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COMPOSITION:
Elatada 10
Active o .. 10mg

e @s 1 Film-coated lablat
(Microcrystaliine cellulose 101, Betacyclodextrin, starch, Povidon (kolidon 30), sedium croscarma ioss, silicon dioxyd, magnesi
slearals, opadry white, iron oxide yeliow)
Elotada 20

Active Ing)

- Tadalafil

—- ]

P qs 1 Film-coated tablet

(Microcrystalline cellulose 101, Betacyclodextrin, starch, Povidon (kolidon 30}, sodium crascarmellese, silicon dioxyd, magnesi
stearata, opadry whita, iron oxide yallow)

PHARMACEUTICAL FORM:
Elotada 10: yellow, caplel film-coated tablets, plain on two side.
Elotada 20: yellow, caplet film-coated tablets, plain on two side.

‘THERAPEUTIC INDICATIONS:

Treatment of erectile dysfunction in adult males.

In ordar far tadalafil to be eflective for the of erectiie dysl

s i d in adults far the ol p y arterial hyp i
o imprave exercise capacity.

Efficacy has been shown in idiopathic PAH (IPAH) and in PAH related 1o collagen vascular disease

, sexual slimula
(PAH) classif

Is requirad.
as WHO funcil

| class Il and HIl,

POSOLOGY AND METHOD OF ADMINISTRATION:

Posalogy:
- Eractila dysfunction in adult males:
in general, the recommended doss is 10 mg taken priar to anticipated sexual activity and with or without food.
In thase patients in whom ladalafil 10 mg does Aot producs an adequate effect, 20 mg might be tried. It may be laken at least
30 minutes prior 10 séxual activity.
The maximum dose frequency is ance per day and it is net continuous daily use
- Pulmonary arterial hypertension
Treatment should only be initiated and by a physici P
The recommended dose is 40 mg taken ance daily with ar without food.
Eiderly patients
Dose adjustments are not required in elderly patisnts
Renal impairment
Adult men with erectile dysiunction: Dose adjustments are not required in patients with mild to moderate renal impairment. For
patients with severe renal impairment, 10 Mg is the dose for d d
Once-a-day dosing of tadalafil is not recommended in patients with severe ranal impairment (see WARNINGS AND
PRECAUTIONS).
Pulmonary arterial hypertansion: In patients with mild to mederale renal impaiiment a siarting dese of 20 mg once par day is
recommenged. The dose may be increased lo 40 mg once pat day, based on indwvidual efficacy and tolerabiity. In patients wiih
severe renal impairment the use of tadalafil is not racommended (see WARNINGS AND PRECAUTIONS)
Hepatic Impalrment
- Aduit men with erectile dysfunction: the recommended dose of tadalafil is 10 mg taken prior to anticipated sexual activity and
with or without food. Thars is limited clinical data on the safely of tadalafil in patiants with severe hepalic impairmant
(Child-Pugh class C); if p a careful i b 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 far the treatment of erectile dysiunction has not baen evaluated in patients with hepatic
pal t; therefore if p evalualion must ba undertaken by the prescribing
hysician.
?.:uﬂnonary anteriat hypertension: Due 1o limitad clinical experience in gatianis wilh mid lo modarate :ﬂﬂ‘m ;‘fmﬂsla
(Child-Pugh Class A and B), follawing single doses of 10 mg, a starting dose of 20 mg once per day "‘ﬂ‘hﬂ I‘“"“ F:!‘ﬂ, It
1adalafil is p a careful i | fit/risk jon should be undartaken by the prescribing phys! ::I"-m llents
with severe hepatic cirrhosis (Child-Pugh Class C) have nof been studled and therefore dosing ol 1adalatl is not
racommended.
Diabates
Adult man with erectile dystunchion: Dose adjustments are not required In diabetic patients.
Paedlatric ation
There is r.u'::‘\::rfml use of Tadalafil in the paediatric population with regard to the trealmant of arectile dysfunclion.
The safety and efficacy of 1adalafil in the paediatric population has nat yot bean asiablished

din the of PAH.

a careful

Tablets for aral use.

CONTRAINDICATIONS:

In clinical studies, tadalafil was shown o augment the hypolensive effects of nitrates. This Is thought to result from tha
combined effects of nitrates and ladalafil en the nitric oxide/cGMP pathway. Therafore, administration of Tadalafil to patients
wha are using any form of organic nitrale is contraindicated (See section 4.5).

Tadaiafil must noi be used in man with cardiac disease for whom sexual activity is inadvisable. Physlcians enould considar the
natential cardiac risk ol aasiial ACHVIEY In oatients with pre-existing cardiovascular disease.

https://vnras.com/drug/

combination with thiazides, caicium-channal blockers, bata-blockers, andior aipha-blockers).

Tadslafil (10 mg, excepl lor studias with angiotensin Il receptor blockers and amlodiping in which a 20.mj dose:was
applied) had na alinically significant interaction with any of these classes.

In clinical studigs, these eHects were not reported with tamselusin, alpha-adrenergic racaptor blockers, tadalafll (20 mg)
was studied in combination with multiples antinypertensives, may be raduce blood pressure, but tha reduction was minimal
and no change in clinical. Analysis of Phage 3 clinical trial data showed no diffarance in adverse events in patients taking
tadalafil with or without Bntihypentansiva madicinal products. Howaver, appropriate clinical advice should be given lo

patients g a possibia d in blood P whan thay are treated with antihypertensive medicinal products. =
Alcohol {mean 0.08 %) were not affected by co-administration with tadalafil (1omg W=
o 20 mg). In addiian, no changes In kadaiafl concantrations were $ean 3 hours after co-administration with aicohol. B—
Tadalalll has bien demanstiated to produce an Inceas in the oral bioavailability of ethinylestradiol; a similar increase may ~ *PE—
be exp with oral of ling, altheugh the clinical consequanca of this is uncartain. JAu—
Whan tadalafil 10 mg was with @ {a ! inhibitor) in a clinical op
pharmacology study, there was no ph kinatic inf Tha only affect was a small (3.5 bpm) onp
Incraass in haart rate. Although this atfecl is minor and was of no clinical significance In Ihis study, It should ba considared PeL
whan co-administering these medicinal products. ‘op
Spacific llon studlas with ar products wars not conductad. k]
Ny
UMDESIRABLE EFFECTS: wd
Tha most commonly reporied adwarse ware headache, please read ¥ o adverse th
reactions i
el =
table 1: T I | “
Undesirable | ‘ [}
effects very | [ W
common (<1/10) l ‘ w
System Organ Undesirable Tadalafi 10-20 mg | Placebo (%) N= | :i
Class sffects (%) N=724 319 \ P
Nervous system | Headache 14,5 } 55 L
0
Gastrointestinal | dyspepsia 123 1.8 o
u
lable 2: I
Undesirable q
effects common v
(>1/100, <1/10) 1
System Organ | Undesirable Tadalafil 10-20 mg | Placebo (%) N=
Class effects (%) N=T24 3n
Nervous system | Dizziness 23 |1.8 |
Cardiac Flushing 4,1 [ 16 ]'
Respiratory, Epistaxis 43 132 1
tharacic and
mediastinal
Musculoskeletal Back pain, Myalgia | 6,5, 6,7 4218
and connective
tissue 1
I
The uncommanly reported adverse reactions were Swelling of eyslids, Gonj ¥P i ic anterior

Isshaemic oplic neuropathy
The adverse reactions reporied were transient, and genarally mild ar modarate.
Data in patients aver 75 yaars of age raceiving tadalafil are limited.

