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HIGHLIGHT'S OF PRESCRIBING INFORMATION
These highlights do not include all the information needed to use ABSORICA/ABSORICA LD safely and
effectively. See full prescribing information for ABSORICA/ABSORICA LD.

ABSORICA?® (isotretinoin) capsules, for oral use
ABSORICA LD™ (isotretinoin) capsules, for oral use
Initial U.S. Approval: 1982

WARNING: EMBRYO-FETAL TOXICITY — CONTRAINDICATED IN PREGNANCY

See full prescribing information for complete boxed warning.

°* ABSORICA/ABSORICALD can cause life-threatening birth defects and is contraindicated in
pregnancy. There is an extremely high risk that severe birth defects will result if pregnancy occurs
while taking ABSORICA/ABSORICALD in any amount, even for short periods of time. Potentially
any fetus exposed during pregnancy can be affected. There are no accurate means of determining
whether an exposed fetus has been affected. (4,5.1,8.1)

* ABSORICA/ABSORICALD are available only through a restricted program called the iPLEDGE
REMS. (5.2)

R R L L LR P R P INDICATIONS AND USAGE -----------mmmmmmm oo
ABSORICA and ABSORICA LD are retinoids indicated for the treatment of severe recalcitrant nodular acne in non-
pregnant patients 12 years of age and older with multiple inflammatory nodules with a diameter of 5 mm or greater.
Because of significant adverse reactions associated with its use, ABSORICA and ABSORICA LD are reserved for patients
with severe nodular acne who are unresponsive to conventional therapy, including systemic antibiotics. (1)

Limitations of Use:

If a second course of ABSORICA/ABSORICA LD therapy is needed, it is not recommended before a two-month waiting
period because the patient’s acne may continue to improve following a 15 to 20-week course of therapy. (1)

e eeeeeeseeeiiieieiiicisciiaeeiaaaes DOSAGE AND ADMINISTRATION ---- - mmmmmmmmmmmmo oo

* ABSORICA is not substitutable with ABSORICA LD because of different bioavailability and recommended dosage.
(2.1,5.3)

* Recommended dosage for:

* ABSORICA s 0.5 to 1 mg/kg/day given in two divided doses without regard to meals for 15 to 20 weeks (2.1)

°* ABSORICALDis 0.4 to 0.8 mg/kg/day given in two divided doses without regard to meals for 15 to 20 weeks
(2.1)

Adult patients with very severe disease (scarring, trunk involvement) may increase dosage to 2 mg/kg/day of
ABSORICA (1.6 mg/kg/day of ABSORICA LD) in divided doses. (2.1)

* Once daily dosing is not recommended. (2.1)

* Ifadose of ABSORICA/ABSORICA LD is missed, just skip that dose. Do not take two doses of
ABSORICA/ABSORICA LD at the same time. (2.1)

Perform pregnancy tests prior to prescribing, each month during therapy, end of therapy, and one month after
discontinuation. (2.3, 8.3)

Prior to prescribing, perform fasting lipid profile and liver function tests. (2.3)

------------------------------------- DOSAGE FORMS AND STRENGTHS --------------------ommmmom oo
ABSORICA Capsules: 10 mg, 20 mg, 25 mg, 30 mg, 35 mg and 40 mg (3)
ABSORICA LD Capsules: 8 mg, 16 mg, 20 mg, 24 mg, 28 mg and 32 mg (3)

e CONTRAINDICATIONS ------nnmsmmmmmmmmee e oo

* Pregnancy (4.1, 8.1)



* Hypersensitivity to this product or any of its components (4.2, 5.14)

e WARNINGS AND PRECAUTIONS - - - -« - -smmmmmmmm e ome

Psychiatric Disorders (depression, psychosis, suicidal thoughts and behavior, and aggressive and/or violent
behaviors): Prior to and during therapy assess for these conditions; stop if these conditions occur on therapy (5.4)

* Intracranial Hypertension (Pseudotumor Cerebri): Avoid use with concomitant tetracyclines (5.5)

* Serious Skin Reactions: Monitor for Stevens-Johnson syndrome (SJS), toxic epidermal necrolysis (TEN), and other
serious skin reactions (5.6)

Acute Pancreatitis: If occurs, discontinue treatment (5.7)

* Lipid Abnormalities (hypertriglyceridemia, low HDL, and elevation of cholesterol): Monitor lipid levels at regular
intervals; stop if hypertriglyceridemia cannot be controlled (5.8)

* Hearing Impairment: Discontinue and refer to specialized care (5.9)

* Hepatotoxicity: Monitor liver function tests prior to and during therapy (5.10, 5.15)

Inflammatory Bowel Disease: Discontinue for abdominal pain, rectal bleeding, or severe diarrhea (5.11)
Musculoskeletal Abnormalities: Arthralgias, back pain, decreases in bone mineral density and premature epiphyseal
closure (5.12)

Ocular Abnormalities e.g., corneal opacities, decreased night vision: If visual symptoms occur, discontinue and refer
for an ophthalmological exam (5.13)

R e EEEEEEE L T Ep ADVERSE REACTIONS ---------mmmmmmm oo
Most common adverse reactions (incidence >5%) are: dry lips, dry skin, back pain, dry eye, arthralgia, epistaxis, headache,
nasopharyngitis, chapped lips, dermatitis, increased creatine kinase, cheilitis, musculoskeletal discomfort, upper respiratory
tract infection, reduced visual acuity. (6)

To report SUSPECTED ADVERSE REACTIONS, contact Sun Pharmaceutical Industries, Inc. at 1-800-818-4555
or FDA at 1-800-FDA-1088 or www.fda.gov/medwatch or iPLEDGE at (1-866-495-0654).

e eeeaeieiiiiecieiieiisnicieiaeaas DRUG INTERACTIONS - - - - - == mm o mm e

* Vitamin A: may cause additive adverse reactions (7.1)
* Tetracyclines: avoid concomitant use (7.2)

LR USE IN SPECIFIC POPULATIONS -----------mmmmmmmmmmmm oo
Lactation: Breastfeeding not recommended (8.2).
See 17 for PATIENT COUNSELING INFORMATION and Medication Guide.
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WARNING: EMBRYO-FETAL TOXICITY - CONTRAINDICATED IN PREGNANCY

ABSORICA/ABSORICA LD can cause severe life-threatening birth defects and is
contraindicated in pregnancy.

There is an extremely high risk that severe birth defects will result if pregnancy occurs
while taking any amount of ABSORICA/ABSORICA LD even for short periods of time.
Potentially any fetus exposed during pregnancy can be affected. There are no accurate
means of determining prenatally whether an exposed fetus has been affected. If pregnancy
occurs, discontinue ABSORICA/ABSORICA LD immediately and refer the patient to an
Obstetrician- Gynecologist experienced in reproductive toxicity for further evaluation and
counseling [see Contraindications (4), Warnings and Precautions (5.1), and Use in Specific
Populations (8.1)].

Because of the risk of embryo-fetal toxicity, ABSORICA and ABSORICA LD are available
only through a restricted program under a Risk Evaluation and Mitigation Strategy (REMS)
called the iPLEDGE REMS [see Warnings and Precautions (5.2)].

1 INDICATIONS AND USAGE

ABSORICA and ABSORICA LD are indicated for the treatment of severe recalcitrant nodular acne in
non-pregnant patients 12 years of age and older with multiple inflammatory nodules with a diameter of 5
mm or greater. Because of significant adverse reactions associated with its use, ABSORICA and
ABSORICA LD are reserved for patients with severe nodular acne who are unresponsive to
conventional therapy, including systemic antibiotics.

Limitations of Use:

If a second course of ABSORICA/ABSORICA LD therapy is needed, it is not recommended before a
two-month waiting period because the patient’s acne may continue to improve following a 15 to 20-
week course of therapy [see Dosage and Administration (2.2)].

2 DOSAGE AND ADMINISTRATION

2.1 Recommended Dosage

ABSORICA is not substitutable with ABSORICA LD [see Warnings and Precautions (5.3)]. The
recommended dosage of:

* ABSORICA is 0.5 to 1 mg/kg/day givenintwo divided doses with or without meals for 15 to 20
weeks (see Table 1).

* ABSORICALD s 0.4 to 0.8 mg/kg/day givenintwo divided doses with or without meals for
15 to 20 weeks (see Table 2).

To decrease the risk of esophageal irritation, instruct patients to swallow the capsules with a full glass
of liquid. During treatment, the dosage may be adjusted according to response of the disease and/or
adverse reactions, some of which may be dose-related. Adult patients whose disease is very severe
with scarring or is primarily manifested on the trunk may require dosage adjustments up to 2 mg/kg/day
for ABSORICA (1.6 mg/kg/day for ABSORICA LD) individed doses, as tolerated.

The safety and effectiveness of once daily dosing with ABSORICA/ABSORICA LD has not been
established and is not recommended.

If a dose of ABSORICA/ABSORICA LD is missed, just skip that dose. Do not take two doses of
ABSORICA/ ABSORICA LD at the same time.




Table 1: ABSORICA Daily Dosage by Body Weight!

Body Total Daily Dosage (mg)!
Weight 0.5 mg/kg 1 mg/kg 2 mg/kg

40 kg 20 40 80

50 kg 25 50 100
60 kg 30 60 120
70 kg 35 70 140
80 kg 40 80 160
90 kg 45 90 180
100 kg 50 100 200

1 Administer in two divided doses with or without meals
Table 2: ABSORICA LD Daily Dosage by Body Weight!

Body Total Daily Dosage (mg)!
Weight 0.4 mg/kg 0.8 mg/kg 1.6 mg/kg
40 kg 16 32 64
50 kg 20 40 80
60 kg 24 48 96
70 kg 28 56 112
80 kg 32 64 128
90 kg 36 72 144
100 kg 40 80 160

1 Administer in two divided doses with or without meals

2.2 Duration of Use

A normal course of treatment is 15 to 20 weeks. If the total nodule count has been reduced by more than
70% prior to completing 15 to 20 weeks of treatment, may discontinue ABSORICA/ABSORICA LD.

After a period of 2 months or more off therapy, and if warranted by persistent or recurring severe
nodular acne, may initiate a second course of ABSORICA/ABSORICA LD in patients who have
completed skeletal growth. The use of another course of ABSORICA/ABSORICA LD therapy is not
recommended before a two-month waiting period because the patient’s acne may continue to improve
after a 15 to 20-week course of therapy. The optimal interval before retreatment has not been defined
for patients who have not completed skeletal growth.

Long-termuse of ABSORICA/ABSORICA LD, eveninlow dosages, has not been studied, and is not
recommended. The effect of long-termuse of ABSORICA/ABSORICA LD onbone loss is unknown
[see Warnings and Precautions (5.12)].

2.3 Laboratory Testing Prior to Administration
The following laboratory testing must be completed prior to ABSORICA/ABSORICA LD use:

* Pregnancy testing: Ensure patient is not pregnant prior to administering ABSORICA/ABSORICA
LD [see Contraindications (4) and Use in Specific Populations (8.1, 8.3)]

* A fasting lipid profile including triglycerides [see Warnings and Precautions (5.8, 5.15)].
Liver function tests [see Warnings and Precautions (5.10, 5.15)].



3 DOSAGE FORMS AND STRENGTHS

ABSORICA and ABSORICA LD have different dosage regimens [see Dosage and Administration (2.1)].
Although ABSORICA and ABSORICA LD have a 20 mg strength, these strengths have different
bioavailability and are not substitutable.

ABSORICA is available in 10 mg, 20 mg, 25 mg, 30 mg, 35 mg and 40 mg capsules.

10 mg: Dark yellow, opaque, capsule imprinted with black ink “G 240” on cap and “10” on the
body

20 mg: Red, opaque, capsule imprinted with black ink “G 241” on cap and “20” on the body

25 mg: Green, opaque, capsule imprinted with white ink “G 342” on cap and “25” on the body

30 mg: Brown, opaque, capsule imprinted with white ink “G 242” on cap and “30” on the body
35 mg: Dark blue, opaque, capsule imprinted with white ink “G 343” on cap and “35” on the body
40 mg: Brown and red, capsule imprinted with white ink “G 325” on cap and “40” on the body

ABSORICA LD is available in 8 mg, 16 mg, 20 mg, 24 mg, 28 mg and 32 mg opaque-printed, hard-
gelatin capsules.

8 mg: A size 3, light green with a colorless band (the cap is printed in white with “RL29” and the

body is printed in white with “RL29”).

* 16 mg: A size 2, dark blue with a colorless band (the cap is printed in white with “RL30” and the
body is printed in white with “RL307).

* 20 mg: A size 1, dark pink with a colorless band (the cap is printed in black with “RL.33”and the

body is printed in black with “RL33”).

24 mg: A size 1, yellow with a colorless band (the cap is printed in white with “RL31” and the

body is printed in white with “RL31”).

* 28 mg: A size 0, light blue, with a colorless band (the cap is printed in black with “RL34” and the

body is printed in black with “RL34”).

32 mg: A size 0, caramel with a colorless band (the cap is printed in white with “RL32” and the
body is printed in white with “RL32”).

4 CONTRAINDICATIONS

4.1 Pregnancy

ABSORICA/ABSORICA LD is contraindicated in pregnancy [see Warnings and Precautions (5.1) and
Use in Specific Populations (8.1)].

4.2 Hypersensitivity

ABSORICA/ABSORICA LD is contraindicated in patients with hypersensitivity to isotretinoin (or
Vitamin A, given the chemical similarity to isotretinoin) or to any of its components (anaphylaxis and
other allergic reactions have occurred) [see Warnings and Precautions (5.14)].

5 WARNINGS AND PRECAUTIONS

5.1 Embryo-Fetal T oxicity

ABSORICA/ABSORICA LD is contraindicated in pregnancy [see Contraindications (4.1)]. Based on
human data, ABSORICA/ABSORICA LD can cause fetal harm when administered to a pregnant patient.
There is an extremely high risk that severe birth defects will result if pregnancy occurs while taking
any amount of ABSORICA/ABSORICA LD even for short periods of time. Potentially any fetus



exposed during pregnancy can be affected. There are no accurate means of determining prenatally
whether an exposed fetus has been affected. Major congenital malformations, spontaneous abortions,
and premature births have been documented following exposure to isotretinoin during pregnancy [see
Use in Specific Populations (8.1)].

If a pregnancy occurs during ABSORICA/ABSORICA LD treatment, discontinue
ABSORICA/ABSORICA LD immediately and refer the patient to an obstetrician/gynecologist
experienced inreproductive toxicity for further evaluation and counseling. Any suspected fetal
exposure during or 1 month after ABSORICA/ABSORICA LD therapy must be reported immediately to
the FDA via the MedWatch telephone number 1-800-FDA-1088, and also to the iPLEDGE pregnancy
registry at 1-866-495-0654 or via the internet (www.ipledgeprogram.com).

Patients must be informed not to donate blood during ABSORICA/ABSORICA LD therapy and for 1
month following discontinuation because the blood might be givento a pregnant patient whose fetus
must not be exposed to isotretinoin.

ABSORICA/ABSORICA LD is available only through a restricted program under a REMS [see
Warnings and Precautions (5.2)].

5.2 iPLEDGE Program

ABSORICA/ABSORICA LD are available only through a restricted program under a REMS called the
iPLEDGE REMS because of the risk of embryo-fetal toxicity [see Warnings and Precautions (5.1)].
Notable requirements of the iPLEDGE REMS include the following:

* Prescribers must be certified with the program and comply with the following requirements:

* Determine reproductive status of all patients prior to initiating treatment

* Provide contraception counseling to patients who can get pregnant prior to and during
treatment, or refer patients who can get pregnant to an expert for such counseling

* Provide scheduled pregnancy testing, and verify and document the negative pregnancy test
result prior to writing each prescription, for no more than a 30-day supply

* Patients who can become pregnant must be enrolled by signing an informed consent form and must
comply with the following requirements

* Comply with the pregnancy testing and contraception requirements [see Use in Specific
Populations (8.3)]

* Demonstrate comprehension of the safe-use conditions of the program every month
* Obtain the prescription within 7 days of the pregnancy test collection

* Patients who cannot become pregnant must be enrolled by signing an informed consent form and
must obtain the prescription within 30 days of the office visit

* Pharmacies that dispense ABSORICA/ABSORICA LD must be certified by being registered and
activated in the program, must only dispense to patients who are authorized to receive
ABSORICA/ABSORICA LD, and comply with the following requirements:

* Only dispense a maximum of a 30-day supply with a Medication Guide.

* Do notdispense refills. Dispense only with a new prescription and a new authorization from
the program.

* Return ABSORICA/ABSORICA LD to inventory if patients do not obtain the prescription by
the “Do Not Dispense To After” date

* Wholesalers and distributors must be registered with the program and must only distribute to



certified pharmacies.

Further information, including a list of qualified pharmacies and distributors, is available at
www.ipledgeprogram.comor 1-866-495-0654.

5.3 ABSORICA and ABSORICA LD are Not Substitutable

Given that the bioavailability and the recommended dosage of ABSORICA and ABSORICA LD are
different, ABSORICA and ABSORICA LD are not substitutable. For example, ABSORICA and
ABSORICA LD have a 20 mg strength; however, these strengths have different bioavailability and are
not substitutable.

5.4 Psychiatric Disorders

ABSORICA/ABSORICA LD may cause depression, psychosis and, rarely, suicidal ideation, suicide
attempts, suicide, and aggressive and/or violent behaviors [see Adverse Reactions (6)].

Healthcare providers should be alert to the warning signs of psychiatric disorders to help ensure
patients receive the help they need (Prescribers should read the brochure, Recognizing Psychiatric
Disorders in Adolescents and Young Adults: A Guide for Prescribers of Isotretinoin). Prior to initiation of
ABSORICA/ABSORICA LD therapy, patients and family members should be asked about any history of
psychiatric disorder, and at each visit during therapy patients should be assessed for symptoms of
depression, mood disturbance, psychosis, or aggressionto determine if further evaluation is necessary.

Patients should immediately stop ABSORICA/ABSORICA LD and the patient (or caregiver) should
promptly contact their prescriber if the patient develops depression, mood disturbance, psychosis, or
aggression. Discontinuation of ABSORICA/ABSORICA LD may be insufficient; further evaluation may
be necessary such as a referral to a mental healthcare professional.

5.5 Intracranial Hypertension (Pseudotumor Cerebri)

Isotretinoin use has been associated with cases of intracranial hypertension (pseudotumor cerebri),
some of which involved concomitant use of tetracyclines. Concomitant treatment with tetracyclines
should therefore be avoided with ABSORICA/ABSORICA LD use. Early signs and symptoms of
intracranial hypertension include papilledema, headache, nausea and vomiting, and visual disturbances.
Patients with these symptoms should be screened for papilledema and, if present, they should be told to
discontinue ABSORICA/ABSORICA LD immediately and be referred to a neurologist for further
diagnosis and care [see Adverse Reactions (6)].

5.6 Serious Skin Reactions

There have been postmarketing reports of erythema multiforme and severe skinreactions [e.g., Stevens-
Johnson syndrome (SJS), toxic epidermal necrolysis (TEN)] associated with isotretinoin use. These
reactions may be serious and result in death, life-threatening events, hospitalization, or disability.
Patients should be monitored closely for severe skinreactions, and ABSORICA/ABSORICA LD
should be discontinued if they occur.

