" VIAGRA

sildenafil citrate




Viagra can cause:
+ Headache
+ Flushing

+ Dyspepsia (indigestion)
+ Abnormal vision

+ Nasal congestion

+ Back pain

+ Myalgia

+ Nausea

+ Dizziness
+ Rash

+ Prolonged erection

greater than 4 hours and
priapism (painful
erections greater than 6

hours in duration)

VIAGRA

+ Sudden loss of vision in one

or both eyes including

permanent loss of vision

+ Sudden decrease or loss of

hearing
+ Tinnitus (ringing ears)

+ Face edema

+ Shock
+ Asthenia

+ Pain

+ Chills
+ Accidental tall /injury

+ Abdominal pain
+ Allergic reaction

+ Chest pain

+ Photosensitivity reaction

+ Angina pectoris
+ AV block

+ Migraine

+ Syncope

+ Tachycardio

+ Palpitation

+ Hypotension

+ Postural hypotension
+ Myocardial ischemio
+ Cerebral thrombosis
+ Cardiac arrest

+ Heart tailure

+ Abnormal
electrocardiogram

+ Cardiomyopathy

+ Vomiting 1/3

SOURCES FROM PFIZER + FDA


https://www.accessdata.fda.gov/drugsatfda_docs/label/2014/20895s039s042lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2014/20895s039s042lbl.pdf

VIAGRA

Viagra continued: .+ Hyperuricemia + Insomnia

+ Glossitis + Hypoglycemic  + Somnolence + Mydriasis

+ Colitis reaction + Abnormal dreams + Conjunctivitis
+ Dysphagia + Arthritis + Reflexes decreased + Photophobia
+ Gastritis + Arthrosis + Hypesthesia + Eye pain

+ Gastroenteritis + Tendon rupture + Pharyngitis + Ear pain

+ Esophagitis + Tenosynovitis + Sinusitis + Cataract

+ Stomatitis + Bone pain + Bronchitis + Dry eyes

+ Dry mouth + Myasthenio + Sputum increased  + Cystitis

+ Rectal hemorrhage + Synovitis + Cough increased + Nocturia

+ Gingivitis + Ataxia + Urticaria + Urinary

+ Anemia + Hypertonia + Herpes simplex frequency

+ Leukopenid + Neura gia + Pruritus + Breast

+ Thirst + Neuropathy + Sweating enlargement
+ Gout + Paresthesia + Skin ulcer + Urinary

+ Unstable diabetes + Tremor + Liver function tests  inconfinence
+ Hyperglycemia + Vertigo abnormal + Abnormal

+ Peripheral edema  + Depression + Contact dermatitis  ejaculation

+ Hypernatremia + Dyspnea + Exfoliative

+ Asthma + Laryngitis dermatitis 2/3



VIAGRA

Viagra continued: + Diplopia

+ Genital edema " -
+ Temporary vision loss/decreased vision

+ Anorgasmi nnot achi
orgasmia (cannot achieve | . iqr redness or bloodshot appearance

orgasm) + Ocular burning/swelling/pressure

+ Eye hemorrhage .
+ Increased intraocular pressure

+ Myocardial intarction + Retinal edema

+ Sudden cardiac death + Retinal vascular disease or bleeding

+ Ventricular arrhythmio + Vitreous traction/detachment

+ Cerebrovascular » o . .
! + Non-arteritic anterior ischemic optic

hemorrhage neuropathy (NAION)

+ Transient ischemic attack + Hematuria (blood in the urine)
+ Hypertension
+ Subarachnoid and

intracerebral hemorrhages

+ Pulmonary hemorrhage

+ Vaso-occlusive crisis

+ Seizure /seizure recurrence
+ Anxiety

+ Transient global amnesia

+ Epistaxis (nosebleeds) 3/3



HOW IT WORKS

VIAGRA 1s formulated as blue, film-coated rounded-diamond-shaped tablets equivalent to 25 mg, 50 mg and
100 mg of sildenafil for oral administration. In addition to the active ingredient, sildenafil citrate, each tablet
contains the following inactive ingredients: microcrystalline cellulose, anhydrous dibasic calcium phosphate,
croscarmellose sodium, magnesium stearate, hypromellose, titanium dioxide, lactose, triacetin, and FD & C

Blue #2 aluminum lake.

The physiologic mechanism of erection of the penis involves release of nitric oxide (NO) 1n the corpus
cavernosum during sexual stimulation. NO then activates the enzyme guanylate cyclase, which results 1n
increased levels of cyclic guanosine monophosphate (¢cGMP), producing smooth muscle relaxation in the corpus
cavernosum and allowing inflow of blood.

