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$G Y 1E P HO CHI MINH
CONG TY C6 PHAN DUGC PHAM MEDBOLIDE

MAU HOP 1 TUYP 30 g

MALOFORD

Cd s& ddng ky:

CONG TY C8 PHAN DUGC PHAM MEDBOLIDE
Phdng 09, Ldu 10, Toéa nha The EverRich 1,
S8 968, Buding 3 thding 2, P. 15, Q. 11, TP.HCM.

Co s3 sdn xudit:

CONG TY CG PHAN DUGC MEDIPHARCO

08 Nguy&n Trudng 16, P. Phuéc Vinh, TP, HUE,
Tinh Thia Thién Hué.

BE XA TAM TAY TRE EM. DOC KV HUGNG DAN s DUNG TRUGC KHI DUNG.

XSN

X$1

MED30UDE

Hop 1 fuyp x 30 g kem béi da

MALOFORD Gream

Ciclopirox olamin 1% (ki/ki)

Thénh phén: M&i tuyp chia;

Chi dinh, céch diing, chéng chi dinh véa céc

Cong Hoa Xa Héi Chli Nghia Viét Nam
bPéc 1ap - Tu do - Hanh phic

Ciclopirox olamin.............. 1% (Ki/kD thong tin khée: Xem trong 16 hudng dén st
Té dugc viia dd 1 tuyp 30g duyng thuSc kém theo.
Bdio qudin: Noi khé rdo, réinh éinh sdng, Tiéu chuén: TCCS.
nhiét dé khéng qud 30°C. SBK ...crnannn
Han diing: 36 théng.
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sG Y TE TP HO CHi MINH Céng Hoa X& Hoi Chii Nghia Viét Nam
CONG TY ¢8 PHAN DUGC PHAM MEDBOLIDE Péc Iap - Ty do - Hanh phic
MAU TUYP 30 g

MALOFORD

a Kem bdi da
MALOFORD cream
Ciclopirox olamin 1% (ki/ki) 30 g
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TO HUONG DAN SU DUNG
MALOFORD

Ciclopirox olamin 1%

Khuyén cio:
Poc k§ huéng dan sir dung truée khi dung
Dé xa tAm tay tré em

Théng bao ngay cho bac si hodc dugce si nhitng tadc dung khong mong mudn gip phai
khi str dung thude

1. Thanh phan:

100g kem chra:
Hoat chat: CIClOPItoX OlaImMin .........oveeveceererrreieeresesieneseesassaessesesesssssssessesans lg
Vo e VT it B s s S b sl i 100 g

(Emulsifying wax, octyldodecanol, cetostearyl alcohol, cetyl alcohol, dau paraffin, tween 80,
glycerin, disodium edetat, acid citric, methylparaben, propylen glycol, nuéc tinh khiét.)

2. Dang bao ché:
Thubc ding ngoai.
MBb ta san pham: Tuyp nhua, bén trong chita kem mau tring dén tring nga, ddng nhat, co
d6 mém thich hop.

3. Chi dinh:
Bénh vé da, c6 hodc khong c6 vi khudn bdi nhidm:

Ranh nam-da do Trichonhvuton
1EABPIEOR;

- Nhifm ndm lién quan dén Epidermophyton hodc Microsporum ngoai trir bénh nim da
dau,

- Bénh ndm Candida,

- Lang ben,

- Bénh ndm méng do ndm Dermatophytes giy ra,

- Viém da tiét b3 & mit tir nhe dén vira.

4. Liéu ding va cich ding:
- Diéu tri bénh ndm da: bdi hai 14n mbi ngay trong 21 ngay.
- Diéu tri nAm moéng do Dermatophytes: bdi trong vai thdng, c6 thé két hop véi thude didu
tri khac hodc khong.
- Diéu tri viém da tiét bd & mit tir nhe dén vira: bdi ngay hai 1an trong 2 dén 4 tudn dau,
sau d6 boi mdi ngay mét 1an trong 28 ngay.

5. Chéng chi dinh:
Qué man véi bat ky thanh phan nao cta thudc.
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6. Canh bdo va thin trong khi ding thudc:
- Tranh tiép xtc v6i mét.
- Khong dugc ding trén vét thuong hé.
- Néu nhiém ndm Candida, khong st dung xa phong c6 tinh acid (vi pH acid thic day sy
phét trién ctia nAm Candida).
- Thudc co chira cetyl alcohol c6 thé gdy ra céc phén tng tai chd trén da (vi du: viém da
tiép xtic).
- Thubc c6 chira methylparaben c6 thé gdy ra phan tng di tmg (c6 thé xay ra chim)
7. St dung cho phu nit ¢6 thai va cho con bu:
7.1. Phu nir mang thai
C6 dit liéu han ché (dudi 300 trudong hop mang thai véi cac két qua da biét) vé viec ding
ciclopirox olamin trén phu nit mang thai.
Tuy nhién, chua ghi nhén tac dung khéng mong mudn nao trong qud trinh mang thai, vi su
tiép xtic toan than véi ciclopirox olamin l& khong déng ké. Ciing nhu khéng c6 tac dung gdy
doc trén phoi hay gy quéi thai ndo dugc ghi nhén sau khi ding ciclopirox olamin dudng
ubng, tai chd hodc tiém duéi da trén dong vat.

