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MICO CREAM
(Miconazol nitrat 2% w/w)
“Poc kjf hieéng ddn sir dung trudce khi dimg”
“Pé xa tam tay tré em”

1. THANH PHAN CONG THU'C THUOC

M&bi tuyp 15g chia:

Thanh phan hoat chdt: MIconazol NIEAt. .....eeeee e e e ee e, 2% w/w
Thanh phdn td diroe. Emulsifying Wax, Paraffin long, Vaselin, methyl paraben, propyl
paraben, nudc cét

2. DANG BAO CHE

Kem bdi da s N
, - & - N

M@ td dang bao ché: Dang kem mau trang //g\ VAN PHONG \&Y\

3. CHIPINH fiel  pmiDIEN |\t

Dé diéu tri cdc bénh nhim nim & da va mong tay, bdi nhiém do vi kﬁa 'nfoﬁﬁ'i t‘# 10 /5 "

4. CACH DUNG VA LIEU DUNG N0 CHI MK /e
\\&1 Nog—T 4 ‘V

Cich ding: o 4 7

Boi ngoai da

Liéu dimg: Cho moi ltra tudi:

Nhiém ndm ngodi da: Boi kem 1én vét thuong hai 1in mdi ngay. Diing ngén tay xoa déu

kem 1&n da cho dén khi kem thdm thiu hoan toan. Thoi gian diéu tri thay déi tir 2 dén 6 tudn

tiy thude vao co dia va mic d§ nghiém trong cua tdn thuong. Nén sir dyng thém it nhét mot

tudn sau khi tit ca cac ddu hiéu va triéu chimg bién mit.

Nhiém trimg méng: Boi kem mot hoic hai 1dn mdi ngay vio vi tri ton thuong, Nén sir dung

kéo dai thém 10 ngdy sau khi tt ca cdc tdn thuong dé bién mét dé ngin ngira tai phat.

5. CHONG CHI PINH

Chéng chi dinh v6i nhitng ngudi man cam véi miconazole/miconazole nitrate, cdc din xudt

imidazole khac hodc b4t ky thanh phin ndo cia thudc.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Céc phan g qua man nghiém trong, bao gbm sbc phan vé va phil mach, da dugc béo cdo

trong qué trinh diéu tri bing miconazol nitrat vd v6i cdc san phdm bdi miconazole khac.

Néu xay ra phan ing qué man hodc kich Gng, cin ngimg didu tri.

Kem miconazol nitrat khéng duoc tiép xic véi niém mac mét.

Canh bdo ta duoc:

Thuéc ¢6 chira ta duge methyl paraben, propyl paraben c¢6 thé gay phan Gng di tmg cham.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phuy nit co thai

O dong vat, miconazole nitrat khong gdy quéi thai nhung gy ddc cho co thé khi sir dung

lidu udng cao. Chi mot lugng nhé miconazol nitrate dugc hép thu sau khi dung tai chd. Tuy

nhién, ciing nhu véi cac imidazol khac, cdn than trong khi sir dung miconazol nitrat trong

thoi ky mang thai.

Phu nit¥ cho con bu

Miconazole bdi tai chd it hip thu vao hé tuin hoan, chua biét miconazol c6 dugc bai tiét
qua sita me hay khong. Cén thén trong khi sir dung céc san phdm miconazol bdi tai chd
trong thoi ki cho con b
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8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY
MOC

Chua co bﬁng chung v& anh hudng cua thude 1én kha ning l4i xe, vin hanh may mac.

9. TUONG TAC, TUONG KY THUOC

Miconazole diing toan thin dugc biét 13 ¢6 tac dung trc ché CYP3A4/2C9. Do tic dung toan

than bi han ché khi béi tai chd, cdc tvong téc lién quan dén 1am sang rit hiém. Tuy nhién, &

nhitng bénh nhan ding thudc chéng déng mau dudng udng, ching han nhu warfarin, nén

than trong va theo dai tac dung chdng déng mau.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Dua trén dit liéu an toan tdng hop tlr cdc thir nghiém lam sang, phan ting ¢6 hai dwgc bédo

cdo phd bién nhét 13 kich tng tai chd (0,7%).

Tén suét xay ra cac phan img c6 hai dugc quy wéc nhu sau: rit thudng gip (> 1/10); thudmg

gip (= 1/100 dén <1/10); it gap ( =1/1.000 dén <1/100); hiém gip ( > 1/10.000 dén <

1/1.000); va rat hiém gip ( < 1/10.000, bao gdm ca cac bdo céo riéng biét) va Khong dugc

biét (khdng thé udc tinh tir dit ligu ¢6 sén).

Hé co quan Tac dung khéng mong muédn
Tan suit xuit hién
It gip Khéng dwoc biét
(>1/1,000 to <1/100)
R&i loan hé théng mién dich Shock phan vé
Min cam
R4i loan da va mé dudida | Cam gidc ndng rat da Phl mach
Viém da May day
Viém da tiép xiic
Phat ban
Ban d6
Ngira
R4i loan chung va phan tmg | Phan ting tai chd (bao gém
tai chd kich (g tai chd, néng rat,
ngua, phan ttng NOS)

Thong bdo ngay cho bdc sy hodc dwoc sy nhitng phin vng cé hai gdp phai khi sir dung
thuéc.

11. QUA LIEU VA CACH XU LY

Triéu chirng

Sir dung ngoai da: Str dung qua nhidu c6 thé gay kich (mg da, thudng s& bién mat sau khi
ngimg didu tri.

V6 tinh nudt phai: C6 thé xay ra kich img da day.

Cidch xir ly

Mico Cream dugc ding dé bdi ngoai da, khéng ding qua dudng miéng. Néu vé tinh nudt
phai mot lugng 6n san phim, cin sir dung céc bién phap hd trg thich hop.

12. PAC TINH DUQC LUC HQC

Nhém duge 1y: Thube khang ndm ding cho da 1iéu/bdi ngoai da; din xuét imidazol

Ma ATC: DO1ACO2
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14. QUY CACH poNG GOI
Hop 1 tuyp 15
15. BIEU KIEN B4 QUAN
Béo quan noi khg thodng, nhigt dé dudi 30°C, trénh nhiét dong bang, trénh tiép xiic nhiét
do cao va 4nh sang truc tiép,
16. HAN DUNG
24 thang ké iy Ngay san xuit
17. TIEU CHUAN CHAT LUQNG
Tiéu chuin co s&
18. TEN, BIA CHI, By TUONG (NEU €0) i CO SO SAN XUAT
KCK Pharmaceutical Industries Sdp, Bhd.
Plot 61, Bayan Lepas Industrial Park Phase 4, Lintang Bayan Lepas 1, 11900 Bayan
Lepas, Pulay Pinang, Malaysia,




