Thanh phan: 

M@i vién nang mém chita miconazol nitrat 100 mg. 

Chi dinh, cach ding, chéng chi dinh va cac théng tin 
kha: xem trong to hudng dan sir dung thu6c kém theo. 

Bao quan: Noi khé, tranh anh sdng, dui 30°C. 

Tiéu chuan: TCCS. 
Quy cach: H6p 1 vix 6 vién. 

Dé xa tam tay tré em 
Doc ky hwéng dan sir dung truéc khi ding 
SDK: 

San xuat tai: 
CONG TY TNHH DU'OC PHAM HOA LINH HA NAM 

Khu cong nghiép Ping Van I, phiong Ping Van, 
thi x4 Duy Tién, tinh Ha Nam, Viét Nam. 

SLSX/LOT: 
NSX/MEG: 
HD/EXP: 

Rx Prescription drug 

Darmicos 

Each soft capsule contains miconazole nitrate 100 mg. 

Indications, Usage, Contraindications and other 

information: see the enclosed instruction for use. 

Storage: At a dry place, protect from light, below 30°C. 

Specixication: In-house. 

Keep out of reach of children 

Read the instruction carefully before use 

Fp) Miconazole nitrate 100 mg 

Ss Vaginal soft capsules 

ovem (>) 

8 8 

8||¢ 
Sem | E] | 
Oise 

g||5 
g||5 
SING pent 1 blister x 6 soft capsules 

Ingredicnts: Manufactured by: 

HOA LINH HA NAM PHARMACEUTICAL CO., LTD. 

Dong Van I Industrial Zone, Dong Van Ward, 

Duy Tien Town, Ha Nam Province, Vietnam. 
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HUONG DAN SU DUNG 

TNHH 
DUOC PHAM DARMICOS 

~ HOA LINH (Vién nang mém dat dm dao Miconazol nitrat 100 mg) 

Doc kj hwéng dan sit dung trwoéc khi dung 

Thuéc nay chi ding theo don thuéc 

THANH PHAN CONG THUC: M&i vién nang mém dat 4m dao chtta: 
Thanh phan duge chat: Miconazol nitrat 100 mg. 

Thanh phan ta duoc: Vaselin trang, dau parafin, gelatin, glycerin, dung dich sorbitol 70%, 

triglycerid mach trung binh, methylparaben, propylparaben, titan dioxyd. 

DANG BAO CHE: Vién nang mém dat 4m dao. 

‘S) M6 ta: Vién nang mém hinh oval, mau trang dén vang nhat, bé mat nh&n, bén trong chira dich 
thudc mau trang dén vang nhat. 

CHi DINH 
Diéu tri nam Candida am hé - Am dao. 

Do tac dung di véi vi khudn Gram duong, thuéc ding dé diéu tri bénh ndm do béi nhiém béi 
vi khuan Gram duong. 

Diéu tri ngira khi nhiém khuan va nhiém ndm Candida do tac dung nhanh déi voi triéu chimg 
nay. 

CACH DUNG, LIEU DUNG 
Newoi Ion: 

Dat 1 vién thudéc vao sau trong 4m dao vao budi t6i truéc khi di ngu, 6 tu thé nghi trong 7 
ngay lién tiép. 

Tré em: 

Nén hdi y kién bac si vi chua cé dit liéu vé tinh an toan va hiéu qua cua thuéc & tré em. 

Cach ding: 

Thuéc dugc dung qua duéng 4m dao va khéng duge udng. 

CHONG CHI DINH 
Chong chi dinh ding thuéc déi véi nhtmng bénh nhén qué man véi miconazol nitrat, v6i cdc 

dan xuat imidazol khac hodc véi bat ky ta duoc nao. 

CANH BAO VA THAN TRONG KHI DUNG THUOC 
Thuéc chi ding dudng dat 4m dao. 

Can tham khao y kién bac si néu: 

- Ngtra 4m dao va kho chiu trong lan dau tién. 
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- Nhiém nam 4m dao thuong xuyén (chang han nhu méi thang mét lan hode 3 lan trong 6 

thang). 

- Dang mang thai hoc mac mét bénh nao dé, chang han nhu bénh tiéu duong hodc hé thong 

mién dich suy yéu. 

- Dau bung dui, lung hoc vai, s6t, én lanh, buén nén, nén hode dich tiét 4m dao cé mui hi. 

- Da tiép xtc véi virus suy giam mién dich 6 ngudi (HIV) gay ra bénh AIDS. 

Hay hdi bac si hoac duoc si trudc khi str dung néu ban dang ding thudc chéng d6éng mau 

warfarin, vi co thé xay ra chay mau hodc bam tim. 

Canh bdo ta duoc: 

Thuédc nay cé chita methylparaben, propylparaben cé thé gay ra cdc phan tng di img (cé thé 

xay ra cham). 

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

That ky: 

O dong vat, miconazol khéng thé hién tac dung gay quai thai nhung déc véi thai khi cho 
udng liéu cao, & ngudi tac dung nay chua rd. Tuy nhién, cting nhu voi cdc imidazol khac, nén 

tranh str dung cho ngudi mang thai dac biét la trong 3 thang dau cua thai ky. Néu can thiét 

phai ding thuéc, phai cé su chi dan ctia bac st. 

