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HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

Tén thuée: VIEN NANG MEM PAT AM PAO NYSIOD-M

Thanh phin ciu tao ciia thude:

MJi vién nang mém chira: Miconazol nitrat ............... 200 mg

Ta dugc: Lecithin, liquid parafin, gelatin, glycerin, sorbitol 70 %, methylparaben,
propylparaben, ethyl vanillin, titan dioxyd, sunset yellow lake, ethanol 96 %, nuéc tinh khiét.
Dang bao ché: Vién nang mém dit 4m dao.

Cac dic tinh dwoc lue hoc, dwge dong hoc:

Dwoc luc hoc:

Miconazol 1a mét imidazol tong hop 6 tac dung chéng ndm va chdng vi khuén bang cach lam
thay ddi tinh thAm va chirc nang clia mang t& bao nim, vi khuan. Vi trf tac dung trén mang té
bao chua rd. Do thay déi tinh thim, mang té bao khong con kha nang hoat dong nhu mét hang
rao ngan chan that thoat, lam cho kali va cac thanh phén thiét yéu khac cua té bao bi can kiét.
Miconazol ¢6 tac dung déi véi cac loai nAm nhu: Aspergillus spp., Cryptococcus neoformans,
Pseudallescheria boydii. Thubc ciing c6 tac dung d6i v&i mot sb vi khuén gram duong gém
Staphylococci va Streptococci.

Dugc dong hoc:

Mot luong nhé thude da duge hdp thu toan than khi cho thuée vao trong dm dao. Miconazol
chuyén hoa & gan thanh cac chét chuyén hoa khdng hoat tinh. Sau khi diéu tri mot liéu duy nht
béng cach dat am dao cho phu nir khoe manh, khoang 1 % lidu théy trong nudc tiéu va phéan.
Quy cich dong goi: Hop 1 vi x 10 vién.

Chi dinh, liéu ding, cich diung, ching chi dinh:

Chi dinh:

Vién nang mém dat 4am dao NYSIOD-M dugc dung dé didu trj cac bénh nhidm ndm Candida
am ho, am dao.

Liéu ding: Ngay 1 lan, diéu tri trong 3 ngay, c6 thé kéo dai toi 6 ngay.

Cich ding: Dit Am dao, dat vién thude siu vao trong 4m dao va nén rira sach trude khi dat lan
tiép theo.

Chong chi dinh:
Qué man cam v6i miconazol hodc véi bat cir thanh phan nao cta thube. f
Ngudi ¢6 ton thuong gan. &

Réi loan chuyén hoa porphyrin.

Phdi hop voi warfarin, astemizol, cisaprid.

Ciac treong hop than trong khi dung thube:

Cic tinh trang cin than trong khi diing thuéc:

Tu diéu tri miconazol dang vién ddt am dao chi nén dung cho tré em trén 12 tudi. Néu c6 céc
tac dung phu nhu kho chiu, ngira, dau bung, dau lung, dau vai, non, budn nén, khéng d& sau 3
ngay hodc kéo dai qua 7 ngay, nén hoi y kién ctia nhan vién vy té.

Dung tai chd c6 thé bi kich timg nhe, ndi man. Néu kich mg tang nén ngimg thudc.

Vién dat am dao chira miconazol c¢é thé lam hong véi cac san pham latex (mang ngan tranh thu
thai va tui cao su).

Thén trong v&i ngudi bi rdi loan chuyén hoa porphyrin,

Than trong voi ngudi bénh di tmg véi céc thude chbng ndm dan xuét ctia imidazol (clotrimazol,
econazol, ketoconazol).
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10.

11.

Canh bdo vé td dwoc:

Methylparaben va propylparaben: C6 thé gay di ung.

Sunset yellow: C6 thé gay di timg.

Sir dung thuéc cho phu ni cé thai va cho con bii:

Thoi ky mang thai:

O dong vat, miconazol khong thé hién tac dung sinh quai thai nhung doc véi thai khi cho uong
liéu cao. O ngudi tac dung nay chua rd. Tuy nhién, cling nhu véi cac imidazol khéc, nén tranh
sir dung cho nguoi mang thai dac biét 1 trong 3 thang ddu thai ky. Néu can thiét phai dung
thude, phai c6 su chi dan cua thay thudc.

