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+ Each film coated lablets contains « Mai vien nen bao phim chira

Finasteride USP.. ..., 1mg Finasteride USP......., 1mg
+ Colours: Red Oxide of Iron & Titanium Dioxide BF « Liéy diing: Theo chi ddn cia béc i
| *Dosage As directed by the Physician + Bdo qudn dwoi 36°C, franh anh séng
+ Store Below 30°C, protect fram light + Tigw chudn: USP 35

+ Specification: USP 35

« Indication, contraindication, precautian,
adminisiration, direction for use and alher
information. Sae in the leaflel,

B4 xa tm tay tré em
Keap out of reach of children z Z
Read Insert lsatlet carefully befora use Boc k§ hudng din trude khi ding

« Chidjnh, chéng chi djnh, cich diing. céc ddu higu Iy § va cac
théng tin khac. Xin xem trong phdn huéng ddn si dung.
Cdc théng tin khac xem trong tér hwéng dan sir dung kém theo.
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VEXFIN 1

Finasteride Tablets USP 1 mg

Foil Specification @ BAF 0.025 mm

Foil Size © 212 mm in 2 ups (Alu-Alu Pack)
Print Area o 75mm

No of Tracks : 2ups

Strip Size o (102 X 41) mm

Colour . Black




A3 19
Rx it

] HUONG DAN SU DUNG
Thuoc nay chi ban theo don ciia bac sy. Doc ky hudng din sir dung truéce khi ding.
Muén biét thém thong tin chi tiét xin héi bac sy hoic duge sy

VEXFIN 1

(Vién nén finasterid USP 1mg)

MO TA: Finasterid 13 b6t tinh thé rin mau tring dén tring nga. N6 tan hoan toan trong chloroform
va trong cOn; rat it tan trong nudc. .
Finasterid chira khong it hon 98,0% va khong nhiéu hon 101,0% C,3H3sN»O3, tinh theo dang khan.

DANG BAO CHE: Vién nén bao phim.

THANH PHAN: M3i vién nén bao phim chira:

Hoat chét: Finasterid USP.............. 1 mg

T4 duogc: Lactose, mycrocrystallin cellulose, pregelatin starch, hydroxypropylcellulose, natri starch
glycolat (type-A), colloidal anhydrous silica, magnesi stearat, talc tinh khiét, natri lauryl sulphat,
croscarmellose natri, hydromellose, polyethylene glycol, titan dioxid, mau oxid st do.

MO TA SAN PHAM: Vién nén bao phim tron mau dé, khum hai mat.
PHAN LOAI DUQC LY: Chét trc ché androgen.

DUQC LUC HOQC:

Finasterid 1a mot chat trc ché chon loc va dic hiéu véi -reductase Typ II, mdt men trong té bao co tac
dung chuyén androgen testosterone thanh DHT, din dén néng d6 DTH trong t6 chirc va huyét thanh
giam dang ké.

Nam gi¢i bi héi (ngudn gdc do androgen) phan da dau hoi chira rét it nang toc va lugng DHT ting
cao hon so véi nguoi khong bi hoi. Ubng finasterid lam giam sy mét toc va giam ndng d6 DTH &
nhitng ngudi nay.

DUGC PONG HOC: @/

Sinh kha dung trung binh ctia vién nén fimasterid 1a 63% (xé& dich tir 34 - 108%). Nong do téi da
cta finasterid trong huyét tuong dat trung binh 37 ng/ ml (x& dich tir 27 - 49 ng/ ml) va dat dugc
sau khi ubng 1 - 2 gid.

Sinh kha dung cta finasterid khong bi anh hudng bai thire &n.

Thé tich phén_ bb trung binh & trang thai n dinh 76 L (xé& dich tir 44 - 96 L). Xép xi 90% finasterid
trong vong tudn hoan gin véi protein huyét tuong. Mot lugng nho finasterid tich Ity sau khi ding
nhiéu lan.

Finasterid ¢6 di qua hang rao mau ndo nhung khéng thim nhép véao dich néo tiy.

Finasterid dugc chuyén héa manh trong gan, cha yéu qua enzym cytochrome P450 3A4.

