
Rx Prescription only medicine 

EloTada 10 
EloTadaed 

Keon oul of reach of children 
Read leaflet carefully before use 

COMPOSITION: 
Elotada 10 
Active 10mg 

rr gs 1 Film-coated tablet 

(Microcrystalline cellulose 101, Betacyclodextrin, starch, Povidon (kolidon 30), sodium croscarmalioge, silicon dioxyd, magnesi 

stearate, opadry white, iron oxide yellow) 
Elotada 20 
Active Ing 

: Tadalafil 

sone mg 
“ip gs 1 Film-coated tablet 

(Microcrystalline cellulose 101, Betacyclodextrin, starch, Povidon (kolidon 30), sodium crascarmelioss, silicon dioxyd, magnesi 
stearate, opadry white, iron oxide yellow) 

PHARMACEUTICAL FORM: 
Elotada 10: yellow, caplet film-coated tablets, plain on two sida. 

Elotada 20: yellow, caplet film-coated tablets, plain on two side. 

‘THERAPEUTIC INDICATIONS: 

Treatment of erectile dysfunction in adult males. 
In order for tadalafil to be effective for the of erectile . Sexual is required. 
Mis indicated in adults for the of y arterial (PAH) as WHO class Il and Ill, 
to improve exercise capacity. 
Efficacy has been shown in idiopathic PAH (IPAH) and in PAH related to collagen vascular disease. 

Posology: 
- Erectila dysfunction in adult males: 
In general, the recommended dose is 10 mg taken prior to anticipated sexual activity and with or without food. 
In those patients in whom tadalafil 10 mg does not produce an adequate effect, 20 mg might be tried. It may be taken at least 
30 minutes prior to sexual activity. 
The maximum dose frequency is once per day and it is not continuous daily use 

- Pulmonary arterial hypertension 
Treatment should only be initiated and bya 
‘The recommended dose Is 40 mg taken once daily with or without food. 
Elderly patients 
Dose adjustments are not required in elderly patients 

Renal impairment 

in the of PAH. 

renal For 

hus al icium-channal blockers, beta-blockers, and/or alpha-blockars). 

Tadalafil (10 mg, except for studies with angiotensin il receptor blockers and amlodipine in which a 20 mg dose was 

applied) had no clinically significant interaction with any of these classes. 

Adult men with erectile dysfunction: Dose adjustments are not required in patients with mild to 

patients with severe renal impairment, 10 mq is the dose for on-di id 

‘Once-a-day dosing of tadalafil is not recommended in patients with severe renal impairment (see WARNINGS AND 

PRECAUTIONS). 

Pulmonary arterial hypertension: In patients with mild to moderate renal impairment a starting dose of 20 mg once per day is 

recommended. The dose may be increased to 40 mg once per day, based on individual efficacy and tolerability. In patients with 

severe renal impairment the use of tadalafil is not recommended (see WARNINGS AND PRECAUTIONS) 

Hepatic Impairment 
« Aduit men with erectile dysfunction: the recommended dose of tadalafil is 10 mg taken prior to anticipated sexual activity and 

with or without food. There is limited clinical data on the safety of tadalafil in patients with severe hepatic impairment 

(Child-Pugh class C); if a careful ion should be by the 

physician. There are no available data about the administration of dases higher than 10 mg of tadalafil to patients with hepatic 

impairment. 

Once-a-day dosing of tadalafil for the of erectile dy has not been in patients with hepatic 

evaluation must be undertaken by ‘the prescribing 
a careful ; therefore if p 

physician. 

- Pulmonary arterial hypertension: Due to limited clinical expenence in patiants with mild to modarate hepatic cirrhosis 

(Child-Pugh Class A and B), following single doses of 10 mg, a starting dose of 20 mg once per day may be considered. I 

tadalafil is a careful i I should be undertaken by the prescribing physician. Patients 

with severe hepatic cirrhosis (Child-Pugh Class C) have not been gtudied and therefore dosing of tadalafil is not 

recommended, 
Diabetes 

Adult mon with erectila dysfunction: Dose adjustments are not required in diabetic patients, 

Paediatric population 
There is no relevant use of Tadalafil in the paediatric population 

The safety and efficacy of tadalafil in the paediatric population has not yet been established 

with regard to the treatment of erectile dysfunction. 

Tablets for oral use. 

CONTRAINDICATIONS: 

In clinical studies, tadalafil was shown to augment the hypotensive effects of nitrates. This is thought to result from the 

combined affects of nitrates and tadalafil on the nitric oxide/cGMP pathway. Therafore, administration of Tadalafil to patients 

who are using any form of organic nitrate is contraindicated (See section 4.5). 

Tadalatil must not be used in man with cardiac disease for whom sexual activity is inadvisable. Phys! 
nntantial cardiac risk of sexual activity In patients with pre-existing cardiovascular disease. 

dans stiould consider the 

In clinical studies, these effects were not reported with tamsolusin, alpha-adrenergic receptor blockers, | dalafil (20 mg) 

was Studied in with multipies: y may be reduce blood pressure, but the reduction was: minimal 

and no change in clinical. Analysis of Phase 3 clinical trial data showed no differance In adverse events in patients taking 

tadalafil with or without I prod: a clinical advice should be given to 

patients 9 a possible d in blood when they are treated with antihypertansive medicinal products. 

‘Alcoho! (mean blood 0.08 %) were not affected by co-administration with tadalafil (10 mg 
‘or 20 mg). In addition, no changes In tadalafil concentrations were seen 3 hours after co-administration with alcohol. 
Tadalafil has been demonstrated to produce an increase in the oral ot ethiny a similar may 
be with oral although the clinical consequence of this is uncertain, 

When tadalafil 10 mg was with th {a i inhibitor) in a clinical 

pharmacology study, there was no ph i The only affect was a small (3.5 bpm) 
increase in heart rate. Although this effect is minor and was of no clinical significance in this study, it should be considered 
when co-administering these medicinal products. 

Specific studies with Products ware not i a 
uy 

UMDESIRABLE EFFECTS: mye 

Tha most commonly reported adverse ware head: please read y of adverse "a 
reactions on 

— rc) 
table 1: = | | uo. 
Undesirable | w 
effects very | | 1 

common (<1/10) | | 1. 

System Organ Undesirable Tadalafil 10-20 mg | Placebo (%)N= | 2 
Class effects (%) N=724 379 | Fr 

Nervous system | Headache 14,5 | 55 18 
» 

Gastrointestinal | dyspepsia 12.3 [1.8 N 
u 

table 2: ] 
Undesirable q 

effects common v 
(71/100, <1/10) 1 

System Organ —_—| Undesirable Tadalafil 10-20 mg | Placebo (%) N= 

Class effects (%) N=724 379 

Nervous system | Dizziness 23 | 1.8 ] 

Cardiac Flushing 47 | 16 | 

Respiratory, Epistaxis 43 13.2 \ 
thoracic and 

mediastinal 

Musculoskeletal | Back pain, Myalgia | 6.5; 6,7 42)1.8 
and connective 
tissue | 
ES 

The reported adverse reactions ware Swelling of eyelids, Conjunctival hyperaemia, Non-arteritic anterior 

ischaemic optic neuropathy 
The adverse reactions reported were transient, and generally mild or moderate. 
Data in patients over 75 years of age receiving tadalafil are limited. 

(WERDOSAGE AND 
Single doses of up to 500 mg have been given to healthy subjects, and multiple daily doses up to 100 mg have been given 
to patients. Adverse avents were similar to those seen al lower doses. 

In cases of overdose, standard supportive measures should be adopted, as required. 