(OVERDOSAGE AND TREATMENT:

Single doses of up to 500 mg have been given to healthy subjects, and multiple daily dosas up to 100 mg have bieen given
io patients. Adverse events wera similar to those seen at lower doses.

In cases of should ba adopted, as required.

PHARMACOOTNAMIC PROPERTIES:
Pharmacotherapeutle group: Drugs used in erectila dysfunction
Tadalalll is a selective, raversible inhibitor of cyciie guancsine menophosphate [cGMP)-specific phosphodissierasa typs 5
(PDES). When sexual stimulation causes the local release of nitric oxide. inhibition of PDES by tadalafil produces
increased lavels of eGMP in tha corpus cavarngsum This rasults in smooth muscle relaxation and inflow of blood into the
penile lissues, thereby producing an ersction. Tadalafil has no effect in the treatment of erectile dysfunction in the absencs
of sexual stimulation. ’
Studies in vitro have shown that tadalalil Is a selective inhibitor of PDES. PDES is an enzyme found in cofpus cavernosum
smooth muscle, vascular and visceral smooth muscle, skeletal muscle, platelets. kidney, lung. and cerebellum. The effect
of tadalafil is more petent on PDES than on othsr phosphodiestarasas. Tadalafil is = 10,000-fold more potent for PDES than
for PDE1, PDEZ2, and PDE4 enzymes which are found in the heart, brain, blood vessels, liver, and other organs. Tadalafil
is > 10,000-1old more potant for PDES than for PDE3, an enzyma found in the heart and blood vessels.
This selectivity for PDES over PDE3 is important because PDE3 Is an enzyma involved in cardiac contractility. Additionally,
\adalafil is approximately 700-fold more potent for PDES than for PDEG. an enzyme which is lound in the ratina and is
respansible for photolransduction. Tadalafil 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 al-heme setting lo define the period of
. Tadalafil gnifi imp in erectile function and the ability 1o hava
successful sexual intercourse up to 24 hours lellowing dosing, as wall as patients' ability to attain and maintain eractions
Tor successtul intercourse compared to placebo as early as 16 minutes following dosing. Sexual encounter profile diary,
ratio of the ability to hava successtul sexual intercourse with tadalafil were higher than placebo, about 10 1o 24 hours
following dosing. In studies, patients may be choase time for take and sexual activity.
Tadalalil administered lo healthy subjects produced no p. to placebo in supine systolic and
s ol bl Lean maximal decreass of 1.6/0.8 mm Hp, respectively), in standing systolic and diastalic blood
pressurs (mean maximal decreasa of 0.2/4.6 mm Hg. réspactively). and no significant changa in haart rate

including Il recepior blockers) ladalalil was
In clinical studies, Effect of ladalalil on other pe Cl__ el Hokabar n gy

1aspor

!



therelore contraindicaled:

- patlents with myocardial infarction within the last 8o days

* pali_am with unsiable angina or angina eecurring during sexual intercourse,

- patients with New York Heart Associalion Class 2 or greater heart fallure in the last & menths

- patients with lled arrhy .+ hyp (= s0s50mmHg). or unconirolled hyperiansion,
- patients with a siroke within the lasl 8 months.

Hyp ity 1o the active of ta any of the excipients

WARNINGS AND PRECAUTIONS:

- A medical histary and physical should be undertaken o diagnoss erectile dysfunction and determine petential
underlying causes, belore p | raatment is dered

Prior to inilialing any tor erectile dy sl shiould consider the cardlovascular status of their patients,
since there Is a degres of cardiac risk associated with sexual activity.

Tadalatil has vasodiator preperties, resulling in mild and |ransient docreases in blood prassure (see pharmacokinglic
properties), and as such p e ive effect of nitrates (ses contradications),

Serious cardiovascular events, including myocardial infaretion, sudden cardiac doaih, unstable angina pectoris, venlricular
arrhyihmia, stroke. transient ischaemic attacks, chest pain, palpitations and lachycardia, have been reporied aithar post
marketing and/or In clinical trials.

Most of the patients in whom these evants have basn reporied had pra-existing risk factors. il is mot
possible lo definitively determina whether ihese events are related directly 1o these risk factors, to tadalafil, to sexual activity,
or toa combination of thase or other factors,

Since there are no clinical data on the salety of tadalafil in thege patients. I Tadalafil is prescribed, @ caraful individual
b should be by the prescribing phy

- Patients with savera renal Impairmeant {creatinine cleéaance <30 mi/m)

- Patients with savers hopalic impairment (Ghild-Pugh class C)

10 mg Is maximum dose for patients with mild ranal impairmant (creatining clearance 51 to 80 mL/min) and moderate
(ereatining clearancs 31 to 50 mUmin) renal impairment and in subjects with end-stage renal disease on dialysis in clinical
trials.

Painful erections have not reported in clinical trials with the Intaka of radalafil, howevar Painful erections have been reponed
with the intake of pther PDES inhibilars. Patiants who experience erections lasting 4 hours or more should b Instructed o seak
immediate madical assistance. If priapism is not tréaled immediately, panila tssue damage and permanent loss of polency
may resufl.

Tadalafil should be used with caution in patients with anatomical deformation ol the penis (such as i il

advice shouid be ghven to patients regarding 2 possible decreasa in blood pressure when they are treated with
antihyperiensive medicinal produets. Administration of Tadalafil to patients who are using any form i srganic nitrats \s
contraindicated
In & study to assess the sflecis of tadalafil on vision, no IMP: ot oblots . groan) was
using the Farneworth-Munsell 100-hue test. This finding consistent with tha IUU; l:ll:l:ji;:ﬂ tagaiafil for PDES compared
i ) i vigipn wera rare (< 0.

to PDES. Across all ciinical stugies, reports of changes In Wr r s of taraiafi 10 mg {one &-month
Two studies were conducted in iha patential sffoct on sparmatege

man 1o 55888 dias decreases were obsaerved in sperm count
study) and 20 mg (0ne &-MONth study) adm inisterad daily. In W of thesa stu
and conceniration related fo tadalafi regtment of unlikely clinical relevance. 1 s aparm court, oY ey
Unless, Thesa effects wers not g a5 in other parametars Suc!

s30ciated with chang antration as compared with placebo.
Howaver, In tadalafil 10 M - 6 monin sudias decrsases werD aVerags Sparm cons fect on mean
This effect was not seen in the study of 20 mg tadatafil taken for 6 months. In addition there was no adverse @ on s
eoncentrations of di ® hormonas \uteinizing hormene o fallicle stimulating hormone with either
or 20 mg of ladalafil compared 16 placebo
Tadialoll a1 G255 0f 213 100mg has teen avaluaied in 16 clirical studies invalving 3250 patiants, inclucing patars with
eractlle dysfunction of various saverities (mild, modarate, severe), efiologies, ages (rangé 21-86 years), and athnicities.
Most patients reported arectile dySfunction of at last 1 year in duration. In the primary afficacy studies of general
populations, 81% af pationts raperied a1 CIALIS improved thair erections as compared fo 35% wilh placabo. Also,
patients with erectile dysfunetion in 8l sevarity categonias reporied improved ersctions whilst taking CIALIS (86%, 83%.
and 72% for mild, mod . and sovars, ¥, 85 compared to 45%, 42%, and 19% with placabe).
In the primary efficacy studias, 75% of intercourse anempts ware successiul in CIALIS-realed patients as compared o
32% with placebo,

PHARMACONINETIC PROPERTIES:

Apserption

Tadalafil is readily absorb d aftar oral ac and the mean d plasma (Cmax) is
achieved al 8 madian tima of 2 hours aftar dosing. Absclute biocavailability of tadalafil following eral desing has not ‘been
detarminad.