\\1 /g \*\i

co
Pé phong ngira, tot nhét tranh ding kem Maloford 1% trong khi mang thai. cb
7.2. Phu nit cho con bu q:

Chua c6 dit liéu vé su bai tiét cua ciclopirox olamin va céc chét chuyén héa khéc cua
ciclopirox olamin trong sita me. Cho nén, & phong ngira tot nhét tranh ding kem Maloford el
1% trong khi cho con bu.

7.3. Kha nang sinh san

Chua ghi nhén anh huéng dén kha nédng sinh san chudt ci hodc chudt duc sau khi diing lidu

ciclopirox olamin 1én dén 5 mg/kg/ ngay.

8. Anh hwéng ciia thuoc lén kha ning ldi xe va vin hanh may méc:

Khong cé thong tin v€ dnh hudng cua thude 1én kha ning 14i xe va van hanh may mac.

9. Twong tic, twong ky ciia thude:
Chua c6 thong tin v& twong tac thudce duge béo cdo.

10. T4c dung khéng mong muén cia thude:
- Céc tac dung khong mong mudn dwoc liét ké dudi day theo tht ty mtrc 40 nghiém trong va
tan suét.
- Tén sut ghi nhan nhu sau:
Rét thuong gap (>1/10)
Thudng gip (>1/100 dén < 1/10)
It gap (> 1/1.000 dén <1/100)
Hiém gip (>1/10.000 dén <1/1.000)
Rét hiém gap (< 1/10.000)
Khéng xac dinh (chua thé wdc tinh duge tir cac di liéu hién co)
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Ro6i loan hé thongf
mién dich

(trong truong hop
nay phai ngimg diéu
tri ngay lap turc)

Ro6i loan da va mo6
dudi da

Cam giac bdng rat

Viém da tiép xtic
(Cac  truong hop
viem da tiép xuc
dugc bao cédo sau
giai doan hdu mii).

Cé4c roi loan chung
va tac dung tai cho
boi

Tinh trang xau di
tam thoi cua céac
triéu chung hién co,

Phéng rdp (truong
hop nay phai nging
diéu tri)

11.

vi du: phat ban tai vi
tri bdi hodc ngira
(van an toan néu tiép
tuc diéu tri) iy
Chua c6 tac dung toan than dugc bao céo; tuy nhién, kha ning nay cé thé xay ra néu thoa 4
kem 1én mot ving da rong v&/ hoic trong thdi gian dai, viing da bi tén thuong hoic mang
nhdy, hodc néu két hop kem véi viée bang b6 vét thuong. —
Théng bdo ngay cho bdc st hodc dugc si nhitng tde dung khéng mong mudn gap phdi khi sir ‘
dung thudc.

Qua lieu va cach xi tri:
Chua c6 trudong hop qua li€u nao dugce béo cdo.

12.

v

Pac tinh dwoe lwc hoc:

Nhém duge 1y: thude khang ndm tac dung tai chd.

M3 ATC: DO1AE14

Ciclopirox olamin 14 mdt chit khang ndm pyridone c6 tic dung in vitro trén:

- Candida va ndm men: ndng d6 tc ché t6i thiéu (MIC) tir 1 - 4 pg/ml

- Dermatophytes (Trichophyton va Epidermophyton, Microsporum): MIC tir 1 - 4 pg/ml

- Céc loai ndm khéc: MIC tir 0,5 - 8 pg/ml.

Ciclopirox olamin cling c6 hoat tinh chét khang khuin véi mot sb vi khudn Gram duong
(Staphylococcus, Streptococcus) va Gram am (Escherichia coli, Proteus, Pseudomonas).

Pac tinh dwge dong hoc:

- Rét it kem hép thu vao co thé: tir 1,1 - 1,6% lidu dung duoc phat hién trong nudce tiéu.
Nbng d6 dinh trong huyét twong 14 rat nho (0,2 - 0,3 pg/ml).

- Kem khuéch tén vao 16p biéu bi va nang 16ng. Sy thdm nhép vao 16p simg la déng ké.
Sau mot gior rudi tiép xtic tao ra ndng do trong 16p biéu bi tir 70 - 579 pg/g. Vé phia 1ép
ha bi, ndng d¢ giam dan d&én mirc t6i thiu 1a 1 pg & d6 sau 1.800 pum.

- Khéng gibng nhu nhiéu loai kem khac, Ciclopirox olamin c6 thé thdm qua chét simg cua
moéng.
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14.

15.

16.

Quy cdch déng goéi: Hop 1 tuyp 30 gam, kém 1 t& huéng dan sir dung.

Piéu kién bao quan, han dimng, tiéu chuin chfit lirong ciia thudc:

Piéu kién béao quan: Noi kho réo, tranh anh sang, nhiét d6 khong qua 30°C.
Han diing: 36 thang ké tir ngay san xuét.

*Khoéng ding thudc qud 30 ngay ké fir khi mé ndp sir dung lan dau.

Tiéu chuén: TCCS

Co s& san xuit va co s& dang ky:

Co 56 sdn xuit: CONG TY CO PHAN DUQC MEDIPHARCO
S6 8 Nguyén Trudng T6, Phuong Phude Vinh, Thanh phé Hué,
Tinh Thira Thién Hué.

Co s6 ding ky: CONG TY CO PHAN DUQC PHAM MEDBOLIDE . \‘f:' 3
Phong 09, Lau 10, Toa nha The EverRich 1, s 968 Duodng Ba Thang Halﬁ
Phuong 15, Quan 11, TP. H Chi Minh ) i;f,{f
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