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Each film coated tablet contains: BNa. :

Finasterida Ph.Eur Smg WFD - ddimmivy
Specification: Manufacturer's own EXP :  ddimmby

Indleation, adminisiration, contraindication, Rx Thuée bin theo dom

direction for use: See in the leaflet.
Dose: As directed by tha Physician
Stora balow 30°C

Mtg. Lic. No.:

Visa No.:

Manufactured by :
Ploi Numbara 4578 458, Sarkhej - Bavia Highway.

Malods, Sanand, Ahmedsbad, Gujarai, in - 382210, India.

Téan thudc : FINATAS 8

Vi nén bao phim, HOp 1 v x 10 vién

Thamnh phén : M3| vién nén chira Finasterida Ph Far 8 mp

Chl dinh, chéing chl dinh, eéich dimng, cac dAu higs ke §

v e Bring tin kihkes Xin xem frong phile tasimg e ey dung
GPEX, SDIC 56 1 8 NSXHD: Xem prin Mip.Li: Ma Visa
No., Batch Na,. MFD, EXP trén vé hip thula.

Nha sx: Intas Pharmaceuticals Ltd. - An B9,

Bija chi: Plal Numbers 467& 458, Baikha| - Bavin Highway,
Matoda, Sanand, Atmedabnd, Gdarsl. In - 383210, An DY
s N £ija chi:

Baboy qualien’ Bl s it 30°C

D b bty diley e B mb e, D3 twsde xa tim tay trd am
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HWONG DAN SUF DUNG
Thude nay chi ban theo don clia bac s,
) Boc k§ hwéng dan s dung trude khi dung.
Muén biét thém théng tin chi tiét xin héi bac sy hoac dugc s§

FINATAS 5

{Vién nén Finasteride 5 mg)

THANH PHAN: M&i vién nén bao phim c6 chira;

Hoat chat: Finasteride Ph.Eur 5 mg

Ta dwore: Lactose monohydrat, microcrystallin cellulose, pregelatinized starch, natii starch glycolat (type
A), lauroyl macrogolglycerides, magnesi stearat, opadry 03FF20404 xanh.

DUQC LYC HOC:

Finasteride 12 mét azasteroid (rc ché dang iso typ 2 cla o-reductase, enzym nay co tac dung chuyén
testosteron thanh méot chat cé hoat tinh hon |a dihydrotestosteron, va vi vay cé dic tinh khang-
androgenic. V6i lidu udng 5 mg /ngay finasteride trong didu tri phi dai tuyén tién liét lanh tinh nham lam
gidm thé tich cta tuyén tién liét 43 bi phi dai va cai thién triéu chung, Thudc co thé gidm nguy co' gite
nuée tiéu cap, va nhu cau phau thuat. Dap tng co thé bj cham do do6 can diéu tri trong vong 6 thang
hodc hon méi dat dwoc két qua z P

41 1

DUQTC BONG HQC:

Sau lidu uéng "“C-finasteride & nguei, 39% liéu duoc bai tiét qua nwde tiéu dudi dang chat chuyén hoa
(16 rang 1a khéng co thudc duéi dang khong dbi duoc bai tiét trong nudce tidu), va 57% cua tdng lidu
duge bai tiét dugce bai tidt qua phan. Hai chat chuyén héa da dwoc xac dinh cé s& hiru mét phan doan
nho hoat tinh men 5 a-reductase type Il cia finasteride

Kha dung sinh hoc dwdng udng cia finasteride 18 khodng 80%, twong tng vei liéu tham chiéu dudng
tinh mach va khéng bi &nh hudng béi thive an. Ndng d6 dinh trong huyét trong dat duec vao khodng 2
git sau khi sir dung va dwoc hép thu hoan todn trong vang 6-8 gio. Gan ket véi protein vao khoang
93%. B4 thanh thai huyét twong va thé tich phan bé tiong (rng I1a 165 mi/phat va 76 L.