Tha rate and extent of absorptian of tadelafil are not influsnced by food, thus tadalafil may be taken with or without load.
The time of dosing (marning versus gvaning) had no clinically ralevant efiects on the rala and sxtent of absorption
Distribiution

The mean volume of distibution is approximataly 631, indicating that 1adalafil is distributed into ¥ssues. Al tharapeutic

fibrosis, or Peyronia's disease) of in patients who have conditions which may predispose them lo ynwﬁm-lwclu as sickle cell
anaemia, multiple myeloma, of leukaemia).

The evaluation of ereciile dystunction sheuld include a determinati
app ing an appropriate medical

It is not known If tadalafit is efective in patienis wha have undergone pelvic surgery or radical non-namve-sparing
prosiatectomy.

Tadalafil contains lactose. Patients with rare Y P of
glucose-galactose malabsorption should not take this medicinal product.
The safety and efficacy of combinations. of tadalafil and other cther treatments for erectile dysiunction have not bean studiad.
The patients should be informed not 1o take Tadalafil in such combinations.

In dogs given tadalafil daily for & to 12 months at doses of 25 mgfkg/day (resulting in at least a 3-15id graater sxposure: [range
3.7-18/6] than seen in humans given & single 20 mg dose) and abave, there was regression of the seminiferous tubular
epithelium that resulted in a decrease in spermatogenasis in some dogs. Two clinical studies were conducted in patient for
months, have othar reparted {see Pharmacodynamic proparties).

of potential ying causes and the identification of

the Lapp lactase daficlancy or

USE FOR PREGMANCY AND LACTRTION:
Tadalafil must ned be used in women_ Thera are no available data about the pregnancy in clinical studies.
Rat studies go not indicate matformatiens or lostalneonatal toxicity, whan use up to 1000 mg/ikgiday.

EFFECET ON ABILITY TO DRIVE AND USE MACHINES.

Tadalafil has negligible influence on the ability to driva of use (machines, Although the fraquency of reperts of dizziness in
placebo and tadalafil arms in clinical trials was similar, patients should be aware of how they react to Tadalafil, betora driving
o1 using machines.

DRUS INTERACTIONS:

Interaction studies ware conductad with 10 mg andior 20 mg tadalati, as indicated below, With regard to thosa intaraction
studles whers only the 10 mg tadalail dose was used, clinically relevant interactions at higher doses cannot be complotely
ruled out

Tadalafl is principally metaboiised by CYP3A4. A selgclive inhibitor of CYP3A4, Kelocanazale increased tadatafil (10 mg)
exposure (AVC) up to 107% ralative lo the AUC lor tadalafil alona. Although specilic interactions have nol been studied, other
prolease inhibitors, such as ritanavir or saquinavir, and other CYP3A4 Inhibltors, such as arythromyein, clarithromycin,
itracanazele, and grapefruit juice, should be co-administered with caution, s they would be expected lo increase plasma
concantrations of tadalafil. Consequently, ihe incidence of tha adversa reactions might be increased.

The role of transporters (for example, p-glycoprotein) in the dispesilion of tadalafil Is not known, Tharelora, there s the
potential of drug interactions medialed by inhibition of transporters.

A CYP3A4 inducer, rifamplein reduced ladalafil AUC by 88 %, relalive lo the AUC values for tadalafil alone (10 mg). Other
\nducers of GYP3A4, such as phanobarbital, phenytoin, and carbamazeping, may also decrease plasma concontrations of
lagaati.

Ettects of tadalafi on eiher medicinal groducts

In chinical stdiss, 1agaiglll (10 mg) was shown fo augment the hypotensive effects of nirates. Therelare, administration of
Tadalalil to patients who are using any lorm el organic nitrate is contraindicated
Tadatafil is not expected to cause clinically i arindustion of the of products

by GYP450 isoforms. Studies have confirmad that tadalatil dogs nol (nhibit or induce CYP450 isalorms. Including CYP3A4,
CYP1A2, CYP2D6, CYP2E1, CYPZCS and CYP2C19,

Tadalatil (10 mg) had no clinkcally significant altect on exposure (AUC) 1o S-warfarin of Re-warlarin (CYP2C9 substrate), nor did
{adalafil affect changos in prothrambin time inducad by warlarin,

Tadalafil (10 mg) did not potentiata the increase in bigeding ime caused by acatylsalicylic acid.

in clinical pharmacology studies, the potential for tadalafil ta augmaent tha hyp! effects of i
products was examined. Major classes of aniihypariensive madicinal products were studisd, including calclum-channel
bicekors (amlodiping), anplolansin converting enzyme (AGE) inhibilars (enalapril). beta-adranorgic raceplor blockers
|matoprolol), thiazide diurstics (bendralluazide), and angiotensin Il racaplor blockers [varloUs types and deses. alone of in

https://vnras.com/drug/

94% of tadalafll in plasma is Bound fo proteins. Protain Binding is not affected by impaired renal functien.
Less Ihan 0.0005% of the administered dose appeared in the seman of healthy subjects.

Blatranafarmation

Tadalalll Is p: inant d by tha cy P450 (CYP) 3A4 isoferm. The major circulating miatabolits is the
mathy hol gl de. This is at leas! 13,000-foid lass potent than tadalafil ler PDES. Conseguently, it is
nat expected 1o b clinically active al observed matabolits concentrations

Tha mean oral clearance lor ladalafil is 2.5 Uh and the mean half-life s 17.5 hours in healthy subjects.

Tadalalil Is excreled predominantly as inactive metabalites, mainly in the faeces (approximately 61% of the dose) and lo a

lesser axtent in the urine (approximataly 36% of the dosa).

Tadalafil pharmacokinetics in healthy subjects are linear with respect fo time and daesa. Qver a dose range of 25 10 20 mg,
p (AUC) i propomonally with dose. Steady-state plasma concaniratiens are attained witnin 5 days of once

daily dosing.

Pharmacokinetics determined with a population approach in patients with arectile dysfunction ara similar to

pharmacokinatics in subjecls without eractile dystunction.

Elderly
Healthy aldarly subjects (65 years or over) had a lower oral clearance of tadalafil, resulting in 25% higher exposura (AUC)
relative to healthy subjects aged 19 to 45 years. This efiect of age is nat clinically significant and does not warrant a dose
adjustmant.

Renal Insufficiency

In clinical pharmacalogy studies using single dose ladalafil 10mg. in subjects with mild (creatinine clearance 51 to 80
mbimin) er mederale {craatinine clearance 31 to 50 mLimin) renal impairment, tadalafil exposure (AUC) approximately
was higher that observed in healthy subjects. In clinical pharmacology studies other, Tadalafil exposure (AUCY) in subjacts
with end-stage renal disease on dialysis is comparable fo exposure in haalthy subjects when a dose of 10 mg is
administersd. Thera are no about the adr of more than 10 mg desing of tadalafi to patients wilh
renal impairment.

Hapatic insufficiency

Tadalalil exposure (AUC) in subjects with mild and modarate hepatic impairment [Child-Pugh class A and B) is comparable
o exposure in healthy subjects when a dose of 10 mg is administerad. There ara no avallable data aboul the
administration of more than 10 mg desing of tadalafil to patients with hepalic imparmant.