PHARMACOOTNAMIC PROPERTIES: 

Pharmacotherapeutic group: Drugs used in erectile dysfunction 

Tadalalil is a selective, raversible inhibitor of cyclic guanosit (cGMP)-specific type 5. 
(POES). When sexual stimulation causes the local release of nitric oxide, inhibition of PDES by tadalafil produces 
increased lavels of cGMP in the corpus cavernosum. This results in smooth muscle relaxation and inflow of blood Into the: 
penile tissues, thereby producing an erection. Tadalafil has no effect in the of erectile dy in the: 
‘of sexual stimulation. 
‘Studies /n vitro have shown that tadalafil is a solective inhibitor of PDES. PDES is an enzyme found in corpus cavernosum 

‘smooth muscle, vascular and visceral smooth muscle, skeletal muscle, platelets. kidnay, lung, and cerebellum. The effect 

of tadalafil is more potent on PDES than on other phosphodiesterases. Tadalafil is > 10,000-told more potent for PDES than 

for PDE1, PDE2, and PDE4 enzymes which are found in the heart, brain, blood vessels, liver, and other organs. Tadalafil 
is > 10,000-fold more potent for PDES than for PDE3, an enzyme found in the heart and blood vessels. 
This selectivity for PDES over PDE3 is important because PDES Is an enzyme involved in cardiac contractility, Additionally, 

tadalalil is approximately 700-fold more potent for PDES than for PDE6, an enzyme which is found in the ratina and is 

responsible for phototransduction. Tadalatil is also > 10,000-fold more potent for PDES than for PDE? through PDE10. 
For tadalafil on demand, two clinical studies were conducted in 571 patients in an at-home setting to define the period of 
respor . Tadatafil di in erectile function and the ability to have 

successful sexual intercourse up to 24 hours following dosing, as well as patients’ ability to attain and maintain erections 
lor successtul intercourse compared to placebo as early a8 16 minutes following dosing. Sexual encounter profile diary, 
ratio of the ability to have successful sexual intercourse with tadalafil were higher than placebo, about 10 to 24 hours 
following dosing, In studies, patients may be choose time for take and sexual activity. 
Tadalalil administered to healthy subjects pr no to placabo in supine systolic and 

diastole bloos Jean maximal decrease of 1.6/0.8 mm Hg, respectively), in standing systolic and diastolic blood 

pressure (mean maximal decrease of 0.2/4.6 mm Hg. T@espectively), and no significant change in heart rate 
ntihypertensives (including angiotensin If recaptor blockers) tadalafil w 

tudias, Effect of tadalalil on other antinyPortensives vie ia Arun intaractiona). However, appropriate clinical In clinical 
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therefore contraindicated: 

> pallents with myocardial infarction within the last 90. days. 

. pallents with unstable angina or angina cecurring during sexual intercourse, 

~ patients with New York Heart Association Class 2 or greater heart failure in the last 6 months. 

- patients with iv . 
= patients with a stroke within the last 6 months. 

Hypersensitivity to the active substance or to any of the excipients. 

(< Or 9). OF uncontrolled hypertension, 

WARNINGS AND PRECAUTIONS: 

- A medical history and physical examination should be undertaken to diagnose erectile dystunction and determine potential 

underlying causes, before i is J. 

Prior to initiating any for erectile hy should consider the cardiovascular status of their patients, 

sine there |s a degree of cardiac risk associated with sexual activity. 

Tadalatil has vasodilator properties, resulting in mild and transient decreases In blood prassure (see pharmacokinetic 

and as. such the effect of nitrates (see contradicalions). 

Serious cardiovascular events, including myocardial infarction, sudden cardiac death, unstable angina pectoris, ventricular 

arrhythmia, stroke, transient ischaemic attacks, chest pain, palpitations and tachycardia, have been reported either post 

marketing and/or in clinical trials. 

Mast of the patients in whom these events have been reported had pre-existing cardiovascular risk factors. However, il is not 

possible to datinitivaly determine whether these events are related directly to these risk factors, to tadalafil, to sexual activity, 

or to.a combination of these or other factors, 
Since there are no clinical data on the safety of tadalafil in these patients, Mf Tadalatit is praseribe 

should be by the prescribing phy 

- Patients with severe renal impairment {creatinine clearance £30 mim) 

- Patients with severe hepatic impairment (Child-Pugh class C) 

10 mg Is maximum dose for patients with mild renal impairment (creatinine clearance 51 to 80 mL/min) and moderate 

(creatinine clearance 31 to 50 mL/min} ranal impairment and in subjects with end-stage ronal disease On dialysis in clinical 

trials, 
Painful erections have not reported in clinical trials with the Intake of tadalafil, however Paintul erections have been reported 

with the intake of other PDES inhibitors. Patients who experience erections lasting 4 hours or more should be Instructed to soak 

immediate medical assistance. If priapism is not treated immediately, penile Ussue damage and permanent loss of potency 

may result. 

Tadalafil should be used with caution in patients with anatomical deformation ‘of the penis (such as. 

a careful individual 

advice should be given to patients regarding @ possible decrease in blood pressure when they are treated with 

antihypertensive medicinal products. Administration of Tadalafil to patients who are using any form of organic nitrate ls 

contraindicated 
In a study to assess the effects of tadalafil on vision, NO ebcotons bh was 

Using the Famsworth-Munsell 100-hue test, This finding Is consistent with the ce sme tadalafil or POE6 compared 
vision were rare (< 0. 

to POES. Actoss all clinical stugias, reports of changes in colour ae sof tala! 10 mg (one S-menth 

‘Two studies were conducted in the potential effect on spe toge 
men to assess dies decreases ware observed in sperm count 

study) and 20 mg (ane 6-month study) administered daily. in two of these stu 

and eoncentation relate tadalal eatment of unto clinica! Meee has sperm count, motility. morphology: 
Unless, These olfects were not associated with changes in other parameters SUC 

sda mpendatiuisrcdets entration as compared with placebo. 
However, in tadalafil 10 mg - 6 month studies decreases wore average Sperm conc’ joa ainieen 

This offect was not seen in the study of 20 mg tadalafil taken for 6 months. In addition there was no adverse al on Hf 

concentrations of reproductive hormones, testosterone, luteinizing hormone oF follicle stimulating hormone with either 

or 20 mg of tadalafil compared to placebo. 

“adalat at doses of 2 19 100mg has been evaluated in 16 clinical studies involving 2250 patients, including patients with 

erectile dy of various 3 (mild, _ severe), ages (range 21-86 years), and athnicities. 

Most patients ported erectile dysfunction of at least 1 year in duration. In the primary efficacy studies of general 

populations, 617% ot patients reported that CIALIS improved their erections as compared to 35% with placebo. Also, 

pationts with erectile dysfunction in all severity categories reported improved erections whilst taking CIALIS (96%, 83%, 

and 72% for mild, moderate, and severe, respectively, as compared 10 45%, 42%, and 19% with placebo). 

in the primary affieacy studies. 75% of intercourse attempts were successful in CIALIS-treated patients as compared to 

32% with placebo, 

PHARMACOKINETIC PROPERTIES: 
Absorption 

Tadalafil is readily absorbed after oral ation and the mean plasma (Cmax) is: 

achiaved al a median time of 2 hours aftar dosing. Absolute bioavailability of tadalafil following oral dosing has. not been 

determined. 

The rate and extent of absorption of tadalafil ara not influenced by food, thus tadalafil may be taken with or without food. 

