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1. Intermediate label :
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[Thanh phan] M&i mL cha, 980 ann] :
Bao quan trong bao bi kin, tranh anh sang
Minoxidil —————————— 50mg tranh am, nhiét do duoi 30
[S&'16 SX, SPK, NSX, HD] Cac thong tin khac xem trong to huéng dan
Xin xem tai Lot No., Visa No., Mfg. Date, Exp. Date su dyng kem theo
[Mé ta, Chi dinh, Li8u lugng va Cach diing, ;
Chéing chi dynh, Téc dung phul DE XATAM TAY TRE EM
KEEP QUT OF REACH OF CHILDREN
Xin doc to h dan st d v ull ol in ‘INA
N e DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG
[Tiéu chuan chét luong] USP 38 READ INSERT PAPER CAREFULLY BEFORE USE
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[Storage]

[Composition] Each mL contains,
Store in a tight container, protected from light

MinoXidl = S0mg avoid moisture, temperatures below 30

[Description, Indications, Dosage and For more information the insert paper

Administration, Contra-indication, Side effects, aNo.(S

Lot No.(Sé 16 SX)
Mfg. Date(NSX) : dd/mm/y
[Qualty specification] UISP 38 Exp. Date(HD)  : dd/mmly

Please see the insert paper
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[Thanh phan] M&i mL chia, [Bdo qua
Bao quan trong kin, tranh anh sang, tranh

Minoxidil e 50MG am. nhiét do dusi

[S516 SX, SPK, NSX, HD] Cac thong tin kt

Xin xem tai Lot No., Visa No., Mfg. Date, Exp. Date & hyenn

[M6 ta, Chi dinh, Liéu lugng va Cach dung,

Chong chi dinh, Téc dung phl DE XATAMTAY TRE EM L

Xin doc td hudng dan st dung KEEP QUT.O_.F REAPH Q_F CHlLDREN g

- DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG
iéu chuan chat I USP 38

e READ INSERT PAPER CA
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[Composition] Each mL contains, Foiol

Minoxidil

[Description, Indications, Dosage and

Administration, Contra-indication, Side effects,

Please see the insert paper.

[Quality specification] UISP 38
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2. Label on the smallest packing unit :

RX THudc BAN THEC BON [Thanh Phan] Méi mL chua,
- MINOXidil =—-e=mmmeemmeesm s e 50mg
e g A g 1l [S§16 SX, SPK, NSX, HD]

Xin xem tai Lot. No., Visa No., Mfg. Date, Exp.
Date

[M@é T4, Chi djnh, Liéu luong va Céch ding,
Chéng chi djnh, Tac dung phu,

Tiéu chuan chat lugng]

Xin doc td hudng dan su dung

[Bao Quan]

Bao quan trong bao bi kin, tranh dnh sang,
tranh am, nhiét 46 duci 30 1

Androgenetic alopecia

Furtinsel sins

(Minoxidil 10g/200mL)

Cac thong tin khac xem trong to hudng dan
su dung kem theo

DE XATAM TAY TRE EM

KEEP OUT OF REACH OF CHILDREN

BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
READ INSERT PAPER CAREFULLY BEFORE USE

Hair loss treatment

Visa No.{SDK)

Lot No.(S6 16 SX)

 Sanultia Hin Qudcbe Mfg. Date(NSX) : DDIMM/YYYY
(&P DONGSUNG Pharm Co. Lid Korea Exp. Date(HD)  : DDIMMIYYYY
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RX musc san THEO BON

Dung dich dling ngoai

Androgenetic alopecia

F urﬁnS el Solution 5%

(Minoxidil 4g/80mL)

Hair oss freatment

|§’, DONGSUNG Pharm Co, LidKorea

{Thanh Phan] M&i mL
id

[SG'16 SX, SBK, NSX HDJj
Xin xem tai Lot. No., Visa No., Mfg. Date, Exp
Date

M6 T4, Chi dinh, Liéu luong va Céach dung,
Chéng chi dinh, Tac dung phu,

Tiéu chuén chét lugng]