Patignts with diabetes

Tadalafil exposure (AUC) in patients with diabeles was appreximately 19 % lower than the AUC value for healthy subjects.
Thers are no available data about the adminisiration of mare than 10 mg desing of tadalalil to patients with diabates
Preclinical satety data

MNon-ciinieal data reveal no special hazard lor humans basad on conventional studies of safety pharmacology. repeated
dose toxicity, genotoxicity, carcinoganic potential, and taxicity to raproduction

There was mo v of icity, or k icity in rats or mice that received up to 1000 mg/kgiday
tadalafil. Ina and postnatal study, the na d effect dose was 30 mg/kg/day. In the pregnant
ral the AUC for ealculated froe drug at this dose was approximately 18-times the human AUC at a 20 mg dose.

There was no Impalrment of fartlity In male and female rats. In dogs given tadalalil daily for 6 1o 12 monins at doses of 25
mg/kg/day {resulting in at laast a 3-fold greater exposure (ranga 3.7-18.6] than seen (n humans given a single 20 mg dose)
and aboya, there was FagI of the tubular ap that resulted in @ decrease in spermatogenesis in
some dogs (see Pharmacodynamic propertiesy

PACKING: 1 Blistor % 2 tablets; 2 biisters x 2 tablets; 1 Blister x 4 labiets: 2 blisters x 2 tablets.

STORAGE: Stora in a dry place, Keep under 30°C. Avold light
SHELF LIFE: 36 months from Mig. Date

STAMDARD QUALITE In-house
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THANH PN cONg THOT THUGE:
MBi vién nén bao phim Elotada 10 chira:
= Thinh phiin duge chit: Tadalafl 10 mg
- Thanh phiin 18 duge: Cellulase vi tinh thé M101, betacyclodextrin, finh B)t g5, povidon (Kellidon 30), magnesi
Stearal, croscarmeliose hat, sificon dioxyd, opadry white, mAu oxyd s&t vang.
13i vitn nén baa phim Elotada 20 chira:
= Thanh phan durge chit: Tedalahl 20 mg
= Thanh phiin t dugc: Cellulose Vi tinh thé M101, belacyclodextrin, tinh bdt ngd, povidon (Kollidon 30), magnesi
Stearal, croscarmellose natr, silicon dioxyd, opadey white, mdu oxyd sl vang,

TANG BAD CHE:
Elatada 10: Vign nén dii bao phim mau vang, hal mat trom.
Elotada 20: Vign nén oai bao phim mau vang, hal mat trom.

chl B

Didu trj rdli loan curong dwong & nam gid trudmg thanh.

i tadalafil o6 higu qua trong didu trj réi loan cwong duong, chin cd hogl 300G kich thich tinh dyc,

Tadalafil duc chl ginh & nguodi Iom dé didu trf ting 8p 80ng mach phdl (PAH) thea phan logi chic ndng cla WHO nhém Ii va i,
nhdm ciil thign nang Ie tBp thé dyc:

Higu qui dA duge lim thily trong didu tr PAH v0 can (IPAH) va PAH lin quan vei benh ma an kit

LIEY DOWG:
- Rbi Ingn cuong dueng & nam gisi insémg thanh
Lidu tadalafil dugo khuytn ding 18 10mg sir dUng lrrdre khi dy tinh quan b tinh dyc va khiing lisn quan t1 bira an,
Trong treérng hop lidu tadalafil 10mg khong dat hidu qud, cd thé tang bu 20mg. Sir dyng it nhAt 30 phit tarée khi quan hé tinh dyc.
Lidu 15i da 14 ngay mét n v khong ding lién tuc mé&i ngay.
- Téng &p 84ng mach prdl
Dibu 1 nbn Awge bt Ahu va theo d6i béi bac i ob kinh nghigm trong didu trj PAH.
Libu khuyén co 12 40 mg ubng mét iin mdi ngay o6 hodc khiing cb thire @n,
Bénh nhin cao tudl
Knang chn giu chinh lidu trén banh nhan cao twi.
Suy thin:
- Rbi loan cwong duang ér nam gidt tnrémg thanh: Knang cn Gibu chinh libu & bnh nhan suy thiin nhe dén trung binh. D& véi binh
nhan suy thin ndng, 10 mg 13 libu 18] da durre khuydn nghi 88 dibu Irj thea yéu chu.
Libu ding mot tin mot ngay cia tedalafi kntng GLrgrc Mhuyln co & niimg Llih nhain b suy thin ndng (xem muc Clnh bo va 1in rng)
- Téing dp dng mach phii; & bnh nhan suy han nhp 88n trung binh, nén bit du ding iéy khdi ddu 20 mg mdl ngay mot iAn. Libu
6 ihé ting lén 40 mg mi ngdy mdt 1A, dwa trén higu qua va khit ndng dung nap ciia timg ¢4 nhan. €Y nhimg bénh nhitn b suy thin
ning, vigc sir dyng tadalafil khdng dugre khuyén cio (xem myc Canh bdo va than treng)
Suy gan:
- Réi logn curang duang & nam giti tnsémg thanh: Lidu khuybn cdo 13 10 mg tebe khi dy tinh quan hd tinh duc vA cb hodc khing
8 thic &n. C4 di gy lam sang han chib vb sy an toan oua (adalafil & banh nhan suy gan nang (Tré em- Nhém C Chisd-Pugh); néu
duge quy dinh, vibc 8anh gis k7l ich § i 10 64 nhiin cin thin N8N dugs thiye hign bid bac sTké dan. Khidng o dir lidu vl vide sir
dyng by cao hon 10/mg tadalafil cho binh nhan suy gan.
Uik dang mét Lhn mit ngdy olia tadalal dd dibu i rb lepn cuong duang chua dwge danh g & Bdnh nhiin suy gan; do 66, nbu
Gurge ybu chu, vise 880N gia 1o ich i il 0 cd nhain cn thin phal AUt twe hign bév bac 57 kb don.
= Tang ap 60ng mach phi: Do kinh nghigm 1m sdng han chib & bnh nhin xo gan nhe gén trung binh (Nhom A vl B Child-Pugh),
“"mﬂ‘rv“bumMmm.%umuhinmgm%wﬂnnﬁmummﬂl.Muuﬂmnwmum.mnm
W g7 keh | il ro ¢4 nhan cin thn nan durge thie hign bdi bic 3T ké §on. Bonh nhan b xo gan ndng (Trd em- Nhém G Child-Pugh)
chura durgre nghiln cin vh do 86 khiag nin ding ladatafii
Ding che B4nh nhsn b) tdu duimg:
Rbilaan cuang duong & nam gk insimg thdnh: Khng chn dibu chinh U trdn bl han thu dutmg,
Ding cho tré em:
Khéing eb dir ifu sir dyng tadalafil cho ind em libn quan @b vige Sibu b réi 169N cuwang gyomg
Sy an todn v hidu qud cia tadalafil trong dan sﬁbémmuaawcmmlap.

cACH piwe:
Dung duemg udng.

el cul Byws:
Twcscnghunmuumnng.mmmbﬁéummmmucumhahuﬂ!lpmmmm.ammmummm
phéi berp cla nitratas vA tadalafil tén chu trinh nitric axida/cGMP. Vi vay, chéng chi dinh sir dyng ddng thoi tadalafl ver cac chit
nitrates hiru co dudi bt cir dang ndo.