The time of dosing (morning versus evening) had no clinically relevant effects on the rate and extent of absorption 

Distribution 

The mean volume of distribution is approximately 631, indicating that tadalafil is distributed into tissues. At therapeutic 

fibrosis, or Peyronie's disease) or in patients who have conditions which may predispose them to priapism (such as sickle cell 

anaemia, multiple myeloma, or leukaemia). 

The evaluation of erectile dysfunction should include a determination af potential underlying causes and the identification of 

following an medical 

It is not known if tadalafil is effective in patients who have undergone pelvic surgery or radical mon-nerve-sparing 

prostatectomy. 

Tadalafil contains lactose. Patients with rare ¥ 9 of 

glucose-galactose malabsorption should not take this medicinal product. 

The safety and efficacy of combinations of tadalafil and other other treatments for erectile dysfunction have not bean studied. 

The patients should be informed not to take Tadalafil in such combinations. 

In dogs given tadalafil daily for 6 to 12 months at doses of 25 mg/kg/day (resulting in at least a 3-fold greater exposure [range 

3.7-18.6] than seen in humans given a single 20 mg dose) and above, there was of the i tubular 

the Lapp lactase deficiency or 

94% of tadalafil in plasma is bound to proteins. Protein binding is not affected by impaired renal function. 

Less than 0.0005% of the administered dosé appeared in the semen of healthy subjects. 

Blotransformation 

Tadalalil is p th by the cy 

methy gi ide. This r is at least 13,000-fold less potent than tadalafil or PDES. Consequently, it is 

not expected to be clinically active at observed metabolite concentrations 

450 (CYP) 3A4 isoform. The major circulating metabolite is the 

Elimination 
The mean oral clearance for tadalafil |s 2.5 Vn and the mean halt-lite Is 17.5 hours in healthy subjects. 

“Tadalafil is excreted predominantly as inactive metabolites, mainly in the faeces (approximately 61% of the dose) and toa 

lesser extent in the urine (approximately 36% of the dose) 

LingarityNon-Lingarity 
Tadalafil pharmacokinetics in healthy subjects are linear with respect to time and dose. Over a dose range of 2.5 to 20 mg, 

‘epithelium that resulted in a decrease in spermatogenasis in some dogs. Two clinical studies were conducted in patient for 6 

months, have other reported (see Pharmacodynamic properties). 

USE FOR PREGNANCY AND LACTATION: 

‘Tadalafil must not be used in women. Thera are no available data about the pregnancy in clinical studies. 

Rat studies do not indicate malformations or losta/neonatal toxicity, when use up to 1000 mg/kgiday. 

[EFFECET ON ABILITY TO DRIVE AND USE MACHINES. 

Tadalafil has negligible influence on the ability to drive or use machines. Although the frequency of reports of dizziness in 

placebo and tadalafil arms in clinical trials was similar, patients should be aware of how they react to Tadalafil, before driving 

or using machines. 

DRUG INTERACTIONS: 

Interaction studies were conducted with 10 mg and/or 20 mg tadalafil, as indicated below. With regard to those interaction 

studies where only the 10 mg tadalafil dose was used, clinically relevant interactions. at higher doses cannot be completely 

ruled out 
Etfacts of other substances on tadalafil 
Tadalafil is principally metabolised by CYP3A4. A selective inhibitor of CYP3A4, ketoconazole increased tadalafil (10 mo) 

exposure (AUC) up to 107% ralative to the AUC for tadalafil alone. Although specific interactions have not been studied, other 

protease inhibitors, such as ritonavir or saquinavir, and other CYP3A4 Inhibitors, such as erythromycin, clarithromycin, 

it le, and juice, should be: i with caution, as they would be expected to increase plasma 

concentrations of tadalafil. Consequently, the incidence of the adverse reactions might be Increased. 

The role of ip (tor example, p-gly in the of tadalafil Is not known. Tharefore, there is the 

potential of drug interactions mediated by inhibition of transporters. 

A CYPSAG inducer, rifampicin reduced tadalafil AUC by 88 %, relative to the AUC values for tadalali alone (10 mg). Other 

inducers of GYP3A4, such as and carb: may also. plasma of 

ladalatil 

In clinical studies, ta MW (10 mg) was shi to augment the hypotensive effects of nitrates, Theretore, administration of 

‘Tadalali! to patients who are using any form of organic nitrate 18 contraindicated 

Tadalafil is nol expected to cause clinically significant inhi or ‘of th of products. 

by CYP450 isoforms, Studies have confirmed that tadalafil does not inhibit or induce CYP450 isoforms, including CYP3A4, 

CYPIA2, CYP2D6, CYP2E1, CYP2C9 and CYP2C19. 

Tadalati (10 mg) had no elinically significant effect on exposure (AUC) to S-wartarin of R-warlarin (CYP2C9 substrate), nor did 

tadalafil affect changes In prothrombin time induced by warfarin. 

Tadalafil (1 mg) did not potentiate the increase in biseding time caused by acetylsalicylic acid. 

In clinical pharmacology studies, the potential for tadalafil to augment the hyp effects of 

products was examined. Major classes of antihypertensive medicinal products were studied, including calclum-channel 

blockers (amlodipine), angiotensin converting enzyme (ACE) inhibitors (enelapri), beta-adrenergic receptor blockers 

(metoprolol), thiazide diuretics (bondrofluazide), and angiotensin 11 receptor blockers (varlous types and doses, alone or in 

with dose. dy-state plasma 1S are attained within 5 days of once 

dally dosing. 
Pharmacokinetics determined with a population approach in patients with arectile dysfunction are similar to 

pharmacokinetics in subjects without erectile dystunction. 

Special Pogulations 
Eldarty 
Healthy elderly subjects (65 years or over) had a lower oral clearance of tadalafil, resulting in 25% higher exposure (AUC) 

relative to healthy subjects aged 19 to 45 years. This ‘elect of age is not clinically significant and does not warrant a dose 

adjusiment. 
Alanal Insufficiency 

In clinical pharmacology studies using single dose tadalafil 10mg, In subjects with mild {creatinine clearance 51 to 80 

mL/min) or moderate (creatinine clearance 31 to 50 mL/min) renal impairment, tadalafil exposure (AUC) approximately 

was higher thal observed in healthy subjects. In clinical pharmacology studies other, Tadalafil exposure (AUC) in subjects: 

with end-stage renal disease on dialysis is comparable to exposure in healthy subjects when a dose of 10 mg is 

There are no data about the adr ‘of more than 10 mg dosing of tadalafil to patients with 

tenal impairment. 

Hepatic Insufficiency 

Tadalafil exposure (AUC) in subjects with mild and moderate hepatic impairment (Ghild-Pugh class A and B) is comparable 

to exposure in healthy subjects when a dose of 10 mg is administered. There are no available data about the 

administration of more than 10 mg dosing of tadalafil to patients with hepatic impairment. 

Pationts with diabetes 
‘Tadalafil exposure (AUC) in pationts with diabetes was approximately 19 % lower than the AUC value for healthy subjects. 