Xin doc 16 hudng déh su dung

{Bao Quan}

Béo quan trong bao bi kin, tranh anh sang
&m, nhigt do duoi 30T

dng tin khac xem trong t6 hudng dan
st dung kém theo

DE XATAMTAY TREEM
KEEP OUT OF REACH OF CHILDREN
NG DAN SU DUNG TRUGC KHI DUNG

DDIMMAYYYY

DOMMAYYYY
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R, THUOC BAN THEO PON

FURTINSEL SOLUTION 5%

(Minoxidil 50 mg/ml)
Doc ki huéng dan sir dung truwde khi diing
Néu cin thém théng tin xin héi y kién bdc sy, dwoc sy
Tén thude: FURTINSEL SOLUTION 5%
Thanh phin: M&i ml chira 50 mg minoxidil
Ia dwgc: Dexpanthenol, butylated hydroxyl anisol, tocopheryl acetat, concentrated glycerin,
polyoxyethylen (10) ether, PVP/VA Copolymer, acid citric, ethanol, nudc tinh khiét.
Dang bao ché: Dung dich dung ngoai.
Quy cich dong go6i: Hop 1 lo 200 ml, hop 1 1o 80 ml Z&
Pic tinh dwoe lue hoe /
Minoxidil kich thich su phat trién toc trén dinh dau o ngudi bi hoi dau kiéu nam gidi (alopecia

androgenetica). Thudc ¢6 ham luong minoxidil 50 mg/ml chi dung cho nam gigi. Khong biét
duoc co ché tac dung cta minoxidil kich thich sy phat trién toc nhung mot vai thude lam gian
dong mach khac gidng nhu minoxidil ciing c6 tac dong kich thich moc téc khi dung theo duong
toan than.

Dic tinh duwoc dong hoc

Minoxidil dung tai chd kém hép thu vao vong tuan hoan khi thoa trén da con nguyén ven binh
thuong. Ti 1& hap thu toan than cta dung dich minoxidil ding tai chd dao dong tir 1% dén 2%
tong licu str dung.

C6 mot sd bang chung tir nghién ctu in vitro cho thay minoxidil lién két thudn nghich vai
protein huyét twong, tuy nhién khong dang ké vé mat lam sang.

Khoang 60% minoxidil hap thu sau khi boi dugc chuyén hoa thanh minoxidil glucuronid, chu
yéu O gan.

Minoxidil va cac chét chuyén héa ciia né duge thai ra gan nhu hoan toan trong nude tiéu, mot
phan rat nho thai trir qua phan. Sau ngimng dung thudc, khoang 95% minoxidil s& dugc loai bo
trong vong bon ngay.

Chi dinh

Furtinsel Solution 5% dugc chi dinh dung cho nam gidi, dé diéu tri hoi dau kiéu nam gidi (alopecia
androgenetica) tai dinh dau. Thudc khong c6 tac dung nao trén chimg hoi dau & tran. Néi chung, can
it nhit 4 thang diéu tri lién tuc trudce khi toc bit diu moc va tiép tuc moc thém khi diéu tri dén | nam.

Liéu lwong va cach dung

Nam gi6i tir 18 — 49 tuéi:
Nén lam kho toc va da dau trude khi dung dung dich Furtinsel Solution 5%. Nén dung ligu 1 ml
Furtinsel Solution 5% cho toan b ving da dau bi bénh mdi ngay hai lan. Liéu hang ngay khong
nén vuot qua 2 ml. Néu diing dau ngon tay dé boi thudc, nén rira tay sau do.

Can 8 tudn diéu tri vi hai lan dung thube mdi ngay hay c6 thé lau hon méi bat dau c6 bi_
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ctia su moc toc tro lai. Ngung diéu tri néu khong thdy su cai thién sau 16 tuan.

Su bét dau va muc do ctiia moc toc tro lai thay doi tuy theo bénh nhan. Néu toc moc trd lai, can dung
Furtinsel Solution 5% hai lan mdi ngay dé cho toc moc thém tiép.

Bénh nhdn ddc biét:

Khong cé khuyén cdo su dung ¢ bénh nhan suy than hodc suy gan.

