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Patient Information and Instructions for Using6

AndroGel®
(testosterone gel) 1%

7
Read this information carefully before using AndroGel® [AN drow jel]. The following8
information about AndroGel® should not take the place of your doctor’s orders or9
recommendations. Your doctor will tell you exactly what dose to take, how to safely take it, and10
when to take it. Make sure you understand the benefits and risks of AndroGel® before you use it.11
If you have any other questions about your AndroGel® therapy, ask your doctor or pharmacist.12

13
What is AndroGel®?14
AndroGel® is a clear, colorless gel medicine that delivers testosterone into your body through15
your skin. Once AndroGel® is absorbed through your skin, it enters your bloodstream and helps16
your body reach normal testosterone levels. The type of testosterone delivered by AndroGel® is17
the same as the testosterone produced in your body.18

19
Your doctor has prescribed this therapy because your body is not making enough testosterone.20
The medical term for this condition is hypogonadism. Testosterone helps the body produce21
sperm and the male sexual characteristics. Testosterone is also necessary for normal sexual22
function and sex drive.23

24
Who should not take AndroGel®?25
AndroGel® must not be used by women or by those individuals with known hypersensitivity to26
any of its components, including individuals who are hypersensitive to testosterone that is27
chemically synthesized from soy. Pregnant women should avoid skin contact with AndroGel®28
application sites in men. The active ingredient in AndroGel® is testosterone. (See “Inactive29
Ingredients” at the end of this leaflet for a list of the other ingredients.)  Testosterone may cause30
fetal harm.31

32
You should not use AndroGel® if you have any of the following conditions:33

• prostate cancer (if your doctor knows for sure or suspects it)34

• breast cancer (a rare condition for men)35
36

How should I use the AndroGel® Pump?37
It is important that you read and follow these directions on how to use the AndroGel® Pump38
properly.39

1. Apply AndroGel® at the same time each day (preferably every morning). You should40
apply your daily dose of gel every morning to clean, dry, intact skin. If you take a bath or41
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shower in the morning, use AndroGel® after your bath or shower. Your doctor will tell you42
how much AndroGel® to use each day.43

2. Be sure your skin is completely dry.44

3. Before using the pump for the first time, you must prime the AndroGel® pump by fully45
depressing the pump three times and discarding the gel. The unused gel should be discarded46
by thoroughly rinsing down the sink or discarding in the household trash in a manner to47
avoid accidental exposure or ingestion by household members or pets.48

4. Each full pump depression delivers 1.25 g of AndroGel®. Please refer to the chart below to49
determine the number of full pump depressions required for the daily dose prescribed by your50
doctor:51

52
Prescribed Daily Dose Number of Pump Depressions

5 g 4 (once daily)
7.5 g 6 (once daily)
10 g 8 (once daily)

53
5. Fully depress the pump the appropriate number of times to deliver the daily dose prescribed54

by your doctor. The product may be delivered directly into the palm of your hand and then55
applied to the desired application sites, either one pump depression at a time or upon56
completion of all pump depressions required for the daily dose.57

58
Men should apply gel to starred (upper arm/shoulders) or shaded (abdomen) areas only.59

60
6. Apply AndroGel® only to healthy, normal skin on your abdomen (stomach area),61

shoulders, or upper arms. In this way your body will absorb the right amount of62
testosterone. Never apply AndroGel® to your genitals (penis or scrotum) or to skin with63
open sores, wounds, or irritation.64

7. Wash your hands with soap and water right away after application to reduce the65
chance that the medicine will spread from your hands to other people.66

8. Let AndroGel® dry for a few minutes before you dress. This prevents your clothing from67
wiping the gel off your skin. It ensures that your body will absorb the correct amount of68
testosterone.69
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9. Allow gel to dry completely before smoking or going near an open flame.70

10.Wait 5 to 6 hours before showering or swimming. To ensure that the greatest amount of71
AndroGel® is absorbed into your system, you should wait 5 to 6 hours after application72
before showering or swimming. Once in a while, you may shower or swim as soon as 1 hour73
after applying AndroGel®. If done infrequently, this will have little effect on the amount of74
AndroGel® that is absorbed by your body.75

11.Maintain normal activities. Once your hands are washed and the application site is covered76
with clothing, there is little risk of transferring testosterone to someone else’s skin due to77
bodily contact. If, however, you expect direct skin contact with someone else, you should78
wash your application site(s) with soap and water before that encounter. This will reduce the79
chance that the medicine will transfer to the other person.80

12. The AndroGel® pump contains enough product to allow for priming and a set number of81
precise doses. Please refer to the chart below to determine the number of days of treatment82
each pump will provide based on your individual dose. Discard pump afterwards.83

84

Prescribed Daily Dose Number of Days of Treatment per
Pump (after priming)

5 g 15
7.5 g 1088 g Pump
10 g 7.5

85
How should I use AndroGel® packets?86
It is important that you read and follow these directions on how to use AndroGel® properly.87

1. Apply AndroGel® at the same time each day (preferably every morning). You should88
apply your daily dose of gel every morning to clean, dry, intact skin. If you take a bath or89
shower in the morning, use AndroGel® after your bath or shower. Your doctor will tell you90
how much AndroGel® to use each day.91

2. Be sure your skin is completely dry.92

3. Open the packet. Open one AndroGel® aluminum foil packet by folding the top edge at the93
perforation and tearing completely across the packet along the perforation.94

4. Remove the contents from the packet. Squeeze the contents into the palm of your hand.95
Squeeze from the bottom of the packet toward the top. If you like, you may squeeze a portion96
of the gel from the packet into the palm of your hand and apply to application site(s). Repeat97
until the entire contents of the packet have been applied.98