D6 thanh thai trung binh cua finasterid trong huyét trong ngudi tré tudi, khde manh 13 165 ml/ phit
(xé dich tir 70 - 279 ml/ phut) va nira doi thai trir trung binh trong huyét twong 6 gid (xé dich tir 3 -
16 gid). Nira doi thai trir trung binh giai doan cudi cua finasterid & nhitng ngudi > 70 tudi xap xi 14 8
gioy (tir 6 - 15 gid), nhimg ngudi do tudi tir 45 - 60 tudi 1a 6 gior (tir 4 - 12 gid)

CHI PINH: ‘ , o
Finasterid dugc chi dinh di€u tri cho dan 6ng rung toc kiéu nam gidi (rung téc do ndi tiet) dé lam
ting moc tdc va ngdn ngira toc rung thém.

CHONG CHI PINH: ,
Chong chi dinh & phu nir, p}lu nit ¢6 thai yé cho con by, }ré em dudi 18 tudi.
Dj uing vdi finasterid hay bat ky thanh phan nao cua thudc.



Khong nén sir dung finasterid cho nam gidi dang sur dung bat kv chét trc ché Se reductase nao khac
dé dieu tri ting san tién liét tuyen lanh hay bat ky tinh trang nao khée.

THAN TRONG VA CANH BAO:

Khéng nén sir dung finasterid cho tré em. Khong cé dit liéu v& hiéu qua va an toan cia finasterid trén
tré em dudi 18 tudi,

Cdc td duwgc

Bénh nhén vai cac vAn dé di truyén it gap lién quan dén khéng dung nap galactose, thiéu men lactase
thé Lapp holc r6i loan hip thu glucose-galactose khong nén sir dung thudc nay.

Finasterid chuyén héa chi yéu tai gan, phai than trong khi diing cho ngurdi bi suy chirc ning gan.

ANH HUONG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Khong thay tai liéu vé su anh hudng cua finasterid dén kha ning 14i xe hodc véin hanh may mébe,

TUONG TAC THUOC:

Khéng cé tuong tac thudc quan trong vé 1am sang da duge xé4c dinh. Vién nén finasterid khéng anh
hudmg ding ké 1én hé enzym chuyén héa cytochroine P450. Céc thudc da dugc thir nghiém trén
ngudi bao gdm propranolol, digoxin, glibenclamide, warfarin, theophylline, va antipyrine va khéng
cé trong tac ¢d y nghia 1am sang duge tim thiy.

Céc lidu phap ddng sir dung khéc: mic du céc thir nghiém vé tuong tac dic hidu chua dugce thyc hién
trong céc nghién ctru 1dm sang, Vién nén finasterid d& duge st dung déng thdi v&i e ché men
chuyén ACE, chen alpha, chen beta, chen kénh calci, nitrates tim, 1¢i niéu, khang H2, ¢ ché men
HMG-CoA reductase, thubc khang viém non-steroidal (NSAIDs) bao gbm aspirin va paracetamol,
quinolones va benzodiazepines cho thiy khéng c6 bing chimg tuong téc ngoai ¥ ¢b v nghia lam
sang.

TAC DUNG KHONG MONG MUON: \(

Céc tdc dung khong mong mudn, thuong 1a nhe, néi chung khong cAn ngung didu tri. Finasterid dung
cho rung téc kiéu nam gidi da dugce danh gid vé an todn trong céc nghién ctu 1dm sing lién quan dén
hon 3200 dan 6ng. Trong ba thiét ké nghién ciru so sanh, ma ddi, ¢6 kidm soat sir dung gia duoc, da
trung tdm trong 12 thang, tidu sir an todn tong quét clia ‘finasterid’ va gia duge 13 nhu nhau, Ngung
diéu tri do téc dung khéng mong mudn v& mit lm sang xay ra véi 1,7% clia 945 dan éng didu tri vi
‘finasterid’ va 2,1% ctia 934 dan éng didu tri véi gia duge.

Trong céc nghién ciu ndy, céc tic dung khong mong mudn lién quan dén thude sau day duge béo
cao trén >1% dan 6ng didu tri v&i “finasterid’: gidam ham mudn tinh due (¢ f'nastcrld’ 1,8% so véi gia
duge 1,3%) va rbi loan cuong (1,3%, 0,7%). Ngoai ra, giam thé tich xuét tinh dugc bio cdo trén
0,8% s& dan 6ng diéu tri voi ‘finasterid’ va 0,4% dan 6ng diéu tri véi gia duge.

Su thodi lui cac tac dung khdng mong mudn xay ra & nhitng dan éng ngung dleu tri v&i ‘finasterid’
v & nhiéu dan ong tiép tuc didu tri anh hudng cua ‘finasterid’ trén thé tich xudt tinh da duoe dénh
gia trong mdt nghién ctru riéng r& va khéng khac so v&i nhém s dung gia duge.