Sildenafil enhances the effect of NO by inhibiting phosphodiesterase type 5 (PDES), which 1s responsible for
degradation of cGMP 1n the corpus cavernosum. Sildenafil has no direct relaxant effect on 1solated human
corpus cavernosum. When sexual stimulation causes local release of NO, inhibition of PDES by sildenatfil
causes increased levels of cGMP 1n the corpus cavernosum, resulting in smooth muscle relaxation and inflow of
blood to the corpus cavernosum. Sildenafil at recommended doses has no effect in the absence of sexual

stimulation.

In addition to human corpus cavernosum smooth muscle, PDES 1s also found 1n other tissues including platelets,
vascular and visceral smooth muscle, and skeletal muscle, brain, heart, liver, kidney, lung, pancreas, prostate,
bladder, testis, and seminal vesicle. The inhibition of PDES 1n some of these tissues by sildenafil may be the
basis for the enhanced platelet antiaggregatory activity of NO observed in vitro, an inhibition of platelet
thrombus formation iz vivo and peripheral arterial-venous dilatation in vivo.

MCUCLEIILC MRV EEINUE  hitps://medlineplus.gov/druginfo /meds/a699015.himl

If you are taking sildenafil to treat erectile dysfunction, you should know that it does not cure
erectile dysfunction or increase sexual desire. Sildenafil does not prevent pregnancy or the
spread of sexually transmitted diseases such as human immunodeficiency virus (HIV).



MANUFACTURER GUIDANCE

5.2 Prolonged Erection and Priapism

Prolonged erection greater than 4 hours and priapism (painful erections greater than 6 hours in duration) have
been reported infrequently since market approval of VIAGRA. In the event of an erection that persists longer
than 4 hours, the patient should seek immediate medical assistance. If priapism 1s not treated immediately,
penile tissue damage and permanent loss of potency could result.

5.8 [Effects on Bleeding

There have been postmarketing reports of bleeding events 1n patients who have taken VIAGRA. A causal
relationship between VIAGRA and these events has not been established. In humans, VIAGRA has no effect
on bleeding time when taken alone or with aspirin. However, in vitro studies with human platelets indicate that
sildenafil potentiates the antiaggregatory effect of sodium nitroprusside (a nitric oxide donor). In addition, the
combination of heparin and VIAGRA had an additive effect on bleeding time 1n the anesthetized rabbit, but this
interaction has not been studied in humans.

The safety of VIAGRA 1s unknown 1n patients with bleeding disorders and patients with active peptic
ulceration.

tell all your healthcare providers that you are taking sildenafil. If you ever need emergency
medical treatment for a heart problem, the healthcare providers who treat you will need to
know when you last took sildenafil.

do not take street drugs containing nitrates such as amyl nitrate and butyl nitrate (‘poppers’)
while taking sildenafil.

tell your doctor what herbal products you are taking or plan to take, especially St. John's
wort.

if you are having surgery, including dental surgery, tell your doctor or dentist that you are
taking sildenafil.



PRECAUTIONS

do not take sildenafil if you are taking or have recently taken riociguat (Adempas) or nitrates
(medications for chest pain) such as isosorbide dinitrate (Isordil), isosorbide mononitrate
(Monoket), and nitroglycerin (Minitran, Nitro-Dur, Nitromist, Nitrostat, others). Nitrates
come as tablets, sublingual (under the tongue) tablets, sprays, patches, pastes, and
ointments. Ask your doctor if you are not sure whether any of your medications contain
nitrates.

Talk to your doctor about eating grapefruit and drinking
grapefruit juice while taking this medicine.

