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CLIENTE / CLIENT ORDEN DE PRODUGCIGN / PRODUCTION ORDER DISENO / DESIGN 7]
IND. FARM. CANTABRIA 1 303761 6 8671 4 /‘:.C
DESCRIPCION ETIQ / DESCRIPTION «?’0‘;’
COD.: 3299-203-02 ETQ. REGAXIDIL SOL 20% 60ML. s

MEDIDASISIZE RADIOMADIUS: | MATERIAL /| MATERIAL

{Ancho/Auance)

40x 115 mm I'=1!r|rn

POLIETILENO BLANCO

Ve B° PREIMPRESION / PRE-PAESS APPROWAL
OFERARID / OPERATOR: LLISA

FECHA /DATE:  21/02/2014

V° B° CLIENTE / CLIENT § AFFRCWAL

FECHA | DATE:

OBSERVACIONES / COMMENTS:

Troquel

PANTONE
727 cv

MODIFICACION POR SEPARACION AL ANCHO,
DEBIDO A LA NUMERACION EN EL SOPORTE

Lzer el prospecto antes de utlizar
este medicamento

Mantener fuera de la vista
y debaleance delos ninas

solucién cutanea !
[Minoxidil]

Tratamienta de la caida maderada
del cabella de origen andragenico

Uso cutaneo
60 mi de solucion cutanea

Ex(:;leﬂif;: Etanol al 864,

fat i glicol y agua purificada.
Tiene piopllenglicol: Pars mayor
nformacion consuliar el prospecte

INDUSTRIAL FARMACEUTICA
ANTABRIA, 5.8

Crra: Cazofia-Adaro, sin

33011 Santander

PANTONE| 8 MM ANCHO (6MM CABEZA, 2MM PIE) |3 (‘) Y 1 E 1 s
CUC QUAN LY DUCC
PA PHE DUYET
Lan dau:. b1, ZD/Q;—]'
Cada ml de solucién contiene
aclapausn examg 20 mg de minoxdil
:\:::;I;e:clusivamenre sobre o HE E H X| I] | l. 20 mg;’ ml ::IT!LE:E:A!::'I;: 10

E0E-662F

BARNIZ

LA APROBACION DE TODOS LOS REQUISITOS DEFINIDOS EN ESTE DOCUMENTO ES IMPRESCINDIBLE PARA LA ENTRADA EN PRODUCCION
PRIOR TO THE PRODUCTION STARTING, IT IS ESSENTIAL THAT ALL THE REQUIREMENTS DEFINED ON THIS DOCUMENT ARE APPROVED

Advertencia: Prueba de baja resolucion; colores y tamafio como referencia. No vélida como muestra para fabricacion final.
Warning: Low resolution proof, colours and size as a reference. Non-valid as a benchmark for final printing.
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Additional label

Neﬁ&? :

CLUENTE; MO FARMACEUTICA DF CANTABHA, SA

l TRABAJC- 327 040 Hobe l FECHA: 24 04 |4 | pevision; A

DESCRIPOON: KEGADA 20 MG /ML 40 ML o) ESCALA- 100
| e a0 mm GRAMAE: 5/ LAETUS.
N COLORES: ! PLAND: REVISON.
2 PATZE  Coomn COD. VIGENTE: 320020704
ACABADC: . ﬂ €D, ANULADG: 379920703
TEXTO BRAILLE 1eyanchl 20 mey, ml sohiciion o Kine
Triquel B
"ORSERVACIONES. POL 0000
Tonalidad de colores no valida para la impresion
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U
S MAL

(Dan trén mat bén)

REGAXIDIL 20mg/ml
Thuéc ding ngoai
Thanh phéan:
M&i mL dung dich chira: Minoxidil 20 mg
Quy cach déng goi: Hép 1 1o 60 mL
Dang bao ché: Dung djch ding ngoai da dang xit.

Chi dinh, liéu dung va cach diing, chéng chi dinh, cac théng tin khac: Xem trong
ter hwedng dan st dung

SPbK:

Bao quan: Bado quan trong bao bi kin, duwdi 30°C

S6 16 SX, NSX, HD: xem “Lot No.”; “Mfg Date”; “Exp Date” trén bao bi.

Nhap khau béi: .....

San xuét béi: INDUSTRIAL FARMACEUTICA CANTABRIA, S.A.

Carretera Cazofia — Adarzo, s/n. 39011 Santander (CANTABRI{R), 1’9)( BAN NHA

Dé xa tam tay tré em. Poc ky hwéng dan st dung truére khi ding




Dé xa tam tay tré em
REGAXIDIL 20 mg/ml

Minoxidil 20 mg/mi

THANH PHAN:

M&i mL dung dich chira: Minoxidil 20 mg

Ta duge: Ethanol, Propylen glycol, nudc tinh khiét.

