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PH"_ PHIL INTER PHARMA

No. 25, No. 8, VSIP, Thuan An, Binh Duong

i INTER PHARMA Tel: 0650. 3767 040~044 Fax: 0650. 3767 039
MAU NHAN HOQP
San phim : Vién nang PRELONE 30 vién
Kich thudc hop : 110 x 65 x 30 mm
Ty 16 - 70%
Noi dung : nhu mau

P T nas meo con 3 vi x 10 vién nang mém

- Dutasteride 0.5mg

M

Thanh phén: M3i vién nang mém chita Dé xa tdm tay tré em.

Dutasteride...........ooocvisnrreseeen.0,5Mg Poc kj huing ddn sif dyng trufic khi ding.

TA QU V... VB Tt o
Chi din, cich ding, chting chi djn: St I 8\
Xin doc trong ti huing dn sif dyng. PHImes?;lv.s'l'mm |

Bdo quén: Trong hdp kin, & nhigt do phong.

Déng gbi: 3 vi x 10 vién nang mém. SRS, Thu An, Bk Duting

3 blisters x 10 soft capsules

PRELONE

Dutasteride 0.5mg

mmmmm Package: 3 blisters x 10 soft capsules.

....0,5mg Keep out of reach of children.
Irmtlvemmlqs 1|:apaie Read insert paper carefully before using.
Hhﬂn.--m.m |
e -z
Storage: In a well-closed container at room ,
mﬂem goooo oao
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PHIL PHILINTER PHARMA

S6 20, dai 1d Hru Nghi, VSIP, Thuan An, Binh Dudng
INTER PHARMA 1¢): 0650 3766 170 Fax: 0650 3766 174

MAU NHAN Vi

Sdn phdm : Vién nang PRELONE
Kich thuée vi  : 90 x 60 mm
Ty 1€ 1 100%
Noi dung : nhu miu
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MAU NHAN TOA THUOC

Rx Thude bén theo don
Boc ky hudng ddn sir dyng trieée khi ding.
e xa tdm tay tré em.
Néu can thém théng tin, xin hoi y kién bdc st hodc dige sT.
Thudc nay chi ding theo don cila bic si.

PRELONE vién nang mém
SDK: 0
THANH PHAN }
M&i vién nang mém chira:

Dutasteride .....
Medium Chain Tnglycendes (MCT). Bunlat hydroxy toluen, Gelatin,
Gl)cerm dam dic, D-sorbitol 70%, Ethyl vanillin, Titan dioxyd, Méu
vang s6 203, Nudc tinh khiét.

DUQC LUC HQC

Dutasteride 14 chét e ché kép S-reductase. No {ic ché isoenzyme 5 -

reductase type 1 va type 2 la nhimg enzyme chiu trach nhiém bién ddi

testosterone thanh 5-dihydrotestosterone (DHT). DHT I4 androgen dong

vai trd chinh trong sur phi dai mé tién liét tuyén.

puUgcC ﬂONG HQC

Sau khi ubng thudc, dat ndng 4o dinh trong. huyét thanh sau 1 dén 3 git,

sinh kha dung khoing 60%. Dutasteride gén két cao vai protein huyét

tuong. Dutasteride dugc chuyén héa béi cytochrome P450: CYP3A4 va

CYP3AS va hiu hét duoc dao thai & dang chuyén hoa qua phin. O trang

thai én dinh, thoi gian ban thai cua dutasteride khoang 3 dén 5 tudn.

CHI PINH

Diéu tri phi dai lanh tinh tuyén tién liét

LIEU LUQNG VA CACH DUNG
Ngudri lon (gbm ca ngutu cao tudi): Lleu @& nghi cia PRELONE la
mét vién 0,5mg x 1 lan/ ngay. Khi ubng phai nubt nguyén vién,
khong dugc nhai hay mé vién nang vi khi tiép xic voi thanh phén
bén trong thudc s& géy kich img niém mac miéng héu.

- PRELONE ¢ thé uéng cung hay khong cung voi thire dn.

~ D sy céi thién co thé thiy & g]a! doan sém nhung cin diéu Lr; it nhét
khoéng 6 thang dé dap img didu trj thoa dang. Khong cén diéu chinh
liéu & ngudri cao tubdi.

- Suy than: Chua nghién ctru 4nh hudmg cua suy thén dén duge dong
hoc ciia dutasteride. Khong cn diéu chinh lidu dutasteride & bénh
nhén suy thén.

