CARACO

PHARMACEUTICAL LABORATORIES, LT,

URGENT DRUG RECALL

VENLAFAXINE HCI ER 150 MG TABLETS

Dear Trading Partner,

March 21, 2014

This notice is to inform you of a drug product recall involving:

Drug Product Name: Venlafaxine HCI ER 150 mg tablets

Manufacturer: Sun Pharmaceutical Industries, Ltd

Firm Drug Product Code: 758

Dosage Form: Extended Release Tablets

Route of Administration: Oral

Intended Use/ Indications: Indicated for the treatment of major depressive disorder.

Package Type and Size: 30 and 90 tablets in a bottle

NDC Numbers: 41616-758-83 (30 CRC) and 41616-758-81 (90 CRC).

Affected Lots:

SUN

PHARMA

Product name Pack Size | Lot Number Expiry Date

30 JKL3354A 04/2014

90 JKL3354B 04/2014

30 JKL54578B 09/2014

90 JKL5457C 09/2014

Venlafaxine Hydrochloride 30 JKL5445A 09/2014
Extended-Release Tablets, 90 JKL54458B 09/2014
150 mg 30 JKL5444A 08/2014

90 JKL5444B 08/2014

30 JKL5840A 10/2014

90 JKL58408B 10/2014

30 JKL6588A 11/2014

1150 Elijah McCoy Drive Detroit, Michigan 48202 Tel: 313-871-8400 Fax: 313-871-8314
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CARACO SUN

PHARMA

Reason for the Recall:

This recall is voluntarily initiated based upon stability results. The product may not meet the drug
release specification throughout it expiry period. As a precaution, Caraco is voluntarily recalling
these lots.

The affected lots were shipped between August 13, 2012 and August 9, 2013. Please find enclosed
copies of the drug label.

Immediately examine your inventory and quarantine lot subject to this recall. Please stop
distributing these lots immediately. This recall has been classified as a retail level recall (Class Il).
In addition, if you have further distributed this product, please notify them at once of this product
recall. Your notification to you customers may be enhanced by including a copy of this recall letter.

This recall is being made with the knowledge of the Food and Drug Administration.

For return of affected product, please email recallnotice@inmar.com or call 800-967-5952. Please
complete and return the enclosed response form as soon as possible.

Affected product should be sent to:
Inmar

4332 Empire Road

South Dock

Fort Worth, TX 76155

If there are any further questions, please feel free to contact me at 800-818-4555 x 4105.

Sincerely,

Robert Kurkiewicz
Sr. Vice President, Regulatory

1150 Elijah McCoy Drive Detroit, Michigan 48202 Tel: 313-871-8400 Fax:313-871-8314



CARACO

PHARMACEUTICAL LABORATORIES, LTD

URGENT: DRUG RECALL — RESPONSE FORM

Please Complete Form and Fax to: 817-868-5362

or Email to: recallnotice@inmar.com

We do not have any stockg
Or,

Please enter the quantity you shall be returning to Inmar

SUN

PHARMA

Product name Pack Size | Lot Number Expiry Date Quantity Being
Returned to
Inmar
30 JKL3354A 04/2014
90 JKL3354B 04/2014
30 JKL54578B 09/2014
90 JKL5457C 09/2014
Venlafaxine Hydrochloride 30 JKL5445A 09/2014
Extended-Release Tablets, 90 JKL54458B 09/2014
150 mg 30 JKL5444A 08/2014
90 JKL5444B 08/2014
30 JKL5840A 10/2014
90 JKL5840B 10/2014
30 JKL6588A 11/2014
Name Title
Company
Address
City State Zip Code
Phone Number Email

For return of affected product, please email recallnotice@inmar.com or call 800-967-5952

1150 Elijah McCoy Drive Detroit, Michigan 48202 Tel: 313-871-8400 Fax:313-871-8314
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Medication Guide

PJPI0206

Venlafaxine Hydrochloride Extended-Release Tablets

Antidepressant Medicines, Depression and Other Serious Mental llinesses, and
Suicidal Thoughts or Actions

Read the Medication Guide that comes with your or your family member's antidepressant medicine.
This Medication Guide is only about the risk of suicidal thoughts and actions with antidepressant
medicines. Talk to your, or your family member's, healthcare provider about:

o allrisks and benefits of treatment with antidepressant medicines
« alltreatment choices for depression or other serious mentalillness

What is the mostimportant information | should know about antidepressant medicines, depression
and other serious mental ilinesses, and suicidal thoughts or actions?

1. Antidepressant medicines may increase suicidal thoughts or actions in some children,
teenagers, and young adults within the first few months of treatment.

2. Depression and other serious mental illnesses are the most important causes of suicidal
thoughts and actions. Some people may have a particularly high risk of having suicidal
thoughts or actions. These include people who have (or have a family history of) bipolar illness
(also called manic-depressive iliness) or suicidal thoughts or actions.

3. How can | watch for and try to prevent suicidal thoughts and actions in myself or a family
member?

o Pay close attention to any changes, especially sudden changes, in mood, behaviors, thoughts,
or feelings. This is very important when an antidepressant medicine is started or when the dose
is changed.

« (Call the healthcare provider right away to report new or sudden changes in mood, behavior,
thoughts, orfeelings.

« Keep all follow-up visits with the healthcare provider as scheduled. Call the healthcare provider
between visits as needed, especially if you have concerns about symptoms.

Call a healthcare provider right away it you or your family member has any of the following
symptoms, especially if they are new, worse, or worry you:

o thoughts about suicide or dying
« attempts to commit suicide



new or worse depression

new or worse anxiety

feeling very agitated or restless

panic attacks

trouble sleeping (insomnia)

new or worse irritability

acting aggressive, being angry, or violent

acting on dangerous impulses

an extreme increase in activity and talking (mania)
other unusual changes in behavior or mood

What else do | need to know about antidepressant medicines?

« Never stop an antidepressant medicine without first talking to a healthcare provider. Stopping an
antidepressant medicine suddenly can cause other symptoms.

« Antidepressants are medicines used to treat depression and other illnesses. It is important to
discuss all the risks of treating depression and also the risks of not treating it. Patients and their
families or other caregivers should discuss all treatment choices with the healthcare provider, not just
the use of antidepressants.

« Antidepressant medicines have other side effects. Talk to the healthcare provider about the side
effects of the medicine prescribed for you or your family member.

« Antidepressant medicines can interact with other medicines. Know all of the medicines that you or
your family member takes. Keep a list of all medicines to show the healthcare provider. Do not start
new medicines without first checking with your healthcare provider.

« Not all antidepressant medicines prescribed for children are FDA approved for use in children.
Talkto your child's healthcare provider for more information.

Call your doctor for medical advice about side effects. You may report side effects to FDA at
1-800-FDA-1088

This Medication Guide has been approved by the U.S. Food and Drug Administration for all
antidepressants.
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