Thoi ky cho con bu:

Chua biét miconazol ¢6 vao trong sita ngudi me hay khong, nén than trong khi dung thude cho
phu nir trong thot ky dang cho con bu.

Anh hwong cia thudce doi voi cong viéc (nguoi vin hanh mdy méc, dang ldi tau xe, nguoi
lam viéc trén cao va cdc truwong hop kha'c)

Chua ghi nhan dugc bao cdo phan ting bt loi vé& anh hudng cua thube 1én kha ning van hanh
may moc, lai tau xe, nguoi lam viée trén cao va cdc truong hop khac. /
Twong tic ciia thude véi cac thude khac va cic loai twong tac khac:

Vi astemizol, cisaprid hodc terfenadin: Tang nguy co gy nhip nhanh thit, rung that.

Véi phenytoin: Tang ham lugng phenytoin trong huyét twong dén mirc giy doc do e ché
chuyén héa phenytoin & gan.

Vi sulfamid ha duong huyét: Tang tac dung ha dudmg huyét, gay ha duong huyét trdm trong
tham chi hén mé.

Carbamazepin: Dung dong thoi véi miconazol c6 thé gdy tac dung phu.

Tranh ding déng thoi miconazol voi cac thude sau: Alfuzosin, cisaprid, conivaptan, dofetilid,
eplerenon, everolimus, halofantrin, nilotinib, nisoldipin, pimozid, quinidin, ranolazin,
rivaroxaban, salmeterol, silodosin, tamoxifen, thioridazin, tolvaptan.

Miconazol c¢é thé lam tang tac dung cua: Alfentanil, alfuzosin, almotriptan, alosetron,
aprepitant, atomoexetin, benzodiazepin, bosentan, buspiron, busulfan, thuéc chen kénh calci,
carbamazepin, carvedilol, cilostazol, cinacalcet, cisaprid, conivaptan, corticosteroid, docetaxel,
dofetilid, eletriptan, eplerenon, erlotinib, eszopiclon, everolimus, fentanyl, fesoterodin,
fosaprepitant, gefitinib, halofantrin, chat e ché HMG-CoA reductase, imatinib, irinotecan,
ixabepilon, losartan, khang sinh nhém macrolid, maraviroc, methadol, nebivolol, nilotinib,
nisoldipin, chit e ché 5-phosphodiesterase, pimecrolimus, pimozid, quinidin, ramelteon,
ranolazin, repaglinid, rivaroxaban, salmoxifen, tetrabenazin, thioridazin, tolterodin, tolvaptan,
sunitinib, tamoxifen, tetrabenazin, thioridazin, tolterodin, tolvaptan, trimetrexat, khéang vitamin
K, ziprasidon.

Tac dung cua miconazol ¢6 thé tang boi khang sinh nhém macrolid. Miconazol ¢6 thé 1am giam
tac dung ctua: amphotericin B, codein, tramadol.

T4c dung khéng mong mudn:

Dung duong am dao gdy co thit & bung, néng rat, di rng, ngaa.

Qua lidu va cach xi tri:

Vién nang mém dit 4m dao NYSIOD-M dugc thiét ké dé chi dinh dit 4m dao cho tac dung tai
chd. Chua c6 bao céo vé qua lidu do ¢ y.

Cic diu hiéu cin luu y va khuyén c#o:

Thuéc chi ding dit am dgo, khong duwoc ubng.