Tré em va ngueoi cao tuéi

Khong dugc khuyén cdo. Tinh an toan va hi¢u qua chua dugc xac dinh.

Cdach dung:

Chi str dung tai chd.

Ly mot luong dung dich 1én tay. Bbi thudc trén toan bd viing hoi bang dau ngén tay. Rua tay ky
sau khi stir dung.

Chdng chi dinh

- Khoéng dung cho phu nii, phu ni c6 thai, cho con bu.

- - Quéa man véi bat ctr thanh phan nao cua thuoc.
- Bénh nhan tang huyét ap.

- O ngudi co cac bét thudong vé da dau (bao gdm ca bénh véy nén, bi chay ning).

- O nguoi cao da dau. /

- Ngudi dang sir dung bang gac hodc cac ché pham y té dung tai chd trén da dau.

Thén trong

Bénh nhan duoc diéu tri véi minoxidil nén dugc kham hang thang sau khi bat dau dung minoxidil va o
it nhit mdi sdu thang sau do. Néu hiém c6 xudt hién tac dung toan than, nén ngung thudc.

Minoxidil chira ¢on c6 thé gdy bong va kich tmg mét. Khi vo y tiép xuac thude véi viing nhay cam
(mat, da bi tréy va niém mac), nén rua viung nay vai that nhiéu nudc lanh.

Khong nén dung minoxidil két hop voi cac thude ding tai chd khac bao gdm cac corticoid boi da,

retinoid va petrolatum hay nhiing tac nhan duoc biét lam tiang su hdp thu thude qua da. Minoxidil chi =
dung ngoai da. Udng nham dung dich nay c6 thé dan t&i nhitng tac dung ngoai ¥ toan than (xem qué -
lidu).

Ciing nhu cac thude duing ngoai da khéc, sy toan ven cua 16p biéu md giam do tién trinh viém hay
bénh cta da (nhu suét da dau, vay nén da dau hay bong néng nang) c6 thé lam tang su hap thu qua da
cua minoxidil.

Twong tac thude

Hién nay, khong co tuong tac thude nao dugc biét 1a ¢ lién quan dén su su dung minoxidil. Mac du

chua duoc chimg minh trén 1am sang, van c6 gia thuyét vé kha niang minoxidil dugc hép thu c6 tac
dung gay ha huyét ap thé dimg & bénh nhén dang dung dong thoi guanethidin.

Tac dung khéng mong mudn

Nghién ciru lAm sang va dir li¢u sau khi lvu hanh thude:

Su an toan ctiia minoxidil dung tai chd dugc dua trén di ligu tir 7 thir nghiém lam sang ngau
nhién c6 ddi chimg véi gia duge & nguoi 16n st dung dung dich minoxidil 2% hodc 5% va hai

thir nghiém Idm sang ngau nhién c¢6 doi chimg véi gia duge 6 nguoi 16n st dung cong thire dang
bot minoxidil 5%.
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Cac tac dung khong mong mudn duge xép loai theo tan sudt sir dung quy udc sau: Rat phd bién
> 1/10, phd bién > 1/100 dén < 1/10, khong phd bién > 1/1000 dén < 1/100, hiém > 1/10000 dén
< 1/1000, rat hiém < 1/10000, khong biét (khong thé udc tinh tir dir liéu sin co).

Hé co quan

Tan suat

Tac dung khéng mong muon

ROi loan hé thong mién
dich

Pho bién

Phan (g qua man ( bao gobm: Phu
mdt, do da toan than, ngura, sung mat
va co hong phu n¢)

Khong pho bién

Phu (bao gom: Sung moi, miéng,
hong va ludi)

R&i loan hé than kinh

Rét phd bién

bau dau

Khong phd bién

Chong maét

R6i1 loan mat

Khong pho bién

Kich ing mat

R&i loan nhip tim

Pho bién

Tuc nguc Vs ﬂ/

Khong pho bién

Tang nhip tim /{/6’(0

Dau nguc

Ro6i loan mach mau

Khong phd bién

Huyét ap thap

R&i loan ho hip, 16ng nguc
va trung that

Khong pho bién

Kho tho

Roi loan tiéu hoa

Khong pho bién

Buon non

Noén
RoOi loan da va mo dudi da | Pho bién Hoi ching ram 1ong
Ngtr

Phat ban
Viém da (bao gom viém da tiep xuc,
di mg, va viém da tiét ba nhon)