There are no available data about the administration of more than 10 mg dosing of tadalafil to patients with diabetes 

Preclinical satety data 
Non-clinical data reveal no special hazard for humans based on conventional studies of safety pharmacology, repeated 

dose toxicity, genotoxicity, carcinogenic potential, and toxicity to raproduction. 
There was no of er or ‘ity in rats or mice that received up to 1000 mg/kg/day 

‘tadalafil. Ina rat prenatal and postnatal development study, tha no observed effect dose was 90 mg/kg/day. In the pregnant 

ral the AUC for calculated free drug at this dose was approximately 18-times the human AUC ata 20 mg dose, 
There was no impairment of fertility In male and female rats. In dogs given tadalafil daily for 6 to 12 months at doses of 25 
mg/kg/day (resulting in at loast a 3-fold greater exposure [range 3.7-18.6] than seen in humans given a single 20 mg dose) 

and above, there was of the tubular that resulted in a decrease in spermatogenesis in 

some dogs (sea Pharmacodynamic properties) 

PACKING: 1 Blister x 2 tablets: 2 blisters x 2 tablets; 1 Blister x 4 tablets; 2 blisters x 2 tablets 

STORAGE: Store in a dry place. Keep under 30°C. Avoid light 

SHELF LIFE: 36 months trom Mig, Date 

STANDARD QUALITE In-house: Monidacinees ber 
ELOGE” FRANCE VIETNAM 
PHARMACEUTICAL JOINT - STOCK COMPANY 
‘Que Vo industrial zone, Phuong Lieu 

a ydstnct, Bac Ninh pownce Comme. VO: 

FRANCE VIETHAM «tot +842223517.880 / Foxx 84222-4817 787
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Rx Thudc nay chi ding theo don thuéc: 

EloTada 10 
EloTada20 

BE: Wy nee Ole 2 Spee trate kt atmg 
om Ihdog fin, xin bd! f kidn bac st 6 xa thm tay rd om hofc muge st 

‘THANH PRAM CONE THUT THUG; 
MBi vidn nén bao phim Elotada 10 chira: 

~ Thanh phiin duge chat: Tadatafil 10 mg 
~ Thanh phan t4 durge: Cellulose vi tinh thé M101, betacyclodextrin, tinh bOl_Ngd, povidon (Kollidon 30), magnesi 

Stearal, croscarmeliose nat, silicon dioxyd, opadry white, mau oxyd st ving. 
MBi vin nén bao phim Elotada 20 chira: 

+ Thanh phan duge chét: Tadalafil 20 mg 
~ Thanh phan t4 dugc: Cellulose vi tinh thd M101, belacyclodextrin, tinh b&l ngd, pavidon (Kollidon 30), magnesi 

Stearal, croscarmellose natri, silicon dioxyd, opadry white, mau oxyd sd ving. 

‘DANG BAD CHE: 
Elotada 10: Vim nén dai bao phim mau ving, hai mat tron. 
Elotada 20: Vién nén dai bao phim mau vang, hai mat tron. 

\cHl pyr: 
Bidu tr rdi loan curong duong & nam giéi trudmg thanh. 
Dé tadalafil cé higu qué trong didu tj réi loan curong duong, clin od haa! dng kich thich tinh dyc, 

Tadalafil dug chi dinh & nguéi lén dé didu tr ting 4p dng mach phdi (PAH) theo phan logi choc nding cla WHO nhém Il va lil, 
nhdm edi thign nang live tp thd dye. 

Higu qua da duge tim thay trong didu tr] PAH v0 cin (IPAH) va PAH lidn quan vi bean mé lide kit. 

uu pOwe: 
- R&I loan cuong dueng & nam giéi trrémg thanh 
Lidu tadalafil dug khuyén ding la 10mg si dung trade khi dy tinh quan he tinh dyc va khéng lish quan tél bia din, 
Trong truéng hyp lidu tadalafil 10mg khéing dat hidu qua, cd thé tang lidu 20mg. Si dung it nhAt 30 phit taréc khi quan hé tinh duc. 
Lidu thi dal ngdy métln va khéng ding lin tue mdi ngay. 
= Tang Sp 68ng mach phot 
Dibu tri nén duge bat du va theo d6i bai bac si o6 kink nghigm trong didu tri PAH. 
Liku khuyén c&o 14 40 mg ubing mot ln m&i ngay cé hode khéng cd thie an, 

Bénh nhain cao tudi: 

(Khdng en diéu chinh lidu tran béinh nh3n cao tudi, 

‘Suy than: 

- R6i loan cong durang & nam gid’ trirémg thanh: Khéng cin didu chinh tidu & bénh nhdn suy than nha dén trung binh. Déi vei bénh 

han suy thn ngng, 10 mg la lidu ti da due khuy&n nghj 44 dibu tr] theo yau cdu. 
Libu ding mot lin m®t ngay oi tadalafil khéng due khuyén cao 6 nhimg bah mhan bj suy thin nding (vem mye Canh bdo va than trong) 
- Tang 4p d$ng mach phdi: O b¥nh nhan suy than nhe dén trung binh, néin bat Gu ding lidu khéi du 20 mg mdi ngay mot lAn. Lidu 

‘66 thé ting ln 40 mg mdi ngay mét lan, da trén higu qua va khé nding dung nap cila ting cd nhan, CY nhimg bénh nhdn bj suy than 

ning, viéc six dung tadalafil khéng durgc knuyn cdo (xem myc Canh bao va than trong) 
Suy gan: 

~ R6i loan eveng durang & nam gidi trudng thanh: Lidu khuyén edo I 10 mg trvtc khi dy tinh quan hé tinh dyc va od hage khding 
e6 thie An. Cé dG figu lam sang han ché vd sy an tedn eda tadalafil @ bah nhan suy gan nding (Tré em-Nhém C Child-Pugh); ndu 
due quy dinh, vibe danh gif igi ich / ri rood nhin chin thin nin duge thy hin bei bac st ké dan. Khéng ob di ligu vi vibe sir 
‘dyng itu cao hon 10 mg tadatafil cho banh nhan suy gan. 
Libu dang méf thn mot ngdy cia tadalafil 46 dibu tr ri loan cong duong chua duge danh gid & bénh mhfn suy gan; do d4, ndu 
Surge yOu chu, vide dann gid igi ich / ri ro cd nhan chn thon phd dug thyc hign bel bic si kb don. 

= Tang ap Gong mach phbi: Oo kinh nghigmn Im sang han ché & beh Nhan x0 gan nhe dén trung binh (Nhom A vii B Child-Pugh), 
‘sau khi ding iby duy nihdt 10 mg, ivbu Khoi dha 20 mg mdi ngay mot ln 6S thb dure xem xét. NOU tadalafil dung ké toa, vide dainh 
918 \gi Ich I rl ro c& nhan can thgn non duge thyc hign boi bac si ké Gon. Bénh nhan bj xo gan nding (Tré em- Nhém C Child-Pugh) 
wa dugc nghidin edu vi do-46 khong nfén ding tadalafil 
Ding che bénh nha bj tdu durtng: 

Ri logn exrong dueng & nam giéi trvéng thank: Khong chn didu chinh lidu trén bénk phan thu dudng, 
Ding cho tré em: 
Khdng 66 00 ligu sir dyng tadalafil cho tré em lién quan én vite dibu tri ei loan cvreng duomp. 

‘Sy an toan va higu qué cua tadalafil trong dan s4 tr em chura duge thanh Ip. 

cicy pone: 
Dung dung uding. 

cud col apne: 
Trong cdc nghién ciru lim sang, tadalafil cb bidu hidin lam tng We dng he huydt &p cla cae nitrates. Bidu nity 06 18 do tie dong 

phéi hop cla nitrates va tadalafil tran chu trinh nitric oxide/cGMP. Vi vay, chéng chi dinh si dyng ddng thé tadalafil wei calc chét 
nitrates hOru co dud bat ede dang nao. 
Tét cd cdc tée nhan dang 68 didu bi rd loan cueng durang, bao gdm cd tadalafil dtu khong due ding cho bonh nhin nam ma hoat 
dng tinh dyc cdin trénh da bénh tim mach khéng én dinh, Thy thude cln tuu ¥ dbn nguy cor benh tim bm dn do Gén hogt dng tinh 

dye & nhOng bénh nhdn 06 sn bénh tim mach tir toc - 

nomi nhoes tet nin 60 Benin in mpen sau dBy 38 Kong Gage thu nh wong ede ti phim km tng vi d 66 ch et ah 

vibe six dung tadalafil abi voi: 

- Bénh nhan bj nhdi mau og tim msi trong vong 90 ngdy. 
“gah phd com Gath nye Rxteg Bn cnn Ray 8 con cau tnt ngyc xy rong loo. 
ee 8 be ake wale fel ane dA Tim Blew Yorks hade la suv tm nBnig hon trang vdng mdi 6 thdng. 

