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SO’ Y TE TP HO CHi MINH 
CONG TY CO PHAN DUOC PHAM LIVIAT 

CONG HOA XA HOI CHU NGHIA VIET NAM 
D6c lap - Ty do - Hanh phic 

MAU HOP KEM BOI DA 30G 
NOLECMO 

THANH PHAN: M6i tuyp chita: 
Ciclopirox olamin .. sessseceece 10% (KIKI) 

Té duge ww vila dt 30 gam. 

CHi BINH, CACH DUNG, CHONG CHi DINH CUA THUGC: 
Xin doc trong to hudng dan sir dung. 

BAO QUAN: 
Noi kh6 réo, trénh anh séng, nhiét d6 khéng qua 30 °C 

TIEU CHUAN: TCCS SDK os 

Ciclopirox olamin 1,0% (ki/kl) 

a * | 306 | az 

Co sd dang ky : CONG TY Cé PHAN DUC PHAM LIVIAT 
Tang 46 Toa nha Bitexco, Sé 2 Hai Triéu, Phung Bén Nghé, Quan 1, Thanh ph H8 Chi Minh. 

Co sé san xudt: CONG TY CO PHAN DUG PHAM PHU'ONG NAM 
300C Nguyén Théng, Phutng An Théi, Quan Binh Thuy, Thanh phé Can Tho, 

“ Bé xa tim tay tré em - Doc ki hurting dn sit dung truée khi dang” 
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SO Y TE TP HO CHi MINH CONG HOA XA HO! CHU NGHIA VIET NAM 

CONG TY CO PHAN DUQ'C PHAM LIVIAT D6c lap - Ty do - Hanh phic 
CCiNNGRNeNENENNOWNNES «6=C(U(<‘iPs*#é(“‘#‘i‘é‘‘#(“;RR“O:CO#*‘(C(NSNC”;*;*;”;”;”;*;*;*;#*S:O#§;§©<©€ © SSSRRDOEROSOESOGuGECECROSS 

MAU KEM BOI DA 30G 
NOLECMO 

s 

Kem bdi da fay 

a E 
FF cscorivox olamin 1,0% (kI/kl) aI 

306 
az 

O THANH PHAN: Mai tuyp chia: 
= Ciclopirox olami sin coves 1,0% (KI/KI) 

Bre} TE DUE eircsenes coo ¥ira dil 1 tuyp 30.g 

ler BAO QUAN: 
fe) Noi khé rao, trénh anh sang, nhiét d6 khong qua 30 °C 

- Co'sé ding ky : CONG TY CO PHAN DUQC PHAM LIVIAT 
Co's¢’sdn xuat: CONG TY CO PHAN DUOC PHAM PHUONG NAM 

(LSX, HD dap ndi trén tuyp) 
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sie TO HUONG DAN SU DUNG 
Jw IN (or in VN NOLECMO 

Ciclopirox olamin 1% 

a 

ve Th6ng bao ngay cho bac si hodc duge si nhiing tac dung khéng mong muén gap phai 
khi str dung thuéc 

1. Thanh phan: 

Tuyp 30 g kem chira: 

Hoat chat: Ciclopirox olamin .....cc.ccccscsssssssssssessssssessssssssosssssessssssseece 1% (kI/k1) 
TA dee: Vt GU oa eeeceeceesesesessscsesesesvevececassssssssevscssrssssevaceceueveceseseceseececeeses. 30g 
(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: 

Thuséc ding ngoai. 

M6 ta san pham: Tuyp bang nhém, bén trong chtta kem mau trang dén tring nga, déng nhat, 
6 dé mém thich hop. 

3. Chi dinh: 

Bénh vé da, cé hodc khong cé vi khudn béi nhiém: 
- Bénh nam da do Trichophyton, 

-  Nhiém nam lién quan dén Epidermophyton ho&e Micros yporum ngoai trir bénh nam da dau, |\ 
- Bénh nam Candida, 

- Lang ben, 

-  Bénh ndm mong do ndm Dermatophytes gay ra, 
-  Viém da tiét ba 6 mat tir nhe dén vita. 

4, Liéu ding va cach ding: 

-  Diéu tri bénh ndm da: béi hai Jan mdi ngay trong 21 ngay. 
-  Diéu tri ndm mong do Dermatophytes: béi trong vai thang, cd thé két hop voi thuéc diéu 

tri khac hoac khéng. 

-  Diéu tri viém da tiét ba & mit tir nhe dén vita: bdi ngay hai An trong 2 dén 4 tudn dau, sau 
dé béi méi ngay mét lan trong 28 ngay. 

5. Chong chi dinh: 

Qué m4n v6i bat ky thanh phan nao cita thuéc. 
6. Canh bao va thin trong khi ding thudc: 

-  Tranh tiép xtc véi mat. 

- Khong duge ding trén vét thuong ho. 

- Néunhiém nam Candida, khéng sir dung xa phong cé tinh acid (vi pH acid thuic day sw 
phat trién cia ndm Candida). 

Thuéc c6 chtra cetyl alcohol cé thé gay ra cdc phan img tai ché trén da (vi du: viém da 
tiép xtc). 
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Sw dung cho phu n& cé thai va cho con bu: 

7.1. Phu nit mang thai 

C6 dit ligu han ché (duéi 300 trudng hop mang thai véi cdc két qua da biét) vé viée ding 
ciclopirox olamin trén phy nft mang thai. 

Tuy nhién, chua ghi nhan tac dung khéng mong muén nao trong qua trinh mang thai, vi su 
tiép xtic toan than véi ciclopirox olamin 1a khéng dang ké. Ciing nhu khéng cd tac dung gay 
doc trén phéi hay gay quai thai nao dugc ghi nhan sau khi dung ciclopirox olamin duong 

udng, tai ché hodc tiém duéi da trén dong vat. 

