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MYCONAZOL 2% CREAM

PE xa tdm tay tré em
Boc k§ hudng dan sii dyng trudc khi diing
Thuéc diung ngoai

Thanh phén céng thic thuée: Méi 1 g cream chifa:

- Thanh phan dugc chét:
Miconazol nitrat

- Thanh phan t4 dugc:
Propylen glycol, Nipazin, Nipazol, Tween 80,

Tefose 63, Labrafil, Liquid parafin, Cetyl stearyl alcohol,

nude RO viia da 1 g.

Dang bao ché: Kem min mau trdng dyc.

Chi djnh:

Thubc duge dung ngoai dé diéu tri nhiém nam trén
da, méng tay va bdi nhiém do vi khudn Gram duong
(bao gém Staphylococci va Streptococci).

Cach dung, liéu ding:
* Cdch dung: Thude chi duge st dung bbi ngoai da.
* Liéu ding:

Liéu khuyén cdo:

- Dling cho moi Ita tudi:

+ Nhiém ndm da: Thoa mét I6p kem méng I&n
viing da bi t8n thudng 2 lan/ngay. Xoa kem vao da
bang tay cho dén khi kem th&m hoan toan. Thai gian
diéu trj thay déi tir 2 d&n 6 tudn tay thudc vao vj tri va
mtic d6 nghiém trong cla tén thudng. Diéu tri nén dugc
ti€p tuc it nhat mot tudn sau khi tat ca cac dau hiéu va
triéu chiing bi&én mat.

+ Nhiém mdng tay: Thoa kem 1 - 2 14n/ ngay
cho céc t8n thuong. Piéu tri nén kéo dai thém 10 ngay
sau khi tat ca céc t6n thudng bién mat d& ngén ngira tai
phat.

-Tré em:

+ Tré em dudi 2 tudi: Nén c6 sy chi dinh va theo
dai truc ti€p clia bac sf.

+Tré em ti 2 - 11 tudi: Phai cé sy gidm sét cla
ngudi Ién.

Chéng chi dinh:

Bénh nhadn mén cdm véi miconazol/ miconazol
nitrat, cdc ddn xudt imidazol khac hay bat ci thanh
phén t& duge ndo cla thude.

Cénh béo va than trong khi ding thuéc:

Céc phén Ging qua man ning, bao gém phan vé va
phit mach, da dugc bdo cdo khi diéu trj véi kem
miconazol (xem muc Tdc dung khéng mong mudn cta
thudc). Nén ngung diéu trj thudc, n&u phadn @ng qua
mén ho#c kich (ing xuat hién. Tranh khéng cho kem
tiép xtic véi niém mac clia mét.

20 mg

Si dung thuéc cho phy nix ¢é thai va cho con bii:

- Phy ni ¢é thai: & déng vat, miconazol nitrat cho
thdy khéng dnh hudng gay qudi thai nhung gay dde tinh
cho thai nhi khi uéng & liéu cao. Chi mét lugng nhd
miconazol nitrat dugc hdp thu sau khi dung tai chd. Tuy
nhién, nén than trong khi diing miconazol nitrat trong
thai gian mang thai.

- Phu ni ¢ho con bi: Miconazol dung tai chd duge
h&p thu t6i thi€u vao hé& tudn hoan va chua 16
miconazol ¢é dugc bai tiét trong siia me hay khéng.
Than trong khi sl dung cdc sdn phdm miconazol béi tai
chéd trong thai gian cho con bu.

Anh hudng ciia thudc 1én khé ning lai xe, van hanh
may moc:

Kem miconazol khéng &nh hudng dén kha nang lai
xe va van hanh may méc.

Tuong tac, tuong ky cda thudc:

Miconazol tic ché sy chuyén héa clia nhiing thudc
dugc chuyén héa béi hé théng men CYP3A4 va
CYP2C9. Do sy hdp thu vao cd thé han ché sau khi boi
tai chd, céc tuong tac 1am sang cé lién quan 14 hiém
gdp. Tuy nhién, than trong & nhiing bénh nhan dun
thuéc chéng déng dudng udng nhu warfarin vajtheo dai
hiéu qua clia thuéc chéng déng mau 1a can t

* Tudng ky clia thuée: Do khong ¢é cac nghién cliu
vé tinh tudng ky cla thude, khong trén 1an thubc nay
vdi céc thude khac.