Ikénh calcium, irc ché thy thé beta-adrenergic, vamay irc ché thy tnd alpha). 
‘Si dyng tadalafl (10mg, ngos! Irir CBC Thr nghigen vei cfc chil Ge chi thy thd angiotensin Iva ambodipin ihl liu ap dyng 1d 

20mg) 48 khong indy of bidu hide C&¢ "rong tic tube wit bibu hign lam sang ro ret di wor bat ky loai nde trong nhém nay, 
Tadalafil (10 v8 20mg) khdng cb Ae COng thay gi 16 rit trén lam sing vd huydt dp khi ding chung wii tamsulosin, mot chat ie 
cché thy thé alpha-adrenergic. B4nh A&M Sit dung ding thot tadalafil 20 mg vor cdc logi thude ha Muyilt dp, 06 16 88 cd ha huydet 
(Sp, rihumg thurtmg lis gidm It va KRONG CS thay ghi ro gt trBn Mim sing. Phan tich dif Iigu cite thir nghim iim sding & pha 3 cho 
thy khong od sy khae nhau v4 tHe SU99 goal yg bgnh nhidin ding tadalafl cd kim nay khdng cic thude ha huydt dp. Tuy nhidn, 
cfing cn pha od Wei khuyén thich MOP Cho bank nnn vd khé ning cd thd xy ra ha huyét dip khi dang didu tr chung wit cde thudc 
ha huydt dp. 
Ning 49 rugu (ndng 6 15% da und Dinh trong may ta 0.08%) khdng bi anh hung khi sir dung ding ther vox taciatafit (10ma). Tae 
060g cia nagu trén chire ning 989 INES khing may adi va trén huytt 4p cng khong ting do tadalafil. Ngoai ra, quan st khong 
thiy 04 thay 681 nto train ning 69 688 W2dalafy 3 oi au khi ding thube Ong thot vel rucu 
Tadalafil lam ting khé dung sinh hoc C09 ethinylestradial ding dug wéng; lit qud cing twang ty nhu way od vit terbutalin 
dutng udng, tuy nhién trén te ding trén lim sang cling khong chdc chdn tm, 
Trong mt cng trinh vé duge ly 1am sng, tadalafil 10mg ding chung vii theophyllin (mdt chdt tre ché phasphodiesterase khéng 

hon loc), khng thily of turenig tie vb durere 6699 hoc. Chi od Mot téc ding wit dur lire hoc ld nhip tim tng nhe (3.5 nhigvphut). 
Mge di the dng nay khiing dang ki va khOng Gay dinh hung 16 Ft Bn lm sang & thir nghigin nay. nhumg ciing cdn hr ¥ khi 
si dung chung vol edc thude vii cae thud née tin, 

Cae thir nghige wa trong te dc bidt bi vei CAC thude tr banh tidu during chus dure nye hién 

The Dyna MONG MONG HUGH (ADR): 
Cae tte dyng phy thang thutng nhdt duge bao 40 la nhc: ahu, ching khd btu. xin doc bang kbm thee dui day. 

+ 
BO phan trén oo thd Tae . ire aone ag ee Pisco (%) N 

Hé than kink Nhire dau 

Hé tidu héa 

Bang 2 Téc dyng ngoai y 
thug gap (> 1/100, < 1/10) 
80 phén trén co thé Tac dyng ngoai | tadalafil 10-20mg | Placebo (%) 

y (CA) N= 724 N=379 

H than kinh Chong mat 23 18 

HO tim mach 6 mat 4a [16 | 

H@ hd hip, ling ngyc va trung | Xung —huyt | 4.3 3.2 
that niém mac moi 

Mé lidn két va md cor xueng Bau lung / dau | 6.5/6.7 
wo 

42/18 | 

NhOmg bic dyng phy khiing thang xuydn aly ra ld: sung mi mat, nhGng cam giée duyrc md td nbu dau tal mat va kat mac sung huydt. 
Cc tae dung ngogi 7 durgc ghi nhgn wo tadalafil thurdng tho’ing qua va & mizc 6 nhg hay via. 
Khéng c6 dy 40 cac dir ligu wt tic dung phy & nhimg bénh nhan trén 75 tubi 

QUA LEU VA chcH XU TRL: 
NhGng liu duy nhdt cho dén 500mg tadalafil da due thir nghiém trén nguti khod manh va lidu 100 mg nhidu lin mdi ngdy 48 
duge ding cha bénh nhan, Cac phan dng phy ody ra cing tung ty nhur nhieng phan img phy cila liu thdp hon. Trong tréng 

herp qua lid, céc bide phap n& try tidu chudin clin duge thyc hign tly theo you cau 

GAC TINH DUNE LYc HpG: 
Thude dug ding trong chi dinh rdi loan curong durong. 

Tadalafil ta chat ic ché chon lec, od hdd phyc guanosin monophosphal véng (cGMP) - dic bidt [4 tn men phosphodiesterase 

tuyp 5 (PDES). Khi kich thich tinh dye diin ain phdng thich nitric oxyd tal chd, sy we chd PDES ola tadalafil lam ting ndng a> 
CGMP treng thd hang. Bibu nay dua téi gidin og tron va lam tang dong mau vio trong md direng vat, ti dé gay curong dung 

Vl. Khi khding od kich thich tinh duc, tadalafil khing 06 tic dying gi 

C&c nghién ecru in vitro cho thay tadalafil ic chd chon Ipc PDES. PDES 1A mot men duye tim thy trong ce tron thd hang, co tron 

Mach méu va tang. co xuong, tidu cu, thin, phdi va tdu ndo. Tac dong ca tadalafil tin PDES manh hon cdc 
Phasphodiesterases. Trén POES tadalafil manh gp > 10.000 ldn hon POEY, POE2 vi PDES, ld nhimg men tim thdy trang tim, 
ABo, mach mau, gan va nhing co quan khde. Tac 400g cla tadalafil tran PDES th! gdp > 10.000 ln mgnh hon PDE3, mot men 
tim thay trong tim va mach may. Tinh chon Ipc ran PDES so vei PDES 18 réit quan trong vl POE3 ld mot men lin quan thi sy.co 

Dép o¢ tim. Ngoai ra, tadalafiled the ¢gng trin POES manh hon khodng 700 ln so-véi PDEG, la mot men tim thdy trén wong mac 

