Editor’s note: English version of these finasteride patient instructions from the Azerbaijan
Ministry of Health of Pharmacological and Pharmacopoeial Expert Council begins on page 6.
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FINERID 5 mq ortiikli tabletlor
FINERID

Beynalxalq patentlasdirilmamis adi: Finasterid

Toarkibi

Tesiredici maddoa: 1 tabletin terkibinde 5 mq finasterid vardr.

Kémekgi maddalar: laktoza monohidrat, prejelatinlesdiriimis nisasta, natrium nisasta glikolyati,
natrium dokusat, mikrokristallik sellliloza, povidon, magnezium stearat,
mavi opadri (OY-S-20925) (hidroksipropilmetilselliloza 2910 15cP,
hidroksipropilselliloza, titan dioksid, talk, indigokarmin aliiminium laki
FD&C mavi No.2.

Toasviri
Mavi rengli, dairavi formali, her iki tarefi gabariq 6rtukli tabletlordir.

Farmakoterapevtik qrupu
Testosteron -5-alfa-reduktazanin inhibitoru.
ATC kodu: G04CBO01.

Farmakoloji xlisusiyyatlari

Farmakodinamikasi

Finasterid - sintetik 4-azasteroid téramasi olub, Il tip 5-alfa-reduktazanin regabatli ve spesifik
inhibitorudur. 1l tip 5-alfa-reduktaza fermenti prostat vezida, deri ve qaraciyards testosteronun daha gicli
androgenik tesire malik olan 5-alfa-dihidrotestosterona (DHT) ¢evrilmasini kataliz edir. Dihidrotestosteron
prostat vezinin hiperplaziyasinda mihim rol oynayir. Finasteridin gabulundan sonra prostat vezide DHT-
nin va prostat-spesifik antigenin (PSA) saviyyelari azalir, testosteronun konsentrasiyasi ise yuksalir.
Finasteridin 5 mq dozada 4 il erzinda teyin olunmasi DHT-nin zerdabda konsentrasiyasini 70%-dak
azaldir, testosteronun orta saviyyasini 10-20% artirir (fizioloji gostaricilera uygun). Il tip 5-alfa-
reduktazanin fermentinin irsi catismazligi olan kisilarde prostat vazinin hacmi kicik olur vae prostat vezinin
hiperplaziyasi agkarlanmir. Prostatektomiya emaliyyatindan avval, 14 giin middstinds xastelera
finasteridin 100 mq dozada glinda 1 dafe tayinati, emaliyyat zamani gixarilan prostat vazinin toxumasinda
DHT-nin konsentrasiyasi plasebo ile miqaisada 80% azalir, testosteronun saviyyasi isa, normadan 10
dafa yliksak olur. Prostat-spesifik antigenin saviyyasinde de yiksalma geyd olunur. Saglam kisi
kéndllilerinda finasteridin 14 giin middatinda gabulundan sonra DHT-nin yiiksak saviyyasi 2 haftaya
normal saviyyaya enir. Prostat vazinin hiperplaziyasi olan xastalards 3 ay middatinds finasterid ilo
mualice zamani prostat vezinin hacmi 20% azalir. Finasteridin tayinati dayandirildigdan 3 ay sonra isa
prostat vazi 6nceki bdyimus veziyystine qayidir.

Finasterid birbaga anti-androgen tasire malik deyil, lakin 5-alfa reduktaza fermentini inhibe edarak DHT-
nin androgen tesirinin azalmasina sabab olur (androgen reseptorlarina tesirinin azalmasi ile alagali).



Finasterid ganda kortizolun, estradiolun, tireodinin, tireotropinin konsentrasiyasiyalarina, hamginin
lipoproteidlare (ASLP, YSLP, UX, TQ) tesir géstarmir. Liteinlasdirici, follikulstimullagdirici hormonlarin ve
testosteronun plazmada saviyyslari dayismir. Finasterid hipotalamus-hipofizar sistemina tesir géstarmir.
Finasterid terapevtik dozalarda Grek-damar, sidik ve tenaffls sistemlarine ve hamginin mada-bagirsaq
traktina tesir géstarmir.