5.7 Pancreatitis

Acute pancreatitis has beenreported with isotretinoin use in patients with either elevated or normal
serum triglyceride levels. Inrare instances, fatal hemorrhagic pancreatitis has beenreported. If
symptoms of pancreatitis occur, discontinue ABSORICA/ABSORICA LD and seek medical attention.

5.8 Lipid Abnormalities

Elevations of serum triglycerides above 800 mg/dL. have been reported with isotretinoin use. In clinical
trials, marked elevations of serumtriglycerides, decreases in high-density lipoproteins (HDL), and
increases in cholesterol levels were reported in 25%, 15%, and 7% of patients treated with isotretinoin



capsules, respectively. These lipid changes were reversible upon isotretinoin capsule cessation. Some
patients have been able to reverse triglyceride elevation by reduction in weight and restriction of
dietary fat and alcohol while continuing isotretinoin or through dosage reduction. The cardiovascular
consequences of hypertriglyceridemia associated with isotretinoin are unknown.

Fasting lipid tests should be performed before ABSORICA/ABSORICA LD treatment and then at
intervals until the lipid response to ABSORICA/ABSORICA LD is known, which usually occurs within
4 weeks. Careful consideration should be givento risk/benefit of ABSORICA/ABSORICA LD in
patients who are at higher risk of hypertriglyceridemia (e.g., patients with diabetes, obesity, increased
alcohol intake, lipid metabolism disorder or familial history of lipid metabolism disorder). If
ABSORICA/ABSORICA LD therapy is instituted in such patients, more frequent checks of serum
values for lipids are recommended [see Warnings and Precautions (5.15)]. ABSORICA/ABSORICA LD
should be stopped if hypertriglyceridemia cannot be controlled.

5.9 Hearing Impairment

Impaired hearing has beenreported in patients taking isotretinoin; in some cases, the hearing impairment
has beenreported to persist after therapy has been discontinued. Mechanism(s) and causality for this
reaction have not been established. Patients who experience tinnitus or hearing impairment should
discontinue ABSORICA/ABSORICA LD treatment and be referred for specialized care for further
evaluation.

5.10 Hepatotoxicity

Clinical hepatitis has been reported with isotretinoin use. Additionally, mild to moderate elevations of
liver enzymes have been observed in approximately 15% of individuals treated during clinical trials
with isotretinoin capsules, some of which normalized with dosage reduction or continued administration
of the drug. If normalization does not readily occur or if hepatitis is suspected during treatment,
ABSORICA/ABSORICA LD should be discontinued.

5.11 Inflammatory Bowel Disease

Isotretinoin has been associated with inflammatory bowel disease (including regional ileitis) in patients
without a prior history of intestinal disorders. In some instances, symptoms have been reported to
persist after isotretinoin treatment has been stopped. Patients experiencing abdominal pain, rectal
bleeding or severe diarrhea should discontinue ABSORICA/ABSORICA LD immediately [see Adverse
Reactions (6)].

5.12 Mus culos keletal Abnormalities
Bone Mineral Density Changes, Osteoporosis, and Fractures

Isotretinoin may have a negative effect on bone mineral density (BMD) in some patients. In a clinical
trial of ABSORICA and another isotretinoin capsule product, 27/306 (9%) of adolescents had BMD
declines, defined as > 4% lumbar spine or total hip, or > 5% femoral neck, during the 20-week treatment
period. Repeat scans conducted within 2 to 3 months after the post-treatment scan showed no recovery
of BMD. Long-term data at 4 to 11 months showed that 3 out of 7 patients had total hip and femoral neck
BMD below pre-treatment baseline, and 2 others did not show the increase in BMD above baseline
expected in this adolescent population. Therefore, healthcare providers should use caution when
prescribing ABSORICA/ABSORICA LD to patients with a history of childhood osteoporosis
conditions, osteomalacia, or other disorders of bone metabolism. This would include patients
diagnosed with anorexia nervosa and those who are on chronic drug therapy that causes drug-induced
osteoporosis/osteomalacia and/or affects vitamin D metabolism, such as systemic corticosteroids and
any anticonvulsant [see Use in Specific Populations (8.4)].

There have been spontaneous reports of osteoporosis, osteopenia, fractures and/or delayed healing of
fractures in patients while on therapy with isotretinoin or following cessation of therapy with



isotretinoin.

Patients in early and late adolescence who participate in sports with repetitive impact may be at an
increased risk of spondylolisthesis with and without pars fractures, and hip growth plate injuries have
beenreported.

Musculoskeletal Abnormalities

Approximately 16% of patients treated with isotretinoin capsules in a clinical trial developed
musculoskeletal symptoms (including arthralgia) during treatment. In general, these symptoms were mild
to moderate, but occasionally required discontinuation of isotretinoin.

In a trial of pediatric patients treated with isotretinoin capsules, approximately 29% (104/358)
developed back pain. Back pain was severe in 14% (14/104) of the cases and occurred at a higher
frequency in female patients than male patients.

Arthralgias were experienced in 22% (79/358) of pediatric patients. Arthralgias were severe in 8%
(6/79) of patients. Appropriate evaluation of the musculoskeletal system should be done in patients who
present with these symptoms during or after a course of ABSORICA/ABSORICA LD. Consider
discontinuing ABSORICA/ABSORICA LD if any significant abnormality is found.

Effects of multiple courses of isotretinoin on the developing musculoskeletal system are unknown.
There is some evidence that long-term, high-dose, or multiple courses of therapy with isotretinoin have
more of an effect than a single course of therapy on the musculoskeletal system. It is important that
ABSORICA/ABSORICA LD be given at the recommended dose for no longer than the recommended
duration.

Hyperostosis

A high prevalence of skeletal hyperostosis was noted in clinical trials for disorders of keratinization
with a mean dose of 2.24 mg/kg/day of isotretinoin capsules (approximately 1.1 times the maximum
recommended daily dosage). Additionally, skeletal hyperostosis was noted in 6 of 8 patients ina
prospective trial of disorders of keratinization. Minimal skeletal hyperostosis and calcification of
ligaments and tendons have also been observed by x-ray in prospective trials of nodular acne patients
treated with a single course of therapy at recommended doses. The skeletal effects of multiple
isotretinoin treatment courses for acne are unknown.

Ina clinical trial of 217 pediatric patients (12 to 17 years) with severe recalcitrant nodular acne,
hyperostosis was not observed after 16 to 20 weeks of treatment with approximately 1 mg/kg/day of
isotretinoin capsules givenintwo divided doses. Hyperostosis may require a longer time frame to
appear. The clinical course and significance remain unknown.

Premature Epiphyseal Closure

There are spontaneous literature reports of premature epiphyseal closure inacne patients receiving
recommended doses of isotretinoin capsules. The effect of multiple courses of isotretinoin on
epiphyseal closure is unknown.

Ina 20-week clinical trial that included 289 adolescents on ABSORICA or another isotretinoin capsule
product who had hand radiographs taken to assess bone age, a total of 9 (3%) patients had bone age
changes that were clinically significant and for which a drug-related effect cannot be excluded.

5.13 Ocular Abnormalities

Visual problems should be carefully monitored. If visual difficulties occur, discontinue
ABSORICA/ABSORICA LD treatment and obtain an ophthalmological examination [see Adverse
Reactions (6)].

Corneal Opacities

Corneal opacities have occurred in patients receiving isotretinoin capsules and more frequently when



higher drug dosages were used in patients with disorders of keratinization. The corneal opacities that
have been observed in clinical trial patients treated with isotretinoin capsules have either completely
resolved or were resolving at follow-up 6 to 7 weeks after discontinuation of isotretinoin [see Adverse
Reactions (6)].

Decreased Night Vision

Decreased night vision has beenreported during isotretinoin use and in some instances the event has
persisted after therapy was discontinued. Because the onset in some patients was sudden, patients should
be advised of this potential problem and warned to be cautious when driving or operating any vehicle at
night.

Dry Eyes

Dry eyes has beenreported in patients during isotretinoin use. Patients who wear contact lenses may
have trouble wearing them while on ABSORICA/ABSORICA LD treatment and afterwards.

5.14 Hypersensitivity Reactions

Anaphylactic reactions and other allergic reactions have beenreported with isotretinoin use. Cutaneous
allergic reactions and serious cases of allergic vasculitis, often with purpura (bruises and red patches)
of the extremities and extracutaneous involvement (including renal) have beenreported. Severe allergic
reaction necessitates discontinuation of therapy and appropriate medical management.

Allergic Reactions Due to the Inactive Ingredient (FD&C Yellow No. 5) in the 25 mg ABSORICA
Capsule

The 25 mg ABSORICA capsule contains FD&C Yellow No. 5 (tartrazine) which may cause allergic-
type reactions (including bronchial asthma) in certain susceptible persons. Although the overall
incidence of tartrazine sensitivity in the general populationis low, itis frequently seen in patients who
also have aspirin hypersensitivity. The 10 mg, 20 mg, 30 mg, 35 mg, and 40 mg ABSORICA capsules
do not contain FD&C Yellow No. 5 and all of the ABSORICA LD capsules do not contain FD&C
Yellow No. 5. Thus, in patients with allergic reactions to tartrazine, avoid using the 25 mg ABSORICA
capsules.

5.15 Laboratory Abnormalities and Laboratory Monitoring for Adverse Reactions

Laboratory Monitoring

Pregnancy Testing

A pregnancy test must be obtained prior to obtaining a prescription, repeated each month, at the end
of the entire course of ABSORICA/ABSORICA LD therapy and 1 month after the discontinuation of
ABSORICA/ABSORICA LD [see Use in Specific Populations (8.3)].

Lipid Tests

Pretreatment and follow-up fasting lipid tests should be obtained under fasting conditions. After
consumption of alcohol, at least 36 hours should elapse before testing is performed. It is recommended
that these tests be performed periodically until the lipid response to ABSORICA/ABSORICA LD is
known. The incidence of hypertriglyceridemia is 25% in patients treated with isotretinoin capsules [see
Warnings and Precautions (5.8)].

Liver Function Tests

As elevations of liver enzymes have been observed during clinical trials, and hepatitis has been
reported in patients on isotretinoin capsules, pretreatment and follow-up liver function tests should be
performed periodically until the response to ABSORICA/ABSORICA LD is known [see Warnings and
Precautions (5.10)].

Additional Laboratory Abnormalities



Glucose

With isotretinoin use, some patients have experienced problems in the control of their blood sugar. In
addition, new cases of diabetes have been diagnosed during isotretinoin use.

CPK

Some patients undergoing vigorous physical activity while taking isotretinoin have experienced
elevated CPK levels; however, the clinical significance is unknown. There have been rare
postmarketing reports of rhabdomyolysis with isotretinoin use, some associated with strenuous physical
activity. Ina clinical trial of 924 patients, marked elevations in CPK (=350 U/L) were observed in
approximately 24% of patients treated with isotretinoin capsules.

In another clinical trial of 217 pediatric patients (12 to 17 years old) elevations in CPK were observed in
12% of patients, including those undergoing strenuous physical activity in association with reported
musculoskeletal adverse events such as back pain, arthralgia, limb injury, or muscle sprain. In these
patients, approximately half of the CPK elevations returned to normal within 2 weeks and half returned
to normal within 4 weeks. No cases of rhabdomyolysis were reported in this clinical trial.

6 ADVERSE REACTIONS

The following adverse reactions with ABSORICA/ABSORICA LD or other isotretinoin capsule
products are described in more detail in other sections of the labeling:

* Embryo-Fetal Toxicity [see Warnings and Precautions (5.1)]

* Psychiatric Disorders [see Warnings and Precautions (5.4)]

* Intracranial Hypertension (Pseudotumor Cerebri) [see Warnings and Precautions (5.5)]
* Serious Skin Reactions [see Warnings and Precautions (5.6)]
Pancreatitis [see Warnings and Precautions (5.7)]

* Lipid Abnormalities [see Warnings and Precautions (5.8)]

Hearing Impairment [see Warnings and Precautions (5.9)]
Hepatotoxicity [see Warnings and Precautions (5.10)]

* Inflammatory Bowel Disease [see Warnings and Precautions (5.11)]

* Musculoskeletal Abnormalities [see Warnings and Precautions (5.12)]
* Ocular Abnormalities [see Warnings and Precautions (5.13)]

* Hypersensitivity Reactions [see Warnings and Precautions (5.14)]

The following adverse reactions associated with the use of isotretinoin capsules were identified in
clinical studies or postmarketing reports. Because some of these reactions were reported voluntarily
froma population of uncertain size, it is not always possible to reliably estimate their frequency or
establish a causal relationship to drug exposure.

Dose Relationship

Cheilitis and hypertriglyceridemia were dose related.
Body as a Whole

Fatigue, irritability, pain, allergic reactions, systemic hypersensitivity, edema, lymphadenopathy, weight
loss.

Cardiovascular

Vascular thrombotic disease, stroke, palpitation, tachycardia.
Endocrine/Metabolism and Nutritional

Decreased appetite, weight fluctuation, alterations in blood sugar.



Gastrointestinal

Dry lips, chapped lips, cheilitis, nausea, constipation, diarrhea, abdominal pain, vomiting, inflammatory
bowel disease,

hepatitis, pancreatitis, bleeding and inflammation of the gums, colitis, esophagitis, esophageal
ulceration, ileitis.

Hematologic

Anemia and decreased RBC parameters, thrombocytopenia, increased platelet counts, decreased WBC
counts, severe neutropenia, rare reports of agranulocytosis.

Infections and Infestations

Nasopharyngitis, hordeolum, infections (including disseminated herpes simplex and upper respiratory
tract infection).

Laboratory Abnormalities

The following lab tests were increased: creatine phosphokinase (CPK), triglycerides, alanine
aminotransferase (SGPT), aspartate aminotransferase (SGOT), gamma-glutamyltransferase (GGTP),
cholesterol, low density lipoprotein (LDL), alkaline phosphatase, bilirubin, LDH, fasting blood
glucose, uric acid, and sedimentation rate. However, high density lipoprotein (HDL) was decreased.
Urine findings included increased white cells, proteinuria, microscopic or gross hematuria.

Musculoskeletal and Connective Tissue

Decreases in bone mineral density, musculoskeletal symptoms (sometimes severe) including back pain,
arthralgia, musculoskeletal pain, neck pain, extremity pain, myalgia, musculoskeletal stiffness [see
Warnings and Precautions (5.12)], skeletal hyperostosis, calcification of tendons and ligaments,
premature epiphyseal closure, tendonitis, arthritis, transient chest pain, and rare reports of
rhabdomyolysis.

Neurological

Headache, syncope, intracranial hypertension (pseudotumor cerebri), dizziness, drowsiness, lethargy,
malaise, nervousness, paresthesia, seizures, stroke, weakness.

Psychiatric

Suicidal ideation, insomnia, anxiety, depression, irritability, panic attack, anger, euphoria, violent
behaviors, emotional instability, suicide attempts, suicide, aggression, psychosis and auditory
hallucinations. Of the patients reporting depression, some reported that the depression subsided with
discontinuation of therapy and recurred with reinstitution of therapy.

Reproductive System

Abnormal menses, sexual dysfunction, including erectile dysfunction and decreased libido.

Respiratory

Epistaxis, nasal dryness, bronchospasm (with or without a history of asthma), respiratory infection,
voice alteration.

Skin and Subcutaneous Tissue

Dry skin, dermatitis, eczema, rash, contact dermatitis, alopecia, pruritus, sunburn, erythema, acne
fulminans, alopecia(which in some cases persisted), bruising, dry nose, eruptive xanthomas, erythema
multiforme, flushing, skin fragility, hair abnormalities, hirsutism, hyperpigmentation and
hypopigmentation, nail dystrophy, paronychia, peeling of palms and soles,
photoallergic/photosensitizing reactions, pruritus, pyogenic granuloma, rash (including facial erythema,
seborrhea, and eczema), Stevens-Johnson syndrome, increased sunburn susceptibility, sweating, toxic
epidermal necrolysis, urticaria,vasculitis (including granulomatosis with polyangiitis), abnormal wound



healing (delayed healing or exuberant granulation tissue with crusting).
Senses
Hearing: tinnitus and hearing impairment.

Ocular: dry eyes, reduced visual acuity, blurred vision, eye pruritis, eye irritation, asthenopia,
decreased night vision, ocular hyperemia, increased lacrimation, conjunctivitis, corneal opacities,
decreased night vision which may persist, cataracts, color vision disorder, conjunctivitis, eyelid
inflammation, keratitis, optic neuritis, photobia, visual disturbances.

Renal and Urinary

Glomerulonephritis.

7 DRUG INTERACTIONS

7.1 Vitamin A

ABSORICA/ABSORICA LD is closely related to vitamin A. Therefore, the use of both vitamin A and
ABSORICA/ABSORICA LD at the same time may lead to vitamin A related adverse reactions. Patients
treated with ABSORICA/ABSORICA LD should be advised against taking supplements containing
Vitamin A to avoid additive toxic effects.

7.2 Tetracyclines

Concomitant treatment with ABSORICA/ABSORICA LD and tetracyclines should be avoided because
isotretinoin use has been associated with a number of cases of intracranial hypertension (pseudotumor
cerebri), some of which involved concomitant use of tetracyclines [see Warnings and Precautions (5.5)].

7.3 Phenytoin

Phenytoin is known to cause osteomalacia. No formal clinical trials have been conducted to assess if
there is an interactive effect on bone loss between phenytoin and isotretinoin. Therefore, caution should
be exercised when using these drugs together.

7.4 Systemic Corticosteroids

Systemic corticosteroids are known to cause osteoporosis. No formal clinical trials have been
conducted to assess if there is an interactive effect on bone loss with concomitant use of systemic
corticosteroids and isotretinoin. Therefore, caution should be exercised when using these drugs
together.

7.5 Norethindrone/ethinyl es tradiol

In a trial of 31 premenopausal female patients with severe recalcitrant nodular acne receiving
norethindrone and ethinyl estradiol as an oral contraceptive agent, isotretinoin capsules within the
recommended dosage, did not induce clinically relevant changes in the pharmacokinetics of ethinyl
estradiol and norethindrone and in the serumlevels of progesterone, follicle-stimulating hormone (FSH)
and luteinizing hormone (LH). Although this study did not show any clinically significant interaction
betweenisotretinoin and norethindrone, it is not known if there is an interaction between isotretinoin
with other progestins.

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy
Pregnancy Exposure Registry



There is a pregnancy exposure registry that monitors pregnancy outcomes in patients exposed to
isotretinoin during pregnancy. Report any suspected fetal exposure during or 1 month after
ABSORICA/ABSORICA LD therapy immediately to the FDA via the MedWatch telephone number 1-
800-FDA-1088 and also to the iPLEDGE pregnancy registry at 1-866-495-0654 or via the internet
(www.ipledgeprogram.com).