‘vA gity ra sy ti nap hinh 4nh, Tadalafil con co tac dong tran POES >10.000 lin manh hon trén cdc men tir POET dén PDE10. 
‘Hal cOng Irinh nghidn ciru 48 duge thye hign ra 571 bonh nhan tai nh nhdm xdec dinh thei gian G4p ung cla tadalafil. Tadalafil 
G8 ching 1.06 cai thidn cd ¥ nghia théng ka so voi gid duge wd chire nang cvong wa khd ning giao hgp thanh cng cho dén 24 
okt Sau khi ding thude; cing nhu v@y, kha nang dat duge vit duy tri cveng divong vét dé giso hyp thanh cbag so vei gla duge 
chi cAn sau 16 phat sau khi dong thude, Nhat ky ghi chép (SEP: Sexual encounter Profile diay) vd céc cudc giao hop cla bénh 
nhdin trong trang cc thir nghiém lam sng cfing od kit qué turcng ty vb thei gian dap ing va mOt by IG cao va giao hap thanh 
Ong 66 ¥ nghla thing ké & nhdm st dung tadalafi so vei nhém sir dung gid due, trong thei gian tir 10 dén 24 tidng sau khi sie 
dung thude. O'nhdng thir nghigmn nay, Dinh nhl dure br de chon Iya Khoxing thot glan ti Kic si dung thude va lic mudn giao hop. 
 nguéi khde manh, so sanh tadalafil ¥6i gid dure khong thay 06 khac bigt wi huydt 4p tam thu va huyét dp tam throng di do 

tur thé ndim nota (| $6 tb da gid trang binh 1,670.8 mmHg) hay do & ty thé dung huydt dp tim thu va huydt dp tam twreng 
(tr] 84 t61 da gidm trung binh 0.2/4.6 mmHg) va, khdng ed thay di 66 y nghia tran nhip tim, 

Trong cc obng tinh nghién ciru v4 tong thc thudc gidra tadalafil va mOt s6 cic thudc ha huydt ap dueng udng (bao gdm thus 

tre chd thy thd angiotensin t)tadalatl khdng ld tang mot ch 1 r9t trdn lam sng te 64mg ha huydt ap cda nhing thude nay 
bxem myc Tuang tc thud). Tuy nldn, thy thude: cng nn cd cic loi Khuyén thich hep ddl vol bgnh nhin vB khd nding ha huydt 
Ap khi ho cd ding kam vidi cdc logl thude nay, Chdng chi dinh sir dng tadalafil cho bah nhin dang ding bat ky mot dang nitrat 
hilu ca. Trong mot nghidn clu nhdim khito st ede Le ding cia tadalafil én thj glac, bang thir nghiom Famsworth-Munsell 100. 
Se thal, khong thdy 6 rd loan vib phan bigt mau sc (xanh nurdc bibry xanh Ld cy) durge phal hign Phat hign nay pha hop vei 
i tinh thép cia tadalafil 641 voi POES so vii PDES (< 0.1%). 
Hal thir nghiden tri siy sinh tinh tring 48 dug thyc hign trong 
Ahern wh Dheey 'e lesen ee earns Wd esd A Kites ak 

8 thang tran an ong 8 danh gid tic dng tbm tang cia tadalafil 

https://vnras.com/drug/



ce tee e ee creme meets wate wean eye teem ey eee ae ee Se 
= B6nh nhAn bj tai bién mach ndo trong vong mdi 6 thang, 

Khing dive sir dyng tadalafil cho nhdrng Binh nhan qué min cAm vir tadalafil hay bél ed /anh phAn ndo cia thudc. 

CAME BAD VA THAM TRONG: 
CAn phai thém hdi va khém lm s4ng dé chan dodn rdi loan cuong dueng cing Nhu xde dinh cdc bénh tidm dn kém theo, true khi 
thn anh ké toa sip dung cdc loai duc phAm. 
Truc khi bit Gu bat kj phuong php dibu tr mio 484 vii r8i loan carang dong, thy thube cn iy y ain tnh trang tim mach eda 
éénh niin vi cd mot mic 4 wd nguy cr tim mach di kom vil haat dng tinh duc. 
Tadatafi cé diic tinh gifin mach, kbt qua ld huyét dp 38 gldm nhung & mirc 6O.nhe va thoang qua txem myc Duy dong hec) nhu vey 
3B lam ting thém tidm ning tic dng ha huyibt dp cia cdc foal nitrat. (xem myc ChBng chi dinky 
Téc.diong trim trong va tim mach, bao gm nhdi mau cari, con dau that ngyre khdng dn dinh, loan rihip that, tai bidm mach no, con 
thiéu mau tim thodng qua, 43 xy ra trong cac tho nghi¢m lam sang cla tadalafil. 
Hom nor, cao huyét ap va'ha huyét dp, (bao gdm hg huyét ap ty thd) Ong xy ra nhung khong theémg suyén trong ede thir nghigm 
tam sang, Da 36 cic bgnh nha nay 68 cd adin ybu tb nguy co v8 tim mach. Tuy mhidin cGing khd xe dinh mbt cach chinh ae cd phal 
inhOng tie B6ng nay IMin quan tnve tidp Gdn ydu 8 nguy or hay khdng. 
Hida nay chu cd nhidu dé ligu vd tinh an toan cla tadalafil trong mhong nhém bénh nil 
nihdn, thay thudc can phai cain nhac kp tren timg turing hep gitta lel ich va nguy co: 

~ Bénh nhdin bj suy thén nging (09 thanh thai creatinine < 30 mUiphiit) 
~ Bénh nhan bj suy gan nding (Nhom C Chikt-Pugh). 
Lit tadalafil 10mg a ibu cao nhdt ding trong céec thir nghigm cha nhong benh nhdin cé mirc 6 suy thin nh (6 thanh tha ereatinin 

55 ade 80 ea) va rung bi (9 tha ta ereatiin = 34 bn $0 itp) va shang bn nh euy thn ga dg cub dang 
mi tach mau. 

Cuong dau durong vat khong duie ghi nhin tri cdc thir nghitm lam sng sir dung tadatafil. Tuy nhidn, cuong dau dvong vol oa ‘urge ghi nhgn voi mot chit dre ché POES khdc. Bénh nhdn bj cuong dveng vét ko dll 4 giv hay lu hon, e&n dure khuydn odo 
Gb chp cin gay. Mbu cong dau drama vat Kning cure ait ag. ti Malm trong vt v8 mbt vin wibn kd ning vg 
thd ray ra. 
‘Chin th6n trong khi ké toa tadalafil tin bénh phan od nhing ben ty a8 gay ra cong dau dena wit (nhur bnh thidu mau hing du 
hinh lbm, dau tdy, banh bach chu), hay trén ning bénh nhan cd bidn dang gidi phiu dung wal (nhur divong vat gdp gc, bénh x0 
thé hang hay bénh Peyronie), 
Vide dann gia r6i logn curong durang clin phal xem xét ed nhimg nguyén nhain tidm deed thd ktm theo d& od phuong phép didu tr] 
thich hgp sau khi 44 danh gia vb bénh ly oda bénh han, 

Hign nay khdng bidt Ia tadalafil 6 higu qué hay khéng trén nhOng banh nhdn thn thong ty s4ng va nhomg bénh nhdn od phiu thudt 

‘ving chau hay phiu thuat tuyén tid ligt. 
Khéng ding tadalafil cho nhdng b@nh nhan 6 nhéng vin éé vb di truydn lién quan dén khOng dung nap galactose, khuydm khuydt 
men Lapp lactase hay ri logn h4p thy glucose-galactose. 