~  Suy gan: Chua nghién ciru anh huémg cia suy gan dén duoc dong
hoc ciia dutasteride vi vAy nén nén sir dung thdn trong & bgnh nhin
suy gan nhe va vira, B6i vai nhimg bénh nhén suy gan ning, chéng
chi dinh ding PRELONE,

CHONG CHI DPINH

~  Phu ni, tré em va tré dang & tudi vj thanh nién.

- Bénh nhin nhay cdm v&i dutasteride, cdc chit wrc ché 5-alpha
reductase khéc hodc bit cir thanh phin nao cia thude.

- Bénh nhin suy gan ning.

THAN TRONG

Neén thim kham truc trang bing tay ciing nhu tién hanh cac danh gia khic

d& phat hién ung thu tién liét tuyén ddi vai bénh nhan BPH trude khi

kheri ddu didu tri PRELONE va sau dé nén kiém tra dinh ky.

Dutasteride hép thu qua da vi vy phu nir, tré em va tré vi thanh nién

tranh tiép xic voi vién nang vy Nén nira ngay voéi xa phong va nudc néu

tiép xtc v&i nang vd.

Dutasteride chura duge nghién ciru trén nhimg bénh nhan bj bénh gan.

Nén than trong khi sir dung Dutasteride cho nhimg bénh nhin bj suy gan

nhe va vira.

TUONG TAC THUOC

Sur két hop lau dai gita PRELONE va thubc trc ché enzyme CYP3A4

(ritonavir, indinavir, nefazodone, itraconazole, ketoconazole) c6 thé 1am

gia ting ndng do cua PRELONE trong huyét thanh, su tang liéu

PRELONE khong thé rc ché thém nira 5 alpha- reductase. Tuy nhién,

vigc cit gidm lidu PRELONE thutmg xuyén c6 thé gy ra tac dung phu

dang chit y. Nén chi y riing trong truémg hop trc ché enzyme, thoi gian

ban thai co thé kéo dai hon va co thé kéo dai sy diéu tri phdi hop hon 6

thang trude khi dat trang thai cén bing mai.

PHU NU' €O THAI VA CHO CON BU

Dutasteride bi chéng chi dinh ding cho phu nir.

Chua biét Dutasteride c6 bai tiét qua sita me hay khong,

Rx Prescription drug
Read dosage and administration carefully before using.
Keep out of reach of children.
For any more information, please consult your doctor or pharmacist
This drug should be used only under prescription

PRELONE soft capsule

Visa No:...

COMPOSITION
Each soft capsule contains:

Dutasteride .. .0.5mg
Medium Chain Tr:giyccrldes {MCT), Buty lale hydroxy toluen, Gelatin,
Glycerin concentration, D-sorbitol 70%, Ethyl vanillin, titanium dioxide,
Yellow No.203, Purified water.
PHARMACODYNAMICS
Dutasteride is a dual inhibitor of S-reductase. It inhibits both type 1 and
type 2, S-reductase isoenzymes which reponsible for the conversion of
testosterone to S-dihydrotestosterone (DHT). DHT is the androgen
primarily responsible for hyperplasia of glandular prostatic tissue.
PHARMAKINETICS
Dutasteride is absorbed from the gastrointestinal tract, reaching a peak
serum concentration in 1 to 3 hours, with a bioavailability of about 60%.
It is highly bound to plasma proteins. Dutasteride is metabolised by the
cytochrome P450 isoenzymes CYP3A4 and CYP3AS, and most of a dose

is excreted as metabolites in the facces. At steady state the elimination I/

half-life is about 3 to 5 weeks.

INDICATIONS

Treatment benign prostatic hyperplasia.

DOSAGE & ADMINISTRATION

- Adulis (including elderly): The recommended dose of PRELONE is
one capsule (0.5 mg) taken orally once a day. The capsules should be
swallowed whole and not chewed or opened as contact with the
capsule contents may result in irritation of the oropharyngeal
Mucosa.

- PRELONE may be taken with or without food.

- Although an improvement may be observed at an early stage, it can
take up to 6 months before a response to the treatment can be
achieved. No dose adjustment is necessary in the elderly.

- Renal impairment: The effect of renal impairment on dutasteride
pharmacokinetics has not been studied. No adjustment in dosage is
anticipated for patients with renal impairment.

- Hepatic impairment: The effect of hepatic impairment on dutasteride
pharmacokinetics has not been studied so caution should be used in
patients with mild to moderate hepatic impairment. In patients with
severe hepatic impairment, the use of PRELONE is contraindicated.