Dé phong ngwa, tét nht tranh dtmg kem NOLECMO trong khi mang thai. 

7.2. Phu nix cho con bi 

Chua cé dit liéu vé sw bai tiét cha ciclopirox olamin va cdc chat chuyén héa khac cia 
ciclopirox olamin trong sita me. Cho nén, dé phong ngira tét nhat tranh ding kem 
NOLECM6O trong khi cho con bu. 

7.3. Kha nang sinh san 

Chua ghi nhan anh huéng dén kha nang sinh san chuét cai hoac chudt duc sau khi ding liéu 
ciclopirox olamin lén dén 5 mg/kg/ ngay. 

Anh huwéng cia thuéc lén kha nang lai xe va van hank may méc: 
Khong cé théng tin vé anh huéng cia thudc lén kha nang lai xe va van hanh may moc. 
Twong tac, twong ky cia thuée: 

Chua c6 théng tin vé tuong tac thudéc duoc bao cdo. 

. Tac dung khéng mong muén cua thude: 

Cac tac dung khong mong muén duoc liét ké duci day theo thir ty mirc d6 nghiém trong va 
tan suat. 

Tan suat ghi nhan nhu sau: 

Rat thuong gap (1/10) 
Thudng gap (>1/100 dén < 1/10) 
It gap ( 1/1.000 dén <1/100) 
Hiém gap (>1/10.000 dén <1/1.000) 
R4t hiém gap (< 1/10.000) 
Khong xac a safe (chua thé uéc tinh duge tir cdc dit liéu hién cd) 

Phan img di tng 

(trong trong hop 

nay phai ngimg diéu 

tr ngay lap tirc) 

R6i loan hé thong 

mién dich 

R6i loan da va mé 

duci da 

Cam giac bong rat Viém da tiép xtc 

(Cac trudng hop 

viém da tiép xtc 

duge bdo cdéo sau 

giai doan hau mii). 
Cac rdiloanchung | Tinh trang xau di 

va tac dung taiché | tam thdi 

béi triéu chimg hién co, 

vi du: phat ban tai vi 

tri béi hodc ngtra 

Phéng rdp (trudng 

hop nay phai ngtmg 

diéu tri) 

cua cac 
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11. 

12. 

13. 

14. 

15. 

16. 

(van an toan néu tiép 

tue diéu tri) 
Chua cé tac dung toan than duoc bao cdo; tuy nhién, kha nang nay cé thé xay ra néu thoa kem 
lén mot ving da r6ng va/ hodc trong thoi gian dai, ving da bi tén thong hodc mang nhay, 

hoac néu két hop kem véi viée bang bé vét thuong. 

Théng béo ngay cho bde st hode dugc si nhitng téc dung khing mong muén gdp phai khi sv 
dung thudc. 

Qua liéu va cach xi tri: 

Chua c6 truong hop qua liéu nao duoc bao cdo. 

Dac tinh duoc lye hoe: 

Nhom dugc ly: thuée khang nam tac dung tai chd. 
Ma ATC: DO1AE14 

Ciclopirox olamin 1a mét chat khang nam pyridone cé tac dung in vitro trén: 
- Candida va nam men: nong dé irc ché t6i thiéu (MIC) tir 1 - 4 pg/ml 
-  Dermatophytes (Trichophyton va Epidermophyton, Microsporum): MIC tir 1 - 4 ug/ml 
- Cac loai nam khac: MIC tir 0,5 - 8 pg/ml. 
Ciclopirox olamin cing cé hoat tinh chat khang khudn véi mét sé vi khudn Gram duong 
(Staphylococcus, Streptococcus) va Gram am (Escherichia coli, Proteus, Pseudomonas). 
Dac tinh duge dng hoc: 

- Rt it kem hdp thu vao co thé: tir 1,1 - 1 ,6% liéu ding duoc phat hién trong nude tiéu. 
Nong d6 dinh trong huyét tuong Ia rat nhé (0,2 - 0,3 ug/ml). 

- Kem khuéch tan vao lép biéu bi va nang long. Su tham nhap vao lép simg ladang ké. Sau 
m6t gid rudi tiép xtc tao ra nong d6 trong Iép biéu bi tir 70 - 579 ug/g. ve phi lép ha bi, 
néng do giam dan dén mute téi thiéu 1a | ug o dd sau 1.800 um. iiu\e oy 

- Khéng giéng nhu nhiéu loai kem khac, Ciclopirox olamin cé thé tham op pi sung cua 
mong. ASS yi 

Quy cach déng g6i: Hép 1 tuyp 30 gam, kém | to hudng dan sir dung. a a 
Dieu kién bao quan, han ding, tiéu chuan chat hrong cia thuéc: 
Diéu kién bao quan: Noi khé réo, tranh anh sang, nhiét dd khong qua 30°C. 

Han ding: 36 thang ké tir ngay san xuat. 

*Khong ding thudc qua 30 ngdy ké tir khi mo ndp sie dung lan dau. 
Tiéu chuan: TCCS 

Co sé san xut va co’ sé dang ky: 

Co sé sin xuat: CONG TY CO PHAN DUQC PHAM PHUONG NAM 
300C Nguyén Théng, Phuong An Théi, Quan Binh Thity, Thanh phé Can 
Tho. 

CONG TY CO PHAN DUQC PHAM LIVIAT 
Tang 46 Toa nha Bitexco, Sé 2 Hai Triéu, Phuong Bén Nehé, Quan 1, Thanh 
phé Hé Chi Minh. 

Co sé dang ky: 

Tp. Hé Chi Minh,‘ BYR thang | /4 nam 2021 

Pon DOC 
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