O ngwéi cao tudi, tde @6 thai trir cua finasteride ¢o bi gidm. Thei gian ban hiy bi kéo dai, tér thivi gian
ban hiy trung binh & nam gi¢! 18-60 tudi |4 6 gi® & 8 giy & nam gidi trén 70 tudi. Didu nay khong co
nghia |am sang va khéng dam baa cho viéc gidm liéu,

& nhing bénh nhan bj suy than man tinh, ¢é 45 thanh thdi creatinin trong khodng $-55 mi/phit, khuynh
huwéng cua lidu don "“C-finasteride 1a khbng khac bidt so vai & ngwdi tinh nguyén khde manh, Gén két
voi protein ciing khong khac biét & bénh nhan suy than. Mot ti [& chét chuyén héa, binh thweng duoc bai
tié1 qua than, thi nay duoc bai tiét qua phan

Do d6 viéc bai tiét qua phan tang 1&n tuong xing voi sy giam bai tiét cla chat chuyén hoa qua nute
tidu. Viéc didu chinh liéu & nhirng b&nh nhan suy than khéng loc méu |3 khéng can thiét

Khong co cac di liéu o trén bénh nhan bi suy gan.

Finasteride d4 dwoc tim thy 14 di qua hang rao mau ndo, Luong nho finasteride d3 duoc tim thay & tinh
dich & bénh nhan diéu tri.

CHi BINH:

Vién nén finasteride 5 mg dugc chi dinh diéu tri phi dai tuyén tién liét 1anh tinh nhdm lam gidm thé tich
cta tuyén tién liét da bi phi dai va cai thién triéu chieng. Thubc co thé giam nguy co gifr nuwéc tidu cap,
va nhu ciu phiu thuat.

LIEU LIYONG VA BIFONG DUNG:

Liéu khuyén céo & nguwdi \on 14 mot vién nén 5 mg hang ngay, kém hodc khong kem véi thire an,

Vién nén finasteride 5mg cé thé str dung mot minh hodc két hep vo thude chen alpha doxazosin.

Mac du cé thé thay viéc cdi thién sém trigu chirng, viée diéu trj toi thidu 6 thang co thé 1a can thiét dé
danh gia xem dap ng cd lgi da dat dwoc hay chua. Sau do viéc diéu tri nén duoc tiép tuc kéo dai.
Khéng can diéu chinh liéu & ngudi cao tudi hoac banh nhan bi suy gidm chirc néng than & cac d9 khac
nhau (44 thanh thai creatinine thap 9 mi/phdt).

Khéng cé bang ching & bénh nhan bi suy gan.

Vién nén finasteride 5mg chéng chi dinh dung cho tré em.

Céch ding: dwdng ubng
CHONG CHI BINH:

Tang man cam voi bt ky thanh phdn nao cla thudc; phu nit cé thai va cac ba me dang cho con bu, tré
em duéi 18 tudi,



https:/ftrungtamibuoc.com/

NG KHONG MONG MUON:
Vién nén finasteride 5mg dugc dung nap tét. Trong cac nghién ciru 1am sang cé dbi ching, bénh nhan
duge sir dung finasteride 5 mg/ngay trong vong 4 nam, cac phan ung ngoal y sau day dwegc cho la co
kha naéng hoac chac chan lién quan téi thube va xult hién véi tAn suit cao hon gid duoc va nhiéu hon
hoac bang 1% bét luc, giam ham muén tinh duc, rbi loan xuét tinh, gidm thé tich xuét tinh, vu to. va nhay
cam, va phat ban. phan ¢ng qua man gbm: nglra, mé day va sung pl‘]bng moi va mat. dau tinh hoan.
“Bao cho Bac sy trong trirdng hep ¢6 bat ky tac dung khong mong mubdn nao lién quan téi vide diang thube”

CANH BAO VA THAN TRONG:

N6i chung: Bénh nhan co thé tich nwéc tiéu tén du 1én va/hoac luu lweng nude tidu gidm nidng can
dugc theo ddi c&n than dé tim bénh Iy tic nghén duéng niéu.

Tac dong 1én khang nguyén déc hiéu tuyén tidn ligt (PSA) va phat hién ung thw tuyén tién ligt '
Khéng cé lei ich 1am sang da dugc chirng minh & nhikng b&nh nhan ung thu tuyén tién liat dwoc Gidu tri
v¢i finasteride vién nén 5§ mg.