T4t cA c4c tde ahan dang & dibu b réi loan cuong dueng, bas gm cA tadalafil ddu khing duge ding cho bénh nhan nam ma hoat
0ng tinh dyc cAn ranh do bIRN tim mach khéng én dinh. Thily thubc clin luu .6én nguy co bénh tm tibm dn do 88n hoat agng tinh
dyc & nhing bnh nhan o6 sbin bdnh tm mach tlr inrdc )
Mhimg nhom bénh nhéin c6 bénh tim mach sau ddy 4 khéng duge thy nhdn twong cdc thir nghigm 18m sing via do 86 chitng chi djnk
vilc sir dyng tadalafil abi vér:
- Bnh nhan bj nhdi mh!wl.iﬂmmé‘:"ﬁ E'Dnnln: el el DO 6

nh hay co con dau .

i B¢l1h nh?n Eol,wn.ﬂl.“f Ef:??ﬁw_h EP\.I ﬂm)‘u-uvmmnli suv lim niing hon trang vang méi 6 thdng

https://vnras.com/drug/

kénh calcium, (rc ehd thy thé beta-edrensmgic. vamay (rc chi thy thé alpha)

50 dyng tadalafl (10mg. ngodl Iy CAC T nghigm v 682 chilt (e chv thy thi angiotensin 11 v amiodipin Tl U 8p dyng 1
20mg) 88 khoing thiy ca bidu hidn S4¢ romg tae mube v bidu hibn Lam siing 5 rit ai wai bt Iy logi N0 trong nhém ndy
Tadalafil {10 va 20mg) khitng c0 1S 30 thay abi r rit rén 18m sng wh huylt dp khi ding chung v tamsulosin, mitchil i
i thy hd aipha-sdrensrgic. B4nh NPAN sl gung abing thiri tadaiafil 20 mg ven cac logi thude ha Huydt 8p, o6 18 58 o8 ha huydt
49, nhung thudmg b giam [t v KNGNG 5 thay ol skt trdn lim sing. PRan tich & I cic thir nghim im sdng & pha 3 tho
thily kNOng e sy khac nhau vi E SVUN9 NG § & blnh nhan dUNg BBISM o km hay khng che thubc ha huydt 8p. Tuy nhidn,
ciing chn phal o6 i Knusyn thich TP €50 i, rian i khdimiing £ 0 xdy ra ha hurylt dp khi dang didu rf chung ver cac thubc
ha hindt sp

Hbing 46 rugu (ndng d 181 da 10D 1N Tong ma,, 13 0,08%) khbng bil 41 Mg ki iy dung dding thiri ver tadalafl (10mg) Tac
000 i g trdn chire nng I8N TIE hing g1g, 4 v méin huylit 4P €00g kg tang Go tadalafi. Ngoal r. quan S8 khdng
thiy 04 thay abi nbo trtn ning 00 €08 1B93afi 3 gy sau kil ding thude 630G thir vl neou

Tacalafi 16m 180G kha dung sinh hoc C03 ethimestradiol ding dutmg wdng: kit qul cling tiromg tw N vy 381 vir terbutalin
durtrng ubng, tuy nhibin trin e ANQ trén I8 sang ciing khong chde chin dm.

Trong mit ciing trinh vb Curgc f lam sang. tadalafil 10mg diang chung vii theophyflin (m! chit ire ché phosphodiesterase khiing
chon loc), khéing thiy cé hwamg tie v duwe 8600 hoc. Chi ot mdt te Bing vék dugre e hoc 1 ship Bim ting nhe (3.5 nhi/phit).
Mije i t4z ddng ndy khang diing kb v khng BaY dnh hurdmg 18 il bién lam sang & thir nghigim nay, nhung cing cAn luu ¥ khi
sir dyng chung wi ed6 thulc v cac thubc nbu rin

Céc thir nghigm vl ong (e djc bigt abi vér ¢ Mude i banh tidu dutmg churs duere the hign

TAC DyNG KHOWE MONG INUGH (ADA -
mmwmwummmnnllmmﬂﬂmm.mwwmmmnmnmmmum

———T T
O e
—
B phan trén oo thé mi iﬂw E’iﬁ']’»”f'i' mm-zmu :rg.;;m (%) N
H8 thén kinh Nhire 3y 55
HB tidu héa [18
Béng 2 Tac dyng ngoRi ¥
thuémg ggp (> 11100, < 110}
[Bopnanwencom | Tac dung ngosi| tadeian_10-20mg | Placabo (%)
1 (%)M =724 N=379
H& thiin kinh Chéng mt 23 18
H8 tim mach 96 mat a1 |16 |
mlm hép, Bing ngyc va trung :E."\Em :HM 43 32
M8 libn két va mé cor xuremng :;II.I lrng [ dau | 65/6.7 42118 ‘

Nhimg e dyng phy khisng thusme xuydin sy ra & sumg mi mét, nhimg clm gidc duge md B nhu dau ti mat va kit mac sung huydt.
Cit: tie dyng ngogi e ghi nhin wéi tadalafil thudng thodng qua v & mic 8 nhe hay vira.
Khang cd ddy 60 cac dir iu v tdc dyng phy & nhimg bdnh nhan tréin 75 tubi

0UA LiEu vA cAcH xii TR

Nhimg libu duy nhilt che dédn 500myg tadalafil 43 duge thir nghigm trén ngui khod manh wa lidu 100 mg nhibu 14n méi ngay da
dugre ding cho binh nhan, Céc phin kg phy xdy ra ciing tuong ty nhur nhimg phan dmg phy cda libu thip hon. Trong tnemg
herp qué libu, cac Bign phap hd tro tigu chudn clin duge thyre hign ty theo ybu clu

B TiN DUE LU Hpc:

Thuds duge dang tong ohl dinh mdi loan curang duomg.
Tadalafil 1 chit (¢ ché chon lpc, ob hdi phyc guanesin monophosphal vong (cGMP) - ddc bifl [a rén men phosphodiesterase
tuyp 5 (PDES). Khi kich thich tinh dyc dlin gl phong thich nitric oxyd tal chd, sy dc chd PDES cia tadalafil 1am ting ndng a0
nGMPwngméhnrq;-mlun-iyﬂwmwwwnwumungdongmauvaowngm}dwwuil.mdonymqu
v, Khi khing &6 kich thich linh dyc, tadalafil khiing c8 thc dyng gi