Sau ndm nam didu tri v6i “finasterid’, ti 1¢ bénh nhén bao cao vé mét trong cdc tic dung khong mong
muon noi trén giam xudng con < 0,3%,

Tén suét cta phan tng khéng mong mudn duge xac dinh nhu sau:

Rt thuong gip (= 1/10); Thuong gidp (= 1/100 dén < 1/10); Khéng thuéng gap (= 1/1,000 dén <
1/100); it gap (= 1/10,000 dén < 1/1,000); Rét it gip (< 1/10,000); Khong biét (khdng thé tinh duoc
tir dir liéu hién co).

Tén sudt phan (g phu bdo cdo trong st dung héu tiép thj khong thé xéc dinh bdi chiing duge trich ra
tir cac bao cdo ty phat.

Rbi loan hé mién dich: Khéng biét; Céc phan tng qué min, bao gdm ndi ban, nglra, may
day va sumg rOp mdi va sung mat

Réi loan tim: Khéng biét: Panh trong nguc

TaAm thin: Khéng thiong gdp’: Giam ham mudn tinh duc

Réi loan gan mét: Khong biér: Ting men gan

Réi loan hé sinh sin va vii:  Khdng thuong gdp’: RSi loan chire tinh duc, rdi loan xudt tinh (gbm
giam thé tich xuat tinh)



Khéng biét: Cang va nd 1én v, Pau tinh hoan, vd sinh
Céac anh hudng tinh duc ngoai ¥ ¢6 lién quan t&i thuéc phd bién trong nhém dan éng didu tri
finasterid hon trong nhom diéu tri gia duge, v6i tAn suét trong 12 thang dau 1an luot 13 3,8% so véi
2,1%. Ti 1& bién cb cua céc anh huong ndy giam dén 0,6% trong nhom didu tri finasterid trong
khoang thoi gian 4 nam sau. Khoang 1% dan ong trong msl nhém bo diéu tri do céc tic dung khong
mong mudn lién quan dén tinh duc trong 12 thang déu, va ti 18 bo ndy giam sau do.
Ngoai ra, tac dung khéng mong mubn sau dy di dwoc bdo céo: rdi loan khodi cam tinh duc c6 thé
kéo dai sau khi da ding diéu tri v&i “finasterid’, ung thu vi nam gidi.
“Thong bao cho bic sinhirng tic dung khong mong mudn giip phai khi diing thubc”

LIEU LUQNG VA CACH DUNG:

Liéu dé nghi la mot vién 1 mg mdi ngay. Finasterid c6 thé ubng c6 thirc an hoidc khdng c6 thire an.
Khéng c6 bing chimng tang lidu s& dan dén ting hiéu lyc.

Hiéu luc va thoi gian diéu tri s& dugc bac s diéu tri tiép tuc dénh gia. N6i chung, ba dén sau thang
diéu tri mot 1an m3i ngay 14 cén thiét trude khi co thé trong doi bing chirng vé dn dinh hoa tinh trang
rung téc. D& nghi sir dung lién tuc dé kéo dai loi ich. Néu diéu tri dimg, nhitng anh huong t&t bit dau
diao ngugc trong vong sau thang va try vé muc co s& trude 9 dén 12 thang.

Khong can diéu chinh lidu ding d6i véi bénh nhén suy thén.

QUA LIEU: &/

Bénh nhén sir dung cac liéu don finasterid dén 400 mg va cdc lifu da ﬁnastend dén 80 mg/ngay
trong ba thang khong thdy c6 céc tac dung khéng mong mudn.

Khong co diéu tri dic hiéu cho qua lidu véi finasterid nao duoc d& nghi.

TRINH BAY: \
10 vién dugc déng gbi trong vi nhya PVC trong va 14 nhém. 3 vi duoc dat trong mot hop gidy cung ‘\' -
cuing véi toa di kém. 2§

BAO QUAN: Bio quéan duéi 30°C, tranh 4nh séng.
HAN SU DUNG: 24 théng k& tir ngdy san xudt.
PE THUOC XA TAM TAY TRE EM

PQC KY HUOGNG DAN SU DUNG TRUGC KHI DUNG
TIEU CHUAN: USP 35

SAN XUAT BOI:

AKUMS DRUDS & PHARMACEUTICALS LIMITED. .
19 - 21, Sector-6A, LLE, SIDCUL, Ranipur, Haridwar—249403, An Dg.
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