Farmakokinetikasi

Sorulmasi: Finasterid 5 mq dozada 15 saglam koénullilars teyin olundugda biomanimsanilmasi ortalama
63% toskil etmisdir ve gida gabulundan asili deyil. Qanda maksimal konsentrasiyasi 1-2 saatdan sonra
tayin olunur va Cmax 37ng/ml teskil edr.

Paylanmasi: Finasteridin stabil paylanma hacmi 76 litradir. Plazma zularlari il birlesmasi 90% tagkil edir.
Finasterid 5 mq dozada 1 il middatinds tayin olunduqda derman vasitasinin an asagi konsentrasiyasi
ortalama 9,4 ng/ml tagkil etmisdir (norma 7,1 -13,3 ng/ml).

Metabolizmi: Finasteridin metabolizmi esasan qaraciyarde sitoxrom 450 3A4 izofermentlarinin istiraki ile
bas verir. Finasteridin iki malum metabolitlarinin (birinci-terbutil yan zancirin hidroksilyasiyasi ils ve ikinci-
monokarbon tursusunun téramaesi) effektivlik gostaricileri fonasteridle mugayiseda 20% toskil edir.

Xaric olmasi: saglam konullilerdas finasteridin klirens géstaricisi 105 ml/daq teskil etmisdir (norma 70-279
ml/daq). Yarimpargalanma dovri ortalama 6 saatdir (norma 3-12 saat). Daxile gabul olunduqgda finasterid
39% (norma 32%-64%) boyraklerle va 57% (norma 51%-64%) bagirsag yolu ile xaric olunur.

Xiisusi klinik hallarda farmakokinetikasi
Pediatriyada istifadssi: 18 yasindan kicik usaglarda finasteridin farmakokinetikasi arasdiriimamisdir.
Cinsiyyst faktoru: Finasteridin farmakokinetikasi qadinlarda tadqiq olunmayib.

Yasl xastolords istifadssi: Yagsl insanlarda finasteridin xaric olma surati bir gadar azalir. Bu malumat
klinik ehamiyyat dasimir, ona gore dozanin korreksiyasina ehtiyac yoxdur.

Irqi faktor: irqi faktorun tesiri aragdiriimamisdir.

Béyrok catismazligi

Bdyrak catismazligi olan xastalerds istifadesi zamani finasteridin dozasinin korreksiyasina ehtiyac
yoxdur. Bu xastalards (kreatinin klirensi 9-55ml/deq) Cmax, yarim parc¢alanma dovrinin gdstaricilori
saglam konulltlerin gdstaricilarindan faglanmirler. Boyrak ¢atismazhdi olan xastelards sidikle

metabolitlerin xaric olmasinin azalmasina muvafiq olaraq bagirsaq yolu ile xaric olmasi artir.

Boyrak funksiyasinin pozgunluglari olan, lakin hemodializde olmayan xastalerde dozanin korreksiyasina
ehtiyac yoxdur.

Qaraciysr gatismazligi

Finasteridin farmakokinetikasi garaciyer xastelarinds tedqiq olunmayib. Lakin, finasteridin asasen
garaciyards pargalanmasini nazars alaraq bu grup xestalarde dearman vasitasi ehtiyatla tayin olunmalidir.

istifadasine gosteriglor

Prostat vazinin xosxassali hiperplaziyasinin (PVXH) mualicasi ve ona nazarat edilmasi:
— bdylimus prostat vazinin élgilarinin kigildilmasi;
— hiperplaziya il alagsli simptomlarin azaldilmasi va bununla bagl sidik axininin yaxsilasdiriimasi;
— prostat vazinin transuretral rezeksiyasi ve prostatektomiyaya ehtiyacin azaldilmasi magsadile.



Mualicadan avval prostat vezinin hiperplaziyasinin oxsar xestalikleri istisna olunmalidir, o cimladen
infeksion proseslar, prostat vezinin xargangi, sidik axarinin daralmasi, sidik kisasinin hipotonik va
neyrogen disfunksiyalari.

Oks gostariglar
— Tesiredici maddaya ve yaxud derman vasitesinin har hansi digar komponentina qarsi
hiperhassasliq.
— Prostat vazinin xargangi.
—  Obstruktiv uropatiyalar.

Xisusi gostariglar vo ehtiyat tadbirleri
Finasterid garaciyer catismazhdi olan xastelers ehtiyatla teyin olunmalidir.