Risk Summary

ABSORICA/ABSORICA LD are contraindicated during pregnancy because isotretinoin can cause fetal
harm when administered to a pregnant patient. There is anincreased risk of major congenital
malformations, spontaneous abortions, and premature births following isotretinoin exposure during
pregnancy in humans. If ABSORICA/ABSORICA LD is used during pregnancy, or if the patient
becomes pregnant while taking ABSORICA/ABSORICA LD, the patient should be apprised of the
potential hazard to a fetus. If pregnancy occurs during treatment of a patient who is taking
ABSORICA/ABSORICA LD, ABSORICA/ABSORICA LD must be discontinued immediately and the
patient should be referred to an Obstetrician-Gynecologist experienced in reproductive toxicity for
further evaluation and counseling.

Data
Human Data

Major congenital malformations that have been documented following isotretinoin exposure include
malformations of the face, eyes, ears, skull, central nervous system, cardiovascular system, and thymus
and parathyroid glands. External malformations include: skull; ear (including anotia, micropinna, small or
absent external auditory canals); eye (including microphthalmia); facial dysmorphia and cleft palate.
Internal abnormalities include: CNS (including cerebral and cerebellar malformations, hydrocephalus,
microcephaly, cranial nerve deficit); cardiovascular; thymus gland; parathyroid hormone deficiency. In
some cases, death has occurred as a result of the malformations.

Cases of IQ scores less than 85 with or without other abnormalities have been reported in children
exposed in utero to isotretinoin. Anincreased risk of spontaneous abortion and premature births have
beenreported with isotretinoin exposure during pregnancy.

8.2 Lactation

Risk Summary

There are no data on the presence of isotretinoin in either animal or human milk, the effects on the
breastfed infant, or the effects on milk production. Because of the potential for serious adverse
reactions in nursing infants fromisotretinoin, advise patients that breastfeeding is not recommended
during treatment with ABSORICA/ABSORICA LD, and for at least 8 days after the last dose of
ABSORICA/ABSORICA LD.

8.3 Females and Males of Reproductive Potential

All patients who can become pregnant must comply with the iPLEDGE programrequirements [see
Warnings and Precautions (5.2)].

Pregnancy Testing

ABSORICA/ABSORICA LD must only be prescribed to patients who are known not to be pregnant as
confirmed by a negative CLIA-certified laboratory conducted pregnancy test. Patients who can become
pregnant must have had two negative urine or serum pregnancy tests with a sensitivity of at least 25
mIU/mL before receiving the initial ABSORICA/ABSORICA LD prescription (the interval between the
two tests must be at least 19 days).

* The first test (a screening test) is obtained by the prescriber when the decision is made to
prescribe ABSORICA/ABSORICA LD therapy.



The second pregnancy test (a confirmation test) is performed after the patient has used 2 forms of
contraception for 1 month and during the first 5 days of the menstrual period immediately
preceding the beginning of ABSORICA/ABSORICA LD therapy (for patients with regular
menstrual cycles) or immediately preceding the beginning of ABSORICA/ABSORICA LD
therapy (for patients with amenorrhea, irregular cycles, or using a contraceptive method that
precludes withdrawal bleeding).

A pregnancy test must be repeated each month, in a CLIA-certified laboratory prior to the patient
receiving each prescription. A pregnancy test must also be completed at the end of the entire course of
ABSORICA/ABSORICA LD therapy and 1 month after the discontinuation of ABSORICA/ABSORICA
LD.

Contraception

Patients who can become pregnant must use 2 forms of contraception simultaneously, at least 1 of which
must be a primary form, for at least 1 month prior to initiation of ABSORICA/ABSORICA LD therapy,
during ABSORICA/ABSORICA LD therapy, and for 1 month after discontinuing
ABSORICA/ABSORICA LD therapy. However, 2 forms of contraception is not required if the patient
commits to continuous abstinence from not having any sexual contact with a partner which may result in
pregnancy, has undergone a hysterectomy or bilateral oophorectomy, or has been medically confirmed
to be post-menopausal. Micro-dosed progesterone preparations (“minipills” that do not contain an
estrogen) are an inadequate method of contraception during ABSORICA/ABSORICA LD therapy.

Primary forms Secondary forms
Barrier:

Tubal sterilization

male latex condom with or without
spermicide

Male vasectomy

L]

Intrauterine device diaphragm with spermicide

Hormonal (combination oral contraceptives,
vaginal systems, vaginal inserts, transdermal
systems, injections, or implants) Other:

cervical cap with spermicide

Vaginal sponge (contains spermicide)

Any birth control method can fail. There have beenreports of pregnancy from patients who have used
combination oral contraceptives, as well as contraceptive vaginal systems, vaginal inserts, transdermal
systems, and injections; these pregnancies occurred while taking isotretinoin. These reports are more
frequent for patients who use only a single method of contraception. Therefore, it is critically important
that patients who can become pregnant use 2 methods of contraception simultaneously.

A clinical drug interaction study did not show any clinically significant interaction between isotretinoin
and norethindrone and ethinyl estradiol; however, it is not known if there is an interaction between
isotretinoin with other progestins [see

Drug Interactions (7.5)]. Prescribers are advised to consult the prescribing information of any
medication administered concomitantly with hormonal contraceptives, since some medications may



decrease the effectiveness of these birth control products.

Patients who can become pregnant should be prospectively cautioned not to self-medicate with the
herbal supplement St. John’s Wort because of a possible interaction with hormonal contraceptives
based onreports of breakthrough bleeding on oral contraceptives shortly after starting St. John’s Wort.
Pregnancies have beenreported by users of combined hormonal contraceptives who also used some
formof St. John’s Wort.

If the patient has unprotected sexual contact with a partner that could result in pregnancy at any time 1
month before, during, or 1 month after therapy, the patient must:

a. Stop taking ABSORICA/ABSORICA LD immediately, if on therapy

b. Have a pregnancy test at least 19 days after the last act of unprotected sexual contact with a partner
that could result in pregnancy

C. Startusing 2 forms of contraception simultaneously again for 1 month before resuming
ABSORICA/ABSORICA LD therapy

d. Have a second pregnancy test after using 2 forms of contraception for 1 month.

Infertility

In a trial of female acne patients (n = 79) receiving another isotretinoin capsule product, the mean total
ovarian volume, the total antral follicle count and mean anti-Mullerian hormone decreased at the end of
the treatment (sixth month). However, the values returned to normal at the 18" month (12 months after the
end of treatment). There were no statistically significant changes in terms of follicle-stimulating
hormone and luteinizing hormone, both at the end of the treatment and 12 months after the end of
treatment. Although the results suggest that possible deteriorative effects of isotretinoin on ovarian
reserve may be reversible, the study has important methodological limitations, including a small sample
size, lack of a control group, and lack of generalizability.

Sperm Study

In trials of 66 men, 30 of whom were patients with nodular acne under treatment with oral isotretinoin,
no significant changes were noted in the count or motility of spermatozoa in the ejaculate. In a study of
50 men (ages 17 to 32 years) receiving isotretinoin therapy for nodular acne, no significant effects were
seenon ejaculate volume, sperm count, total sperm motility, morphology or seminal plasma fructose.

8.4 Pediatric Use

The safety and effectiveness of ABSORICA/ABSORICA LD for the treatment of severe recalcitrant
nodular acne have been established in pediatric subjects ages 12 to 17 years. Use of
ABSORICA/ABSORICA LD inthis age group for this indication is supported by evidence froma
clinical trial (Study 1) that compared the use ABSORICA to another isotretinoin capsule product in 397
pediatric subjects (12 to 17 years) [see Clinical Studies (14)] and pharmacokinetic data in pediatric
subjects [see Clinical Pharmacology (12.3)].

The safety and effectiveness of ABSORICA/ABSORICA LD in pediatric patients less than 12 years of
age have not been established.

Adverse Reactions in Pediatric Subjects

In trials with isotretinoin capsules, adverse reactions reported in pediatric subjects aged 12 to 17 years
old were similar to those described in adults except for the increased incidence of back pain and
arthralgia (both of which were sometimes severe) and myalgia in pediatric subjects. In a trial of
pediatric subjects aged 12 to 17 years old treated with isotretinoin capsules, approximately 29%
(104/358) developed back pain. Back pain was severe in 14% (14/104) of the cases and occurred at a
higher frequency in female subjects than male subjects. Arthralgias were experienced in 22% (79/358)
of pediatric subjects including severe arthralgias in 8% (6/79) of subjects. Appropriate evaluation of
the musculoskeletal system should be done in adolescents who present with these symptoms during or



after a course of ABSORICA/ABSORICA LD. Consider discontinuing ABSORICA/ABSORICA LD if
any significant abnormality is found.

Effects on Bone Mineral Density in Pediatric Subjects

The effect on bone mineral density (BMD) of a 20-week course of therapy with ABSORICA or another
isotretinoin capsule product was evaluated in a double-blind, randomized clinical trial involving 396
adolescents with severe recalcitrant nodular acne (mean age 15.4 years old, range 12 to 17 years old,
80% males). Given that there were no statistically significant differences between the two isotretinoin
capsule groups following 20 weeks of treatment, the results are presented for the pooled treatment
groups. The mean changes in BMD from baseline for the overall trial population were 1.8% for lumbar
spine, -0.1% for total hip and -0.3% for femoral neck. Mean BMD Z-scores declined from baseline at
each of these sites (-0.053, -0.109 and -0.104 respectively). Out of 306 adolescents, 27 (9%) had
clinically significant BMD declines defined as >4% lumbar spine or total hip, or >5% femoral neck,
including 2 subjects for lumbar spine, 17 for total hip and 20 for femoral neck. Repeat DXA scans
within 2 to 3 months after the post treatment scan showed no recovery of BMD. Long-term follow-up at
4 to 11 months showed that 3 out of 7 subjects had total hip and femoral neck BMD below pre-treatment
baseline, and 2 others did not show the increase in BMD above baseline expected in this adolescent
population. The significance of these changes inregard to long-term bone health and future fracture
risk is unknown [see Warnings and Precautions (5.12)].

In an open-label clinical trial (N=217) of a single course of therapy with isotretinoin capsules for
adolescents with severe recalcitrant nodular acne, BMD at several skeletal sites were not significantly
decreased (lumbar spine change >-4% and total hip change >-5%) or were increased in the majority of
subjects. One patient had a decrease in lumbar spine BMD >4% based on unadjusted data. Sixteen (8%)
subjects had decreases in lumbar spine BMD >4%, and all the other subjects (92%) did not have
significant decreases or had increases (adjusted for body mass index). Nine subjects (5%) had a
decrease intotal hip BMD >5% based on unadjusted data. Twenty-one (11%) subjects had decreases in
total hip BMD >5%, and all the other subjects (89%) did not have significant decreases or had increases
(adjusted for body mass index). Follow-up trials performed in 8 of the subjects with decreased BMD
for up to 11 months thereafter demonstrated increasing BMD in 5 subjects at the lumbar spine, while the
other 3 subjects had lumbar spine BMD measurements below baseline values. Total hip BMD remained
below baseline (range —1.6% to —7.6%) in 5 of 8 subjects (63%).

In a separate open-label extension trial of 10 subjects including those ages 13 to 17 years, who started a
second course of isotretinoin capsules 4 months after the first course, two subjects showed a decrease
in mean lumbar spine BMD up to 3.3%.

Epiphyseal Closure

There are reports of premature epiphyseal closure in acne patients who used isotretinoin at
recommended doses. The effect of multiple courses of isotretinoin on epiphyseal closure is unknown.
Ina 20-week clinical trial that included 289 adolescents who had hand radiographs taken to assess bone
age, a total of 9 subjects had bone age changes that were clinically significant and for which an
isotretinoin-related effect cannot be excluded [see Warnings and Precautions (5.12)].

8.5 Geriatric Use

Clinical studies of ABSORICA/ABSORICA LD did not include sufficient numbers of geriatric subjects
(subjects aged 65 years of age and older) to determine whether they respond differently from younger
adults. Although reported clinical experience has not identified differences inresponses between
geriatric and younger adults, effects of aging may increase some risks associated with
ABSORICA/ABSORICA LD therapy.

10 OVERDOSAGE

In humans, isotretinoin overdosage has been associated with vomiting, facial flushing, cheilosis,



abdominal pain, headache, dizziness, and ataxia. These symptoms quickly resolved without apparent
residual effects.

Patients who can become pregnant who present with an ABSORICA/ABSORICA LD overdosage
should be evaluated for pregnancy. Because an overdosage would be expected to result in higher
levels of isotretinoin in semen than found during a normal treatment course, male patients treated with
ABSORICA/ABSORICA LD should use a condom, or avoid reproductive sexual activity with a patient
who is or might become pregnant, for 1 month after the overdose.

All patients with ABSORICA/ABSORICA LD overdose should not donate blood for at least 1 month.

11 DESCRIPTION
ABSORICA

ABSORICA (isotretinoin) Capsules contain 10 mg, 20 mg, 25 mg, 30 mg, 35 mg or 40 mg of
isotretinoin (a retinoid) in hard gelatin capsules for oral administration. In addition to the active
ingredient, isotretinoin, each capsule contains the following inactive ingredients: propyl gallate,
sorbitan monooleate, soybean oil and stearoyl polyoxylglycerides. The gelatin capsules contain the
following dye systems:

* 10 mg —iron oxide (yellow) and titanium dioxide;

* 20 mg —ironoxide (red), and titanium dioxide;

* 25mg — FD&C Blue #1, FD&C Yellow #5 [see Warnings and Precautions (5.14)], FD&C Yellow
#6 and titanium dioxide;

* 30 mg —ironoxide (black, red and yellow) and titanium dioxide;

* 35mg — FD&C Blue #2, iron oxide (black, red and yellow) and titanium dioxide;

* 40 mg —ironoxide (black, red and yellow) and titanium dioxide.

ABSORICA LD

ABSORICA LD (isotretinoin) Capsules contain 8 mg, 16 mg, 20 mg, 24 mg, 28 mg and 32 mg of
micronized isotretinoin (a retinoid) in suspension filled in hard gelatin capsules for oral administration.
In addition to the active ingredient, isotretinoin, USP each capsule contains the following inactive
ingredients: butylated hydroxy anisole, gelatin, hard gelatin capsule shell, polysorbate 80 and soybean
oil. The gelatin capsules contain the following dye systems:

* 8 mg —D&C Yellow #10, FD&C Blue #1, FD&C Red #40 and titanium dioxide
* 16 mg — FD&C Blue #1, FD&C Red #40, and titanium dioxide

* 20 mg — FD&C Blue #1, FD&C Red #40, and titanium dioxide

* 24 mg — D&C Yellow #10, FD&C Yellow #6 and titanium dioxide

* 28 mg — FD&C Blue #1, FD&C Red #40, and titanium dioxide

* 32 mg —ferrosoferric oxide, ferric oxide (red and yellow) and titanium dioxide

The imprinting ink of 8 mg, 16 mg, 24 mg and 32 mg capsules contain the following ingredients:
potassium hydroxide, propylene glycol, shellac and titanium dioxide.

The imprinting ink of 20 mg and 28 mg capsules contain the following ingredients: ferrosoferric oxide,
propylene glycol and shellac glaze.

Isotretinoin

Chemically, isotretinoin is 13-cis-retinoic acid and is related to both retinoic acid and retinol (vitamin
A). Itis a yellow to orange crystalline powder with a molecular weight of 300.44. Itis practically
insoluble in water, soluble in chloroform and sparingly soluble in alcohol and inisopropyl alcohol.



The structural formula is:

VRN R
COOH

ABSORICA meets USP Dissolution Test 3.
For ABSORICA LD, FDA approved dissolution test differs from the USP.

12 CLINICAL PHARMACOLOGY

12.1 Mechanism of Action

ABSORICA/ABSORICA LD is aretinoid, which when administered at the recommended dosage [see
Dosage and Administration (2.1)], inhibits sebaceous gland function and keratinization. Clinical
improvement in nodular acne patients occurs in association with a reduction in sebum ssecretion. The
decrease insebum secretion is temporary and is related to the dose and duration of treatment with
isotretinoin capsules and reflects a reduction in sebaceous gland size and an inhibition of sebaceous
gland differentiation. The exact mechanism of action of ABSORICA/ABSORICA LD in the treatment of
severe recalcitrant nodular acne is unknown.

12.2 Pharmacodynamics
The pharmacodynamics of ABSORICA/ABSORICA LD are unknown.

12.3 Pharmacokinetics

No clinically significant differences in the pharmacokinetics of isotretinoin between patients with
nodular acne and healthy subjects without acne were reported in published literature.

Absorption Following ABSORICA Administration

The ABSORICA mean T ,,x was 6.4 hours under fed conditions and 2.9 hours under fasting conditions
following administration of a single 40 mg dose.

Effect on Food

No clinically significant differences in ABSORICA pharmacokinetics were observed following
administration with a modified high-fat, high-calorie meal (123.2 calories from protein, 265.6
calories from carbohydrates, and 468 calories from fat; total calories 857 calories) with reduced
vitamin A content. The mean AUCg_ and Cp,x of isotretinoin were 6095 ng*hr/mL and 369 ng/mL,
respectively, following administration of a single 40 mg ABSORICA dose under fed conditions;
which were approximately 50% and 26% higher, respectively, compared to fasting conditions.
However, ABSORICA may be given with or without meals [see Dosage and Administration (2.1)].

Absorption Following ABSORICA LD Administration



The ABSORICA LD median Ty, was 5 hours under fed conditions and 3.5 hours under fasting
conditions following administration of a single 32 mg dose.

Effect on Food

No clinically significant differences in ABSORICA LD pharmacokinetics were observed
following administration with a high-fat, high-calorie meal (150 calories from protein, 250
calories from carbohydrates, and 500 calories from fat; total calories 900 calories). The mean
AUC( and Cpx of isotretinoin were 10209 ng*hr/mL and 646 ng/mL, respectively, following
administration of a single 32 mg ABSORICA LD dose under fed conditions; which were
approximately 20% and 6% higher, respectively, compared to fasting conditions. However,
ABSORICA LD may be given with or without meals [see Dosage and Administration (2.1)].

Distribution
Isotretinoin is more than 99.9% bound to plasma proteins, primarily albumin.
Elimination

The mean elimination half-lives of isotretinoin and its 4-oxo-isotretinoin metabolite were:

* 18 hours and 38 hours, respectively, after a single oral ABSORICA 40 mg dose.

* Approximately 24 hours and 38 hours, respectively, after a single oral ABSORICA LD 32 mg
dose.

Metabolism: Isotretinoin is primarily metabolized by CYP2C8, 2C9, 3A4, and 2B6 in vitro. Isotretinoin
and its metabolites are further metabolized into conjugates.

Following oral administration of isotretinoin capsules, at least three metabolites (4-oxo-isotretinoin,
retinoic acid (tretinoin), and 4-oxo-retinoic acid (4-oxo-tretinoin)) have been identified in human plasma.
The extent of formation of all metabolites was higher under fed conditions. All of these metabolites
possess retinoid activity in vitro. The clinical significance is unknown.

Excretion: Following oral administration of an 80 mg dose of radiolabeled-isotretinoin as a liquid
suspension, the metabolites of isotretinoin were excreted in feces and urine inrelatively equal amounts
(total of 65% to 83%).