Tdc dung khéng mong muén cia thuéc:

Céc phdn ting phy dugc b4o céo trong s6 426 bénh
nh&n nhan dugc kem miconazol 2% trong 21 th{
nghiém lam sang mi déi dugc trinh bay dudi day.

Dya trén di liéu an toan t cac thd nghiém lam
sang nay, phén ng phu thudng gép nhat Ia kich Ung vi
tri diing thudc (0,7%).

Céc phéan (ng phu dugc bdo céo trong cac thii
nghiém lam sang va kinh nghiém sau s dung:

* It gap, 1/1000 < ADR < 1/100:

- R&i loan da va mé dudi da: Cam gidc bdng rét da,
viém da.

- Céc réi loan chung va tai ndi didu tri: Phan ting tai
vi tri ding thuéc (bao gém kich (ing vj tri diing thuéc,
bdng rat, ngdia, phan ting NOS va hoi néng).

* Chua ro:

- R6i loan hé théng mi&n dich: Phan (Ging phan veé,
qua méan.

- R6i loan da va mo duéi da: Phit mach, may day,
viém da tiép xuic, phat ban, ban dé, ng(a.

Théng bao ngay cho bac st hodc dugc si nhiing phan
Ung ¢d hai gap phai khi sif dung thuée

Hudng dén cach xir trf ADR:
Khi dang diing thude, ngudi bénh thdy c6 ADR cén
ngling ngay viéc diing thudc va héi y kién thdy thudc.
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Khi g&p cac phan ting bat thudng néng, cAn phai di dén
trung tAm y t& gdn nhat kiém tra dé c6 hudng xu tri kip
thai.

Qua liéu va cach xa tri:
- Triéu chiing qué liéu:

+ Dling ngoai da: Dung qua muic cé thé dan dén
kich ing da, triéu chiing thudng bién mat sau khi
ngling diéu trj.

+ Trong trudng hgp nudt phai: Cé thé xay ra kich
ling da day.

- Xt trf qu4 liéu:

Kem chi diing ngoai da, khéng ding cho dudng
uéng. Néu vo tinh nudt phai mét lugng 16n san phim,
nén dugc cham séc hd trg thich hgp.

Ddc tinh dugc luc hoc:

Nhém duge Iy: Thude khang ndm dung ngoai da/ tai
ché.

Ma ATC: DO1A Co02.

Miconazol nitrat la mdt imidazol ¢6 tdc dung khang
ndm va tdc dong béng cdch can thigp vao tinh thAm
clia mang t& bao ndm. Miconazol nitrat ¢6 phé khéng
n&m réng va mot sé hoat déng khang khuén.

/““;g'.f. 371

(‘),

Bdc tinh dugc déng hgc:

- Hap thu: Chi mét lugng nhd duge hdp thu qua da
ho#c mang nhay khi miconazol nitrat dugc béi tai ché.

- Phan b&: Miconazol sau khi hdp thu duge gan két
vdi protein huyét tuong (88,2%) va t& bao héng céu
(10,6%).

- Chuyén héa va thai tri: M6t lugng nhé miconazol
hép thu dugc dao thai chi yéu trong phan dudi dang
khong ddi va chat chuyén héa.

Qui cach dong goi:
-Hop 1 tuyp 16 g.
- Hop 1 tuyp 30 g.

Diéu kign bdo quéan cia thude: Bdo quan thudc noi
khé, nhiét dd khéng qué 30°C, trdnh 4dnh séng.

Han ding cia thuéc: 24 thang ké tif ngay san xuét.
Tiéu chuén chét lugng clia thuée: TCCS
Tén, dia chi clia co sd san xuét thudc:
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