Yash xastelarda finasteridin xaric olunmasi suratinin lengimasi geyd olunur, lakin bu zaman darman
vasitasinin dozasinin korreksiyasina ehtiyac yoxdur.

Boyrak catismazhdi olan xastalards finasteridin ganda konsentrasiyasinin artmasina baxmayaraq
dozasinin korreksiyasina ehtiyac yoxdur.

Qadinlar derman vasitesinin xirdalanmig ve ya butévliyina itirmis tabletleri ilo kontaktdan gekinmalidirlar,
¢unki finasteridin organizma daxil olmasinin kisi cinsli doél Ggln potensial risk tagkil etmasi mimkundur.
Finasterid gebul edan kisiler, hamila ve hamile qalma ehtimali olan gadinlarla cinsi slagan gagmalidirlar
va ya qoruyucu vasitelerdan istifade etmsalidirlar. Toxum mayesinda finasteridin saviyyasi 1ng/ml -
21ng/ml taskil edir. Finasteridin 5ml toxum mayesindaki saviyyasi dihidrotestosteronun ganda olan geyri-
aktiv konsentrasiyasindan (5 mikrogram) 50 dafe azdr.

Prostat vezinin xargangini istisna etmak magsadi ile mualicadan avval ve miintezam olaraq mualice
zamani rektal ve prostat-spesifik antigenin (PSA) muayinalari apariimalidir. Finasterid ile mualica prostat
vazinin xarganginin diagnostikasini ¢atinlesdirmir. Finasteridle mialice zamani PSA saviyyssi zerdabda
50% azalir. Bu hal prostat vazinin xar¢gangi zamani da musahida olunur. PSA saviyyasinin zardabda
yuksalmasi diggatle dayarlandiriimalidir, bu derman vasitasinin gabulundaki fasilalarla alagali ola biler.

Finasterid PSA-nin zardabda sarbast va Umumi PSA-nin nisbatina tasir géstarmir. ©gar, serbast ve
umumi PSA-nin faiz gbstaricisi prostat vazinin xargenginin diagnostikasi Ggln istifads edilirse vo
finasterid istifads olunursa, bu goéstaricinin deracasinin korreksiyasina ehtiyac yoxdur.

Diaqnostik testlare tasiri

Finasterid ile mualice zamani dihidrotestosteronun zardabda saviyyasi 70% azalir. Hamginin, prostat
vazinda dihidrotestosteronun saviyyasi shamiyyatli azalir. Lakin darman vasitasinin istifadesi

dayandirildigda dihidrotestosteronun saviyyasi normallasir.

Finasteridle mialice zamani prostat-spesifik antigenin (PSA) saviyyasi zerdabda orta hesabla 50% azalir
(bu hal prostat vazinin xar¢ganginin dagnostikasinda nazare alinmalidir).

Finasteridle mualice zamani zardabda liteinlasdirici, follikulstimullasdirici hormonlarin ve hamginin
testosteronun saviyyasleri 10% artir, lakin bu hal fizioloji serhadlars uygundur.

Finasterid ile mialice zamani testosteronun prostat vezids saviyyesi 10 dafe artir.



Diger darman vasitalari ile qarsiliql tasiri
Finasteridin diger darman vasitalerile klinik shamiyyatli garsiligli tesiri geyd olunmayib.

Finasterid garaciyerds sitoxrom P450 vasitesi ile metabolizma ugrayan derman vasitalerinin pargalanma
suratina tasir gdstarmir. Aparilmis tadqiqatlarda, finasteridin antipirin, propranolol, diqoksin, teofilinin ve
varfarin ile garsiligl tesiri misahids olunmayib. Finasteridin digar derman vasiteleri il garsihql tasirine
dair xUsusi klinik tedgiqatlarin aparilmamasina baxmayaraq, klinik tecriibads asagidaki darman vasitaleri
ile qarsiligli tasirinin olmadigr askarlanmisdir: alfa-blokatorlar, ACF-inhibitorlari, agrikssicilar, gicolma
aleyhine preparatlar, diuretiklar, kalsium antaqonistleri, geyri-steroid iltihabaleyhina vasitaler,
nitrovazodilatatorlar, benzodiazepinlar, Hz-reseptorlarin antaqonistlari va fliorxinolonlar.