Viéc kham tryc trang digital, cong nhu cac danh gia khac @é tim ung thu tuyén tién liét cdn duoc thuc
hién & nhirng b&nh nhan BPH truée khi bat dau tri liéu vién nén finasteride 5mg va dinh ky sau do,

Néi chung, khi xét nghiém PSA dwoc thue hién & PSA ban dau >10 ng/ml (Hybritech) thic ddy danh gia
thém va can nhdc sinh thiét; 6i véi ndng 66 PSA tir 4 dén 10 ng/ml, cin danh gia thém. C6 sy chéng
chéo dang ké & nbng d6 PSA gilka nhitng @an éng cé va khdng co ung thw tuyén tién lidt. Do dé & dan
6ng bj BPH, gia tri PSA trong khodng tham chiéu binh thuéng khong loai trir ung thu tuyén tién list bat
ké co diéu tri voi finasteride vién nén 5 mg. PSA luc ban dau <4 ng/mi khéng loai trir ung thu tuyén tign
ligt.

Vién nén finasteride 5mg Iam giam ndng d6 PSA trong huyét thanh vao khodng 50% & bénh nhan bi
BPH ngay ca khi co6 mat ung thu tuyén tién liét. Viéc Iam giam ndng d§ PSA trong huyét thanh & bénh
nhan BPH dwoc didu tri bing vién nén finasteride 5mg can dwoc can nhic khi danh gia d liéu PSA va
khong loai trir sy ¢é mat ung thu tuyén tién ligt.

Sy giam nay Ia tién dodn duoc gua todn bd khoang gié tri cha PSA, méc du nd co thé dao ddng gita cac
ca thé bénh nhan. O nhirng bénh nhan diéu tri vién nén finasteride 5mg trong 6 thang hoac hon, gia tri
cAn dugc tang gép déi dé so sanh vaéi khodng gia tri binh thueng & ngudi khong didu tri. Viee didu chinh
nay bao toan dwgc dd nhay va do dac hiéu cua xét nghiém PSA va duy trl khd nang phat hién ung thw
tuyén tién liét ctia no.

Bat cir s gia tang ndng dd PSA kéo dai trén bénh nhan dugc digu tr voi finasteride can dwoc danh gia
cén than bao gom danh gia viéc khong tuan thd diéu tri finasteride vién nén 5 mg.

Phén tram PSA tu do (ti 50 PSA tw do trén tong PSA) Ia giam khong dang ke bdi vién nén finasteride
5mg va duy ri khong ddi tham chi duéi anh huong cla finasteride vién nén 5 mg. Khi str dung phan trdm
PSA ty do nhu la mét hé tro trong viéc phat hién ung thu tuyén tién liét thi khéng can thiét phai didu
chinh.

Ta dwge: Nhirng bénh nhan cé van dé di truyén hiém vé bat dung nap galactose, viéc thiéu hut men
Lapp lactase hoac hap thu kém glucose-galactose thi khéng nén s dung thuée nay.

TUONG TAC VOI CAC THUOC KHAC:

Khéng co twong tac thubc quan trong vé 1am sang da duoc xac dinh. Vién nén finasteride 5mg khéng
anh huwong dang ké 1én hé men does cytochrome P450. Cac thubc da dwoc thir nghiém trén ngudi bao
gbm propranalol, digoxin, glibenclamide, warfarin, theophylline, va antipyrine va khéng ¢é twong tac cé y
nghia Iam sang dwoc tim thiy.

Cac ligu phap déng st dung khac: méc du cac thir nghiém vé twong tac dac hiéu chua dwece thuc hién
trong cac nghién clu 1am sang, Vién nen finasteride 5mg da dugc st dung dbng thoi vei trc ché men
chuyén ACE, chen alpha, chen beta, chen kénh calci, nitrates tim, Igi niéu, khang H2, trc ché men HMG-
CoA reductase, thudc khang viém non-steroidal (NSAIDs) baa gém aspirin va paracetamol, quinolones
va benzodiazepines cho thay khdng cé bang chirng twong tac ngoai y ¢6 y nghia lam sang.

TAC DONG CUA THUOC LEN KHA NANG LAl XE VA VAN HANH MAY MOC:
Khéng thay tai liéu vé sw dnh hudng cla finasteride dén kha nang 1ai xe ho&c van hanh may moc.

PHUY N(* CO THAI VA CHO CON BU:

Phu nir ¢ thai: vién nén finasteride 5mg chéng chi dinh & phu ni cé thai hodc tiém nang co thai.

