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Composition: 1 g of gel contains 10 mg of ciclopirox olamine.

Other ingredients: propylene glycol, methyl parahydroxybenzoate,
ethanol 96%, glycerol, carbomer, trolamine. For cutaneous use. St
at temperature below 30°C. Protect from light. Carefully read
Indication, administration, contraindications: see the enclosed leaflet.
Specification: in-house '
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Pirolam

(Ciclopirox Olamine)
gel 10 mglg

Pirolam

at temperature below 30°C.

Keep out reach of children.
(Ciclopirox Olemine) Indication, administration, contraindications:
gel 10mglg See the enclosed leaflet. Specification: in-house
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Doc kf huedng dén sir dung trieée khi ding. Néu cdn thém thong tin, hiy hoi y kién ciia bdc sy hodc dirge sp.

Pirolam
Gel dung ngoai ciclopirox olamin
10 mg/g

Thanh phén

Hoat chat: Ciclopirox olamin 10 mg/g

Té dugce: Con propylen glycol 110 mg, methyl parahydroxybenzoat 0,7 mg, propyl
parahydroxybenzoat 0,3 mg, ethanol 96% 160 mg, glycerol 40 mg, carbomer 10 mg, trolamin 3
mg, nude tinh khiét vira da 1 g.

Mo ta
Gel giéng nhu sita. 0)7

- VEDAT
Duoc hoe

Duoc luc hoe

Nhém didu tri: thubc chéng nédm ding tai chd, ma ATC: DOIAE14

Ciclopirox, mdt din xuit pyridon, va la thudc khang nam tdng hop c6 hoat phé rong.
Ciclopirox c¢6 tdc dung diét ndm va bao tir ndm. Tac dung ndy lién quan dén trc ché
hép thu (leucin) va ngan chan tich iy cac chét nén trong té bao cé vai trd quan trong trong
chuyén héa va phat trién té bao nim, bao gdm ca sy trc ché dong ion canxi va kali vao té bao
nam. Ciclopirox tao phirc hop chelat v6i cation da hoéa tri (Fe**, A13*) va trc ché méot sé men
hoat dong phu thudc kim loai, cdc men nay tham gia vao ho hép té bao nam.

Ciclopirox tich tu trong té bao va gin, déi khi khong hdi phuc, v&i nhiéu t6 chirc khac nhau
nhu luéi ndi chat, ribosom, ty thé va thanh té bao. Ciclopirox tham nhép vao da qua lép biéu
bi, nang 16ng va tuyén nhon.

So véi cac thude chéng ndm khéc, ciclopirox c6 céu tric hoa hoc khac biét, hoat phé rong,
tac dung khéng viém manh hon va tham nhap t6t hon vao 16p keratin. Phd tac dung rong cua
thube gf‘)m nim da, nim men, ndm méc va ndm hdn hop.

Téc dung khang viém cia ciclopirox 1a do trc ché cyclooxygenase va lipoxygenase, va manh
hon ketoconazol, fluconazol, miconazol, va naphtyllin,

Ciclopirox tac dung trén moi nidm da, nim men, nAm médc va ndm hdn hop.

Thém vao do, ciclopirox tadc dung lén vi khuan Gram duong, Gram am va tc ché

Mycoplasma, Trichomonas, Chlamydia khéng phu thudc pH.

Duoc dong hoc

Ciclopirox tham nhap véo téc, nang 16ng théng qua lép biéu bi va tuyén ba nhon.
Mot phan ciclopirox con luu lai & 16p mang simg cua biéu bi.

Nghién ciru vé tinh thim cho thy 0,8-1,6% ciclopirox c6 thé duge tim thdy & 16p mang sing 1,5
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dén 6 gio sau khi bdi thube.

Néng @6 ciclopirox ¢ da cao hon 10 dén 15 ldn ndéng d6 tc ché thi thiéu su phat trién cia nam.
Ciclopirox va c4c chét chuyén héa dugce thai trir nhanh qua than. Sau khi boi thude tai chd, phin
16m lidu hép thu s& ddo thai qua than trong vong 8 dén 12 gid. Hai ngay sau khi boi thudc, chi
0,01% liéu dugc phét hién trong nude tiéu.

Chi dinh

Pidu tri cac bénh ndm da, ndm da diu, nim da chén, nAm méng va nam da dui gy ra boi:

- Trichophyton rubrum

- Trichphyton mentagrophytes

- Epidermophyton floccosum

- Microsporum canis

- Microsporum gypseum

- Candida albicans

- Candida tropicalis %

- Candida krusei

- Candida parapsilosis

- Cryptococcus neoformans
- Aspergillus fumigatus.
Céc nhiém khuén do vi khuén Gram duong va Gram am, ciing nhu mycoplasma.

Liéu lwgng va cach ding

Thude ding ngoai. Thube diing cho ngudi 16n va tré em trén 6 tudi.

Boi Pirolam 2 1in mi ngay én ving da bi nhiém, xoa nhe nhang hodc dé 16p gel khd tu nhién.
Tiép tuc ding thube cho dén khi cdc tridu chimg d3 hét. Thoi gian didu i 81 vu voi ciclopirox
olamin 1&n dén 3 tuén. Nhim ngin ngira tai phat, nén tiép tuc lidu phap diéu tri 10 ngay sau khi
cac tdn thuong da hdi phuc. Thong bao bac sy néu bénh khong cai thién sau 4 tuin.