MO TA: Regaxidil 1a dung dich trong suét, cé mui rwgu. Dung dich dung ngoai da dang xit.
DAC TINH DU'QC BONG HOC:

Khi diing ngoai da, Minoxidil hap thu qua da rat thap: trung binh chi cé khodng 1.4% liéu da thoa
dwoc tim thay trong hé tuan hoan. Tac nhan chinh gay ting sw hp thu Minoxidil qua da bao gém:
Tang lidu dung, ting sé 1an ding va sw suy gidm chirc nang hang rao cla I&p siing biéu bi. Sv gia
tang nay sé nhanh chéng bj han ché béi hién twong bao hoa.

Noéng dé trong huyét thanh clia minoxidil sau khi thoa ngoai da tuy thudc vao dé hép thu qua da.
Sau khi ngirng thoa thuéc, 95% Iwong minoxidil d& hap thu sé& bj thai trlr trong 4 ngay.
S chuyén héa sinh hoc cla minoxidil sau khi hdp thu vao co thé chwra duoc biét rd.

DAC TINH DUQC LUC HOC

Minoxidil kich thich sy tang trwdng cla cac té bao sirng sy moc téc trén dinh dau & ngudi nam va
ntr bi héi dau kiéu nam gidi (alopecia androgenetica). Khéng biét dwoc co ché tac dung cla
Minoxidil kich thich sw phat trién téc nhung mét vai tHuic 1am gidn dong mach khac giéng nhw
minoxidil ciing cé tac déng kich thich moc toc khi dung thed-duweng toan than.

CHI DINH

Minoxidil dwoc chi dinh trong diéu tri hoi dau kiéu nam gisi (alopecia androgenetica) tai dinh dau.
Thubc khong cé tac dung nao trén chirng héi ddu & tran. N6i chung cén it nhét 4 thang diéu tri lién
tuc trudre khi toc bat ddu moc va tiép tuc moc thém khi diéu tri dén 1 nam.

CHONG CHi PINH

Minoxidil chdng chi dinh & nhitng bénh nhan c6 tién st qua man voi bat ky thanh phan nao cla
thube

Tré em dwéi 18 tudi.

Bénh nhan bi nhirng bat thwdng & da dau nhuw ban dd, viém, nhiém trung, kich &ng, dau, vay nén,
phéng néng.

1{'«; TRACH NHIEM HUU HA
1 2 (THUGNG umnbms FH‘P
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LIEU DUNG VA CACH DUNG

Nén lam khé toc va da dau trieére khi xit di.ng dich Minoxidil. Nén ding liéu 1mL (two
xit) Minoxid cho toan b viing da d3u bi binh m8i ngay 2 Iin. Liéu hang ngay khong Ny Tl 13“”
2 mL (20 lan xit). Néu dung dau ngén tay 3& boi thubc, nén riva tay sau dé dé tranh tin {2 QEOC"_;_
moc & nhitng vung khéng mong muén. Can 4 thang diéu tri hay cé thé 1au hon mai bét dau co
bang chirng clia sy moc téc trd lai. Sw bit du va mirc d6 cla moc téc tré lai thay ddi tly theo
bénh nhan. Néu téc moc tré lai, can tiép uc dung Minoxidil 2 1an méi ngay dé cho téc moc thém
tiep.

THAN TRONG KHI DUNG

Bénh nhan dwoc diéu tri véi Minoxidil nén dwoc kham hang thang sau khi bat dau dung Minoxidil
va it nhat méi 6 thang sau d6. Néu han hiri cé tac dung toan than, nén ngwng thudc.

Minoxidil chira cén, cé thé gay béng va kizh (ng mét. Khi vd y tiép xtc thudc véi vung nhay cam
(mat, da bi tray va niém mac), nén rira viing nay vé&i that nhiéu nwéc lanh.
Nén tranh hit phai hoi phun mu cla thube

Khéng nén dung két hep Minoxidil véi cac thube dung tai chd khac bao gdm cac corticoid béi da,
retinoid va petrolatum hay nhirng tac nhan dwoc biét lam tang sw hap thu thubc qua da.

Minoxidil chi ding ngoai da. Udng nham d ing dich nay cé thé dan téi nhivrng tac dung ngoai y toan
than

Ciling nhw cac thude dung ngoai da khac, sy toan ven cta I&p biéu mé gidam do tién trinh viém hay
bénh ctia da (nhw swdt da dau, vay nén da dau hay béng nang nang) co thé lam tang sw hap thu
qua da caa Minoxidil.

NGOl MANG THAI, THOI KY CHO cohn BU N
Chuwa cé nghién ciru day dd va co kiém ch ¥ng dwoc thuc hién trén phu nik cé thai dwoc didu tri véi ‘
dung dich bdi tai chd Minoxidil cling nhw rén phu ni¥ c6 thai udng Minoxidil dé& diéu tri cao huyét q
ap. Minoxidil khi dung theo dwéng udng ¢i kém véi sy gia tang ty 1€ tiéu thai & thd, tuy nhién tac &
dung nay khong xay ra & chudt Ién, khi ding gap 5 1an lidu udng diéu tri cao huyét ap dung cho o

ngudi. Khdng co bang chirng sinh quai the i khi cho chuét Ion hay thé uéng Minoxidil. Tiém dwdi da
Minoxidil cho chudt lon dang c6 thai véi iéu 80 mg/kg/ngay (khodng 2000 Ian liéu hap thu toan
than tdi da & nguoi khi dung tai ché méi ngay) da gay doc cho \chluot me nhwng khéng gay quai
thai. Lidu tiém dwoi da cao hon cho ban¢ chitng gay doc tinh trgnbu phat trién. Do than trong,
Minoxidil khéng nén dung cho phu nir c6 thai.