Specific Populations

Pediatric Patients: No clinically significant differences in the pharmacokinetics of isotretinoin were
observed based onage (12 to 15 years (n=38), and >18 years (n=19)). In both age groups, 4-oxo-
isotretinoin was the major metabolite; tretinoin and 4-oxo-tretinoin were also observed [see Use in
Specific Populations (8.4)].

Drug Interaction Studies

No clinically significant differences in the pharmacokinetics of phenytoin (CYP2C9 substrate) were
observed when used concomitantly with isotretinoin.

13 NONCLINICAL TOXICOLOGY

13.1 Carcinogenesis, Mutagenesis and Impairment of Fertility

In male and female Fischer 344 rats given oral isotretinoin at dosages of 8 or 32 mg/kg/day (1.3 or 5.3
times the recommended clinical ABSORICA dosage of 1 mg/kg/day or the recommended clinical
ABSORICA LD dosage of 0.8 mg/kg/day, respectively, after normalization for total body surface area)
for greater than 18 months, there was a dose-related increased incidence of pheochromocytoma relative
to controls. The incidence of adrenal medullary hyperplasia was also increased at the higher dosage in
both sexes. The relatively high level of spontaneous pheochromocytomas occurring in the male



Fischer 344 rat makes it an equivocal model for study of this tumor; therefore, the relevance of this
tumor to humans is uncertain.

The Ames test was conducted with isotretinoin in two laboratories. The results of the tests in one
laboratory were negative, while in the second laboratory, a weakly positive response (less than 1.6
times background) was noted in S. typhimurium TA100 when the assay was conducted with metabolic
activation. No dose response effect was seen, and all other strains were negative. Additionally, other
tests designed to assess genotoxicity (Chinese hamster cell assay, mouse micronucleus test, S.
cerevisiae D7 assay, in vitro clastogenesis assay with human-derived lymphocytes, and unscheduled
DNA synthesis assay) were all negative.

Inrats, no adverse effects on gonadal function, fertility, conception rate, gestation or parturition were
observed at oral dosages of isotretinoin of 2, 8, or 32 mg/kg/day (0.3, 1.3, or 5.3 times the
recommended clinical ABSORICA dosage of 1 mg/kg/day or the recommended clinical ABSORICA
LD dosage of 0.8 mg/kg/day, respectively, after normalization for total body surface area).

In dogs, testicular atrophy was noted after treatment with oral isotretinoin for approximately 30 weeks at
dosages of 20 or 60 mg/kg/day (10 or 30 times the recommended clinical ABSORICA dosage of 1
mg/kg/day or the recommended clinical ABSORICA LD dosage of 0.8 mg/kg/day, respectively, after
normalization for total body surface area). In general, there was microscopic evidence for appreciable
depression of spermatogenesis, but some sperm were observed in all testes examined, and in no instance
were completely atrophic tubules seen.

13.2 Animal Toxicology

Inrats given 8 or 32 mg/kg/day of isotretinoin (1.3 or 5.3 times the recommended clinical ABSORICA
dosage of 1 mg/kg/day or the recommended clinical ABSORICA LD dosage of 0.8 mg/kg/day,
respectively, after normalization for total body surface area) for 18 months or longer, the incidences of
focal calcification, fibrosis and inflammation of the myocardium, calcification of coronary, pulmonary
and mesenteric arteries, and metastatic calcification of the gastric mucosa were greater than in control
rats of similar age. Focal endocardial and myocardial calcifications associated with calcification of the
coronary arteries were observed intwo dogs after approximately 6 to 7 months of treatment with
isotretinoin at a dosage of 60 to 120 mg/kg/day (30 to 60 times the recommended clinical ABSORICA
dosage of 1 mg/kg/day or the recommended clinical ABSORICA LD dosage of 0.8 mg/kg/day,
respectively, after normalization for total body surface area).

14 CLINICAL STUDIES

The effectiveness of ABSORICA/ABSORICA LD for the treatment of severe recalcitrant nodular acne
in patients 12 years of age and older has been established and is based on a double-blind, randomized,
parallel group trial (Study 1) in subjects with severe recalcitrant nodular acne who received
ABSORICA or another isotretinoin capsule product under fed conditions. A total of 925 subjects were
randomized 1:1 to receive ABSORICA or another isotretinoin capsule product. Study subjects ranged
from 12 to 54 years of age (including 397 pediatric subjects 12 to 17 years old); 60% were male, 40%
were female; and the racial groups included 87% White, 4% Black, 6% Asian, and 3% Other. Enrolled
subjects had a weight of 40 to 110 kg and had at least 10 nodular lesions on the face and/or trunk.
Subjects were treated with an initial dose of 0.5 mg/kg/day in two divided doses for the first 4 weeks,
followed by 1 mg/kg/day in two divided doses for the following 16 weeks.

Change from baseline to Week 20 in total nodular lesion count and proportion of subjects with at least a
90% reductionin total nodular lesion count from baseline to Week 20 are presented in Table 3. Total
nodular lesion counts by visit are presented in Figure 1. A single course of ABSORICA and another
isotretinoin capsule product therapy for 15 to 20 weeks has been shown to result in complete and
prolonged remission of acne in many patients.

Table 3: Efficacy Results in Subjects with Severe Recalcitrant Nodular Acne at Week 20 (Study 1)



ABSORICA Another

N=464 Isotretinoin
Capsule Product*

N=461
Nodular Lesions 18.4 17.7
Mean Baseline Count -15.68 -15.62
Mean Reduction
Subjects Achieving 90% Reduction, n 324 (70%) 344 (75%)
(%)

Figure 1: Total Nodular (Facial and Truncal) Lesion Count in Subjects with Severe Recalcitrant
Nodular Acne by Visit in Study 1
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* Another isotretinoin capsule product.
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16 HOW SUPPLIED/STORAGE AND HANDLING

ABSORICA and ABSORICA LD have different dosage regimens. Although ABSORICA and
ABSORICA LD have a 20 mg strength, these strengths have different bioavailability and are not
substitutable [see Dosage and Administration (2.1)].

ABSORICA
ABSORICA (isotretinoin) Capsules (opaque) are supplied as follows:

* 10 mg: Dark yellow, capsule imprinted with black ink “G 240” on cap and “10” on the body
Box of 30 capsules (3 x 10 Prescription Packs): NDC 10631-115-31



* 20 mg: Red, capsule imprinted with black ink “G 241” on cap and “20” on the body
Box of 30 capsules (3 x 10 Prescription Packs): NDC 10631-116-31

* 25 mg: Green, capsule imprinted with white ink “G 342” on cap and “25” on the body
Box of 30 capsules (3 x 10 Prescription Packs): NDC 10631-133-31
* 30 mg: Brown, capsule imprinted with white ink “G 242” on cap and “30” on the body
Box of 30 capsules (3 x 10 Prescription Packs): NDC 10631-117-31
* 35 mg: Dark blue, capsule imprinted with white ink “G 343” on cap and “35” on the body
Box of 30 capsules (3 x 10 Prescription Packs): NDC 10631-134-31
* 40 mg: Brown and red, capsule imprinted with white ink “G 325” on cap and “40” on the body
Box of 30 capsules (3 x 10 Prescription Packs): NDC 10631-118-31

ABSORICA LD
ABSORICA LD (isotretinoin) Capsules (opaque-printed, hard-gelatin) are supplied as follows:

* 8 mg: A size 3, light green, capsules banded with a colorless band. The cap is printed in white
with “RL29” and the body is printed in white with “RL29”.

Box of 30 capsules (3 x 10 Prescription Packs) NDC 10631-002-31

* 16 mg: A size 2, dark blue, capsules banded with a colorless band. The cap is printed in white with
“RL30” and the body is printed in white with “RL30”.

Box of 30 capsules (3 x 10 Prescription Packs) NDC 10631-003-31

* 20 mg: A size 1, dark pink, capsules banded with a colorless band. The cap is printed in black with
“RL33”and the body is printed in black with “RL33”.

Box of 30 capsules (3 x 10 Prescription Packs) NDC 10631-004-31

* 24 mg: A size 1, yellow, capsules banded with a colorless band. The cap is printed in white with
“RL31” and the body is printed in white with “RL31”.

Box of 30 capsules (3 x 10 Prescription Packs) NDC 10631-005-31

* 28 mg: A size 0, light blue, capsules banded with a colorless band. The cap is printed in black
with “RL34” and the body is printed in black with “RL34”.

Box of 30 capsules (3 x 10 Prescription Packs) NDC 10631-006-31

* 32 mg: A size 0, caramel, capsules banded with a colorless band. The cap is printed in white with
“RL32” and the body is printed in white with “RL32”.

Box of 30 capsules (3 x 10 Prescription Packs): NDC 10631-007-31

Storage and Handling of ABSORICA and ABSORICA LD

Store at 20°C to 25°C (68°F to 77°F), excursions permitted between 15°C to 30°C (59°F to 86°F) [see
USP controlled room temperature]. Protect from light.

17 PATIENT COUNSELING INFORMATION
Advise the patient to read the FDA-approved patient labeling (Medication Guide).

Embryo-Fetal Toxicity

There is an extremely high risk of severe birth defects when ABSORICA/ABSORICA LD is used in
pregnancy [see Warnings and Precautions (5.1) and Use in Specific Populations (8.1)]. Instruct patients
who can become pregnant that they must not be pregnant during or up to one month after
ABSORICA/ABSORICA LD therapy. Instruct patients to not donate blood during
ABSORICA/ABSORICA LD therapy and for 1 month following discontinuation to avoid blood donation
to a pregnant patient.



iIPLEDGE

ABSORICA and ABSORICA LD are available only through a restricted program called iPLEDGE [see
Warnings and Precautions (5.2)]. Inform patients who can become pregnant of the following notable
requirements. These patients must:

Sign an informed consent formto be enrolled in the program

Comply with the pregnancy testing and contraception requirements [see Use in Specific Populations
(8.3)]

Demonstrate comprehension of the safe-use conditions of the program every month

Obtain the prescription within 7 days of the pregnancy test collection

Inform patients who cannot become pregnant of the following notable requirements. These patients must
sign an informed consent formto enroll in the program and they must obtain the prescription within 30
days of the office visit. ABSORICA/ABSORICA LD is available only from certified pharmacies
participating in the program. Therefore, provide patients with the telephone number and website for
information on how to obtain ABSORICA/ABSORICA LD [see Warnings and Precautions (5.2)].

Lactation

Because of the potential for serious adverse reactions in nursing infants fromisotretinoin, advise
patients that breastfeeding is not recommended during treatment with ABSORICA/ABSORICA LD, and
for at least 8 days after the last dose of ABSORICA/ABSORICA LD [see Use in Specific Populations
(8.2)].

Psvychiatric Disorders

Instruct patients and/or their caregivers/families that ABSORICA/ABSORICA LD may cause
depression, psychosis, suicidal ideation, suicide attempts, and aggressive or violent behavior. Instruct
patients to read the Recognizing Psychiatric Disorders in Adolescents and Young Adults brochure
prior to taking ABSORICA/ABSORICA LD. Instruct patients to stop ABSORICA/ABSORICA LD and
to contact a healthcare provider if they develop any of these signs or symptoms [see Warnings and
Precautions (5.4)].

Important Administration Instructions

To decrease the risk of esophageal irritation, instruct patients to swallow the capsules with a full glass
of liquid [see

Dosage and Administration (2.1)].
Intracranial Hypertension (Pseudotumor Cerebri)

Advise patients that intracranial hypertension (pseudotumor cerebri) has occurred with
ABSORICA/ABSORICA LD use including concomitant use with tetracyclines. Thus, advise patients to
avoid concomitant use with tetracyclines and to discontinue ABSORICA/ABSORICA LD immediately if
they have symptoms of intracranial hypertension [see Warningsand Precautions (5.5)].

Serious Skin Reactions

Advise patients that severe skin reactions (Stevens-Johnson syndrome and toxic epidermal necrolysis)
have beenreported in patients treated with isotretinoin and to discontinue ABSORICA/ABSORICA LD
if clinically significant skinreactions occur [see Warnings and Precautions (5.6)].

Inflammatory Bowel Disease

Advise patients that inflammatory bowel disease (including regional ileitis) have occurred with
isotretinoin use including those without a prior history of IBD and if they experience IBD symptoms,
they should discontinue

ABSORICA/ABSORICA LD immediately [see Warnings and Precautions (5.11)].



Musculoskeletal Abnormalities

Inform patients that:
* There have beenreports of osteoporosis and fractures and that isotretinoin may have a negative
effect on bone mineral density [see Warnings and Precautions (5.12)].

* Isotretinoin use has been associated with musculoskeletal abnormalities (e.g., arthralgia, back
pain) [see Warnings and Precautions (5.12)].

Inform adolescents and their families that isotretinoin use in adolescents who participated in sports with
repetitive impact increase their risk of spondylolisthesis or hip growth plate injuries [see Warnings and
Precautions (5.12)]. Inform pediatric patients and their caregivers that pediatric patients treated with
isotretinoin capsules developed back pain including severe back pain, and arthralgias including severe
arthralgias [see Use in Specific Populations (8.4)].

Ocular Abnormalities

Inform patients that they may experience dry eyes, corneal opacities, and decreased night vision and
contact lens wearers may experience decreased tolerance to contact lenses during and after therapy [see
Warnings and Precautions (5.13)].

Rhabdomvolysis

Inform patients there have been rare postmarketing reports of rhabdomyolysis in patients treated with
isotretinoin capsules, some associated with strenuous physical activity [see Warnings and Precautions

(5.15)].

Hypersensitivity Reactions

Given that anaphylactic reactions and other allergic reactions have beenreported in patients treated with
isotretinoin capsules, instruct the patient to discontinue ABSORICA/ABSORICA LD and contact their
healthcare provider if they have a severe allergic reaction [see Warnings and Precautions (5.14)].

Lipid Abnormalities

Instruct patients that hypertriglyceridemia, decreased HDL, and increased cholesterol levels were
reported in patients treated with isotretinoin capsules [see Warnings and Precautions (5.8)].

Additional Instructions

Inform patients:

* To not share ABSORICA/ABSORICA LD with anyone else because of the risk of birth defects
and other serious adverse reactions.

* That transient exacerbation (flare) of acne has been seen, generally during the initial period of
therapy.

* That wax epilation and skin resurfacing procedures (such as dermabrasion, laser) should be
avoided during ABSORICA/ABSORICA LD therapy and for at least 6 months thereafter due to
the possibility of scarring.

To avoid prolonged exposure to UV rays or sunlight.

Distributed by:
Sun Pharmaceutical Industries, Inc.
Cranbury, NJ 08512

ABSORICA and ABSORICA LD are trademarks of Sun Pharmaceutical Industries, Inc. All other
trademarks are property of their respective owners.

ABSORICA LD 8 mq, 16 mq, 20 mq, 24 mq, 28 mq and 32 mgq is protected by US Patent No. US 9,700,535



and US 9,750,711.

Medication Guide

MEDICATION GUIDE
ABSORICA (ab-sore-i-kah)
(isotretinoin) capsules
ABSORICA (ab-sore-i-kah) LD

(isotretinoin) capsules
IMPORTANT: ABSORICA LD is not the same as ABSORICA or other
isotretinoin generic products. Do not change between ABSORICA LD and
ABSORICA or other isotretinoin generic products.
Read the Medication Guide that comes with ABSORICA or ABSORICA LD
before you start taking it and each time you get a prescription. There may be new
information. This information does not take the place of talking with your
healthcare provider about your medical condition or your treatment.

What is the most important information I should know about
ABSORICA and ABSORICA LD?

* ABSORICA and ABSORICA LD can harm your unborn baby,
including birth defects (deformed babies), loss of a baby before
birth (mis carriage), death of the baby, and early (premature)
births. Patients who are pregnant or who plan to become pregnant
must not take ABSORICA or ABSORICA LD.

Patients must not get pregnant:

0 for 1 month before starting ABSORICA or ABSORICA LD
during treatment with ABSORICA or ABSORICA LD

0 for 1 month after stopping ABSORICA or ABSORICA LD

If you get pregnant during treatment with ABSORICA
orABSORICALD, stop taking it right away and call your healthcare
provider. Healthcare providers and patients should report all cases of
pregnancy during treatment or 1 month after stopping treatment to:

0 FDA MedWatch at 1-800-FDA-1088, and

the iPLEDGE Pregnancy Registry at 1-866-495-0654 or
www.ipledgeprogram.com

Because ABSORICA and ABSORICA LD can cause birth defects,
ABSORICA and ABSORICA LD are only for patients who can understand
and agree to carry out all of the instructions in the iPLEDGE Program.

Serious mental health problems, including:
0 depression

psychosis (seeing or hearing things that are not real)

0 suicide. Some patients taking ABSORICA or ABSORICA LD have had
thoughts about hurting themselves or putting an end to their own lives
(suicidal thoughts). Some people tried to end their own lives. Some people
have ended their own lives.

Stop taking ABSORICA or ABSORICALD and call your healthcare



provider right away if you or a family member notices that you have
any of the following signs and symptoms of depression or psychosis:

Your healthcare provider may tell you to see a mental healthcare
professional if you had any of these symptoms.

What are ABSORICA and ABSORICALD?

ABSORICA and ABSORICA LD are prescription medicines used in patients 12
years of age and older, who are not pregnant, for the treatment of severe acne
(nodular acne) that cannot be cleared up by any other acne treatments, including
antibiotics. ABSORICA and ABSORICA LD can cause serious side effects (see
“What is the most important information I should know about ABSORICA
and ABSORICALD?”).

ABSORICA and ABSORICA LD can only be:

prescribed by healthcare providers that are registered in the iPLEDGE
Program

dispensed by a pharmacy that is registered with the iPLEDGE Program
givento patients who are registered in the iPLEDGE Program and agree to
do everything required in the program.

It is not known if ABSORICA and ABSORICA LD are safe and effective
in children less than 12 years of age.

Do not take ABSORICA or ABSORICALD if you:

are pregnant, plan to become pregnant, or become pregnant during
ABSORICA and ABSORICALD treatment. ABSORICA and
ABSORICA LD cause severe birth defects. See “What is the most
important information I should know about ABSORICA and
ABSORICALD?”

are allergic to isotretinoin, vitamin A, or any of the ingredients in
ABSORICA and ABSORICA LD. See the end of this Medication Guide
for a complete list of ingredients in ABSORICA and ABSORICA LD.

Before taking ABSORICA or ABSORICALD, tell your healthcare
provider if you or a family member has any of the following health
conditions:

mental health problems

asthma

liver problems

diabetes

heart disease

increase blood fat levels (cholesterol and triglycerides)

bone loss (osteoporosis), weak bones or any other bone problems

an eating problem called anorexia nervosa (where people eat too little)
food or medicine allergies, including aspirin or tartrazine



Tell your healthcare provider if you are pregnant or breastfeeding. Do not
breastfeed during treatment or for at least 8 days after the last dose of
ABSORICA or ABSORICA LD.

Tell your healthcare provider about all of the medicines you take including
prescription and over-the-counter medicines, vitamins and herbal supplements,
including St. John’s wort. ABSORICA and ABSORICA LD and certain other
medicines can affect each other, sometimes causing serious side effects.