Tinh an toan va higu qué khi phdi hop tadalafil voi cac thudc khac dé didu uj nil logn cuong chua duge nghidén cou. Do dé khuyén 
céo khiing néin ding phdi hep cac log thudc niy: 

Trong thir nghigim due thyrc hin tréin ché, et dung tadalafil mai ngay trong 6 dén 12 thang vet tidku 25 mgkgingay (city la tidy 06 

din tich dusi guréng cong Kon hon gp 3 In [dao ding trong khoding 3.7 - 18.6] so vd liu duy nhdt 20mg ding & ngud) va cao 
hen nia, quan sat thdy 6 suy thoai mg’ mge dng sinh tinh cla tinh hoan gay ra thidu tinh trong mét sd ché. Hai thir nghidm kéo dai 
trong 6 thang thyc hign trén ngui tinh nguygn da cho k&t qué khéc voi két qua trén (xem phiin Ougc dng hoc). Hiéu qua khi sir 
dung Iitu mBi ngdy Iau di chua dure thy hin do dé kin quyét khuyén clo khing nén sir dung thube mdi ngay. 

hin sau day; nu ed chi ginh kA toa cho béinh 

‘sit oy THUG CHO PHY WO PLUNG THAI VA CKO CON BO: 
Khéng 06 chi dinh tadalafil cho phy ni. Khdng lam thyre nghidm trén phy ni 6 thai. 

Khang cd bang ching vé tinh sinh quai thai, 6c cho phdi, hay 6c che thai nhi eta chuge cling hay chuge nhdt khi sir dung labu cho 
tei 1000 mg/kgingay. 

nn wutne cia THUG LEM Kd ANG LUI XE, vAN HANH MY Bade; 
Tadalafil khong anh hung hay co nh huéng nhung khéng ding kb adi vei kha nang Lal xe vA vin Ranh may mde. Khéing od thir 

nghigm chuyén biét 44 dinh gid tac ding titm ting nay. 

Mac di tl Ié cdc bao cdo vd téc 66ng gay hoa mat cla gid duge va tadalafil trong cac thir nghigm lim sang la nhu nhau, tuy nhién 
b&nh han nén duge canh bao vd wige thn trong sit dung tadalafil trie khi Idi xe hay vgn hdnh may moc. 

TUOMG Thc Cia THUdC: 
Nhidu efng trinh nghién curv v8 trong tac thudc sir dyng chung wai tadalafil 10mg 44 dur thie hidn va md tA dud day. Trong ca 

cong trinh may, lidu tadalafil sir dung chi ld 10mg, do dé ede trigu chémg lam sing fin quan dén vite sir dung libu cao hon a4 danh 
gid twong tac thubc khong thé ligt k8 hodn todn dug. 
‘Tae dong cia cc thudc khac G61 vei tadalafil: 
‘Tadalafil duge chuybn hod cho ybu boi CYPIAS. MOt chiit Ge ch chon Ipc CYP3M, ketoconazol, ldim ting difin tich duti dutng 
‘cong (AUC) cia tadalafil toi 107%, khi sa sdnh vér gid ty AUC edla tadalafil (10 mg) chi sir dyng mot minh, Mige di) ede trong tac 
chuyén bit chura Gugc nghién ciru, mt wai chat Gc ché men protease, nhw ritonavir hay saquinavir, va nhOng chét (rc ché CYP3A4 
khac, nhur erythromycin, clarithromycin, itraconazole va nugc ép qué nho khi sir dung ding thai voi tadalafil cin phai than trong vi 

ching of thd lam ting ning 4% huyét tueng ca tadalafil, Nhu ¥8y, ty I ode te dung khdng mong mubn cling 06 thé tng. 
‘Ghire ning cla c&< chit chuytin ch (thi dy nhu P-glycoprotein) chua duge bid, do dé ndu cdc chét ndy bj rc ché 58 od mOt dm 
‘tang va tueng tac thu, 

‘Mot chat cém Ong CYP3A4, thi dy nhu rifampicin, lam gidm didn tich divei auéng cong (AUC) tadalafil 161 88% khi so sdinh voi gid 

ty AUC cia tadalafil (10mg) chi sir dung mot minh. Wide so dung ding thoi cdc: chdt cdm tng CYPIA4 khdc nh phenobarbital, 
phenytoin va carbamazepin cing 24 lam gidm nding 49 cia tadalafil trong huydt tueng. 
Anh hong cia tadalafil bi vei nhong thube kha: 
Kit qua cla cae thir nghigém nghitin ciru Lim sding cho thy tadalafil (10mg) o bidu hign gly wing the dong ha dp ciia nitrates. Oo 
46, chdng chi dinh sir dyng tadalafil cho benh nhan dang ding bat c& dang thuéc nao cia nitrat hu oo (xem myc Chéng cht dinh). 

Tadalafil khOng 06 tac dong gay Uc ché c6 bidu hig r6 rét trén lam sang hay gy cém img sy thanh thai ddl voi cdc thube ma sy bidn 
duéng do bdi cdc chat ding dang CYP450. 
Cae két qua tir ede cOng trinh nghién cur xac nhgn ring tadalafil khong ic chd hay cdm ung ch4t ding dang CYP450 bao gdm 

CYP4A2, CYP2D6, CYP2E1 vi CYP2C9. 
Tadalafil (10mg) khdng 06 tac dng #5 rit trén lim sing lién quan dén din tich durti dutmg cong (ALIC) khi sir dyng chung veri 
S-warfarin hay R-warfarin (co chdt CYP2C3 ) cing nhw tadalafil KhOng ob tac Gong Lim thay di tho gian prothrombin khi ding chung 
veri warfarin, 
Tadalafil (10mg) khding cd tac ding tiém Lang gay kéo dai thé gian chay mau khi dung chung wii acatyi salicylic acid. 
Trong cdc nghién cou thyc nghigm vi dure hoc, the dong tim tang cia tadalafil lm tng dic tinh ha huyét dp cua cdc thude he 
huyét dp cing 04 duge khdo sat. Cée nhém thud he huybt 6p cha yu a8 duge nghitn clu, bac gdm thubc ae ché inh calcium 
{amiodipin) Ge ché men chuydin angiotensin (ACE), (enalapnil), ic chd thy thd beta-adrenergic (metoprolol) Ii tidu thiazid 

va te ehd thy thd Il (bao gdm caclidu khadc hau, ding den thudn hay phdi hep voi thiazides, tre ch 

Gidm 50% va thdp hon thé nda, Ngodl ra, Khi so sarin veri nhGm sir dung gia dugc, khong thay cb sy Khdc bit vd 8 lugng EAR 
tring. hinh dang tinh tring, hay 46 di Gong cia tinh tring di vo cd 2 fiku 10mg hay 20mg. Tuy nhign trong thir nghiéen sir dung 
tadalafil 10mg trong 6 thang, két qud cho thy t& mat 6 trung binh cia tinh tring od gidm so vei nhém sir dyng gi dugc. Bidu 
nity khOng théy khi sir dung & liu cao hon, 20mg tadalafil ding mdi ngay trong 6 thing. Khong thay cb tac dng trén ndag a9 
trung binh cia testosteron, hormon luteinizing (LH) hay follicle stimulating hormon (FSH) khi so sanh cdc liku tadalafil 10mg va 
Omg vir gid ding. 
Tac dding do si dung Iu dai chua duet xd¢ lp (xem myc Ganh bao va than trong, An todn tin lim sing). 
Tadalafil wi cac lidu tir 2.08n 100mg 43 unre danh gia trong 16 thi nghigm lam séing itn quan 3.250 bénh nh’n bao gbm nhong 

bénh nhan cd rét loan cunmg durang cic mire 66 kha nhau (nhe, vira va ning), nguy8n nhn khdc nhau, 46 tubi tir 21 dn 86 
tudl va thudc ¢¢ dn te khdc nhau. Ba £4 B@nh nhan co FS! loan eveng ti thidtu trang 1 ndm. Trong cing trinh nghite ctu tran 
s6 dong bénh nin 44 danh gid cha ydu vd hidu qué ny, 81% binh nhan bao cito ring tadalafil cil thin chirc nang curang so 
él nhdm ad dung gid durge chi od 25%. Ngodi ra & nhong bénh nhan 6 di lagn cureng veri edie mire 6 ning khdc hau 4B bho 

cdo la 06 ci thib ch nding khi sir dung tadalafil (tubn ty la 85%, 83%, va 72% cho cae mirc 49 vira, trung binh va ngng sovéi 
45%, 42% va 19% & nhdm sir dung of dure). 
Trong nhimng cng trinh nghién cou chi yéu va higu qua, 75% céc cudc glao hgp thanh cong khi sir dung tadalafil so voi 32% 

nhdm sir dung gia duge. 