Antixolinergik darman vasitslari, simpatomimetiklar vo ksantin téremaleri sidik traktinin obstruksiyasini
artinir ve finasteridin aktivliyini azaldirlar.

Hamilalik vo laktasiya dévriinda istifadasi

Kateqgoriya X. Hamila va reproduktiv yasli gadinlarda finasteridin istifadasi aks gostarisdir. 1l tip 5-alfa-
reduktazanin inhibitorlari testosteronun dihidrotestosterona ¢evril-masini inhiba etdiyindan hamila
gadinlarda istifadasi kisi cinsli délda xarici cinsiyyat organlarinin patologiyasinin inkisafina sebab ola bilar.
Hamilslik zamani yaxud finasteridin istifade middatinds hamils galan gadinlarda déliin vaziyyati
giymatlandirilmalidir. Laktasiya dovriinds finasteridin gadinlarda istifadesi eks gosterisdir. Finasteridin ana
suduna kegmesi hagqinda malumat yoxdur.

Pediatriyada istifadasi
Finasterid usaglarda istifade olunmur. Usaqlarda finasteridin tehlikasizliyi ve effektivliyi teyin
olunmamisdir.

Naqliyyat vasitaloerini ve digar potensial tahliikali mexanizmlari idaraetma qabiliyysatine tasiri
Tasir etmir.

istifade qaydasi ve dozasi

Finasterid gida gabulundan avvael va ya sonra ginda 1 dafe 5 mq (1 tablet) dozada gabul olunur. Adaten
maksimal klinik effekt (hipertrofiyall prostat vezinin dlcllarinin kigilmasi, sidik axininin yaxsilasmasi) 3
aydan sonra musahida olunur. Darman vasitasinin effektivliyinin diizgin giymatlendiriimasi U¢lin mialica
6-12 ay apariimalidir. Finasterid tak ve ya alfa-blokatorlarla kombinasiyada tayin olunur. Tabletin
bitévllylinin pozulmasi onun effektivliyine tasir géstarmir.

Olave tesirlari

Finasterid xastalar terafindan yaxsi gabul olunur. Blava tesirlar milayim ve geridonan xarakter dasiyir.
On ¢ox rast gelen salava tasirlar cinsi faaliyyatin pozulmasi ile slagadardir. Bu sababdan, finasterid istifade
edan 3,7% ve plasebo gabul etmis 2,1% xaste mualicani dayandirmisdir. Finasterid ile mialica zamani
plasebo grupu ile migayisada 1% xastalerds an gox rast galen alavs tesirler bunlardir: impotensiya,
libidonun zaiflamasi, toxum mayesinin migdarinin azalmasi, eyakulyasiyanin pozulmasi, ginekomastiya
va dari sepgisi. Uzunmiddstli (2-4 il) mualice arzinda gruplar arasinda bazi alava tasirlarin (impotensiya,
libidonun zsiflemasi, eyakulyasiyanin pozulmasi) tezliyinin rast galmasinda klinik shamiyysatli ferq qeyd
olunmayib. Uzunmuddsatli mialice zamani slava tasirlarin rastgalms tezliyi azalir. 7 il erzinds, 18,882
xastanin istiraki ile apariimis klinik taedgigat zamani asas (finasterid) ve kontrol (plasebo) qruplarinda
muvafiq olaraq 280 (6,4%) ve 237 (5,1%) kiside prostat vazinin xargengi hallari agkarlanmisdir. Bu
tadqigat zamani diagnoz qoyulmus Umumi saydan prostat vazinin xargengi hallarinin texminan 98%-da
prostat vezinin xargengi 1 marhalaya aid olunmusdur va intrakapsulyar yerlagmisdir. Bu naticalarin klinik
ahamiyyati malum deyil. Finasteridin postmarketing istifadesi miiddstinde derman vasitasinin asagidaki
alave tesirlari agskarlanmisdir: hiperhassasliq reaksiyalari, gasinma, dvrs, Uz va dodaqglarin 6demi,
xayalarda agri, Urakddyinma, garaciyer fermentlarinin saviyyasinin artmasi, depressiya, hiperhassasliq
reaksiyalari. GOZLONILM8Z EFFEKTLSR YARANDIQDA H8KiM8 MURACIST EDIN.