Do kha nang cta (¢ ché men 5 o-reductase Type Il lam (rc ché chuyén ddi testosterone thanh
dihydrotestosterone, nhirng thuéc nay bao gém finasteride, co thé gay bat thuéng co quan sinh duc
ngoai cua thai nam khi dung & phy nl ¢6 thai.

Trong céc nghién ciru & dong vat, su phét trién bién cé hypospadias phu thude liéu dugce thay & chuét
dye con cta chudt me khi cé thai dwoc ding finasteride & lidu ttv 100 pglkg/ngay dén 100 mglkg/ngay,
voi ti 1@ 3.6% dén 100%. Thém vao dé, chudt cé thai sinh chuét dyc con bj gidm trong lvong tuyén tién
liét va tui tinh, tach bao qui @Au cham, phat trién num vl thoang qua khi cho finasteride & liéu thap hon
liu khuyén cao & nguéi. Giai doan quan trong ma nhing tac dong nay co thé bj gay ra dugc xac dinh &
chudt & ngay 16-17 thai nghén,
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mb ta o trén% nhm tac dong duge ly cla trc ché men 5 a-reductase Type |I. Nhiéu su
thay ddi dwoc thay & chudt duc con phoi nhigm véi finasteride 1a twong tw véi nhirng bdo cao & tré nhil
nhi nam by thiéu hut men 5 a-reductase Type It do di truyén. Do @6 vién nén finasteride 5mg chéng chi
dinh & phy ni¥ c6 thai ho#c tidm ndng co thai.
Khéng co tac déng nao dwoce thay & chudt cai con bj phoi nhiém voi bat ky lidu finasteride.
Phoi nhiém véi finasteride—nguy co' ddi véi thai nam
Phuy ni¥ khéng nén edm ném vién nén finasteride 5mg bi v& hay nghién khi ho cé thai hodc tiém nang co
thai do kha nang hép thu finasteride va gay nguy co tiém tang cho thai nam.
Vién nén finasteride 5mg duoc bao phim va s& ngan chan tiép xac vai thanh phan cé hoat tinh trong qué
trinh cAm n&m binh thweng mién 12 vién nén khong bi vé hay nghién.
Lugng nhd finasteride da dugc hoi phuc trong tinh dich & nhing ngwdi diong finasteride vién nén 5 mg;
5 mg/ngay. Nguwdi ta khang biét liéu thai nhi nam co bi anh hwéng ngoai ¥ néu me bi phoi nhiém véi tinh
dich cuiia bénh nhan dang diéu tri voi finasteride. Do d6, khi ban tinh clta bénh nhan co thai hoadc tiém
nang cé thai, bénh nhan nén tranh cho ban tinh bi phoi nhiém véi tinh dich (vi du ding bao cao su) hoic
la nén ngung dung vién nén finasterlde 5mg .
Phu ni¥ cho con bu: vién nén finasteride 5mg khang dweoce chi dinh ding cho phu nir. Nguwi ta khéng biét
finasteride L .~
QUA LIEU:
Nhi¥ng bénh nhan st dung lidu don finasteride 5mg 16n ¢én 400 mg va da liéu finasteride Smg Ién dén
80 mg/ ngay trong vong 3 thang ma khong thay tac dung ngoal y. Co hiém bao cdo bénh nhan bi qua liéu
¢6 biéu hién dau ngyc, budn ndn, nhip tim khang déu va cam thay choang vang hodc ngét xfu
Khéing c6 chéat gidi déc dac higu cho qua lidu finasteride Trwéng hop bénh nhan bi qua figu, didu tri qua
liéu ch I& diéu tri triéu chirng va hé tro. Can theo ddi bénh nhan cén than. Céc bién phdp dé nghi bao
gbm gay ndn va/ hodc riva da day. Ciing can nghi dén kha nang ngd doc nhiéu loai thudc.

BAO QUAN: Bdo quan dwdi 30°C

TIEU CHUAN: Tiéu chudn nha san xuét.

HAN DUNG: 24 thang ké tir ngay san xudt.

PONG GOF: vi 10 vién dugc dong trong mét hop carton va 1 to huwéng dan siv dung
San xuét tai An Dobdi:

INTAS PHARMACEUTICALS LTD.

Plot Numbers 457 & 458, Sarkhej- Bavla Highway, Matoda, Sanand, Ahmedabad, Gujarat, In-382210, An
Bé.

PHO CUC TRUONG
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