Do not take the following medicines during treatment with ABSORICA or
ABSORICA LD:

vitamin A supplements
tetracycline antibiotics

Know the medicines you take. Keep a list of themto show to your healthcare
provider and pharmacist. Do not take any new medicine without talking with your
healthcare provider.

How should I take ABSORICA and ABSORICALD?
You must take ABSORICA and ABSORICA LD exactly as prescribed.
You must also follow all the instructions of the iPLEDGE Program.
Before prescribing ABSORICA or ABSORICA LD, your healthcare
provider will:

0 explain the iPLEDGE Programto you
have you sign the Patient Information/Informed Consent form (for all
patients). Patients who can get pregnant must also sign another consent
form.

0 give you a pregnancy test to make sure you are not pregnant before you
start ABSORICA or ABSORICA LD. You will receive 2 pregnancy tests
at least 19 days apart.

You will not be prescribed ABSORICA or ABSORICALD if you cannot
agree to or follow all the instructions of the iPLEDGE Program.

*  You will get no more than a 30-day supply of ABSORICA or ABSORICA
LD at a time. This is to make sure you are following the ABSORICA and
ABSORICA LD iPLEDGE Program.

* The amount of ABSORICA or ABSORICA LD you take has been
specially chosen for you. It is based on your body weight and may change
during treatment.

* Take ABSORICA or ABSORICA LD 2 times a day with or without meals,

unless your healthcare provider tells you otherwise. Swallow your

ABSORICA or ABSORICA LD capsules whole with a full glass of

liquid. Do not chew or suck on the capsule. ABSORICA and

ABSORICA LD can hurt the tube that connects your mouth to your stomach

(esophagus) if not swallowed whole.

Your healthcare provider will tell you how long you will receive

treatment with ABSORICA or ABSORICA LD. Your acne may continue to

improve after treatment.

If you miss a dose, just skip that dose. Do not take two doses at the same

time.

* If you take too much ABSORICA or ABSORICA LD, call your healthcare



provider or poison control center right away.

Your acne may get worse when you first start taking ABSORICA or
ABSORICA LD. This should last only a short while. Talk with your
healthcare provider if this is a concern for you.

You must return to your healthcare provider as directed to make sure you
don’t have signs of serious side effects. Your healthcare provider may do
blood tests to check for serious side effects from ABSORICA or
ABSORICA LD and may stop treatment if you get certain side effects.

Patients who can get pregnant will get a pregnancy test each month, after
you finish your course of treatment, and 1 month after you stop treatment
with ABSORICA or ABSORICA LD.

Patients who can get pregnant must use two separate forms of birth control
at the same time for at least 1 month before, during treatment, and for 1
month after treatment with ABSORICA or ABSORICA LD. You must
access the iPLEDGE Program system to answer questions about the
program requirements and to enter your two chosen forms of birth
control. To access the iPLEDGE Program system, go to
www.ipledgeprogram.comor call 1-866-495-0654.

Talk about birth control options with your healthcare provider or go for a
free visit to talk about birth control with another healthcare provider or
family planning expert. Your healthcare provider can arrange this free
visit, which will be paid for by the company that makes ABSORICA and
ABSORICA LD.

If you have sex at any time without using two forms of birth control 1
month before, during, or 1 month after treatment, get pregnant, or
miss your expected period, stop taking ABSORICA orABSORICALD
and call your healthcare provider right away.

What should I avoid while taking ABSORICA orABSORICALD?

Do not give blood during treatment with ABSORICA or ABSORICA LD
and for one month after stopping ABSORICA or ABSORICA LD. If
someone who is pregnant gets your donated blood, their baby may be
exposed to isotretinoin and may be born with birth defects.

Do not take other medicines or herbal products with ABSORICA or
ABSORICA LD unless you talk to your healthcare provider. See “Before
taking ABSORICA or ABSORICALD”

Do not drive at night until you know if ABSORICA or ABSORICALD
has affected your vision. ABSORICA and ABSORICA LD may decrease
your ability to see in the dark.

Do not have cosmetic procedures to smooth your skin, including
waxing, dermabrasion, or laser procedures, during treatment
withABSORICA or ABSORICALD and for at least 6 months after you
stop. ABSORICA and ABSORICA LD canincrease your chance of
scarring fromthese procedures. Check with your healthcare provider for
advice about when you can have cosmetic procedures.

Avoid sunlight and ultraviolet lights as much as possible. Tanning
machines use ultraviolet lights. ABSORICA and ABSORICA LD may
make your skin more sensitive to light.

Do not share ABSORICA or ABSORICALD with other

people. ABSORICA and ABSORICA LD can cause birth defects and other



serious health problems.

What are the possible side effects of ABSORICA and ABSORICALD?
ABSORICA and ABSORICA LD can cause serious side effects,
including:

See “What is the most important information I should know about
ABSORICA and ABSORICA LD”?

increased pressure in the brain (intracranial hypertension).
ABSORICA and ABSORICA LD canincrease the pressure in your brain.
This canlead to permanent loss of eyesight, and inrare cases, death. Stop
taking ABSORICA or ABSORICA LD and call your healthcare provider
right away if you get any of these signs of increased brain pressure:

serious skin problems. Skinrash can occur in patients taking ABSORICA
or ABSORICA LD. Sometimes rash can be serious and may lead to death.
Stop using ABSORICA or ABSORICA LD and call your healthcare
provider right away if you get:

inflammation of your pancreas (pancreatitis) can happen in patients who
take ABSORICA or ABSORICA LD and can lead to death. Call your
healthcare provider right away if you have any of the following symptoms
of pancreatitis:

increased blood fat (lipid) levels. ABSORICA and ABSORICA LD can
raise blood fat levels (cholesterol and triglycerides). Your healthcare
provider will do blood tests to check your lipids before and during
treatment. These problems usually go away when ABSORICA or
ABSORICA LD treatment is finished.

hearing problems. Stop using ABSORICA or ABSORICA LD and call
your healthcare provider if your hearing gets worse or if you have ringing
in your ears. Your hearing loss may be permanent.

liver problems, including hepatitis. Your healthcare provider will do
tests to check your liver before and during treatment with ABSORICA or
ABSORICA LD. Call your healthcare provider if you get:

inflammation of your digestive tract (inflammatory bowel disease).
Stop taking ABSORICA or ABSORICA LD and call your healthcare
provider if you get:

bone and muscle problems. Bone problems include bone pain, softening
or thinning (which may lead to fractures). Tell your healthcare provider if
you plan hard physical activity during treatment with ABSORICA or
ABSORICA LD. Tell your healthcare provider if you get:

back pain

joint pain or muscle pain

broken bone. Tell all healthcare providers that you take ABSORICA or
ABSORICA LD if you break a bone.

Stop ABSORICA orABSORICALD and call your healthcare provider
right away if you have muscle weakness. Muscle weakness with or
without pain can be a sign of serious muscle damage.



ABSORICA and ABSORICA LD may stop long bone growth in teenagers
who are still growing.

* vision problems. Stop taking ABSORICA or ABSORICA LD and call
your healthcare provider right away if you have any vision changes.
ABSORICA and ABSORICA LD may affect your ability to see in the dark.
This usually goes away after you stop taking ABSORICA or ABSORICA
LD, but it may be permanent. Some patients get dry eyes during treatment. If
you wear contact lenses, you may have trouble wearing them during and
after you stop treatment with ABSORICA or ABSORICA LD.

* serious allergic reactions. Stop taking ABSORICA or ABSORICA LD
and get emergency medical help right away if you get hives, a swollen
face or mouth, or have trouble breathing. Stop taking ABSORICA or
ABSORICA LD and call your healthcare provider if you get a fever, rash,
or red patches or bruises on your legs.

blood sugar problems, including diabetes. Tell your healthcare
provider if you are very thirsty or urinate more than usual.

The most common side effects of ABSORICA and ABSORICALD include:
These are not all of the possible side effects of ABSORICA and ABSORICA
LD. Call your doctor for medical advice about side effects. You may report side
effects to FDA at 1-800-FDA-1088 or Sun Pharmaceutical Industries, Inc. at 1-
800-818-4555.

How should I store ABSORICA and ABSORICALD?

* Store ABSORICA and ABSORICA LD at room temperature, 68°F to 77°F
(20°C to 25°C). Protect fromlight.

Keep ABSORICA and ABSORICALD and all medicines out of the reach of
children.

General Information about the safe and effective use of ABSORICA
and ABSORICALD

Medicines are sometimes prescribed for purposes other than those listed in a
Medication Guide. Do not use ABSORICA or ABSORICA LD for a condition
for which it was not prescribed. Do not give ABSORICA or ABSORICA LD to
other people, even if they have the same symptoms that you have. It may harm
them. You can ask your healthcare provider or pharmacist for information about
ABSORICA and ABSORICA LD that is written for health professionals.

You canalso call iPLEDGE Program at 1-866-495-0654 or visit
www.ipledgeprogram.com.

What are the ingredients in ABSORICA and ABSORICALD?

Active ingredient: isotretinoin

Inactive ingredients in ABSORICA: propyl gallate, sorbitan monooleate,
soybean oil and stearoyl polyoxylglycerides. The gelatin capsules contain the
following dye systems:

10 mg — iron oxide (yellow) and titanium dioxide
20 mg — iron oxide (red), and titanium dioxide
* 25 mg — FD&C Blue #1, FD&C Yellow #5, FD&C Yellow #6 and titanium



dioxide

30 mg — iron oxide (black, red and yellow) and titanium dioxide

35 mg — FD&C Blue #2, iron oxide (black, red and yellow) and titanium
dioxide

40 mg — iron oxide (black, red and yellow) and titanium dioxide

Inactive ingredients in ABSORICA LD: butylated hydroxy anisole, gelatin,
hard gelatin capsule shell, polysorbate 80, and soybean oil. The gelatin capsules
contain the following dye systems:

8 mg — D&C Yellow #10, FD&C Blue #1, FD&C Red #40 and titanium
dioxide

16 mg — FD&C Blue #1, FD&C Red #40, and titanium dioxide

20 mg — FD&C Blue #1, FD&C Red #40, and titanium dioxide

24 mg — D&C Yellow #10, FD&C Yellow #6 and titanium dioxide

28 mg — FD&C Blue #1, FD&C Red #40, and titanium dioxide

32 mg — ferrosoferric oxide, ferric oxide (red and yellow) and titanium
dioxide

The imprinting ink of 8 mg, 16 mg, 24 mg and 32 mg capsules contain the
following ingredients: potassium hydroxide, propylene glycol, shellac and
titanium dioxide.

The imprinting ink of 20 mg and 28 mg capsules contain the following
ingredients: ferrosoferric oxide, propylene glycol and shellac glaze.
ABSORICA LD 8 mg, 16 mg, 20 mg, 24 mg, 28 mg and 32 mg is protected by US
Patent No. US 9,700,535 and US 9,750,711.

All trademarks are property of their respective owners.

Distributed by: Sun Pharmaceutical Industries, Inc. Cranbury, NJ 08512

Absorica 10 mg Blister



FHRMNER RN 0N
mEEY. 0 SR P AR AT e

A el ORI LON
O LY T TOROT Y U RIS

Aua 1y

ATIRHIHYD ROLVWBOIN| O¥3H
ELE(NLE

Hed uopdlassaid
wajneden oL

450 “wounanos] fuw g
sUEI03 ansden yaeg

sapnsden (wounasnos)
LeJnlosqy

B9-5LE-LE90L JON

{“‘Ill /]
"'I‘

"#pING oI
pesOpINE )M evadi)g
RUE TR T

IMPORTANT INFORMATION FOR ALL PATIENTS:
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You tha ki reod, undersiong ond sign & Petiend Ininrmatian d-iomed Corsent fam
Balame you leke Absaikon, Conact your geches Il you have rof sigaed Bl b dmale
ol ond Temals palienti whe cornol gel piegran? musl dgn 1 foirm ord femels
potien® who con gat pregrart musst dgn T iommsb

Higviei ihame Abiadea bocooe | oon caue st sie etiech
PCIATING $0ere DI Oeied Ha

Swiene you had haking Abwadea lall vour daeler I you:

= fup curenly ioking an oml o nected cotticedtercia of on onfcombiant
{epizun} madcaion,

= Taig parn npori wisee you ane meo fiely 1o ook a oo,

= Hewe rretriol prankend, anoda ressio (a T of saling dssmen. bock pain, o
histpry of prodlerms wth healng o Bune factunes, o proolee =t bone
matanciure,

FEMALE PATIENTS: DO NOT GET PREGNANT

Special Warning for Female Patients

Absorica Causes Serious Birth Defects
Highlghts of Warning ta Femals Patients,
B is impartand to watch the video and read all information in the malerials
given Eo yau by your docbar)
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Stop taking Absorica and call your doctor
right away if you or a family member notices
that you have any of the following signs and
symploms of depression or psychosis:

FEMALE PATEEMTS \
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+ Slort e fese o0l o1 ave orying inelk,
o Lot Indeepst In acthrbie: you onoe enfoyea,
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FROTECT FROM UG
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WARMIMG T FEMALE PATIENTS
ABSORICA CALUSES SEVERE BIRTH DEFECTS.
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CONTRANDICATED IN PREGNANCY
PHARMACIST: DISPENSE PRESCRIPTION PACKS INTACT.
DMOSAGE: See Preccribing Inform afien.
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STORE AT 20° G = 25° C (88° F = 77° F), EXCURSION PERMITTED “"nﬂ":' :m E"‘:""‘
BETWEEN 15" C = 30" G {59' F = B6' F) [SEE USP CONTROLLED Absorica’ - ® e P Absorica’
ROOM TEMPERATURE]. PROTECT FROM LIGHT. AI'
(izotretingin) Capsules soplca {isnkretingin) Capsules
Heminders for Pharmasist: N I Rx onlly
li -:m@ﬂ::‘tﬂm ikt s i 10 mg ) (isotretinoin) Capsules " 10mg |
18 tumm‘mﬂﬂ;mu‘
&l T;T:;B:::::::::m;“"“r;nmm:&rm““’“ Each capsub canteing CAUSES Bt DEFECTS zagh prh tontais

il Each capsule contains
T 10 myg Isotretinoin, USP

+ Dapinis Frorcripsen Packs iutace A0 my |sotretinnin, LISF
+ Do et Sinpenrs affer fhe “Te et Sapenrs s Baioat After™ daix
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FEMALE PATIENTS: DO NOT GET PREGNANT

IMPORTANT INFORMATION FOR ALL PATIEMTS:

k it impartert tor your healh o you reod all the miormarion yew eceived = this
precciiplicn and am your coscia,

Tl pachmg proyvioes semincker o Imp ot sofety oot about Absico. but #
dnm et cortain cll the nicrmaticn yea ressa e arcw, s I e pa
A6 ke Piw 00 Take Absties conpety and what i et e waleh 1oy
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inchueing The b o Gradde del with T
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Belam you loke Absaica, Conlact wour decler | you hove rel skgaed Bl S imale
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» Henot protsritnl prciolent, anoimda riesdo (a e o poting deoen, back paln, o
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matancfor,

Absorica Causes Serious Birth Defects
Highlights of Warning lo Femal: Patiants,
B iz impartand to wateh the vides and read ol information in the maledasls
given ko you by your dectorg)

A Wou MUST NOT taba Absoriza H you are pregnant becouss ary amoun! con cause sevena birk
dalacty sven il taksn kot shedl patinds dufing pregnancy,

& Fou RUST NOT becoma pragrant 1 month beloes, during, and for 1 month afler you sz Riking
Al i,

i ¥ou will rot et pour first prosaipbon for Absorica umill hae B oo you heree had 2 regative
pragrancy bals i ircdroched by your dosir (@ regelive el means thal i s nel shaw
pregnancy] and you have nioracied wilth the IPLEDNGE sysiem fo anssar quesiions about
PEgTAT IajuraTesls,

& ¥ou cannot gel mordhlly retlls for Absorca unkess thene i proot hat wou have has o segalkes
pragnancy st eendectad in a Ja gwery manih during Nsssric reatree,

& Evon tha basl methods ol birh comiral can ek Thawiom, 2 saparaia, eflacsss fome of bith
el mesi ba usid i tha s v for &l Rt 1 manih Befon, Suring, and far 1 manth b
you stop taking Absorica.

A St Laking Abvovica righl away and coll peor Socter ivmediatily f pou han sae WL it
coial, miss your pariad o think pow o pragrant whils you ans iaking Absorica H vou hing you
v pregnant bn e manth afier you have slapped Absarica Deaiment, cofl your dozior
immazinale
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special Warning for Female Patients

FEMALE PATENTS: \
DO NOT GET FREGNANT

Aleriic @ O SR Bilh detecty Do NOT halge
CRUEE BIRTH DEFICTE  Abiedes B you ane pregean,

I it wiry impartacd far yoau 5 nead and usderdand e
p nigmmatian aboul BIEvenIng pregrany iaund n ths
- sockage. hi Medieater Gulde, and 15 saleial glven
L fa you by your caciay, B ik very impedent lar yau o ivfeeaci
| with #he IPLEDGE ryaharm 1o ansssr qusshond obaut program
d sequinenh and view [he vides o your dechers alfce,

i, F you da o howe the Medeofion Guide, and s polent
DO WOT GET PREGRANT  pooklets abaont pregnancy pesvention, dor't siarl foiing
e, Coll your docher,

i Printaohi Frsivis Pl it i it el e patart Featien
At prograney preeention and Bt detect | e s arvthing you am net e
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tume palierf hove become depreased o aeseoped o wricun menicl prable
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Stop taking Absorica and call your doctor
right away if you or a family member notices
that you have any of the following signs and
symptoms of depression or psychosis:

Vary wevens birth detects have occurmed with holrslingin uee incbading:

&  Severe Intemnaol Dedects: detect: that vou carnot see—rvehing
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A& Severs Exlemal Defects: gelecl Tl vou can see—auch as loe-iel
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FERMITIED BFTWEEN 1587 C = 507 C (5% Fu &' F)
[SEE UEF CONTROLLED 2008 TEMPERATUREL
FROTECT FROM UGHT.
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ABSORICA CAUSES SEVERE BIRTH DEFECTS.
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“Absorica’

{isotretinoin) Capsules
| 20 mg

Each capsule containg
20 my Isotretinoin, USP
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3 [ 10 Prescription Packs)
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Contains FD&C Yellow No. 5 (tartrazine) as a color additive.