Doza haddinin agiimasi
Finasteridin birdafalik 400 mq va ya 80 mq glindslik dozada gabulu zamani alavas tasirlor misahide
olunmamisdir. Doza haddinin asilmasi zamani xUsusi mualicays ehtiyac yoxdur.

Buraxilig formasi
Finerid 5 mq, ortikli tabletlar. 10 tablet, aliminium blisterda. 3 blister, iclik veraga ila birlikde karton
qutuya qablasdirilr.

Saxlanma soraiti
25°C-den asagi temperaturda, orijinal gablasdirmasinda, quru, qaranliq ve usaglarin ali gatmayan yerda
saxlamagq lazimdir.

Yararhliq miiddati
Yararlihg muddati gqablasdirmanin Gzarinds qeyd edilmisdir.
Yararlilig middati bitdikdan sonra istifade etmak olmaz.

Aptekdan buraxilma sarti
Resept asasinda buraxilir.

istehsalgi/Lisenziya sahibi

Biofarma ilag Sanayi ve Ticaret A.S.
Akpinar Mah. Osmangazi Cad. No: 156,
Sancaktepe/istanbul/Tiirkiye.
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Instructions for use of the drug (for patients)

FINERID 5 mg coated tablets

International non-proprietary name: Finasteride

Ingredients.: 1 tablet contains 5 mg of finasteride.

Excipients: lactose monohydrate, prejelatinized starch, sodium starch glycolate, sodium doculate,
microcrystalline cellulose, povidone, magnesium stearate, blue opadri (OY-S-20925)
(hydroxypropylmethylcellulose, hydroxypropylmethylcellulose, 15cPNo.2.

Description: Blue, round-shaped tablets with a convex coating on both sides.
Pharmacotherapeutic group: Testosterone-5-alpha-reductase inhibitor.
ATC code: G04CBO1.

Pharmacological properties

Pharmacodynamics

Finasteride is a synthetic 4-azasteroid derivative, type Il. is a competitive and specific inhibitor of alpha-
reductase. Type Il 5-alpha-reductase enzyme catalyzes the conversion of testosterone in the prostate
gland, skin and liver to 5-alpha-dihydrotestosterone (DHT), which has a stronger androgenic effect.
Dihydrotestosterone plays an important role in prostate hyperplasia. DHT and prostate-specific antigen
(PSA) in the prostate gland after administration testosterone decreases and testosterone concentration
increases. Administration of finasteride at a dose of 5 mg for 4 years reduces the concentration of DHT in
the serum by 70%, increases the average level of testosterone by 10-20% (according to physiological
parameters). In men with hereditary deficiency of the enzyme type Il 5-alpha-reductase, the volume of the
prostate gland is small and no hyperplasia of the prostate gland is detected. Before prostatectomy,
patients were prescribed finasteride 100 mg once daily for 14 days, the concentration of DHT in the
prostate tissue removed during surgery was reduced by 80% compared with placebo, and testosterone
levels were 10 times higher than normal. An increase in the level of prostate-specific antigen is also
noted. In healthy male volunteers, high levels of DHT return to normal within 2 weeks after taking
finasteride for 14 days. In patients with prostate hyperplasia, the volume of the prostate gland decreases
by 20% during treatment with finasteride for 3 months. Three months after discontinuation of finasteride,
the prostate gland returns to its previous enlarged state.

Finasteride does not have a direct anti-androgenic effect, but it does reduce the androgenic effect of DHT
by inhibiting the enzyme 5-alpha reductase (due to a decrease in its effect on androgen receptors).
Finasteride does not affect blood concentrations of cortisol, estradiol, thyroidin, thyrotropin, as well as
lipoproteins (ASLP, YSLP, UX, TQ). Plasma levels of luteinizing, follicle-stimulating hormones and
testosterone do not change. Finasteride does not affect the hypothalamic-pituitary system. Finasteride in
therapeutic doses does not affect the cardiovascular, urinary and respiratory systems, as well as the
gastrointestinal tract.



Pharmacokinetics

Absorption: When finasteride was administered at a dose of 5 mg to 15 healthy volunteers, bioavailability
averaged 63% and was independent of food intake. The maximum concentration in the blood is
determined after 1-2 hours and the Cmax 37 ng / ml.