99
Men should apply gel to starred (upper arm/shoulders) or shaded (abdomen) areas only.100
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101
5. Apply AndroGel® only to healthy, normal skin on your abdomen (stomach area),102

shoulders, or upper arms. In this way your body will absorb the right amount of103
testosterone. Never apply AndroGel® to your genitals (penis or scrotum) or to skin with104
open sores, wounds, or irritation.105

6. Wash your hands with soap and water right away after application to reduce the106
chance that the medicine will spread from your hands to other people.107

7. Let AndroGel® dry for a few minutes before you dress. This prevents your clothing from108
wiping the gel off your skin. It ensures that your body will absorb the correct amount of109
testosterone.110

8. Allow gel to dry completely before smoking or going near an open flame.111

9. Wait 5 to 6 hours before showering or swimming. To ensure that the greatest amount of112
AndroGel® is absorbed into your system, you should wait 5 to 6 hours after application113
before showering or swimming. Once in a while, you may shower or swim as soon as 1 hour114
after applying AndroGel®. If done infrequently, this will have little effect on the amount of115
AndroGel® that is absorbed by your body.116

10.Maintain normal activities. Once your hands are washed and the application site is covered117
with clothing, there is little risk of transferring testosterone to someone else’s skin due to118
bodily contact. If, however, you expect direct skin contact with someone else, you should119
wash your application site(s) with soap and water before that encounter. This will reduce the120
chance that the medicine will transfer to the other person.121

122
What to do if someone else is exposed to AndroGel®.123
If someone else is exposed to AndroGel® either by direct contact with the gel itself or indirectly124
because of contact with your treated skin, that person should wash the area of contact with soap125
and water as soon as possible. The longer the gel is in contact with the skin before washing, the126
greater is the chance that some testosterone will be absorbed by the other person. This is127
especially important for women (especially  pregnant women) and children. They have naturally128
low levels of testosterone and could be harmed by it.129

130
What to do if you get AndroGel® in your eyes.131
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If you get AndroGel® in your eyes, rinse your eyes right away with warm clean water to flush132
out any AndroGel®. Seek medical attention if needed.133

134
What to do if you miss a dose.135
If you miss a dose, do not double your next dose the next day to catch up. If your next dose is136
less than 12 hours away, it is best just to wait. Do not take the skipped dose. If it is more than 12137
hours until your next dose, take the dose you missed. Resume your normal dosing the next day.138

139
What should I avoid while using AndroGel®?140
It is important that you do not spread the medicine to others, especially women and children. Be141
sure to wash your hands after applying AndroGel®. Do not allow other persons to contact your142
skin where you have applied AndroGel®, especially pregnant or nursing women. Testosterone143
may harm the developing baby. ALCOHOL BASED GELS ARE FLAMMABLE. AVOID144
FIRE, FLAME OR SMOKING UNTIL THE GEL HAS DRIED.145

146
What are the possible side effects of AndroGel®?147
AndroGel® may cause the following side effects:148
• breast development and breast discomfort149
• extra fluid in the body. This may cause serious problems for patients with heart, kidney, or150

liver damage.151
• sleep disturbance called “sleep apnea.”  This is more likely in patients who are overweight or152

who have lung disease.153
• prostate enlargement, sometimes accompanied by difficulty urinating154
• emotional problems like depression155
• changes in blood levels of cholesterol. This may be monitored and prevented by periodic156

blood tests.157
158

Tell your doctor if you develop any of the following side effects:159
• penis erections that are too frequent or continue too long160
• nausea, vomiting, yellow or darker skin (jaundice), or ankle swelling161
• breathing problems, including problems breathing while sleeping162
• difficulty urinating163
• any side effect that concerns you164

165
Tell your doctor about other medicines you are taking. AndroGel® may affect how these166
medicines work, and you may need to have your doses adjusted.167

168
Tell your doctor if your female partner develops changes in hair distribution, increases in acne,169
or other signs of masculinity.170

171
Older patients may be at increased risk of developing enlarged prostate or prostate cancer. This172
also may be monitored by periodic blood tests and prostate exams.173

174
Disposal175
Used AndroGel® pumps or used AndroGel® packets should be discarded in household trash in a176
manner that prevents accidental application or ingestion by children or pets. In addition, any177
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discarded gel should be thoroughly rinsed down the sink or discarded in the household trash in a178
manner that prevents accidental application or ingestion by children or pets.179

180
Other Information181
Never share your AndroGel® with anyone. Every patient is different. Your doctor has prescribed182
AndroGel® specifically for your needs. Use AndroGel® only for the condition for which it was183
prescribed. Medicines are sometimes prescribed for purposes other than those described in a184
patient information leaflet. If you have any questions or concerns about your AndroGel®185
treatment, ask your health care provider or pharmacist. They can answer your questions and give186
you the printed information about AndroGel® that is written for health professionals.187

188
Keep AndroGel® out of the reach of children.189

190
Inactive Ingredients191
Ethanol, purified water, sodium hydroxide, carbomer 980 and isopropyl myristate.192

193
Store at 25°C (77°F); excursions permitted to 15° to 30°C (59° to 86°F) [see USP Controlled194
Room Temperature].195

196
Manufactured by:197
Laboratoires Besins International198
Montrouge, France199

200
For:201
Unimed Pharmaceuticals, Inc.202
A Solvay Pharmaceuticals, Inc. Company203
Marietta, GA 30062-2224, USA204
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