Each capsule contains 25 mg Isotretinoin, USP
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IMPORTANT INFORMATION FOR ALL PATIENTS:
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G lentiw Few "o fake Absoica conecly and what dde offech fe waleh fog

Fead cll the nermalion vou gel sboul Asmdcs om yeor docher ord phammackl,
ingfuding The Medicoler Guide srevides with Ta pachage,

You thauld reod, undeiond ond sign a Potient iomaofiond-iormed Coraent kam
omlare you loke Absaricn, Conbact your docher il you have ol sigred B loen {mals
paliest ond lemals palient who cennol gel pregeans musl dgn 1 e ond emeke
potiech who con gel pregrart must dgn 3 fomial

HEvil e ADiadea b one T oon Sauie Wil dide eitech
Pl A0EIE DI A M

Bafais you ihad haking Aeeadea. lall youl decla I you:

= fup curenily oking an ol of nected coricehencia o on enficomubiand
iepineel medcaion,

= Tae parl in o wieos you ang mem lely e Dok a bone,

= Hawe rrtrnital prookennd, anoisda rdededd (a e of bating dsaren, back pairn, o
histpry of profolierms = h healng of bone fochures, o prooleee e bone
matanciir,

FEMALE PATIENTS: DO NOT GET PREGNANT

Special Warning for Female Patients

Absorica Causes Serious Birth Defects
Highlkghts of Warning lo Femals Paliants,
is impartand bo walch the video and read ol information in the malerials

giwen Lo yau by wour docbar)

i

'

e

'

i

i

Fou MUST MNOT taka Absorica i you are pregnint DECEuss any amoun con G seveng bifh
dalacts sven if Lakeh ket dheil parinds duiing pleghancd

Wou MUET NOT becomo pragrant 1 month bardore, during, 2nd for 1 month afler you 5oz faiking
Aty

¥ou will it get pour drst prascripton tor Absarica urill e s oot you heree e 2 regetve
pragrancy beals i ircdroched by your docir (B regelive sl means Tl i does nel shaw
pragnancy] and you hase neracted wilt he IPLEDGE sysiem o anssar questions aoout
[ROGTIT: PijuinieTsisall,

¥ou cannot gel mondhlly rellls for Absorca unlless then i proot hat wou have has o megales
pragnarcy Wil condaciad in i la2 aviry monih Suring Ascric reatment,

Evan tha best medthods of bish coniol an tal Tharelore, 2 separai, etlacie forme of ath
ool s ba usad @l tha s v for @l Rt 1 manih Befor, Suring, and far 1 manih ahee
o Eop tmking Absericas

Stop taking Absarica gl sy and coll jaor St immadilely sy have s et h
coial, miss your period o think pou wm pragrant whils you ans teking Assorica, [ vou hing you
8 rgNANt in T Mt Rt yos hawe slappes Absarica Deatrer, cll your dosue
imacisiele
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Mppoiie o cEHE oo Blh detect Do NOT hake
CRUSES BIRTH DEFCCTE Abvadec i you aie pregra,

[ it very impariasd for pau fa read and usdeidand e
mmm;mwmrmnm
- package, ihe bMedicaton Gulde, and ime maieial
i hmwmmlkﬂrlmpﬂmmwmgﬂc
| with e IPLERGE syshem 1o onswer queshond obae®
d Mmmmawmm:ymlaew:u-.

i F vou da o howe The Medeoion Guide, and S pat et
D0 NOT BET PREGRANT  pookdets okt pregroncy peeweriion. dan't sor toking
Almeriee, Ceoll your doeler,

Bl paophs Forve furfier qosdbicn ofer it fnueh i pasiant mfermatien
AL pregRardy presenticn and Dirh detech. | e & arything o am not sae
b, do mof foke Abseica unill your cuestivrs hove boon onssered by vowr dochor,
(Wieria] problema and wdcide

spme paliert hove Decome depreased o aesdeped o sricus menicl pakle
il Ty wene haiing Hemednoin o shoely aftor dooping Rorolincine Somo pafionts
Tesking lssirativedn Ferve Rad houghts of englrg Pl e e (ukcsal houghnd,
Some peonls have fieal o end thel gen B (attempted wiclkdes) and mme

P eredral radr oo Beps doomimBea saciced, Thens have boon repors of pofiends
i heeiingdn becoirirg aggrsve o vicheni,

Stop toking Absorica and call your doctor
right away if you or a family member notices
that you have any of the I'::nlowing signs and
symptoms of depression or psychosis:

DikLdasly Sertembar 200H i
e, AL NeriVarsh et
FEMALE PATIENTS: \\ I Ty Mg R e ———
DO NOT GET FREGNAMNT * Lot Inienpst In oot ther you ordn Srjiye,

Vary sevane birfth detect have occurmed with abslinain uee incbding:

A

&

Severe Internal Dedects: defact: tha® vou cannal seee=rvobing

T brain (incloging keees 1R soores), heart, gland: and nervous syslemma
Severs Exlemal Delechs: defects Ml you con see—uch an low-oel
daformad or obsont pans, widesso! oyes, depressed bridge of nosa.
enlorged head and smal chin,

THYMLR G5AT
T A Ty

STORE AT 20° € = 257 C (68" F= 77" F), EXCI
PERMITIED BETWEEN 15" C =507 C (50 F=88' )
[SEE UEF CONTROLLED 2008 TEMPERATUREL

= e oo much of Fave oubbe deeping,

+ Become mom ifabie, angry, of apgreusve Fan o] (o srample, iempes
carfounts, Fwughts of viclonced

+ Foraw o chorge in poar cpmefile o Dody weighl,

+ Howe treuble concenmaling

+ "Bl MG yer e Gr ":l—.‘.'.

+ Fool D Yo Pare Ro BREnY.

+ el leelage of wearbearea e g,

& Slort hireing Teogis abeul huring younel! o Makind you! den o Doiciokal thoughi

+ St asling o dangencia imeubae,

+ St seeing o haaing thirgs thot ane rot neak

Tall wedr e ter IF yerd o semeche Ih yaur family Faz eeai had a renial Bhes oo

wia hai oy rasaodnes foer o rmersol Bnes o oxorrple. deoresion,

Ciher spriaui side e bk wates e

Shop haking Abwore o ard ool your deosor H yoa devalop ony of the problems an thiv

=l & any ether unuivel of wvens peablea, I no! realed, ey could lead o oaeies

noalit problem. Sercor permonent probliers g net hopoer Giter.

+ Huodotbed, Faunea, vermiing, shaned vien (reseosed brain prasivse),

+ Sovers fhemach pain, dontea, reciol blesdng. or rouske reollcwng,

=+ Yallermirg af pour ikin o epes and o gk Lrires,

+ Zhonget n

= Afeipgle reacham 0 you oow you am ierafbee fo "peraoens”, el yeur dosier
becmee it & a pressraatve in Te gelabn copule of Sbicical,

= Brsb o iruscle pain,

+ Yo charget. including freuble seeng af right fhi can slort sadaenty, 16 b vory
earniu] whien divirg o caenaing eny wehiclo af righ,

+ Pengsiont fovor chiby, oo frocat,

‘Giher |mperien |rdermaiion s feuna s ihe Medical er Guide and in he beoideis

fram your cociar

@ Commen doe sffedth that @ not eiuu b et yeu treula tell yeur tesinr absot.

+ Mg Pt Sbanricay,

« Thilregi T ewedd during Abdorca hoafrrant

+ 'tays tn get mene infoemation Iy need

WARNING TC FEMALE PATIENTS
ABSORICA CAUSES SEVERE BIRTH DEFECTS.
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Contains FD&C Yellow No. 5 (tartrazine) as a color additive.
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I}OSE: See Prescribing Inform afion. L
] NOC 1082112301 Aftantion Pharmagisi:
5 5 & Lo cdaning Dizpense with o d e T
STORE AT 207 C = 25° C (68" F = 77" F), EXCURSION PERMITTED Medication
BETWEEN 15" C = 30" G (58" F = 88" F) [SEE USP GONTROLLED - - .
ROOM TEMPERATURE]. PROTECT FROM LIGHT. l"m’lcl hso'l'c a .Iil!ll'll:l
i [isnlretinoin) Capsules % (iszirelingin] Capsules
Reminders for Phennacists: = . P x onlly
E  Dlapeas et sy fa egeseed pahas e sblag | 25 my {isotretinoin) Capsules
anshyseiration, Irem thr (PLETHAE progeses by aalling
H“*”—““H“ﬁ'ﬂtmxlxmm -
+ Wirite Aisk Miragrment Autharitsior, pareber s dar prescription e
: m;.::..ram':‘tll;::nmn. ietlh. 2Eivheh ilmtluuanJns; m e zEsunsm enm:ﬂnsip
o m Prescripes & my |soiretingin, g Isnirelingin,
+ D alfter the “Te oot Sipens: 1 B i Afrer” dute
i ;-'\L-uz::hmr-i:-hﬁ:mrm;: P.-l-t a6 [Eetibn FLAE Follem Ko § Jasrarion] av o el wiéhive. | 30 Coprder
[ ETE PesssrREn Risa] 13378 Pranmpsa Pasish
o - Each capsule contains 20 HOT GE1 PREamANT
g i i s g
Sapnias 2118 s 3 25 my Isotretingin, USP -
M wa 1
““'“":,1‘:““""" s g men 30 Capsules e ——
o @ & 10 Preseription Packs) EI
— £ Attention: Absorica and Absorica LD ane
[ mﬂ‘i!:i i B W PRnas

NOT substiutable given that the bioavalabiiy
and dosage of these prodects are differeat.
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FEMALE PATIENTS: DO NOT GET PREGMNANT

IMPORTANT INFORMATION FOR ALL PATIENTS:

kit imporart far yesr healih Sher you reod oll the miommarion you recsived =i this
prescii@licn and am your doclas,

Thbl pEckoge proyvies semingens o IMportant sotety 1act obout Ao, but £
diema e cortain ol the nformation veu resa tebrew, s mpordoed o o
10 knw Bow "o faks Alssioa esnectly and whval dde afect te waleh foy

Femad oll the ricrmalicn yau gel shout Axden iom yeur decher ard phonmarsl,
Inghuelng ihe b o Gulde previded with B

¥ou taeuld reas, understond and sign a Patient lismatian defermed Comsent farm
Belame you lcke Absorcn, Confac! your goclor I you have rol dgned B foen imale
palienks and lemals palients whe cornol gel pregrant musl dgn 1 fom ond femaels
polent who con get pregrant must ugn 3 iormsk.

Ngvil o Abiaied bocose | Ean Sau secls 1 allecls
rChading sovers DR aeted S

Ssfons you vad kaking Abeadca, lell your decler I you:

= don curonily takdrg an ol of Rjected corticddatencial o on anteome et
spizn} medcaion,

= Taws parl i ipoid wison piu ane oo Bl 16 Brcs a Bore,

= Hawve rnital prokd, ancida reeveds (3 Type of eoling dboren), back pain. o
nstnny of proolers Wit healng of bone oo, o proolee wit bone

matasciur,

Absorica Causes Serious Birth Defects
Highlights of Warning 1o Female Patiants,
& is impartant bo watch the video and read sl information in the materials
given Lo you by your deslang

A oy MUST MOT tako Absorica f you ane pregnant BeCouss any AmouTl (o Gasse sevena birh
dalacty, sven il laken ket aherl parinds duiing pregnancy

i Wou WUSET MOT becom pragrant 1 month bedore, during, and for 1 month afler wou siop faking
A,

i Wouwill rot get pour Srst presmizton for Absorica urll fare & prood you heres had 2 rogatve
pragnancy it s olrudd by your dosior [ egalive lesl mears hal i Soas nal siew
pregnancy] and you hase nteracted wil he (PLEDGSE systom io ansser questions about
PrEEAT iRguraTEe S,

i ¥ou carnot gel morihly reills ior Absorca unless there i proat et you have had o negaiee
pragnancy sl esndueiad in @ |aE aviny manih Suring Neeris Deaiman,

i Evon tha best methods al birh oot can tak Therelor, 2 separaia, efieciv foms of bath
cowvie mvesd b used ol tha sama e for il et 7 manih Befors, Suring, and lar 1 manih gl
U s teking Absorica.

A Stop laking Abiarica right away ard coll peur Soctor immediately ¥ p2u hiva s wiheut Eith
ool miss your periad or think pow are pragrant while you are taking Assorica, Hyou think you
P ERGAN in T manih BRer you Rive slappad Alveatica ieatmen, call yewr dozir
immacinele
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Special Warning for Female Patients

[ @ 5 FETH
m’?ﬁ..:m: gL T Nl Aea
FEMALE PATEEMNTS: \\

DO ROT GET FREGHNANT

Alppics Clae e Bih detect Do NOT lekie
CHUEES BIRTH DEFICTE dmparice  pou oe pregran,
[ ix wery imparian® for you fa nead and usderdand s
‘nimmnation apoul prevendng pregranay found n ths
- pockage, he Medicalon Gulde, and e maleia gloen
#a you by your daciay, B i very importen 11 pau fo inseeact
| with i IPLERGE syiberm 10 onswer queshiond. obaost program
d seguineTsEnh and VW he vides o your deehars oifies,
= F yau da naf hove the Medcofion Guide, and T patent
DO MOT GET PREGRANT  pooidet obaut pragrancy pessenhion. o't sart Soiing
Amedca, Call your doeler,

Al itk v fuifier gudlicn o eaclsg 16 much rpaetant mformalicn
aber pregnandy presenticn and Bith detects | e e angthing you ame not pae
Ak, om0l Tke ADsuica Lnill your cuestiord e Doon onswomd by vour dochon,
bisria] probjems and sdcide

Sume palieri hove Decomes decneansd o asssloped o seicus menic| prole
winibp Ty were faiing hoinednoin o shorly afior thooping kobolinene Semo paffonts
Toking baimmiliredn Fave hod ihoughis ol endgirg Tl et Fee Golcioal ihougiial,
Sume pecnls hares frisal o end el gwn B (attenoted wickied and mme

el el P T s Bves COnmIm e sdcionh Thens haee beon eocits of pafionts
&h hetbalined bt tirirg aggndsive o vielanl,

Stop taking Absorica and coll your doctor
right away if you or a family member notices
that you have any of the following signs and
symptoms of depression or psychosis:

Very tevene birfh defect hove occurmed with lnalrelingin wie incbedng:

& Severs Intemnal Detects: detfect: that vou cannat see=—roling
lre Brain (ine lugirg lowes 12 stoees), hearl, gland ard rervous syslenma
a Severs Exlemd Detecli: deledls Ml oo ean see—euch as lw-eel
dioformad or absent earns, wide=ol oyes, doprossed bridge of noso.
erlerged head ane smoll chin,

STORE AT 20° € = 25" C {88" F= 77" F), EXCURSION
FERMITIED BFTWEEN 15" C = 30" C5F Fmdd' F)
[SEE UEP COMNTROILLED 2008 TEMPERATUREL
FROTECT FROM UGHT.

= Sleart b fesed 1al 61 have orping spell
» Lot Indenms In oo thethes you once enjcyed.

» Foef 00 Much of Feve Tounle Seeping.

+ Became mom ifable, orgry. o aggeesive Fan wual e esomplke, iempe
wrfunts, Troughts of viclencol,

+ Hovw o change in your cpoefie o body weighl,

» Hove trouble concenitating

+ 'Wilgirare e yeur Nidrd er rervily,

+ Fool D yOd PO NG CNeTg.

* Heran lelnge of wartenrean e g,

= Flont hareinag Teoughly aeut hurling younet! o doking pour own e (ecickal thoughis,

» Slext acling er dangencia imeoha,

= Short speing o heading things that o radt reok

Toll veir caeiin § el & semache I/ valr family hae evei had a resial Bhee et

wied P oy rreeabkcings for a mertol Ines o exormole. demresion

Giher serioudr alde shech o watcs it

Stop taking Ao s ard ool yeur denset i yes @evelop ony o the prabdems an this

Fxt &t any ether unuse] o wevens prables, ) ne! realed, ey coud lead M anidn

heatth procleme Servut permonent preblders doe net hopoen Giter.

» Haodotd, Faiea, veirfing, Bluined veon (nereosed Bain raxiise),

= Sovees thomach pain, donhaea, recial beeding. o foutls reallewing,

o Filurwirg al pout iAo eves OOl ok Lnieee,

+ CChange: n hiporing.

w A rachon 0 you daniw pou afe e fe T " peraens”, hell yeir do o
bocase itk a pressreative in Fwe gelatin capule of Abcrical

» Bl & rrstlis pain,

+ 'Whicn charges. rcheding freublle seeing af right fhis can sort sadaienky. 1e be very
camiul when divirg o Gpenaing ary vehicls af nigni,

+ Pemstont fovor chiby o thcal,

Ot [mpoiant |nfeemalion i fcund s ihe Medikaten Gulde and 15 he bockfet

fram pour cociar

» Common shoe it that ame not seru buf et wou shealal el your cesios okt

+ Mo by take Abanrica,

= Thiregs he et ghuring Absoricoa g

+ ' o get mene Infsematien B o need B,

WARNING TO FEMALE PATIENTS
ARSORICA CAUSES SEVERE BIRTH DEFECTS.