Céic nghidn cir in vilro cho thiy tadalam g chd chon loc PDES. PDES 1A mii men dugc tim thdy trong cor trom th hang, cortrom
mach mau vA WNY. 00 xuong, by cdy, thin, phli va blu Ndo. Téc ddng cia iadalafil iin PDES mgnh hom cdc
phosphodiesterases. Trén PDES tadalafil manh gdp > 10,000 idn hon POE!, PDE2 vih PDE4, Lo nhimg men tim thdy trong bim,
nBo, mpch mau, gan va NI oo quan khae. Tac 60ng cla tadalafl rdn PDES thi g&p > 10,000 14n mgnh hon PDE3, mdt men
tim thy trong im v mach méy, Tinh chon lpc bdn PDES 50 véd PDE3 1 et quan trong vi PDE3 18 mit men iién quan i sur 0o
b4p cortim. Ngodi ra, tadalafil e8 tie dgng trn PDES manh hon khodng 700 3n 50-véi PDES, 1a mt men tim thily trdn wiing mac
VA gity ra sy W nap hinh 8nh, Tadalafl can cb téc 34ng trén POES >10.000 lin manh hom trén cde men tir POET dén PDE10
Hllmmmnmmumﬂ&a\qnmwhmwsﬂmnnanmnM:tqﬂhmwnupmwammm'r-mmu
98 chirng 18 6 cai thign b § nghia théng ki so v gid dugc v chirc ndng cvomg v knd nang giao hop thinh cong cho adn 24
i sau khi diing thubc; cing nhu wiy, kha naing dat due v Uy Il E1romg diromg vist 88 giao hop thanh obag $o v il duge
chi chn sau 16 phist sau khi dlng thudc. Nhat ky ghi chiép (SEP: Saxual encounter Profila diay) wé céc cubc giao hop cla bdnh
nhan t70ng trang cdc thir nghigm 1m sang cling od két qud tromg iy v& thi gian 8&p img vi md1 1§ 1§ cao v giao hap thanh
edng e § nghla thing ké & nhom sir dung tadalafil so v&r nNGm sir dyng gid dugre, trong thr glan tr 10 66n 24 tdng sau khi sir
mmommwmmmmummmmmwﬂhn}w\qh&mumwm.
& ngutr knde manh, so sanh tndalafil voi gidl dugre knong thiy cd khac bigt vl huydt 4p 1Am thu va huybt dp tm trromg dil do
o-vu-mbn&mmcncmnﬁuhuawm-\gmh1_w_¢m)mymbummhM|apmmuvenuwnpumuwng
(tr] 38 181 da gldm trung binh 0.2/4,6 mmHg) va kheng b thay 681 ca § nghia trén Ahjp tim
Twngn&caﬂmmmnwllno&uﬁWqMMqﬁaMllanamﬁl‘bnﬂcmudchaﬁwﬁupﬂufmg ubng (bao gbm thude
Wdﬂhvlhﬂnmumﬂnlllmnhﬂlmumwmmromuenmmngme%n,,w”l,mnhwmm“‘v
(mmmemmd:},Tuyman.mym;mgmmmwlknuyenmimmdlmunhmq,“gumh.mm
8p khi ho £6 ding kém vor cic logl thudc ndy. ChdngeNqnhu:rummammwnenhmancmmmwwm“mm“‘
Py car. Trong mdt nghidn ciru nhiim khito 84t c4¢ 14 ddng cda tadelal rén thi gidc, bing N nghidm Famsworth-Munssil 100
sdc thal, kndng thiy cd i loan v phin bigt mau sc (xanh nurdre bibnd xanh 14 cly) g phal hign Phat hidn ndy phi hop v
il linh thip cla tadalafil 841 véi PDES 50 wiri PDES [< 0.1%). : e
Hulmﬁnwlﬁnﬂﬂwﬂmwwwdadmmhmmem

A v ok 200w sy Al s Wk rasdh 08 B A s e sk ims 8

ng trén dan dng 04 danh gia the 3dng bbm lang cla tadalafl
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- BN ARAN b tal Bién MECh NAO rang vong mai 6 thang

Khng Bugre sir dung adalafil eha nhimg bAnh nhan qua min cAm vir ladalafl Ry bt el 11k Bhin nio cia thulc.

CANH BAD VA THAN TROHE:

Chin phai tham hai va kham m sang 8k chin dodn rbi logn cutng duong cOnG MY %3¢ BINh cic banh wbm dn kém theo, i khi

i hisnh k& 10 3l dyng cac logi dupe phém

Trurdre khi bt abu bAL kj phuromg phap dibu i) ndo 88 v rb lopn crong duemg. thiy hube chn iy  dbn nh trang tim mach cia

Blnh nihan Vi 6 mot mirc 68 vd nguy co tim mach di kém vir hagt 64ng Hinh duc.

Tadalafi ct dbc tink gibin mach, kbt qul i huybt dp 38 gidm nhyng & mire 0 nhe vi 10400 qua (xem muc Dugc dgng hec) nhu vly

58 16m ting thim Hm ndng e ddng ha huybl 4p cda cac logi rat (xem muc Chéng chi )

Téo 8ng trhm trong vl im mach, bao gbm nhdi méu e im, con dau thil ngwe khdng &n Binh, loan nihip thAL, tal bidn mach ndo, com

m..mumMruu-e.ammmmwmmumﬂm“":::"-

Hern nira, eao huydt 4p va ha huyét dp, (bao gdm ha huydi ap fu th) cing xdy ra nhung k th o

idm sang. Do sd cédc bhnh nhan ndy a8 b sln ybu 18 nguy co vl tim mach. Tuy nhign mmmmwm:;ﬁ:‘i:m'

mmmmmmrx—::l:ﬂmu{:mywluym

Hién nay chua co nhidu d ligu vl tinh an a tadatafil rong n nhém bénh nhan

Mn.mhmdnmﬂmmd:h?ﬂnimnmnuhqpmlmnnwm; Y S0 07 . et o o

- B4nh nhan bj suy than ndng (44 thanh thai creatinine s 30 milphin).

+ Binh nhéin bj sy gan ngng (Nhém C Chikd-Pugh),

uiumdahﬁntcmmﬂumudadangwmgmmm\hmmmbﬁhmenmmmﬂmmhmmwmmmmunm

r51anmmmvauumnmnmmmwimeﬁnin-3idin50nW1Nnnnngmnmmmnwwmﬂm

thém Kich mau.

Cmgﬁaumvﬂlﬁ‘vhﬂqumnh&wmmwmmmumnndummm_xwm‘wmdm.,‘.“

Gurgre ghl nhan véi mit ehdt irc ehé POES khac. Bitnh nhan bi curong duemg vt kéo dai 4 gir hay lu hon, ehn duge khuyén cdo

:::PMM-thmmammumwmﬂmmMhdmmmnmumnnanm“wmqm
ra.

Clmlhhtrwnkhlumhd-almHnninnmnmmﬂﬁMnmemumﬂianhmmmm

ninh sbm, 82 u biry, bénh bach chu), hay trén nhimg bénh nhén ¢4 bidn dang gidl phiy duemg vt (nhur duong vist gl géc, blinh xor

thé hang hay bénh Peyronie),

Vige: Ganh gia 18i logn cwromg durong cln phil xem xét cd nhimg nguysn nhan bdm dn e8 th kem theo 84 cd phuong phép dibu tr

thich hp sau khi 88 danh gia vh bdah iy cla beah nhin,

Hign nary khng bidt 13 tadalofil 68 higi quil hay khdng trn rhorng beah Ahibn 18n heom iy s80g v nhtmg binh nhan ob philu thut

wing chiu hay phiiu thudt tuyln tin Bt

Khaing ding Ladalafl cho nhimg binh nhan c& nhimg vin & vb di truybn lign quan dlin khang dung nap galactoss, khuydm khuybt

men Lapp lactase hay rdi ioan hip thu glucose-galactose.

Tinh an toén vé hi¢u qua khi phéi hop tadalafil v cac thude khic 0 ddu i bl loan crong chua duge nghian cru. Do dd khuyén

o khing niin ding phii hop cac logl thube nay

Trong thir nghidm duec i hilin trén ché, st dung tadalafil mBi ngay trong § 3én 12 thing v Iibu 25 mg/g/ngdy (i 18 by c6

dign tich dudi dutng cong ém hon gép 3 n [dao ddng trong khodng 3.7 - 18.6] so véi libu duy nhdt 20mg ding & nouer) va cao

nomnira, quan st thiy e6 suy hosi n: mac dng sinh tinh cla inh hodn gdy rathidu tinh treng mit s chd, Hal thir nghidm kéo dal

trong 6 thang thuc hign trén nowiri tinh nguyBn di cho kit qué khac voi kt qul trén (xem phiin Owpc ddng hoc). Higu qué khi sis

dyng hu mBi ngay 18y dai chira Supe thyc hign do 36 kién quyt khuydn clo khiing nén st dung thubde mi ngay.