Khéng str dung vai hay miéng dan, ngoai trir tri ndm méng co thé ding bang kin déan lén
vung bi nhiém.

Chéng chi dinh

Man cdm véi ciclopirox hofic bt ky t4 duge nao cua thube.

Khéng dang Pirolam cho (ré dudi 6 tudi. Chua ¢6 nghién ctu day du danh gid an toan cua
ciclopirox & tré em.

Khéng dimg thude nay cho ndm & mét hoiic cac méd xung quanh mit.

Khuyén cdo dic biét va than trong khi ding

O phu nit ¢6 thai va phu nit cho con by, chi dung ciclopirox trong céc trudmg hop cin thiét.
Khéng duge gai ngilra va 1am trdy xude céc tdn thuong do ndm.

Trénh dé thudc tiép xic voi mit.
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Khong dung Pirolam & 4am dao.

Tranh méc quén 4o va gifly khéng tham thim 4m va hoi nong. Sau khi rira hodc tdm, lau kho ky
cang cac ving bi nhiém bénh.

Hang ngay thay quan 4o, khin tim, bang gac (ndm moéng) néu tiép xtc tryr tiép véi ving nhiém bénh.
Giat & nhiét 5 90°C (nén sir dung khan tim ding 1 1an).

Thubc chira cdn propylen c6 thé gay kich tng da.

Thudc chira methyl parahydroxybenzoat, propyl parahydroxybenzoat c6 thé gdy di ung da (c6 thé
gdy di img mudn) va d6i khi giy co that phé quan.

Tac dung khong mong mudn

Céc tac dung khong mong mudn gbm bong, kich img da, ban d0, ngira, va phu né quan sat thay &
mot s6 bénh nhan (1-4%).

Théng bdo cho bdc sy nhitng tdc dung khong mong muén gdp phai khi sie dung thudc.,

Twong tiac vai thubce khdc va cic dang tuong tic khiac

Khéng ¢6 tuong tac khi boi thude ddng thoi véi kem hydrocortison 1%. Ciclopirox tac dung hiép
ddng véi itracanazol hoac terbinafin, do d6 cdn giam liéu cac thudc dung déng thoi.

Phu nir ¢6 thai va cho con ba @1

Phu nit c6 thai

Khéng c6 nghién ctru phli hop va kiém soét tot trén phy nit mang thai. Do 6, chi sir dung hdn
dich ciclopirox trong thoi ky mang thai néu loi ich vuot qua nguy co véi thai nhi.

Nghién ctru phat trién bao thai sau ding thudc dudng ubng duoc thuc hién & chudt nhit, chudt
nhd, tho va khi. Ciclopirox hodc ciclopirox olamin dugc ding dudng ubng cho cac dbi twong nay
trong subt thoi ky phét trién co quan ctia bao thai. Khong ghi nhan bét ky ddc tinh hay gy qua
thai & liéu cao ciclopirox 77, 125, 80 va 38,5 mg/kg/ngdy tuong tmg trén chudt nhit, chudt nha,
tho va khi (xdp xi 11, 37, 51 va 24 Ian lidu t6i da khuyén céo cho ngudi tinh theo ty 1€ dién tich bé
mit co thé).

Céc nghién ciru phat trién da bao thai duoc thuc hién & chudt nhd va tho sir dung ciclopirox
olamin hoa tan trong PEG 400. Ciclopirox olamin dugc bdi tai chd trong subt thoi ky hinh thanh
cac co quan cla bao thai. Khong ghi nhan bt kj doc tinh hay gy qué thai & lidu cao ciclopirox
92 mg/kg/ngay va 77 mg/kg/ngay trén chudt nhd va tho tuong img (xép xi 27 va 49 liéu tdi da
khuyén céo cho nguoi tinh theo ty 18 dién tich bé mit co thé).

Phu nit cho con bu

Khong rd thudc ¢6 thai trir qua sita me hay khong. Do nhiéu thuéc vao dugc sira me, nén than
trong khi dung hén dich ciclopirox & phu nit cho con bu.

Anh hwéng Ién lai xe hay van hanh may méc

Hbn dich ngoai da Pirolam khéng anh huéng 1én kha ning 14i xe hay van hanh may méc.

Qua liéu
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Pirolam diing tai chd khong gay doc. Déi khi c6 thé bi kich img da do thubc.

Quy cich dong goi

Hop 1 tuyp 20 g gel dung ngoai.

Bao quin

Béo quan noi khoé mat dudi 30°C, tranh anh sang.
Dé xa tAm tay tré em.

Han dung

2 ndm ké tir ngay san xuét.

Tiéu chuin: Nha san xuét

Nha san xuit: 0
Medana Pharma S.A.
Dia chi: 10, Wladyslawa Lokietka, 98-200 Sieradz, Ba Lan
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Giam doc cong ty diing ky
(ho tén, ky, dong ddu)

Agnieszka Rutkowska

Regarlzéory Affairs Specialist . |
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