tell your doctor and pharmacist what prescription and nonprescription medications,
vitamins, and nutritional supplements you are taking or plan to take. Be sure to mention any
of the following: alpha blockers such as alfuzosin (Uroxatral), doxazosin (Cardura), prazosin
(Minipress), tamsulosin (Flomax, in Jalyn), and terazosin; amlodipine (Norvasc, in Amturnide,
in Tekamlo); certain antifungals such as itraconazole (Onmel, Sporanox) and ketoconazole
(Nizoral); anticoagulants (‘blood thinners') such as warfarin (Coumadin, Jantoven); certain
barbiturates such as butalbital (in Butapap, in Fioricet, in Fiorinal, others) and secobarbital
(Seconal); beta blockers such as atenolol (Tenormin, in Tenoretic), labetalol (Trandate),
metoprolol (Lopressor, Toprol XL, in Dutoprol), nadolol (Corgard, in Corzide), and
propranolol (Hemangeol, Inderal LA, InnoPran); bosentan (Tracleer); cimetidine ; efavirenz
(Sustiva, in Atripla); erythromycin (E.E.S., E-Mycin, Erythrocin); HIV protease inhibitors
including amprenavir (Agenerase; no longer available in the U.S.), atazanavir (Reyataz, in
Evotaz), darunavir (Prezista, in Prezcobix), fosamprenavir (Lexiva), indinavir (Crixivan),
lopinavir (in Kaletra), nelfinavir (Viracept), ritonavir (Norvir, in Kaletra), saquinavir (Invirase),
and tipranavir (Aptivus); nevirapine (Viramune); other medications or devices to treat erectile
dysfunction; medications for high blood pressure; certain medications for seizures including
carbamazepine (Carbatrol, Epitol, Tegretol, others), phenobarbital, and phenytoin (Dilantin,
Phenytek); rifabutin (Mycobutin); and rifampin (Rifadin, Rimactane, in Rifamate, in Rifater).
Your doctor may need to change the doses of your medications or monitor you carefully for
side effects. Many other medications may also interact with sildenafil, so be sure to tell your
doctor about all the medications you are taking, even those that do not appear on this list.




tell your doctor if you smoke, if you have ever had an erection that lasted for several hours,
and if you have recently lost a large amount of body fluids (dehydration). This can happen if
you are sick with fever, diarrhea, or vomiting; sweat a lot; or do not drink enough liquids.
Also tell your doctor if you have or have ever had pulmonary veno-occlusive disease (PVOD;
blockage of veins in the lungs); a stomach ulcer; heart, kidney, or liver disease; a heart
attack; an irregular heartbeat; a stroke; chest pain; high or low blood pressure; high
cholesterol; a bleeding disorder; blood circulation problems;blood cell problems such as
sickle cell anemia (a disease of the red blood cells), multiple myeloma (cancer of the plasma
cells), or leukemia (cancer of the white blood cells); conditions affecting the shape of the
penis (e.g., angulation, cavernosal fibrosis, or Peyronie's disease); or diabetes. Also tell your
doctor if you or any of your family members have or have ever had an eye disease such as
retinitis pigmentosa (an inherited eye condition that causes loss of vision) or if you have
ever had sudden severe vision loss, especially if you were told that the vision loss was
caused by a blockage of blood flow to the nerves that help you see.

if you are taking sildenafil to treat erectile dysfunction, tell your doctor if you have ever
been advised by a healthcare professional to avoid sexual activity for medical reasons or if
you have ever experienced chest pain during sexual activity. Sexual activity may be a strain
on your heart, especially if you have heart disease. If you experience chest pain, dizziness,
or nausea during sexual activity, call your doctor immediately and avoid sexual activity until
your doctor tells you otherwise.

Per the manutacturer, keep your doctor up-to-date on any health

changes to provide accurate information for future prescriptions.



ERECTILE DYSFUNCTION (ED)

https://www.niddk.nih.gov/health-

U.S. Department of Health and Human Services
information /urologic-diseases/erectile-dysfunction

Erectile dysfunction (ED) is a condition in which you are unable to get or keep an erection firm

enough for satisfactory sexual intercourse. ED can be a short-term or long-term problem. You
have ED when you

« can get an erection sometimes, but not every time you want to have sex

e can get an erection, but it does not last long enough for fulfilling or satisfactory sex

e are unable to get an erection at any time

Health care professionals, such as primary care providers and urologists, often can treat ED.

Although ED is very common, it is not a normal part of aging. Talk with a health care

professional if you have any ED symptoms. ED could be a sign of a more serious health problem.

Many different factors affecting your vascular system NIHZ, nervous system NIHZ', and

endocrine system can cause or contribute to ED.

Although you are more likely to develop ED as you age, aging does not cause ED. ED can be
treated at any age.

The following health-related factors and behaviors may contribute to ED: * smoking
 drinking too much alcohol

Drugs that may cause » using illegal drugs
erection problems W « being overweight

« not being physically active
For the tull list, go to https:/medlineplus.gov/ency/article /004024 .htm



Telehealth appointments to obtain a Viagra prescription might be more
convenient, however there are many things an in-person exam will help identity

to accurately diagnose + treat erectile dysfunction.

U.S. Department of Health and Human Services

During the physical exam, a health care professional most often checks your

o penis to find out if it’s sensitive to touch. If the penis lacks sensitivity, a problem
in the nervous system may be the cause.

e penis’s appearance for the source of the problem. For example, Peyronie’s
disease causes the penis to bend or curve when erect.

e body for extra hair or breast enlargement, which can point to hormonal
problems.