Distribution: The stable distribution volume of finasteride is 76 liters. Binding to plasma proteins is 90%.
When finasteride was prescribed at a dose of 5 mg for 1 year, the lowest concentration of the drug was
on average 9.4 ng/ ml (norm 7.1 -13.3 ng / ml).

Metabolism: The metabolism of finasteride occurs mainly in the liver in the presence of cytochrome 450
3A4 isoenzymes. The efficacy of two known metabolites of finasteride (first-terbutyl side chain
hydroxylation and second-monocarboxylic acid derivative) is 20% higher than that of phonasteride. The
clearance of finasteride in healthy volunteers was 105 ml / min (norm 70-279 ml / min). The half-life is on
average 6 hours (norm 3-12 hours). When taken orally, finasteride is excreted 39% (norm 32% -64%) by
the kidneys and 57% (norm 51% -64%) by the intestinal tract.

Pharmacokinetics in special clinical cases
Pediatric use: pharmacokinetics of finasteride in children under 18 years of age have not been studied.
Gender factor: The pharmacokinetics of finasteride have not been studied in women.

Use in the elderly: The rate of excretion of finasteride in the elderly is slightly reduced. This information is
not clinically relevant, so no dose adjustment is required.

Racial factor: The effect of racial factor has not been studied.

Renal insufficiency: No dose adjustment of finasteride is required when used in patients with renal
insufficiency. In these patients (creatinine clearance 9-55ml / min) Cmax, the half-life is not different from
that of healthy volunteers. In patients with renal insufficiency, intestinal excretion is increased in
accordance with the decrease in urinary excretion of metabolites.

No dose adjustment is required in patients with impaired renal function but not on hemodialysis.

Hepatic insufficiency: The pharmacokinetics of finasteride have not been studied in patients with liver
disease. However, due to the fact that finasteride is mainly broken down in the liver, the drug should be
used with caution in this group of patients.

Indications

For treatment Treatment and control of benign prostatic hyperplasia (PVC):
—reduction of enlarged prostate gland;
—reduction of symptoms associated with hyperplasia and associated improvement in urine flow;
—transurethral resection of the prostate gland and to reduce the need for prostatectomy.

Prior to treatment, similar diseases of prostate hyperplasia should be excluded, including infectious
processes, prostate cancer, narrowing of the urinary tract, hypotonic and neurogenic dysfunction of the
bladder.

Contraindications
—Hypersensitivity to the active substance or to any other component of the drug.
—Prostate cancer.
—Obstructive uropathies.



Special instructions and precautions

Finasteride should be used with caution in patients with hepatic impairment. Delayed rate of finasteride
excretion has been reported in elderly patients, but no dose adjustment is required. No dose adjustment
is required in patients with renal insufficiency, despite the increase in blood concentrations of finasteride.
Women should avoid contact with crushed or incomplete tablets of the drug, as the introduction of
finasteride into the body may pose a potential risk to the male fetus.

Men taking finasteride should avoid sexual intercourse with pregnant women and women who are likely to
become pregnant, or use contraceptives. The level of finasteride in semenis 1 ng/ ml-21 ng/ ml. The
level of finasteride in 5 ml of semen is 50 times lower than the inactive concentration of
dihydrotestosterone in the blood (5 micrograms).

Rectal and prostate-specific antigen (PSA) tests should be performed before and during treatment to rule
out prostate cancer. Treatment with finasteride does not complicate the diagnosis of prostate cancer.
During treatment with finasteride, serum PSA levels are reduced by 50%. This condition is also seen in
prostate cancer. Elevated serum PSA levels should be carefully evaluated, which may be associated with
interruptions in the administration of the drug. Finasteride does not affect the ratio of free and total PSA in
the serum of PSA. If the percentage of free and total PSA is used to diagnose prostate cancer and
finasteride is used, there is no need to adjust the degree of this indicator.

Effects on diagnostic tests

Serum dihydrotestosterone levels are reduced by 70% during treatment with finasteride. Also, the level of
dihydrotestosterone in the prostate gland is significantly reduced. However, dihydrotestosterone levels
return to normal when the drug is stopped. Serum levels of prostate-specific antigen (PSA) are reduced
by an average of 50% during treatment with finasteride (this should be taken into account in the diagnosis
of prostate cancer). Serum levels of luteinizing, follicle-stimulating hormones, as well as testosterone
increase by 10% during treatment with finasteride, but this is within physiological limits. Prostate levels of
testosterone increase 10 times during treatment with finasteride.