Khong phd bién

Da kho

Bong da (bao gdm phét ban troc da
va viém da tréc da)

Mun trimg ca (mun trimg ca phat
ban)

Rung toc tam thoi

Thay déi két cau toc va mau toc

Roi loan chung va tai vi tri
diéu tri

Pho bién

Phu ngoai vi

Khong phd bién

Phan (g tai chd (thuong bao gom
ngua, kich ing, dau, phat ban, phu,
da kho, ban do, tay da chét, viém da,
phong rop, chay mau va loét)

Qua khao sat

Pho bién

Tang can

Théng bdo cho bdc si nhitng tic dung khéng mong muén gdp phdi khi si dung thuoc.
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Sw dung thude cho phu nir ¢6 thai va cho con bu

Khong dung san pham nay cho phu nir ¢6 thai va cho con bu

St dung thuée cho phu nit ¢é thai

Chua ¢6 nghién ctru déy da va co kiém chimg duoc thyuc hién trén phu nir ¢o thai duoc diéu tri
v6i dung dich boi tai chd minoxidil. Khong dung Furtinsel Solution 5% cho phu nir ¢6 thai.

Sit dung thuée cho phu nit dang cho con bui:

Pa c6 mot bao cdo vé su tiét minoxidil trong stta me & mot phu nir duoc diéu tri cao l]Llyét ap
bing 5 mg minoxidil udng mdi ngay hai lan. Do kha nang tac dung ngoai y lén tré¢ duoc nudi
bing sita me do su hap thu minoxidil, khong dung Furtinsel Solution 5% cho phu ntr cho con bu.
Anh hutng dén khi ning 14i xe vi vin hinh may méc )
Khong anh huodng. / @
Qui lidu —

Su gia ting hdp thu toan than ctia minoxidil ¢6 thé xay ra néu ding minoxidil thuong xuyén hon

hay véi lidu luong cao hon (so véi chi dinh) hodc néu minoxidil duoc dung trén vung da rong
hay nhitng viing khic ngoai da dau. Cho dén nay khong thay c6 truong hop qué liéu minoxidil do
sir dung minoxidil tai chd. Do dung dich boi tai chd minoxidil chira mot nong do cao minoxidil,
vo y udng nham sé& gay tac dung ngoai toan than do tac dong duoc ly cta thude (2 ml dung dich
boi tai chd minoxidil chira 100 mg minoxidil la liéu udng toi da dé diéu tri cao huyét ap cho
ngudi 1on). Cac dau hiéu va triéu chimg qua lidéu minoxidil hdu nhu la anh huong trén tim mach
lién quan dén su U nudc va nhip tim nhanh. U nudc ¢ thé duoce kiém soat béng thude loi tiéu
thich hop. Chang nhip tim nhanh c6 nghia trén lam sang c¢o thé duoc kiém soat bang cach dung
thc nhan tc ché beta-adrenergic. Néu co tut huyét ap, nén diéu tri bang cach truyén tinh mach
dung dich nudc mudi sinh ly. Cac thude gidng giao cam, nhu norepinephrin va epinephrin, nén
tranh dung do tac dong kich ting tim qua do. Minoxidil va cac chat chuyén hoa clia n6 co thé
thdm phan dugc.
Bédo quin:
Bao quan trong bao bi kin, tranh anh sang, tranh am, nhiét do dudi 30°C.
Han dung:
36 thang ké tir ngay san xuét.
PE THUOC TRANH XA TAM TAY TRE EM.
Nha san xuat
DONGSUNG PHARM CO., LTD.
45, Gwandaean-gil, Dunpo-myeon, Asan-si, Chungcheongnam-do. Han Quéc

TUQ.CUC TRUONG
P.TRUONG PHONG

Phizm i Vin
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