Da co mét bao cao vé s tiét Minoxidil trorg stka me & mét phu nir dwoc didu tri cao huyét ap bang
5mg Minoxidil uéng mdi ngay 2 1an. Do khi nang tac dung ngoai y Ién tré dwgc nudi bang sira me
do sw hap thu Minoxidil, khéng nén dung Mlinoxidil cho ba me nudi con bu.

TAC DUNG KHONG MONG MUON



/u;,_‘,;\m i

Minoxidil da dwoc st dung trén 3510 bénh nhan tham gia trong cac thi nghiém co klf[ﬁ {:hﬁfmgGgTé( \,
duoc. Ngoai tree trweong hop tac dung phy trén da la tac dung ngoai y thwéng xay I{:HHJENLlr:JﬁE:éFtﬂ;FT;) i\
Minoxidil, khéng c¢6 phan (rng riéng I hay phan loai theo hé co quan nao dwoc cho' gl@léqrﬁm /,
trong nhom diung Minoxidil. Cac bénh nha1 tham gia nghién ctru 5 ndm va khéng cé i’
vé ty 1&é hay mirc dé trdm trong cda cac ptan (ng dwoc bao cao. Cac tac dung phu dwoe —
tr kinh nghiém Iam sang trong qua trinh wu hanh thuéc bao gébm: eczema, chirng ram I6ng, néi
ban dé tai chd, ngtra ngay, khé daltréc vay da dau, réi loan tinh duyc, réi loan thj giac bao gdm giam
thi lwe, tang rung toc, rung long.

Théng bao cho bac sy nhikng tac dung khéng mong muén gap phai khi st dung thubc. Néu
can thém théng tin xin hoi y kién bac sy hodc dworc sy.

ANH HPONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC

Chua c6 théng tin vé anh hwéng cla Rejaxidil trén nguwoi lai xe hay van hanh may moc, do do
khong dung thube cho nguwéi thwe hién cac hoat déng yéu cau sy chi y déc biét.

TUONG TAC VOI CAC THUOC KHAC

Hién nay khéng cé twong tac thudc nao dwoc biét 1a co lién quan dén st dung Minoxidil. Mac du
chua dwoc chirng minh trén 1am sang, vén cé gia thuyét vé kha ndng Minoxidil dwoc hap thu co
tac dung gay ha huyét ap thé dirng & bénh nhan dang ding ddng thoi guanethidin.

QUA LIEU

Sw gia tang hap thu toan than ctia Minoxidil cé thé xay ra néu ding Minoxidil thwong hon hay voi
liéu lwong cao hon (so véi chi dinh) hodc néu Minoxidil dwoc dung trén ving da réng hay nhiing
vung khac ngoai da dau. Cho dén nay khéng thay cé trwéng hop qua liéu Minoxidil do st dung tai
ché. Do dung dich bdi tai ché chira néng d5 cao Minoxidil, vé y uéng nham sé gay tac dung ngoai y
toan than do tac dong dwoc ly ctia thube. Cac déu hiéu va triéu ching qua liéu Minoxidil hdu nhw
la anh hwdng trén tim mach lién quan dén sw & nwéc va nhip tim nhanh. U’ nwéc co thé dwoc kiém
soat bang thudc loi tiéu thich hop. Ching nhip tim nhanh cé y nghia trén [am sang co thé duoc
kiém soat bang cach dung tac nhan trc chié béta-adrenergic. Néu cé tut huyét ap, nén diéu tri béng .

cach truyén tinh mach dung dich nwéc mui sinh Iy. Cac thuéc chéngrgi cam, nhu norepinephrin
va epinephrin nén tranh dung do tac dénc kich (rng tim qua d. Minox{ iva cac chat chuyén hoa

- : 2 a —ae L 2
clia n6 cé thé thdm phan duorc. SN

TRINH BAY: Hop 1 lo 60 mL.
BAO QUAN: Bao quan trong bao bi kin, diréi 30°C.

HAN DUNG: 36 thang ké tir ngay san xuéi.

TIEU CHUAN: Nha san xuét by :
p TUQ. CUC TRUONG
Nha san xuat: INDUSTRIAL FARMACEU!ICA CANTABRIA, S.A. PTRUGNG PHONG

Dia chi: Carretera Cazofia — Adarzo, s/n. 33011 Santander (CANTABRIA) E%Wa}{“f/ S ng
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