P meme e ey e g e ——————

| siroyms THulic £HO PHY WO MANS THAI YA CRO CON B{:
Khéng e4 chi §inh tadalafil cho phy nir. Khang am thire nghidm tréda phy nl ob thai.
Khiing ¢ bling chimg v tinh sinh quai thai, 8¢ cho phai, hay 84c cho thai nhi ea chudt eéng hay enudt nhA! khi sir dung by cho
171 1000 mg/kg/ngay.

At ing coin THUGC LEN 100 NANG LAY XE, VAN RANH MAY Moc:

Tadalafil khéng dnh huréng hay co dnh hudmg nhung khong dang ki abi vei kha ndng L4l xe v vin inh miy mée. Khing b thir
nghim chuyén biét dé dénh gid tac déng tém tang nay.

Méc di if 1§ céc béo cho vh thc ddng gly hoa mét ciia gid duoc va adalafil trong cac thdr nghiém m sang la nhu nhau, uy nhién
bé&nh nrdnnenmmmﬁmmnmﬁmnmmmmm..mmummm.

TUOMG TAC cia THUGe:
Nhidu cng trinh nghién curu v rong téc thubc sir dyng chung vé tadalafil 10mg €8 durc thise hign va mi L dudi day. Trong cac
edng trink ndy, lidu tadalafil si dyng chl 14 10mg, do 6 cde tridu chimg 1am sang n cuan &hn vibc sir dyng libu cao hom 68 dsnh
gi4 brang téc thubc khong thél it ké hodn todn dugc.
Tac agng cua cic thude khac 0bi ver tadalanil:
Tadalafil 8ugc chuybn hod chi ybu bii CYPIAL MAL chilt e chb chon e CYPIAY, ketoconazol, Im ting dign lich duti dutmg
cong (AUC) cia tadalall toi 107%, khi 50 sanh v gid tri AUC eia tadalafil (10 mg) ehi sir dyng mdt minh. Mie 80 cde frong tac
chuyén bidl chira dugc nghidn cira, mit vai chit (e ché men protease, nhu ritonavir hay saquinavir, va nhimg chit (rc ché CYP3A4
Khiic, nhur erythromycn, clanthromycin, iraconazols va nurdt: &p qud nho khi S0 dyng abng thai voi tadalafil chn phai than roag vi
ching cd thi 1am tang nding a6 huyét hrong ciia Ladalafil. Nhu viy, 18 cAc the dung khang mong mudn cing ¢ thé tAng.
Chirc niing cda cac chdl chuyln chés (i dy b p-glycoprotein) chua dugc bidl, do @6 ndu cac chit ndy b irc chik s& ob mdt idm
tang v luong tic ube
Mgt chlt cim mg CYP3AA, thi dy nhr fitampicin, 1m gidm din tich dui dubma cong (AUC) Ladalafi 161 88% khi so sénh véi gid
il AUC ciia tadalsfil {10mg) chi sir dung mét minh. Vigc sl dyng dbng thari cac chilt cdm g CYP3A4 khae nhur phencbartital,
mnmlnnmummumngwnmwmumnmm|m_
Anh huémg cia tadalafil 481 vérd nhimg thubc khac:
Kt qui cila cée thir nghibm nghit e 14m sang cho thiy tadalafil (10mg) o6 bidu hin gy wing t4e dfng ha dp cla nitrates. Do
6. chdng chi dinh sir dyng ladalail cho binh nhan dang ding bt o dang thubc ndo ciia nitrat hiru oo {xem miye Chidng chl dinh).
Tadalafil khiing o6 tc dding gy e chil e bidu hidn rd gt rén lAm sang Nay J8r cam tmg sur thanh thal 98] vi cac thubc mé sy bidn
dudng do béi ede cht dbng dang CYPAS0.
Cée két qud 1ir cde odng trinh nghién ciru xic nhin ring tadalafi khdng e ché hay cdm ing chit bng dang CYP450 bao gm
CYP1A2, CYP2D6, CYPZE1 vé CYP2C9.
Tadaiafi (10mg) khdng oo tic 43ng rd rét trén 1am sang lidn quan adn didn tich duti dubng cong (AUIC) khi 50 dyng chung Yol
S-warfarin hay R-warfarin {cor chit CYP2CA ) cling nhu tadalafil khdng od téc 3dng Lim thay adi thin gian prothrombin khi dang chung
wiri warlarin,
Tadalafil (10mg) khdng ct tic d3ng tidm Ling gly kéo aal thed gian chiy mau khi dung chung vér acatyl salicylic acd.
Trong c4C nghi cirU thire AGhIGM b durge hoc, e G9ng tbm tang cla Ladalafil 18m tng 34< Lirh hy huyét dp cia chc tube he
huybt 4p clng &3 Guvc khdo it Céc nhém thube g huybt ap chd ybu 85 dugo nghién ciru. bao ghm thude e chb kibnh calcum
(amiodipin) ¢ chi men chuybn angiotensin (ACE), (snalaprl), ic chd thy thé beta-adrenergic: (meioprolol) g1 tidu thiazid
(bendrofluazid), va trc chd thy B angiotensin Il (bao gbm cac ibu knac nhaw, diing dam thudin hay phéi hop vii thiazides. e chi

https://vnras.com/drug/

giéim 50% v thdp hon thé nda. Ngodi ra, khi 0 s4nh virl nham sir dung gid durgrc. khiing thity £6 sir khac bigt vh 88 iugrg tinh
tring. hinh, dang tnh iing, hay 8 di 30ng cia tinh tring &1 v ¢4 2 iy 10mg hay 20mg. Tuy nhién trong thir nghiam sir dyng
tadalafl 10mg trong 6§ thang, kit qué cho Ihdy 14 mdt 48 irung binh ca finh tring o8 gidm sovér nhom sir dyng gid duoc. Bidy
nay kndng thy khi sir dung & liéu cao ham. 20mg tadalafil ding méi ngay rong 6 thing. Khing thily cd tc ddng trén ndag ap
trung binh clia testostaron, harmon luteinzing (LH) hay folicle stimulating hormen (FSH) kni so sanh cac iibu tadalafl 10mg va
20mg vér gid durge,

Thc d8ng 00 3 dung KU di chua duge 34¢ lp (xam muc Cnh bdo v Ihdn trong, An todn bbn lm siang)
muﬂ\ﬁd:lﬂumuh|uumga|MtMp‘dm"!anwmmmmgunms.zsuunnmm.,hm
bénh nhan ¢4 rdi logn cuong duong cic MIFE 80 khéc nhau (nhe, vira va niing), nguydn nhan khic nhau, 66 1Ll tir 21 86n 86
i vih Hhaslic £4€ 940 b khac nhau. Ba 8 b4nh Ahan o6 181 loan euong W thibu trong 1 ném. Trong cang trinh nghsn o trén
s @bng bénh nhin 88 diinh gia chi yéu vb hidu qui ndy, B1% binh nhan bao cda ring tadalafil cii thidn chire nang curong so
wirl nhém sir dyng gi durge chi o8 35%. NO 1 & nhimg bENh nhan cb rdi lagn curomi vin efe mie 85 ndng khic rhau a8 bio
o 14 o6 i thidn chire nding khi sir dung tadalafl (ubn iy 15 86%, B3%, vA 72% cho cic mire 40 virs, tung binh vl ning so ven
45%, 42% vi 19% & fhom sir dyng il SuUgT).