Khéng ding thuéc trong thoi kj kinh nguyét.
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12. Piéu kién bio quén, han dung cia thude:
Diéu kién bao quan: Giit trong bao bi kin, noi khd mat, tranh anh sang, nhiét d6 dudi 30 °C.
Han dimg: 24 thang ké tir ngdy san xuét.
13. Tén, dia chi, biéu twong (néu ¢6) ciia co' s& san xudt:
l: CONG TY LIEN DOANH DUQC PHAM MEBIPHAR-AUSTRAPHARM
15 111-18, Puong s6 13, Nhém CN 111, KCN Tan Binh, Q. Tan Phu, TP. Hd Chi Minh.
14. Ngay xem xét sira doi, cip nhit lai ndi dung hwéng din sir dung thudc:

LIEN DOANH

1= pugc PHAM (] G
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HUONG DAN SU DUNG THUOC CHO NGUOI BENH

Tén thuée: VIEN NANG MEM DAT AM PAO NYSIOD-M

Cic cAu khuyén cdo:

Doc ki hwong din sir dung trudc khi diing.

Dé xa tam tay ciia tré em.

Théng bdo ngay cho bdc sy hodc duwgc sy nhitng tic dung khong mong muon gap phdi khi
s dung thuéc.

Thanh phin, ham lweng cia thude:

M3di vién nang mém chira: Miconazol nitrat ............... 200 mg

Ta duoc: Lecithin, liquid parafin, gelatin, glycerin, sorbitol 70 %, methylparaben,
propylparaben, ethyl vanillin, titan dioxyd, sunset yellow lake, ethanol 96 %, nudc tinh khiét.

M3 ta san pham: Vién nang mém dat am dao.

Quy cach dong géi: Hop 1 vi x 10 vién.

Thudc dung cho bénh gi:

Vién nang mém dat am dao NYSIOD-M duoc dung dé diéu tri cac bénh nhiém nim Candida
am ho, am dao.

Nén dung thudc nay nhw thé nao va liéu lugng:

Liéu ding: {

Ngay 1 lan, diéu tri trong 3 ngay, ¢6 thé kéo dai téi 6 ngay. N\

Cdch ding: "

Dat am dao, dat vién thude sdu vao trong am dao va nén rira sach trude khi dat 1an tiép theo.
Khi nao khong nén ding thudc nay:

Qua mén cam véi miconazol hodc voi bét cir thanh phin nao cua thube.

Nguoi ¢o tén thuong gan.

Réi loan chuyén héa porphyrin.

Phéi hop véi warfarin, astemizol, cisaprid.

Téc dung khéng mong mudn:

Dung dudong 4m dao gay co that & bung, nong rat, di ing, ngua.

Nén tranh dung nhirng thudc hoiic thue phidm gi khi dang sir dung thudc nay:

Vi astemizol, cisaprid hodc terfenadin: Tang nguy co gdy nhip nhanh thét, rung that.

Voi phenytoin: Tang ham luong phenytoin trong huyét twong dén muc gdy doc do tc ché
chuyén hoa phenytoin & gan.

Vi sulfamid ha duong huyét: Tang tac dung ha duong huyét, gy ha duong huyét tram trong
thdm chi hon mé.

Carbamazepin: Ding dong thoi voi miconazol ¢6 thé gay tac dung phu.

Tranh dung ddng thoi miconazol voi cac thube sau: Alfuzosin, cisaprid, conivaptan, dofetilid,
eplerenon, everolimus, halofantrin, nilotinib, nisoldipin, pimozid, quinidin, ranolazin,
rivaroxaban, salmeterol, silodosin, tamoxifen, thioridazin, tolvaptan.

Miconazol ¢é thé lam tang tac dung cua: Alfentanil, alfuzosin, almotriptan, alosetron,
aprepitant, atomoexetin, benzodiazepin, bosentan, buspiron, busulfan, thube chen kénh calci,
carbamazepin, carvedilol, cilostazol, cinacalcet, cisaprid, conivaptan, corticosteroid, docetaxel,
dofetilid, eletriptan, eplerenon, erlotinib, eszopiclon, everolimus, fentanyl, fesoterodin,
fosaprepitant, gefitinib, halofantrin, chit tc ché HMG-CoA reductase, imatinib, irinotecan,
ixabepilon, losartan, khang sinh nhom macrolid, maraviroc, methadol, nebivolol, nilotinib,
nisoldipin, chat uc ché 5-phosphodiesterase, pimecrolimus, pimozid, quinidin, ramelteon,
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14.