‘uh TINH BUC BOWE HOE: 
Hip thy 
Tadalafil duge hp thu nhanh chéng sau khi udng va ndng 6 huyét tong t6i da trung binh (Cmax) dat due khoding 2 gid sau 
hi ung. Tinh khd dyng sinh hoc tuyét déi cia tadalafil dang udng chura duc thidt lip. Thire an khdng ob tac dong cd ¥ nghia 
nao trén lm sang O44 vérl nhip do va mirc 46 hdp thu cba tadalafil, do 46, tadalafil cé thé ding chung hay sau khi an. Thai dim 
sir dyng thudc (bull séing so wet bubi chidu) kining of dinh hiring 06 9 nghTa trén lim siing 68 véx nhip 06 va mirc 66 hp thu thudc. 
Phan phdi thude 

ThA tich trung binh cla sy phan phd thud sau khi sir dung vo khodng 63 L. 0 ning 60 didu tr, 94% tadalafil trong huyét bong 
gn két vi protein. Sy gain kit voi protein khéng bi anh hung bit chirc nding than. Dursi 0,0005% lidu thude st? dung xudt hin 
trong tinh dich trén nhimg nguti khod mann. 
Sinn chuyén héa 
Tadalafil duge chuydn hée chd ydu bei cytochrom P450 (CYP) dang ding vi SA4. Chdt chuydn héa lu théng cha yéu to 
methytcatechol giucuronid. Chat chuydn hée ny cd the dong kém hon it nhiit 13.000 ln so vd tadalafil tron the dong ahi wot 
PDES. V1 way kkhéng thdy od tac déing trén lim sang vii cdc nting 60 cdc chat bidn dutng theo dai dirs. 
Thai tror 
Bd thanh thal trung binh khi si dung beg durémg ung cia tadalafil 14 2.5 L/ git wa thoi gian ban hily trung binh i 17.5 gity tran 
nhOng nguér khde manh. Tadalafil dug bal tidt chd yeu duréi dang nhong chét chuydn hée khong thc dung, chi ydu trong phan 
(khoding 61% lity thude) wis wei moe 69 Ithon trong nue by (khoding 36% fibu thude). 
Tuydin tinh! Khdng-Tuydin tink 
Durtng bidu didn duge ding hoc cila tadalafil én quan gifra thO# gian va liu lung trén nhdng nguéi khod manh la éuong 
thdng. Khi ede fidu lngng virgt qué ngurtng tir 2.5 dn 20mg, didn tich ving due dutmg cong (AUC) s& tang tvong ing thee 
du lurgng. 
Ning 49 thudc trong huyét twang dat dn dinh trong vong 5 ngay chi vai vie ding mude mdi ngay mot lan. 

Durge ding hoc due xéc dinh trin nhOng bénh nhain bj rbi loan evong dung efing hrong ty nha duge dong hoe train nhong: 

iguéi khdng bj rbi logn cueng dueng. 
Cae nhém bynh nhin dge bigt 
Nouei cao tudé 

NhOng nguéi cao tui khod manh (65 tudi hay hon) od 4 thanh thal tadalafil thdp hom, din din két qua lA didn tich dudi dudng 
cong ién (AUC) hon 25% so vir nhtrng ngiroi khod manh tudi tir 19 dén 45. Tac dong vd tudi ndy khong cd bidu hign dic bidt 

{rd lim sing nin khiing edn phdi ditu chinh itu ding. 
Suy thd 
Trong mt thir nghiém lam s4ng wh duge hee tran ning ngunyl suy than nhe (49 thanh thai creatinin j4 51 d4n 60 mUphut) hay 

vira (¢0 thanh thai creatinin la 31 dn 50 ml/phdt), dign tich duréi dutng cong cua tadalafil (AUC) len hen khi so sdnh veri aque 
khoé manh sau khi dng lidy 10mg, Trang mdt cing trinh thay nghiém va due hoc khae trén nhdmg bénh nhan suy thn giai doan 
eudl dang thim tiich mau, difn teh duréi durtmg cong cia tadalafil sau khi sir dyng liku 10mg cling trong ty nhu nhom khée 
manh. Hidn nay cha cd ¢@ figu vd chi dinh lidu tadalafil cao hen 10mg eho nhing bgnh phan suy then. 

‘Suy gan 
ign tich di dung cong cla tadalafil (AUC) & bénh nhan suy gan nhe hay vira (Nhém A va 8 cla Child-Pugh) trong durong 
‘vGi dilgn tich duréi duéng cong nhimg ngudi knoe manh kni sir dung lidu 10mg. 
Hign nay chu of dit kgu vé chi dinh lidu tadalafil cao han 10mg cho nhOng bénh nhan suy gan. 

Bénh nhan tidy dirtng 
Din tich duréi durtyng cong (AUC) cla tadalafil ¢ bénh nhdin tidu durémng thiip hon khodng 19% so win didn tich dudi dung cong 
cba ng khod manh. Higsn nary iu vi chi din bid nam 10mg cha nhimg bénh nhan téu durémg. 
An toan tin lim sing 
Cae dO tigu tibn lam sang cho thiy ring khong od nguy hai ndo cho ngunsi dua trén cde nghidn ciru theo quy ude vé duoc an 
toan, 4$c hai trén gen, tinh gay ung thy, via égc tinh trén hd sinh san, 

Khong cd bing ching vd tinh sinh quai thal, die trén phdi hay adc trén thal nhi & chudt nhdt va chudt odag veri lidu der tei 

1000mg/igingay. Trong mot cong tinh nghién ciru vb phat tridn tue va sau khi sinh cba chudt nhdt, lidu tac dong khéing gay 
hau qua lé 30morkgingdy. Bibl vir chudt ob thal, cign tich dudi dug cong cho thude ty do tai lid nay ld khoding 18 lin so voi 
Gif lich dunt duréng cong cila Ngueri & bidu 20mg. 
Khong thily oS ri loan vb kha nding sinh sdin & chudt nhét dic va cai, 

OF ché sir dung fidu tadalafil mdi ngdy tir 6 d&n 12 thing vol cic Ibbu 25 mghkg/ngay (6 lidu nay, didn tich dui duéng cong kin 
Gap 3 ln so wir ngurtri didng liu duy nhdt 20mg) hay cag hon, 6 sy suy thoai ndi mac dng sinh tinh cila tinh haan dua dan thidu 

tinh & mot vai con ché (xem myc Canh bio va thn trong. Duge lye). 
QUT CACH BONG Gdt: Hop t vix 2 vide’ Hop 2 vix 2vieWHOp 1 vix4 vidn/Hgp 2 vix 4 wien 
BiEu HEN BAO QUIK: Bao quan thubc & not khd, thoding, nhidt 4 dui 30°C, tranh Anh sing. 
WAN DONG COA THUGE: 36 nang kb tir ngay sain xudt 
Titu CHUAK: Tau chuhe co sé. 
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