Trong rhimg cong trinh nghién cir chil yéu v hidu qud, 75% cbc cudc glao hop thanh cdng khi sir dung tadalafil so véi 32%
nhém sir dyng gid duge.

Bic Tiw DUC BN Hoc:

Hilp the

Tadalafl g hdp thu nhanh chéng sau khi udng vA ndng 84 huybt tuomng 14 da trung binh (Cmax) dat dwge khoding 2 gity sau
khi uéng. Tinh khd dyng sinh hoc gt i cia tadalafil dang udng chua duge thidt I9p. Thire &n khiing o téc B9ng cd ¥ ngha
140 trén 1am sang 884 vél nhip 80.va mire 49 hép thu cla tadaiafi, do 86, tadalafi o8 thd ddng chung hay sau khi dn. Thir dém
sir dyng thude (buli sdng 50 i bubi chibu) khdng o& &nh hiimg od §f nghTa trén im sdng 84 vir nhip 4 va mirc 89 hdp thu thuéc.
Philn phii thude

Thé tich trung binh ciis sy phan phi thube sau khi sif dung vao khodng 63 L. & ndng 60 tibu i, 94% tadalafl trong huylt kromg
péin kit vl protein. Sw gin kit vir protein khiing bi 4nh hurdmg bl chirc ndng than. Dui 0,0005% lidu thude 37 dyng xult hidn
trong tinh dich trén nhiimg ngudd khod manh.

Sinh chuydn hoa

Tadalafil duge chiyln héa chd ydu béi cytochrom P450 (CYP) dang dbng vi 3A4. Chilt chuyén héa ke théng chis ybu 18
mathyicatachol glucurenkd. Chit chuylin héa ndy cd the 88ng kém hon It nhit 13.000 i3n 5o v waakafil trén the d6na abi vin
PDES. V1 wily khéng thy o the afing trn 1am 5ing v&i cée nding 84 cac chit bidn dung theo d&i duvs.

Théi i

B4 thanh thal rung binh ki sir dyng bing durtmg ubng ciia tadalafil 14 2.5 LJ gt va thix gian ban hiy trung binh 13 17,5 glés trén
nhimg nguer khise mgnh. Tadalafil dugc bal it ehi yéu duéd dang nhimg chilt chuydn héa khéng tac dung. ehl ybu trong phan
{khoding 81% Il thubc) va vt mirc 83 It hen trong nudc by (khodng 36% libu thube).

Tuydn Hnh/ Khéng-Tuydn tink

Burtrng bibu didn duge Bdng hoc caa tadalafil iBn quan gitra thid gian va iy wang trén nhimg nguén khod manh 14 dutmg
thilng. Khi ede by hgng vugt qué ngumg tr 2.5 dén 20mg, dilin tich ving dudi dutmg cong (AUC) s8 tng vong img thee
by lugng

bng a9 thubc trong huyét iromg Aat Bn dinh rong vong 5 ngiy i vir viée ding isbe mdi ngay mot tin.

Dugre 40ng hoc dugre xée dinh trin nhimg binh nhin b i logn cuong duong cling fong & nhur dugc d0ng hoc trén nhimg
nguis khting bj i logn curong duomg

Céic nhém bynh nhan die bigt

Ngueos cao tui

Nnmg ngutsl cao tubi khod manh (65 tutk hay ham) o688 thanh thii tadalafil thip hom, dlin dbn kit qué i didn tich dudi dudmg
cong In (AUC) hom 25% so vii nhimg ngirod khod manh tudi iy 19 8én 45. Tac 3ng vh tudi nay khng cd bidu hidn dic bidt
1 18 séing néin khang cin phai diku chinh b ding.

Suy thin

Trang méL thix nghidm 1am sang v dugre hoe tnbn ARG AgURS iy than nhg (39 thanh thai creatinin 14 51 dén B0 mVphdt) hay
vira (69 thanh thai creatinin 1431 84n 50 muphat), dién tich dudi dwémg cong cla tadalafil (AUG) im hom khi S8 Sanh véi ngudi
knod manh sau khi ¢ang lidu 10mg, Trang mdi cdng trinh thir nghiém wi duge hoc khac trén nhimg bénh nhin suy han giai doan
cubl dang thiim tach mau, dign tich dui Sutmg cong cia tadalafl sau khi 5& Syng bu 10mg cling rong by nhu nhém khie
manh. Hilin nay chira cd 6l iu v chi dinh lidu tadalafil cao hem 10mg eho nhimg bnh nhan suy than.

Suy gan

Dién tich dudi dumg cong ciia tadalafil (AUC) & bénh nhiin suy gan nhe hay vira (Nhom A va B ciia Child-Pugh) hrong uong
il diin tich dutsi durdmg cong nhirmg ngudi khod manh khi sir dung lidu 10mg.

Hign nay chura cb dir ku vé chi dinh lidu tadalafil cao hon 10mg cho nhiyng bénh nhin suy gan.

Binh nhin iy dwimg

Dign tich duts durng cong (AUC) cla tadalafil & bdnh nhiin tidu dutmg thilp hon khodng 19% so v diin tich dudi dwémg cong
e ngurtr Linh thuimeg khoé manh. Hign nay chirs ot o B v chi ginh b tadatafi 50 hom 10mg cho nhimg bénh nhan bl dutmg.
An tobn tidn lm sing

Cde ol ligu udn lam sang cho thily ring khdng o6 nguy Nl Ao cho nguin dua tin cde nghidn ciny thea quy wée vé duoe an
todn, d%c hai trdn gen, tinh giy ung thee, vis 88 tink rn hi sinh sén

Khong c6 bng chirng v tinh sinh quai thai, 04c frén phi hay d8c rén thai nhi & chudt nhdt va chutt clng ver b ln 14
1000mg/kgingay. Trong mdt céng rinh nghisn cinu vh phit tidln tnrére va sau khi sinh cia ehudt nhit, lidy tc ddng khing ady
héu qud 1 30mgrgingdy. B véd chudt cb thai, dign tich dudi dutmg cong cho thude t do tai idu ndy 1a kiodng 18 1An so voi
dién fich duréd durdmg cong cla nguin & bbu 20mg.

Khang thiy o8 ndi logn vh khil nlng sinh sdn & chudt nhit dye va cal

© ché sir dung ibu tadalafil mbi ngay tir 6 adn 12 thing voi cic By 25 m/kgingdly (& Ty ndy, didn tich durdd dudmg cong I6n
g4 3 Hin 50 v ngur ding ibu duy nhét 20mg) hay cao ham, cé sy suy thodi nli mac 8ng sinh tinh cia tinh haan dua dén thidu
tinh & mdt v&i con ché (xem miyc Cénh bao va thgn trong, Duge: yc)

QUY CACH BONE 881 Hap 1 vi x 2 vilnf Hop 2 vix 2 vibr/Hlp 1 i x 4 vinHop 2 i x 4 visn

BUEY KIEN B0 QUAM: Bao quan thubc & not knd, thoding, nhigt d durdi C°C, trinh Anh sdng

HAN DUNE COA THUBE: 36 tang i tir ngay san xut

TIEW CHU: Tidw chubn cor s,
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