15,

ranolazin, repaglinid, rivaroxaban, salmoxifen, tetrabenazin, thioridazin, tolterodin, tolvaptan,
sunitinib, tamoxifen, tetrabenazin, thioridazin, tolterodin, tolvaptan, trimetrexat, khang vitamin
K, ziprasidon.

Tac dung ctia miconazol ¢6 thé ting bai khang sinh nhém macrolid. Miconazol c6 thé lam giam
tac dung cua: amphotericin B, codein, tramadol.

Cén bao quan thudc nay nhw thé nao:

Gilit trong bao bi kin, noi khoé mat, tranh anh sang, nhiét do duéi 30 °C.

Nhitng d4u hiéu va triéu chitng khi dung thude qua liéu:

Vién nang mém dat am dao NYSIOD-M duoc thiét ké dé chi dinh dat am dao cho tac dung tai
chd. Chua c6 bao cao vé qua lidu do ¢ ¥.

Cin phai lam gi khi dung thuéc qua liéu khuyén cio:

Chua ¢6 bao cdo vé qua lidu do ¢ ¥.

Nhirng diéu cin thin trong khi dung thudc nay:

Cic tinh trang cin than trong khi dung thuéc:

Tu diéu tri miconazol dang vién dat am dao chi nén dung cho tré em trén 12 tudi. Néu ¢6 cac
tac dung phu nhu kho chiu, ngtra, dau bung, dau lung, dau vai, non, budn nén, khong d& sau 3
ngay hoac kéo dai qua 7 ngay, nén hoi y kién ctia nhén vién y té.

Dung tai chd ¢ thé bi kich tmg nhe, néi man. Néu kich umg tiang nén ngimg thude.

Vién dat am dao chira miconazol ¢6 thé lam hong véi cac san phdm latex (mang ngén tranh thu
thai va tii cao su).

Than trong v&i ngudi bi rdi loan chuyén héa porphyrin. .r\

Thén trong véi ngudi bénh di img vai céc thuée chéng nim dan xudt cta imidazol (clotrimazol,
econazol, ketoconazol).

Cinh bdo vé ti dugc:

Methylparaben va propylparaben: C6 thé gay di tmg.

Sunset yellow: C6 thé gy di tng.

Sir dung thudc cho phu ni¥ cé thai va cho con bi:

Thoi ky mang thai:

O dong vat, miconazol khong thé hién tac dung sinh quai thai nhung ddc véi thai khi cho ubng
lidu cao. O nguoi tac dung nay chua rd. Tuy nhién, cling nhu véi cac imidazol khac, nén tranh
sir dung cho ngudi mang thai dac biét l1a trong 3 thang dau thai ky. Néu cén thiét phai dung
thube, phai ¢6 su chi dan cia thay thude.

Thoi ky cho con bu:

Chua biét miconazol ¢ vio trong sita nguodi me hay khéng, nén than trong khi ding thude cho
phu nir trong thoi ky dang cho con bu.

Anh hwiong ciia thuéc dbi véi cong viée (nguwoi vin hanh mdy mdc, dang ldi tau xe, nguoi
lam viéc trén cao va cdc truwong hop khdc):

Chua ghi nhan dugc bio céo phan tng bt loi vé anh huong cta thude 1én kha nang van hanh
may moc, lai tau xe, nguoi lam viée trén cao va cac truong hop khac.,

Khi nao can tham vén bac sy, duoge sy:

Néu can thém thong tin xin hoi y kién bac s§ hodc dwoc s¥.
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16. Han dung ciia thude: 24 thang ké tir ngay san xuét. | _/
17. Tén, dia chi, biéu twgng (néu c¢6) ciia co' s& sin xuit: O
l: CONG TY LIEN DOANH DUQC PHAM MEBIPHAR-AUSTRAPHARM
d  LolIl-18, buong s& 13, Nhém CN III, KCN Tan Binh, Q. Tan Pha, TP. Ho Chi Minh.
18. Ngay xem xét sira ddi, cip nhit lai ndi dung hwéng din sir dung thude:

v/ LIEN DOANH
= DUGC PHAM

TUQ.CUC TRUONG
PTRUGNG PHONG
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