I 1




LA N N A W

- - ——

4 :
e _
.
mm m r
"R B G T SN O PRI S LA U e - e o
!.._.-_..u|+...tﬁ.._..uk.ﬂ."a#w.l.—..ua&.._F...n _ TS BT pa— w.—...a...ﬂ.n.. n.”.,nﬂ.p_ws.m _Un.,“....._.wl...”...._ _m_ _
Thiae HIWT SAFEATE B 43T L = L L
s 1
'

[]

i R R Y s W

(

[LEER ol ES LH )

E 3
B SR W

“IMIWLY IEL S REND LY D3 3M0038 W §80
INWNSIEd 3 NOA 1V IMOSEY 0L LON LENIN NOA

YOU MUST MOT TAKE ARSORICA IF YOLU ARE PREGNAMNT
OR May BECOME PREGMANT DURING TREATMENT,

b

[ Kt 7

|

Teps snsas un Y sl sap N mans nos sl ) s el
O LI #4) S, AGRE P — e — ] =0 13 SN

-N_

Absorica 30 mg Carton



—

[ T

-I

o [Hipeiie o meie thin o 30-day wapply. Ne el

+ DHapinas Broscripsion Pucka Intace

+ Dy et dirpenes alter fhe “The et dapenrs i Byl Afier” dibs
* A Mebesine Gable i inchaded i such Proveription Pk

Sartern e 2018
M uchara

- PasTicasieal
Fasamen b

=t U 1N

EEL MEHERES

30 my |sotretinoin, LI5F

3% Capeuler
[ETR Y y—

Absorica 35 mg Blister

Each capsule contains
30 mg |sotretingin, USP

30 Capsules
[t} 10 Prescription Packs)
Attention: Aboorica and Absorica LD ars

NOT substibutable given that the biosvalability

and dosage of these prodects are difereat.
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IMPORTANT INFORMATION FOR ALL PATIENTS:

kit impoartart far yeser heclih e you read ol the minmanion you received = this
presciialcn and ham your docia,

Thh packamge provices semingers o mporhant sofedy ioch obhout Abwrdoo. but
dm fedf coriain ol the informaiicn yeu resa o arow, Imparhan for wou
o kendw Fow "o fake Absoica comecty and what tde offect fe waleh foy,

Bead ol the Inferraticon vou gel eboul Aamdcn em yeur dutcher ard phermacisl,
ingfuding The Medicalen Guide srevides with Fi pacioge,

You thould reod, underiond ond sign a Poliend hinmaotion d-iommed Coraent kam
Belate you loke Absaflon, Conbac) your deelen il yeu have rel signed B faen (male
polies ond iemols palierti who eernol get pregeas musl dgn 1 ivire ond femels
potient who con get pregrant must 4gn @ fomih

HvBi ihane ADkodea becose | con Caue Mt skt ettech
Pl AEIE D S

Safere you e haking Albeaded, lell your decled ¥ you:

» A curonly kg an ool of inpected corticedtencia of an enfdcombond
fepenl medcaion,

= laie parl in o wiens you ang mem lely o Dok a bone,

» Heawe rroril prolkernd, antivda rieveds (8t of eating dhosmen, back paln, o
histpry of proflerms wth healng of bone fochures, o proolee wit bone
matasciir,

FEMALE PATIENTS: DO NOT GET PREGNANT

Special Warning for Female Patients

Absorica Causes Serious Birth Defects
Highlkghts of Warning lo Femals Palients,
B is impartand to watch the video and read all information in the malerisls
given Lo yau by your docbar)

A& ‘Fou MUST NOT taka Absorica H you are prognint DEcouss any amoun con G sevend birh
dabacts swen i b kot ¥l parnds daiing pregnanis

& Wou RUET NOT bacomo pragriant 1 month bardara, during, end for 1 month afler you sioz iking
Aty

& ¥ou will rit get pour st prasorizbon tor Absarica uill e s oot you heree hadd 2 regatve
pragrancy s i iredrocked by your docir (@ regalive sl meass Tl i does nel shaw
pragnancy] and you have neracied wilk he IPLEDGE sysom io ansear quesiions aoout
PRagTaT IajainaTsti,

& ¥ou cannot gel mondhlly retlls for Absorca unless then i proot fhat wou have has a segales
pragnarcy Wl conduciad in i la aviry monih Suring AEcrica realment,

. Evon tha best methods: ol bich comird can tal. Tharelone, 2 saporaia, efecivs fome of beh
covtive] s ba usad il tha s v for @l Beast 1 manih Befom, Surisg, and far 1 manth ahe
o E0p taking Absericae

o Stop taking Absiich fghl avay el call paor Schor ivivadiately ¥ pRu b e sToLt it
corial, miss your periad or think pou am pragrant whils you ans taking Assorica, 1 vou hing you
e prgnint in Tee manih BRer you hive slapped Absstica Deatrent, coll your dosior
immacisiele

My sk b
Gebgan Mryracesod
Ammiah L
P =M
\*I Cikm35d

Apoiic o caHE sefioa bih detect Do NOT hake
CAUSES BIRTH DEFECTS Albpades i you aie pregrat,
[ It wery Impartass for you fa ead and usdemdand e
p nigmmaHion aooul prevenaing pregrandy iound in this
- pockage, ihe Medicaton Guide, and i5e maleial given
fa you by your cociar, B it very impodont jor you o ivfeeact
with fha IPIERGE spslom lo answor guashord obsoet prograom
d segquinersni and View he videa o your deeier's oifce,
= F you da = howe the Medeaion Guide, and == patert
O MOT GET PREGKANT  pooklets abenst pregrioncy poesention, don't sorl toking
A s, Coll your doelor,

Bl paophs Foros furffaer quedfionm offer eadisg ie much irpedart infermatien
b pregRany presenticn and oith defech. | e & arything o am not sare
b, do mof foke Abseica unil pour cuestivrs hove boon onssered by vowr dochor,
(Wieria] problems and wdcide

spme patiert hove Decome depreaced o aesdeped ot serics menicl prakle
wifille Ty were faking beTedngin o tharly afier $ooping Borolingine Scme pafionts
feskirng lsaiativedn Farve Rod ihoughts o englrg T e e (ks houghn,
Some peonls have frieal o end thel gen Bec (attempled wickis) and mme

P el Hraedr o Bens doommiBieal saciced, Thens haee bpen roports of pofients
i hedreiinedn becoirirg aggrsve o vichent,

Stop toking Absorica and call your doctor
right away if you or a family member notices
that you have any of the following signs and

Banasts o T8 Saprarsbar 2978 symptoms of depression or psychosis:
ey R 1| Har: Vi frea
FEMALE PATIENTS: \\ R ———

B0 ROT GET FREGNAMNT

+ Lot nderpt In actirties you ords trjoyed,

Vary sevane birfh detect have accurmed with habralinain uee incbding:

A Severs Internal Detects: defect: that vou cannot see=reobing
T Brain (incloging boeees K& soores), heart, ghand: and rervous syelenms
A& Severs Exlemal Delecl: delecl Ml you con see—auch oy low-ie]
deformad or obsent pans, widesso! oyes, dopressad bridge of nosa.
arkerged head and amal chin,
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e

STORE AT 20° € = 257 C (88" F= 77" F), EXCURSION

FERMITIED BETWEEN 15°C =307 (S0 F= 84" F)

[SEE UEF CONTROLLED 2008 TEMPERATUREL
FROM UGEHT.

= e oo much or Fave fouble deeping.

+ Bmcome mom imfatie, ongry, o apgreusive Fan ool (o sample. e
carfounts, Fwughhs of viclonoed

+ Frew o charge in yoar cpnefile o Dody weghl,

+ Hove treuble concenmaling

+ "Wl TG v Nieres 6F Tervilla

+ Fool D YO PO Ro SOy,

+ e lnelage of wearlbeare e g,

+ Flowt haveing Teughls abeaut hurling younel! o Woking your own e dcical thoughis

+ Hleat asling o dangencis imeuheeg,

+ ot speing o haaing thirgs thot ane ot real

Tall vedr daien I yerd o stmache Ih yaur famlly Fas eeai had a rmenia] Bhes Giir

wia b oy rrasalodnes foer o rmersol Ines o exorrple. cesrpsiori,

Oiher sprioul side shech e watch foi

Shop faking Abore o ard ool your deosar i yosa devalop any o the problems on thiv

=l & any ether unuiuel of wevens prablea, I no! realed, ey could leoad o aeies

noolth problems. Sercus permonent problems de nct hopoer Giter.

+ Huodmthed, raunes, vermiing, blined vien (reseosed brain prasivse),

+ Sopers emach pain, chontea, reciol blesdng, or rouske reclicwng,

+ Yalluaing of pour il o epns andlon gk Ui,

+ O N e

+ Al reacham 0 pou aew pou am erafhoe fo "poeraoens”, el yeir desior
becmes t & a pressraatve in Te gelabin copule of Abecical,

= Brw o ruscle pain,

+ VR charget, including freuble sseng af right fhie can sort sadaenty, 16 b vory
exaniu] when divirg o caonaing ery wehiclo af nighf,

+ Pemsiont fovor chibr oo rocat,

‘Gt |mperent |rtermaiion s feuna s ihe Mediool er Gulde and in he beoideis

Bam your Genian

a Commen doe sffedth that @ not ieisu b et yeu treula tell yeur pesinr absout,

+ M P Sale Abanrica,

» Thiregt hes el auring Absorica heafrment.

+ Weays tn get mee indoemation Iy need

WARMNING TO FEMALE PATIENTS
ARSORICA CAUSES SEVERE BIRTH DEFECTS.
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CONTRARDICATED IN PREGNANCY
PHARMACIST: DISPENSE PRESCRIPTION PACKS INTACT.
DOSAGE: See Prescribing Inform afien.

STORE AT 20° © = 25° & (88" F = 77 F), EXCURSION PERMITTED
BETWEFM 15° © = 30" C (5% F =B&" F) [SFF USSP CONTROLLED
RCOM TEMPERATURE]. PROTECT FROM LBGHT.

* Write Bivk Munugrmest Avshesitesion, prnber s dhe proscription
« DHiipraie na mete thin a Soeday wapply Mo sellhi.

* Drpiruis Brarcripsien, Back intaie

+ D st ispenes after b “The et drpenet to Pasient After” dute

o A Mrdicgtion Grabls i inchybed in sach Fresipion Peik

e b 2070
M et Ty
Galphas Pramacesical e s

a
wuracss PR bR

ey

e
Crnsvany. Pl G B2 W el P rast

BFenllon Fharmacist
Dispesss wilk ntjeaed
Meticaiar Gude,

B S ot

Absorica’

(izolretingin) Capgules

Eath capsule contains
35 my lsoiretinoin, USP

2% Capruler

13 818 Fransripben Passs)

e
£

Absorica 40 mg Blister

Man Vamish Ares

—

LHDIT Wodd
123310Hd

NDEC 13E21134-31

Absorica’

(isotretinoin) Capsules

(35mg )

Each capsule containg
35 mg Isotretinoin, USP

30 capsules
3 =10 Prescription Packs)
Atiention: Absosica and Absorica LD are

Attention Pharmacist:
Dizpenss with enclased
Medication Guide.

Rx onlly

CAUSET BJTH DERECTS

o T GET FREGHANT

HOT substitwtable given that the biomaillabiiy

amd dosage of these predects are differeat.

Alenllan Phammaslst:
i i

Medicatine Guide,

COEEPEEY

Absorica’

(isalrelinoin} Capules

Faeh gapsulo comtains
35 mg lsolretingin, USF

30 GCepruder
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IMPORTANT INFORMATION FOR ALL PATIEMTS:

k it impartent tor your healh o vou reod all the mlormarion yew eceived = ths
precciiaiien and am your socla),

Tl kg proyvies seminckers of Imp ot sofety Toch about Absico. but B
dnm et cortain cll he nfcrmaticn yeal resa e arcw, e Imptar® e pa
A5 ke P 00 Take Absties compelly and what i et e waleh 1oy

Bead ol the infumaticn vau get aboul Aawden iom yeur decher ard pharmackl],
incjuding Tha b o Guide e with T

You ol read, underiond ond sign @ Polient inmatiand-iommed Coraert fam
Balaie you loke Absailen, Canfac weur decler Il you have ral sigsed Bl faan imale
paliesti ond iemols palients who cennol get pregran’ musl sgn 1 iom ond femels
potierd who con get pregrart must dgn & formai.

Hevii shaie Abiadea boeone T con eauer sdcis ide oftech
NCIATING $0e18 DIFTy 0Me S

Saiene you had kaking Albeadea, lall your deeler ¥ you:

« fup curenily joking an ol of nfected oot of an enfcumuiand
[eoreel madoaion,

= Take parl in g wiens you ang meme lely o oeok a bone,

u Heawt rrotsrital prcilent, anoida rededc (a e o eoting dsaien, bock pain, o
rmﬂw@ﬂu‘-nﬂhhﬂrﬁ# bssne tachues, o prooke Wt bane
sk Ty

FEMALE PATIENTS: DO NOT GET PREGNANT

Special Warning for Female Patients

Absorica Causes Serious Birth Defects
Highlights of Warning Lo Femal Patients,
B iz impartand to wateh the vides and read sl information in the malerdasls
given ko you by your dectan)

ok ¥ou MUET NOT taka Absorica il you are pregnant becauss any amouni can oause sevena birk
dalacky sven il laken ket shedl patnds dufing pregnancy,

& ¥ou RUST MOT becoma pragriant 1 month bardoes, during, and for 1 month afler you sz Riking
Alraiiz,

& ¥ou will rot get pour st prosaipbon tor Absorica umill e s oo you heree had 2 regatve
pragrancy baals i iredruched by your dosir (@ regalive el means il i doas nel shaw
pregnancy| and you hawe nioracied wilh the IPLELGE sysiem fo anssar questions about
PRSI NnjsiraTrsti,

& ¥ou cannot gel morhlly reills for Absosca unlkess then i proot hat you have has a megalee
pragnancy st esradsctad in @ Jal gwiry manih durisg Nissrica ineatre,

& Evon tha basl methods: ol birh oo zan k. Thaelzre, 7 saparata, efactss fomes of it
cotirol sl ba usid il tha s v for @l Bt 1 manih Befon, Suring, and far 1 monh ahee
o Fop kg Alsaricae

A St baking Abovics righl away and coll'peor Socter imediatily ¥ pou hin sae Wil it
corial, miss your pariad o think pou o pragrant whils you ans faking Asorica, H vou hing you
v pregnank in e manih afer you have slapped Absaricn Deaiment, cofl yeur dozioe
immasiviale
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Appoiicd cdsed sefioa bith detect Do NOT hake
CRUSEE BIRTH DEFECTE  Abusdes B you aie pregran,
[ It wery Imparian® for yau ba ead and usdemdand e
p Inismation aboul pIevenang pregrandy laund in this
- package, ihe Medieaten Gulde, and e saleial ghven
r fa you by your caciay, B ik very impedent lar yau e I
| with fh IPLEDGE rihom lo angsor quashond abouf program
d spquieeEli and view Ihe vides o your dechers alfee,
. Iwuduwm-mwd:mm:um_audﬂpmwr
O MOT BET PREGKANT  nooklets abwnt pragroncy presention, aon't starl foking
Ao, Coll your docher,

P! Pt Froivie Pt gudlicn o it fueh inpadtan! Ferhaties
b EIegrarsy preeenticn and Bith detech i e s angthing you om nel sae
Atz o Faf ks Anesics LNl yoUr cusstiens e Dosn answonid by v oot
(Wieria] problema and wdcide

tome palierf hove become depreaced o aesdoped o sricon menial prable
il Ty wene haiing Hemednoin o sy afior Hooping Rotrolinene Somd pafionts
ekl bt tralieln Ferk Fad Iheughts af enaleg e awr P ukcee] theughhl,
Some pasnls haee e o end el gen lees (olttemaled wiclie) and wme pecple
ot ol frair wm Bens donmmitieal sacioeh Thene have boon reports of pationts
i hetaiined becoirirg aggreshe o vichenl,

Stop taking Absorica and call your doctor
right away if you or a family member notices

that you have any of the following signs and
e g T Zapierubar 2078 symptoms of depression or psychosis:
Erwibars, Mo LAY E Py b el
FEMALE PATENTS: \\ R —
DO MOT GET FREGNAMNT + Lot Inderpst In octhetbes you orod srjyed

Vary wevene birth detect: have occurmed with habralinain uee incbading:

& Severs Intemnal Dedects: detect: that yvou carnet see—rvohing
fre brain (incloging bewes 12 soores), heart, ghands and rersous syeler.
A& Severs Exlemal Defecls: gelecl Ml vou can see—auch oy loe-ee]
deformed o absent eans, wide=el oyes, depressed bridge of nose.
enforged head and wmal chin,

STORE AT 20° € = 257 C (88" F= 77" F), EXCURSION
PERMITIED BETWEEN 15°C = 50°C (50 F=88' )
[SEE UEF CONTROLLED 200N TEMPERATUREL
FROTECT FROM UG

+ S 100 MLCh & P Teunks deeping.

+ Become mom ifabie, angry. o apgreuive Fan v (o srample, iempes
e, Teaghts of vislsne ol

+ Horew @ charge I yea apeefile o Gody weghl

+ Hover treubie concoenmaling.

+ "Wilaarey e yor M o ey,

+ Fonl D yOU hohe nG Dnongy.

+ Hezgi efage of woritlearea e g,

+ Slowt haeina Teugivly abeul huring younel! o Wokdrg your e o Sociokl thoughit

+ Hlent asiing oh dangentds meulee,

+ St seeing o haaing thirgs thot ane rct nsol

Tl yeir dacier Fyou or semacrs b pour famlly Far eesi hod a rmesial e e

Wi ri oy rasalcines for o rmerdol Ines o ewormple. ceoresioni,

Giher sedoul slde eiech s wabcs for

Shop taking Aore o ara ool your doosor 1 yoea develop ony o the problems on thiv

Il & any ether unuue] o sevens pralblec, I ned ealed, hey coud lead o arren

noolth problems. Serco permonent problems donet hopoer Giter.

+ Hinadt b, Froniisa, vermilng, Blined veen rsbased Bian preise),

+ Sovern fhemach pain, dontea, reciol blesdng. or rouske recllcwng,

+ Valliwitg &f piuf 1bn oF @ps Gf\sl ek Liiee,

+ Chaonge N g

+ Mgt ARachinn O Yol iw yiu aie ieralie e "pensbens”, el yer dacie
becaese B a pressraatve in Te gelabin copude of Scical,

+ B & irisels pain,

+ Yhier charges, includrg freuble sseng af right fhis can sSort sadaenty, 16 b vory
eoarnlul whin divirg o daonaing ary wohiels at ngnm,

+ Pemstiont fovor chils o e riat,

Oihed |mparand [rtsmalion l eund i he Medioales Gulds and |5 e boskdety

fram your ciocian

@ Commen dois sifech that am not aelous DU et o shauln hell e oo st

+ iy b i Bbagrica,

= ThirFegt te vl guring Absoica heafment.

+ Wy g gt meme ndoemation By need By

WARMIMG T FEMALE PATIEMTS
ABSORECA CAUSES SEVERE BIRTH DEFECTS.
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CONTRANDICATED IN PREGNANCY Jaasten ,r,',.,m:;m’ Jm,,,,,,,,pg:mﬂ,,:‘
EEeRde W eniase with ancjase
PHARMACEST: DISPENSE PRESCRIPTION PACKS INTACT, ,;.,“Em_ 2 E‘“‘ Hr
D03 : See Prescribing Inform ation. tt
E . NDC 19E21-112-31 Attention Pharmagist: .
" iz . el Dispenss with g d s
STORE AT 20° C = 25" C (88" F = 77" F), EXCURSION PERMITTED Medication G
BETWEEN 15" = 30" © (59° F = B&' F) [SFF LISP CONTROLLED * .
ROOM TEMPERATURE]. PROTECT FROM LIGHT. lhﬂ"ﬂ' h sorlca' Ihlll'il:l
1y [isolretinoin) Capsules 5 (isotretingin) Capsules
Rominders for Phanmosist: = x onlly
| | forvgourad e isotretinoin) Capsules
| [ B e amy ( ) Cap dmg
‘;‘u",'f.a:':?.“::' vl ...m,.,.:m. ..u':.t”"""'m Eaeh gapsub sontans CAUSES BRI DERECTS Eazh tapsub pontans
+ Daparuss Brascripmon Pcks tasce 40 myg |sotretnoin, USP 4l mg |sotretinnin, LG*
+ Do st divpense wfter the “The st dopense oo Pudient After” dure
+ A Mekewien Lkl s inchabol i cach Proscripiion Puik 36 Gapsulles 20 Caprddes
{38 18 Pransrtpten Rases) 134 78 Brananpien masse)
Each capsule contains 00 HoT BT FREaNANT
— ey —
Taper 1010 r 40 myg Isotretingin, USP -
M nta oy
e i [—— 30 Capsules e
"‘:Ej'“ [ta]x 10 Preseription Packs) EI
a £ lu w|| Atienthon: Absorica and Absonca LD ane
iahukion lon. - Ky NOT substitutable grven that the bioovalability
S * and dosage of these prodects are differest.