Phu nit cho con bi 

Chua biét miconazol cé vao trong sita ngudi me hay kh6ng, nén than trong khi ding thudéc 

cho phu nit trong thoi ky dang cho con bu. 

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC 
Chua co bang chimg vé anh hudng cia thud lén kha nang lai xe, van hanh may moc. 

TUONG TAC, TUONG KY CUA THUOC 
Miconazol nitrat duoc hap thu qua dong 4m dao rat han ché. Vi vay, tuong tac véi cac thudéc 

ding duong udng it cd kha nang xay ra. Mac di vay, thudc cé thé lam tang tac dung chéng 

déng o nhitng bénh nhan dang dung warfarin. 

Tac dyng va tac dung phu cia m6t sé loai thuéc khac (vi du: thuéc ha duwong huyét uéng va 

phenytoin) khi ding déng thoi voi miconazol cé thé ting 1én. 

Nén tranh tiép xtc gitta cdc san phim latex nhu mang trénh thai hodc bao cao su va vién 

thuéc vi cac thanh phan cua vién dat am dao co thé lam hong latex. (xem phan canh bdo va 

than trong khi ding thudc). 

TAC DUNG KHONG MONG MUON CUA THUOC 
Cac tac dung khéng mong muén duge liét ké theo loai hé co quan va tan suat. Tan suat duge 

xdc dinh nhu sau: rat thuong g4p (71/10), thuong gap (21/100 va <1/10), hiém gap (21/1 000 

va <1/100), rat hiém (2/10 000 va <1/1 000), va khéng xac dinh (khong thé ude tinh tir dir 

ligu hién co). 

Cac loaihéco’ | Rat thong gip | Thuong gap Hiém gap Khong xac dinh 
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Réi loan chung 

va tal vi tri ding Phan tmg tai ch6 

thudc 

Théng bao ngay cho bac si hogc duge si nhitng phan ng cé hai gap phai khi sw dung thudc. 

QUA LIEU VA CACH XU TRI 

Trong truéng hop v6 tinh nuét phai mét long Ién thude, tién hanh xi ly dua trén ting 

trudng hop cu thé. 

DAC TINH DUOC LUC HOC 
Nhom dugc ly: Nhém imidazol chéng nam. 

Ma ATC: G01AF04 

Miconazol 1a mét imidazol téng hop cé tac dyng chéng nam va chéng vi khudn bang cach 

lam thay déi tinh tham va chtte nang cua mang té bao ndm, vi khudn. Vi tri tac dung trén 

mang té bao chua rd. Do thay déi tinh tham, mang té bao khéng con kha nang hoat déng nhw 

mét hang rao ngan chan that thoat, lam cho kali va cae thanh phan thiét yéu khae cua té bao 

bi can kiét. Miconazol ¢6 tac dung déi véi cdc loai nam nhu: Aspergillus spp., Cryptococcus 

neoformans, Pseudallescheria boydii. Thuéc cing cé tac dung voi mot s6 vi khudn Gram 

duong gém Staphylococci va Streptococci. 

DAC TINH DUOC DONG HOC 

Hap thu: 

Sau khi dat 4m dao mét liéu duy nhat 1200 mg, miconazol cé thé tén tai trong 4m dao tdi 72 

gid. Su hap thu toan than bi han ché, voi sinh kha dung co thé tir 1 dén 2%. G mét sé déi 

tuong, ndng dé miconazol trong huyét tuong cé thé phat hién duoc trong vong hai gid dau 

tién, dat gia tri dinh sau 12 dén 24 gid sau khi ding. Sau dé, ndng dé trong huyét tuong giam 

cham va van cé thé do duoc & hau hét cac déi tuong sau 96 gid dung thuéc. 

Liéu thir hai duoc dung sau d6 48 gid dong nhw két qua trong huyét tuong tuong ty nhu két 

qua thu duoc trong lan dung dau tién. 
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Phan bo: 

Miconazol duge hap thu gan két vdi protein huyét tuong (88,2%) va hong cau (10,6%). 

Chuyén hoa, thai trir: 

Mét long nhé miconazol hap thu duge thai trir chu yéu qua phan, ca dang khong doi va dang 

chuyén héa trong vong 4 ngay sau khi ding. Mét lugng nhoé san pham khéng déi va chat 

chuyén héa cfing xuat hién trong nude tiéu. 

QUY CACH DONG GOI 

Hép 1 vi x 6 vién 

Hép 2 vi x 3 vién 

DIEU KIEN BAO QUAN: Noi khé, tranh anh sang, dudi 30°C. 
HAN DUNG: 24 thang ké tir ngay san xuat. 
TIEU CHUAN CHAT LUONG: TCCS. 

San xuat tai: 

CONG TY TNHH DUQC PHAM HOA LINH HA NAM 

Khu cong nghiép Dong Van I, phuong Ding Van, thi xa Duy Tién, Ha Nam 

x 
a
e
s
 

20240104 