CONTRAINDICATIONS

- Women and children and adolescents.

- Patients with hypersensitivity to dutasteride. other 3-alpha reductase
inhibitors, or any of the excipients.

- Patients with severe hepatic impairment.

PRECAUTIONS

Digital rectal examination, as well as other evaluations for prostate

cancer, must be performed on patients with BPH prior to initiating

therapy with PRELONE and periodically thereafter.

Dutasteride is absorbed through the skin, therefore, women, children and

adolescents must avoid contact with leaking capsules. If contact is made

with leaking capsules, the contact area should be washed immediately
with soap and water.

Dutasteride was not studied in patients with liver disease. Caution should

be used in the administration of Dutasteride to patients with mild to

moderate hepatic impairment.

DRUG INTERACTIONS

Long-term combination of PRELONE with drugs that are potent

inhibitors of the enzyme CYP3A4 (e.g. ritonavir, indinavir, nefazodone,

itraconazole, ketoconazole administered orally) may increase serum
concentrations of PRELONE. Further inhibition of 5-alpha reductase at
increased PRELONE exposure, is not likely. However, a reduction of the

PRELONE dosing frequency can be considered if side effects are noted.

It should be noted that in the case of enzyme inhibition, the long half-life

may be further prolonged and it can take more than 6 months of

concurrent therapy before a new steady state is reached.
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ANH HUONG KHA NANG LAI XE VA VAN HANH MAY MOC
Dya trén cac dic tinh duge dong hoc va duge luc hoe cia dutasteride thi
viéc didu trj bing dutasteride khong anh huéng dén kha nang lai xe va
vin hanh may moc.
TAC DUNG PHU

Bit lye.

Thay dbi (suy giam) ham mubn tinh duc.

R&i loan xudt tinh.

Roi loan tuyén vii & dan dng (bao gdm cd mém va n& nguc).

Cac phan img di tmg gdm: phat ban, ngira, may day, phu.
* Théng bdo cho bdc st hodc duge st tde dung khéng mong mudn gdp
phdi khi sir dung thude.
QUA LIEU
Trén nghién ciru 1dm sang, khi cho bénh nhén ding liéu Smg mdi ngay
trong 6 thang khong quan sat thiy tic dung phu nao ngoai nhimg tic
dung phu da gap o liéu diéu tri 0,5mg. Do khong co thubc giai déc dic
hiéu cho PRELONE, vi thé khi c6 triéu chimg nghi ngé qua liéu thi nén
tién hanh didu trj triéu chimg va diéu trj hd tro thich hop.
PONG GOI: Hop chira 3 vi x 10 vién nang mém.
BAO QUAN: Béo quan trong hop kin, & nhiét do phong,
HAN DUNG: 36 thang ké tir ngdy san xudt.
* Khéng ding thuc qud han ding.
TIEU CHUAN AP DUNG: Tiéu chudn co s
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San xudt tai
Céng ty TNHH PHIL INTER PHARMA

PREGNANCY AND LACTATION
Dutasteride is contraindicated for use by women,
It is not known whether Dutasteride is excreted in human milk.
EFFECTS ON ABILITY TO DRIVE AND USE MACHINES
Based on the pharmacokinetic and pharmacodynamic properties of
dutasteride, treatment with dutasteride would not be expected to interfere
with the ability to drive or operate machinery.
SIDE EFFECTS
- Impotence.
- Altered (decreased) libido.
- Ejaculation disorders.
- Breast disorders (includes breast enlargement and/or breast

tendemess)
- Allergic reactions including rash, pruritus, urticaria, localised oedema,

and angioedema.
* Inform your doctor or pharmacist in case of any adverse reactions
related to drug use.
OVERDOSE
In clinical studies, doses of 5mg daily have been administered to subjects
for 6 months with no additional adverse effects to those seen at
therapeutic doses of 0.5 mg. There is no specific antidote for PRELONE,
therefore, in suspected overdosage symptomatic and supportive treatment
should be given as appropriate.
/PACKAGE: Box of 3 blisters x 10 soft capsules.

STORAGE: Storage in a well-closed container at room temperature.
SHELF LIFE: 36 months from manufacturing date.
* Do not use if the drug is out of date.

SPECIFICATION: Home standard.

Manufactured by
PHIL INTER PHARMA Co., LTD.

25, Puimg sb 8, VSIP, Thudn An, Binh Duong.

25, Street No. 8, VSIP, Thuan An, Binh Duong.
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