Absorica LD 8mg Blister
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CONTRAINDICATED IN PREGNANCY - E" h
PHARMACIST: MSPENSE PRESCRIPTION PACKS INTACT. 3 g ,E 2 - o
DOSAGE: Sas Prazerbing Informatian. 5‘ 1 Za
This package b chiid-ressant. Keep out of reach of children. 38§ gg
STORE AT 20° C - 25° C (52° F - 77 F), ENCLIRSION PERMITTED BETWEEN 15°C - 30° C 3 BE Sa
[55° F - 257 F] [SEE USP CONTROLLED ROCM TEMPERATURE.] PROTECT FROM LIGHT. i i &8 A - L Duu
Reminders for Pharmocists: 233 E‘ - bsorlca
+ Disperee ksotretingin only for registered pasiants after obtaining -] E =
aushorizaban from the FLEDGE program by callng 1 8564350684 | v, £ i % .
o visRINg Wi D Iedpedrogram com & "1 ? g '
+ Wirlte Rizk Managemant Autharzasian numbar on the preseripton | . : - {
+ Dispense no mare than a 30-day supply. Mo refills, 4 f' & Lz
+ Dispense Prescripten Packs infact o a2
- Derer dispenie after the “Do ner dispene t Pacens ARer date g

+ A Medication Guice is inchuded in each Prescription Pack

November 2019
sanufactured by

Ohm Laboratories inc.
New Erungwick, M) 08901

Demributed by
sun |
‘Cranbury, M D512 s

LH2M WOYd
1931044
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(isotretinoin) Capsules, USP

Each capsule contains B mg |sotretinoin, USP

30 Capsules (3 x 10 Prescription Packs)

Attention Pharmacist:

NDC 10631-002-31
R only

8 mg

Dispense with enclosed Medication Guide. _as" k.
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CONTRAINDICATED IN PREGNANCY
PHARMACIST: DISPENSE PRESCRIPTION PACKS INTACT. 3
DOSAGE: See Presoribing Information.

This package ks child-resszant. Keep out of reach of children.

STORE AT 207 C - 35° C (58 F - 77° F), ENCLIRSION PERMITTED BETWEEN 15°C . 30° C
[56° F - 26 F] [SEE ISP CONTROLLED ROCM TEMPERATUIRE.] PROTECT FROM LIGHT.

Reminders for Pharmacists:

+ Dispense sotretinoin anly for registened obtaining
ausherizabon from the IPLEDGE program by callng 15554350654 PPl
or visiing w, ipiedpenrogram com.

+ Write Rzt Management Authanzation number on the prescripicn | 9 =
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isotretinoin capsule
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:10631-115
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ISOTRETINOIN (UNII: EH28 UP181IF) (ISOTRETINOIN - UNI:EH28 UP181IF) ISOTRETINOIN 10 mg
Inactive Ingredients
Ingredient Name Strength

SOYBEAN OIL (UNI: 241ATL177A)

SORBITAN MONO OLEATE (UNIL: 06 XEA2VD56)

PROPYL GALLATE (UNI: 8D4SNN7V92)

TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)

FERRIC O XIDE YELLO W (UNI: EX438 02MRT)

PO TASSIUM HYDRO XIDE (UNI: WZH3C48 M4T)

PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)

SHELLAC (UNIL: 46N107B710)

PEG-32 HYDRO GENATED PALM GLYCERIDES (UNI: G6EP177239)
GELATIN, UNSPECIFIED (UNI: 2G86QN327L)




Product Characteristics

Color yellow Score no score

Shape CAPSULE Size 18 mm

Flavor Imprint Code G240;10

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:10631-115-31 3in 1BOX 06/08/2012

1 NDC:10631-115-69 10 in 1 BLISTER PACK; Type 0: Not a Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
NDA NDA021951 06/08/2012

ABSORICA

isotretinoin capsule

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:10631-116

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ISOTRETINOIN (UNII: EH28 UP181F) (ISOTRETINOIN - UNI:EH28 UP181F) ISOTRETINOIN 20 mg
Inactive Ingredients
Ingredient Name Strength

SOYBEAN OIL (UNI: 241ATL177A)

SORBITAN MONOOLEATE (UNII: 06 XEA2VD56)

PROPYL GALLATE (UNI: 8D4SNN7V92)

TITANIUM DIO XIDE (UNIL: 15FIX9V2JP)

FERRIC O XIDE RED (UNIL: 1KO9F3G675)

POTASSIUM HYDRO XIDE (UNII: WZH3C48 M4T)

PROPYLENE GLYCOL (UNIL: 6DC9Q167V3)

SHELLAC (UNI: 46N107B710)

PEG-32 HYDRO GENATED PALM GLYCERIDES (UNI: G6EP177239)
GELATIN, UNSPECIFIED (UNII: 2G86 QN327L)



Product Characteristics

Color red Score no score

Shape CAPSULE Size 22mm

Flavor Imprint Code G241;20

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:10631-116-31 3in 1BOX 06/08/2012

1 NDC:10631-116-69 10 in 1 BLISTER PACK; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
NDA NDA021951 06/08/2012

ABSORICA

isotretinoin capsule

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:10631-117

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ISOTRETINOIN (UNII: EH28 UP181F) (ISOTRETINOIN - UNI:EH28 UP181F) ISOTRETINOIN 30 mg
Inactive Ingredients
Ingredient Name Strength

SOYBEAN OIL (UNIL: 241ATL177A)

SORBITAN MONOOLEATE (UNIl: 06 XEA2VD56)
PROPYL GALLATE (UNI: 8D4SNN7V92)
TITANIUM DIO XIDE (UNIIL: 15FIX9V2JP)

FERRIC OXIDE YELLOW (UNII: EX438 O2MRT)
FERRIC O XIDE RED (UNII: 1KO9F3G675)

FERRO SOFERRIC O XIDE (UNII: XM0MB8 7F357)
POTASSIUM HYDRO XIDE (UNII: WZH3C48 M4T)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
SHELLAC (UNI: 46N107B710)

SODIUM HYDRO XIDE (UNII: 55X04QC32I)
PEG-32 HYDRO GENATED PALM GLYCERIDES (UNI: G6EP177239)
GELATIN, UNSPECIFIED (UNIL: 2G86QN327L)



Product Characteristics

Color brown Score no score

Shape CAPSULE Size 23mm

Flavor Imprint Code G242;30

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:10631-117-31 3in 1BOX 06/08/2012

1 NDC:10631-117-69 10 in 1 BLISTER PACK; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
NDA NDA021951 06/08/2012

ABSORICA

isotretinoin capsule

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:10631-118

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ISOTRETINOIN (UNII: EH28 UP18IF) (ISOTRETINOIN - UNI:EH28 UP181F) ISOTRETINOIN 40 mg
Inactive Ingredients
Ingredient Name Strength

SOYBEAN OIL (UNIL: 241ATL177A)

SORBITAN MONOOLEATE (UNIl: 06 XEA2VD56)
PROPYL GALLATE (UNI: 8D4SNN7V92)
TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)

FERRIC O XIDE YELLOW (UNIL: EX438 O2MRT)
FERRIC O XIDE RED (UNII: 1KO9F3G675)

FERRO SOFERRIC O XIDE (UNII: XM0MB8 7F357)
POTASSIUM HYDRO XIDE (UNII: WZH3C48MA4T)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
SHELLAC (UNII: 46 N107B710)

SODIUM HYDRO XIDE (UNII: 55X04QC32I)
PEG-32 HYDRO GENATED PALM GLYCERIDES (UNI: G6EP177239)



GELATIN, UNSPECIFIED (UNII: 2G86 QN327L)

Product Characteristics

Color brown, red Score no score

Shape CAPSULE Size 25mm

Flavor Imprint Code G325;40

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:10631-118-31 3in 1BOX 06/08/2012

1 NDC:10631-118-69 10 in 1 BLISTER PACK; Type 0: Not a Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
NDA NDA021951 06/08/2012

ABSORICA

isotretinoin capsule

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:10631-133

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ISOTRETINOIN (UNII: EH28 UP181F) (ISOTRETINOIN - UNI:EH28 UP181F) ISOTRETINOIN 25 mg
Inactive Ingredients
Ingredient Name Strength

SOYBEAN OIL (UNI: 241ATL177A)

SORBITAN MONOOLEATE (UNIl: 06 XEA2VD56)
PROPYL GALLATE (UNI: 8D4SNN7V92)
TITANIUM DIO XIDE (UNIIL: 15FIX9V2JP)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
SHELLAC (UNII: 46 N107B710)

SODIUM HYDRO XIDE (UNII: 55X04QC32I)

FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

FD&C YELLOW NO. 5 (UNII: [753WB2F1M)

FD&C YELLOW NO. 6 (UNI: H77VEI93A8)



PEG-32 HYDRO GENATED PALM GLYCERIDES (UNI: G6EP177239)
GELATIN, UNSPECIFIED (UNII: 2G86 QN327L)

Product Characteristics

Color green Score no score

Shape CAPSULE Size 22mm

Flavor Imprint Code G342;25

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:10631-133-31 3in 1BOX 02/17/2015

1 NDC:10631-133-69 10 in 1 BLISTER PACK; Type 0: Not a Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation =~ Marketing Start Date Marketing End Date
NDA NDA021951 02/17/2015

ABSORICA

isotretinoin capsule

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:10631-134

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ISOTRETINOIN (UNI: EH28 UP18F) (ISOTRETINOIN - UNIL:EH28 UP18IF) ISOTRETINOIN 35 mg
Inactive Ingredients
Ingredient Name Strength

SOYBEAN OIL (UNI: 241ATL177A)

SORBITAN MONOOLEATE (UNIl: 06 XEA2VD56)
PROPYL GALLATE (UNI: 8D4SNN7V92)
TITANIUM DIO XIDE (UNIIL: 15FIX9V2JP)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
SHELLAC (UNII: 46 N107B710)

SODIUM HYDRO XIDE (UNII: 55X04QC32I)

FD&C BLUE NO. 2 (UNIl: L06 KBR7DQK)

FERRO SOFERRIC O XIDE (UNII: XM0MB8 7F357)
FERRIC O XIDE RED (UNII: 1IKO9F3G675)



FERRIC O XIDE YELLOW (UNII: EX438 O2MRT)
PEG-32 HYDRO GENATED PALM GLYCERIDES (UNI: G6EP177239)
GELATIN, UNSPECIFIED (UNIL: 2G86QN327L)

Product Characteristics

Color blue Score no score

Shape CAPSULE Size 23mm

Flavor Imprint Code G343;35

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:10631-134-31 3in 1BOX 02/17/2015

1 NDC:10631-134-69 10 in 1 BLISTER PACK; Type 0: Not a Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
NDA NDAO021951 02/17/2015

ABSORICA LD

isotretinoin capsule

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:10631-002

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ISOTRETINOIN (UNII: EH28 UP18IF) (ISOTRETINOIN - UNI:EH28 UP181F) ISOTRETINOIN 8 mg
Inactive Ingredients
Ingredient Name Strength

BUTYLATED HYDRO XYANISOLE (UNI: REK4960K2U)
GELATIN, UNSPECIFIED (UNIL: 2G86QN327L)
POLYSORBATE 80 (UNI: 60ZP39ZG8H)

SOYBEAN OIL (UNI: 241ATL177A)

D&C YELLOW NO. 10 (UNIL: 35SW5USQ3G)

FD&C BLUE NO. 1 (UNII: H3R47K3TBD)

FD&C RED NO. 40 (UNI: WZB9127X0A)

POTASSIUM HYDRO XIDE (UNII: WZH3C48 M4T)



PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
SHELLAC (UNII: 46 N107B710)
TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)

Product Characteristics

Color GREEN (light green)

Shape CAPSULE (opaque-printed, hard-gelatin)
Flavor

Contains

Packaging
# Item Code Package Description
1 NDC:10631-002-31 3in 1BOX

Score no score
Size 16 mm
Imprint Code RL29

Marketing Start Date Marketing End Date
11/20/2019

1 10 in 1 BLISTER PACK; Type 0: Nota Combination Product

Marketing Information

Marketing Category  Application Number or Monograph Citation

NDA NDA211913

ABSORICA LD

isotretinoin capsule

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
ISOTRETINO IN (UNI: EH28 UP181F) (ISOTRETINOIN - UNILEH28 UP18IF)

Inactive Ingredients

Ingredient Name
BUTYLATED HYDRO XYANISOLE (UNI: REK4960K2U)
GELATIN, UNSPECIFIED (UNIL: 2G86QN327L)
POLYSORBATE 80 (UNI: 60ZP39ZG8H)
SOYBEAN OIL (UNIE: 241ATL177A)
FD&C BLUE NO. 1 (UNI: H3R47K3TBD)
FD&C RED NO. 40 (UNI: WZB9127X0A)
POTASSIUM HYDRO XIDE (UNI:: WZH3C48 M4T)
PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)
SHELLAC (UNIL: 46N107B710)

Marketing Start Date Marketing End Date
11/20/2019

Item Code (Source) NDC:10631-003

Basis of Strength Strength
ISOTRETINOIN 16 mg

Strength



TITANIUM DIO XIDE (UNIIL: 15FIX9V2JP)

Product Characteristics

Color BLUE (dark blue)

Shape CAPSULE (opaque-printed, hard-gelatin)
Flavor

Contains

Packaging
# Item Code Package Description
1 NDC:10631-003-31 3in 1 BOX

Score no score
Size 18 mm
Imprint Code RL30

Marketing Start Date Marketing End Date
11/20/2019

1 10 in 1 BLISTER PACK; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation

NDA NDA211913

ABSORICA LD

isotretinoin capsule

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
ISOTRETINOIN (UNI: EH28 UP18IF) (ISOTRETINOIN - UNILEH28 UP181F)

Inactive Ingredients

Ingredient Name
BUTYLATED HYDRO XYANISOLE (UNI: REK4960K2U)
GELATIN, UNSPECIFIED (UNI: 2G86 QN327L)
POLYSORBATE 80 (UNI: 60ZP39ZG8H)
SOYBEAN OIL (UNIL: 241ATL177A)
FD&C BLUE NO. 1 (UNIL: H3R47K3TBD)
FD&C RED NO. 40 (UNI: WZB9127XO0A)
FERRO SO FERRIC O XIDE (UNI:: XMO0M87F357)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
SHELLAC (UNI: 46N107B710)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)

Marketing Start Date  Marketing End Date
11/20/2019

Item Code (Source) NDC:10631-004

Basis of Strength Strength
ISOTRETINOIN 20 mg

Strength



Product Characteristics

Color PINK (dark pink)

Shape CAPSULE (opaque-printed, hard-gelatin)
Flavor

Contains

Packaging

# Item Code
1 NDC:10631-004-31 3in 1 BOX

Package Description

Score no score
Size 20mm
Imprint Code RL33

Marketing Start Date Marketing End Date
11/20/2019 11/20/2019

1 10 in 1 BLISTER PACK; Type 0: Not a Combination Product

Marketing Information
Marketing Category
NDA NDA211913

ABSORICA LD

isotretinoin capsule

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
ISOTRETINOIN (UNIE: EH28 UP181F) (ISOTRETINOIN - UNILEH28 UP18IF)

Inactive Ingredients

Ingredient Name
BUTYLATED HYDRO XYANISOLE (UNI: REK4960K2U)
GELATIN, UNSPECIFIED (UNIL: 2G86QN327L)
POLYSORBATE 80 (UNI: 60ZP39ZG8H)
SOYBEAN OIL (UNIE: 241ATL177A)
D&C YELLOW NO. 10 (UNI: 35SW5USQ3G)
FD&C YELLOW NO. 6 (UNIL: H77VEI93A8)
PO TASSIUM HYDRO XIDE (UNI: WZH3C48 M4T)
PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)
SHELLAC (UNIL: 46N107B710)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)

Application Number or Monograph Citation

Marketing Start Date Marketing End Date
11/20/2019 11/20/2019

Item Code (Source) NDC:10631-005

Basis of Strength Strength
ISOTRETINOIN 24 mg
Strength



Product Characteristics

Color YELLOW

Shape CAPSULE (opaque-printed, hard-gelatin)
Flavor

Contains

Packaging

# Item Code
1 NDC:10631-005-31 3in 1BOX

Package Description

Score no score
Size 20mm
Imprint Code RL31

Marketing Start Date Marketing End Date
11/20/2019

1 10 in 1 BLISTER PACK; Type 0: Nota Combination Product

Marketing Information

Marketing Category
NDA NDA211913

ABSORICA LD

isotretinoin capsule

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
ISOTRETINOIN (UNI: EH28 UP181F) (ISOTRETINOIN - UNILEH28 UP18IF)

Inactive Ingredients

Ingredient Name
BUTYLATED HYDRO XYANISOLE (UNI: REK4960K2U)
GELATIN, UNSPECIFIED (UNI: 2G86QN327L)
POLYSORBATE 80 (UNI: 60ZP39ZG8H)
SOYBEAN OIL (UNIL: 241ATL177A)
FD&C BLUE NO. 1 (UNI: H3R47K3TBD)
FD&C RED NO. 40 (UNI: WZB9127XO0A)
FERRO SOFERRIC O XIDE (UNI: XM0M87F357)
PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)
SHELLAC (UNIL: 46N107B710)
TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)

Product Characteristics

Application Number or Monograph Citation

Marketing Start Date Marketing End Date
11/20/2019

Item Code (Source) NDC:10631-006

Basis of Strength Strength
ISOTRETINOIN 28 mg
Strength



Color BLUE (light blue)
Shape CAPSULE (opaque-printed, hard-gelatin)
Flavor

Contains

Packaging
# Item Code
1 NDC:10631-006-31 3in 1BOX

Package Description

Score no score
Size 22mm
Imprint Code RL34

Marketing Start Date Marketing End Date
11/20/2019 11/20/2019

1 10 in 1 BLISTER PACK; Type 0: Not a Combination Product

Marketing Information

Marketing Category
NDA NDA211913

ABSORICA LD

isotretinoin capsule

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
ISOTRETINOIN (UNII: EH28 UP181F) (ISOTRETINOIN - UNI:EH28 UP18 IF)

Inactive Ingredients

Ingredient Name
BUTYLATED HYDRO XYANISOLE (UNIE: REK49 60K2U)
GELATIN, UNSPECIFIED (UNIL: 2G86QN327L)
POLYSORBATE 80 (UNI: 60ZP39ZG8H)
SOYBEAN OIL (UNIE: 241ATL177A)
FERRO SOFERRIC O XIDE (UNIL: XM0MS8 7F357)
FERRIC O XIDE RED (UNII: 1KO9F3G675)
FERRIC O XIDE YELLOW (UNIL: EX438 02MRT)
POTASSIUM HYDRO XIDE (UNII: WZH3C48 M4T)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
SHELLAC (UNI: 46N107B710)
TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)

Product Characteristics
Color BROWN (Caramel)

Application Number or Monograph Citation

Marketing Start Date  Marketing End Date
11/20/2019 11/20/2019

Item Code (Source) NDC:10631-007

Basis of Strength Strength
ISOTRETINOIN 32 mg
Strength
Score no score



Shape CAPSULE (opaque-printed, hard-gelatin) Size 22mm

Flavor Imprint Code RL32
Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:10631-007-31 3in 1BOX 11/20/2019

1 10 in 1 BLISTER PACK; Type 0: Not a Combination Product

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
NDA NDA211913 11/20/2019

Labeler - sunPharmaceutical ndustries, Inc. (146974886)

Establishment
Name Address ID/FEI Business Operations
Galephar Pharmaceutical Research MANUFACTURE(10631-115, 10631-116, 10631-117, 10631-118, 106 31-133,
968996160
Inc. 10631-134)
Establishment
Name Address ID/FEI Business Operations
Ohm Laboratories MANUFACTURE(10631-002, 10631-003, 10631-004, 10631-005, 10631-006, 10631-
Inc 184769029 007)

Revised: 6/2020 Sun Pharmaceutical Industries, Inc.
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