Interactions with

other drugs No clinically significant interactions of finasteride with other drugs have been reported.
Finasteride does not affect the rate of degradation of drugs that are metabolized in the liver by
cytochrome P450. No interactions of finasteride with antipyrine, propranolol, digoxin, theophylline and
warfarin have been observed in studies. Although no specific clinical studies have been performed on the
interaction of finasteride with other drugs, clinical experience has shown that it does not interact with the
following drugs: alpha-blockers, ACE inhibitors, analgesics, anticonvulsants, diuretics, calcium
antagonists, nonsteroidal anti-inflammatory drugs, nitrovazodilators, benzodiazepines, Hz-receptor
antagonists and fluoroquinolones.

Anticholinergic drugs, sympathomimetics and xanthine derivatives increase urinary tract obstruction and
reduce the activity of finasteride.

Use during pregnancy and lactation

Category X.

Use of finasteride in pregnant and reproductive women is contraindicated.

Because type 5 5-alpha-reductase inhibitors inhibit the conversion of testosterone to dihydrotestosterone,
its use in pregnant women may lead to the development of pathology of the external genitalia in the male
fetus. The condition of the fetus should be assessed in pregnant women during pregnancy or while taking
finasteride. The use of finasteride in women during lactation is contraindicated. There are no data on the
transfer of finasteride to breast milk.

Pediatric use
Finasteride is not used in children. The safety and efficacy of finasteride in children have not been
established.



On ability to drive vehicles and other potentially hazardous machinery

Impact to use and dosage

Finasteride is taken in a dose of 5 mg (1 tablet) once a day before or after meals. The maximum clinical
effect (reduction of hypertrophic prostate gland, improvement of urine flow) is usually observed after 3
months. Treatment should be carried out for 6-12 months to properly assess the effectiveness of the
drug.

Finasteride is prescribed alone or in combination with alpha-blockers. Violation of the integrity of the
tablet does not affect its effectiveness.

Side effects

Finasteride is well tolerated by patients. The side effects are mild and reversible. The most common side
effects are related to sexual dysfunction. For this reason, 3.7% of patients taking finasteride and 2.1% of
patients receiving placebo stopped treatment.

The most common side effects during treatment with finasteride in 1% of patients compared with the
placebo group were: impotence, decreased libido, decreased semen volume, ejaculatory disorders,
gynecomastia, and skin rash. There were no clinically significant differences in the frequency of some
side effects (impotence, decreased libido, ejaculatory disorders) between groups during long-term (2-4
years) treatment. The frequency of side effects decreases during long-term treatment. In a 7-year clinical
trial involving 18,882 patients, 280 (6.4%) and 237 (5.1%) men were diagnosed with prostate cancer in
the primary (finasteride) and control (placebo) groups, respectively. Of the total number of prostate
cancers diagnosed in this study, approximately 98% of prostate cancers were stage 1 prostate cancer
and were intracapsular. The clinical significance of these results is unknown.

The following side effects have been reported with post-marketing use of finasteride: hypersensitivity
reactions, pruritus, edema of the face and lips, pain in the testicles, palpitations, elevated liver enzymes,
depression, hypersensitivity reactions. In some individuals, these symptoms were relieved by taking the
drug, but in some individuals, these symptoms were persistent. If these symptoms persist, it is
recommended to stop taking the drug. You should inform your doctor about any changes in the mammary
glands (such as (pain or swelling) while taking the drug.

Dosage
Finasteride 400 mg or 80 mg daily. No special treatment is required in case of overdose.

Release form
Finerid 5 mg, coated tablets. 10 tablets in an aluminum blister. 3 blisters are packed in a cardboard box
with a package insert.

Storage conditions
At a temperature below 25 ° C, in the original packaging, in a dry, dark and out of reach of children.

Shelf life
The expiration date is indicated on the packaging.
Do not use after expiration date.

Discharge from the pharmacy is
based on a prescription.

Manufacturer / Licensee

Biofharma Pharmaceutical Industry and Trade A.S.
Akpinar Mah. Osmangazi Cad. No: 156,
Sancaktepe / istanbul / Turkey.



