DESOGESTREL AND ETHINYL ESTRADIOL TABLETS USP 0.15 MG/ 0.02 MG AND
ETHINYL ESTRADIOL TABLETS USP 0.01 MG (VIORELE)
28 X 3 pack (Tablets)
(NDC 68462-318-29)

September 2, 2025
Dear Pharmacy, Wholesale and Retail Customer:

This is to inform you that Glenmark is initiating a Market Withdrawal at the Retail level involving

the following prescription product:

Desogestrel and Ethinyl Estradiol Tablets USP 0.15 mg/ 0.02 mg and Ethinyl Estradiol
Tablets USP 0.01 mg (Brand Name - Viorele)

Sr. No. NDC Batch Number Pack Size Expiry Date
1 68462-318-29 20240086 3 X 28 tablet pack January 2026
2 68462-318-29 20240128 3 X 28 tablet pack February 2026

Glenmark is initiating a market withdrawal at the Retail level for the above-identified batches of
Desogestrel and Ethinyl Estradiol Tablets USP 0.15 mg/ 0.02 mg and Ethinyl Estradiol Tablets
USP 0.01 mg (Viorele) due to failure results reported for the Related Substances (By HPLC) test
for commercial annual stability batch # 20230733 at the long-term (25°C/60% RH) 18 month time
stability interval. Recall is being initiated for batch # 20230733 separately.

Glenmark filed Prior Approval Supplement (PAS) and received the approval on April 25, 2024, to
change the drug product formula to control the degradation of ‘Impurity D’ and ‘Total impurities’
since the product is sensitive to peroxide degradation (Oxygen). The revised manufacturing
formulation is implemented from July 2024. All the batches manufactured post July 2024 are
manufactured using the revised formulation.

As of today, three (3) batches of Viorele tablets are in the market and within shelf life that have
been manufactured before the implementation of the revised formulation. Out of these 3 batches,
subject OOS batch # 20230733 was charged as the annual stability batch for the year 2023. As part
of the impact assessment, reserve sample of the other two (2) batches were tested for Related
Substances (By HPLC), and the results comply as per the specification.
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Hence, as an abundance of caution, Glenmark is initiating a market withdrawal of both these
batches # 20240086 (Expiry — January 2026) and # 20240128 (Expiry - February 2026) that are
within shelf life, and manufactured before the implementation of the revised formulation.

To date, Glenmark has not received any reports of adverse events related to this subjected batches.
The health hazard assessment concluded that the observed OOS results in related substance test
are not considered a clinically significant risk to patient health and safety.

Please see the details of product batches listed in the above table and refer to the enclosed product
labels for ease in identifying the product.

Please examine your inventory, and if you have any inventory available for the batches specified
in the above table, you should quarantine such product immediately and not dispense any further
product from these lots. Glenmark Pharmaceuticals Inc., USA, initiated shipment of this product
on April 16, 2024.

In addition, if you are a wholesaler/ distributor who has further distributed this product, please
identify those retail customers and notify them at once of this market withdrawal. Y our notification
to your retail customers may be enhanced by including a copy of this market withdrawal
notification letter. Again, this market withdrawal should be carried out to the retail level only.
Because this is not a consumer-level market withdrawal, notice to the consumer level is not
required.

Glenmark is requesting the batches specified in the above table to be returned to Inmar Rx
Solutions (address below) using the Postage Paid Product Return label that was provided in your
Market Withdrawal Return Packet.

Inmar Rx Solutions
3845 Grand Lakes Way
Grand Prairie, TX 75050

Please complete and return the enclosed response form preferably within 72 hours of receipt of
this notification. Please either fax your response to 817-868-5362 or email to

If you have any questions regarding your market withdrawal return please contact Inmar at 877-
837-7681.

Inmar office hours are Monday through Friday, from 9 am to 5 pm EST.

This market withdrawal is being made with the knowledge of the Food and Drug Administration.
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Thank you for your cooperation,

Sincerely,

GLENMARK PHARMACEUTICALS INC,, USA

y signed by
thomaS.Ca”ag ha .callaghan@glenmarkpha

n
Ienmarkpharma' 325.09.02 11:30:22 -04'00'

Thomas Callaghan
Executive Director - Regulatory Affairs, North America

US Agent for Glenmark Pharmaceuticals Limited

Enclosure(s):
Product Labels

Market Withdrawal Return Response Form
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* Deaths are birth related

“* Deaths are method related

In the above table, the risk of death from any birth control method 1s less than the
risk of childhirth, except for oral contraceptive users over the age of 35 who smoke
and pill users over the age of 40 even it they do not smoke. It can be seen in the
table that for women aged 15 to 39, the risk of death was highest with pregnancy
(7 to 26 deaths per 100,000 women, depending on age). Amang pill users who do
not smoke, the nsk of death 1s always lower than that associated with pregnancy
for any age group. although over the age of 40. the risk increases to 32 deaths per
100,000 women, compared to 28 associated with pregnancy at that age. However,
for pilt users who smoke and are over the age of 35. the estimated number of deaths
exceeds those for other methods of birth control. If a woman s over the age of 40and
smokes, her estimated risk of death is four times higher (117/100,000 women) than
the estimated risk associated with pregnancy {28/100,000 women) in that age group.
The suggestion thal women over 40 who do not smoke should not take oral
contraceptives is based on information from ofder, high-dose pills and on less
selective use of pills than is practiced today An Advisory Committee of the FDA
discussed this issue in 1989 and recommended that the benefits of oral contraceptive
use by heaithy, non-smoking wormen over 40 years of age may outweigh the possible
nsks. However, all women, especially older women, are cautioned to use the lowest
dose pill that is effective

WARNING SIGNALS

less effective.

Birth control pills may interact with lamotrigine. an anticonvulsant used for epiiepsy.
This may increase the risk of seizures. so your physician may need to adjust the
dose of lametrigme

Some medicines may make birth control pill less effectwve, including:

Barbiturates

Bosentan

Carbamazepine

Felbamate

Griseofulvio

Oxcarbazepine

Phenytoin

Aitampin

St. John's wort

o Topiramate

As with all prescription products, you should notify your healthcare provider of
any other medicines and herbal products you are taking. You may need to use a
barrier contraceptive when you take drugs or products that can make birth control
pills less effectve.

5. Sexually transmitted infections

This product {like all oral contraceptives) is intended to prevent pregnancy. H
dnn mn protectagainst frarsmission of HIV (AIDS) and other sexually ransmitied

s e s e s s e

If any of these adverse effects occur while you are taking oral call
your doctor or healthcare provider immediately.

Sharp chest pain, coughing of blood, or sudden shortness of breath (indicating
a possible clot n the lung)

Pain in the calf (indicating a possible ciot in the leg)

Crushing chest pain or heaviness in the chest (indicating a possible heart attack}
Sudden severe headache or vomiting, dizziness of fainting, disturbances of vision
of speech, weakness, or numbness In an arm or leg (indicating a possible stroke)
Sudden panial or complete loss of vision (indicating a possible clot in the eye}
Breast lumps {indicating possible breast cancer or fibrocystic disease of the
breast; ask your doctor or healthcare provider to show you how to examine your
breasts)

Severe pain or tenderness in the stomach area (indicating a possibly ruptured
tiver tumor)

Difficulty in sleeping, weakness. lack of energy. fatigue. or change in mood
(possibly indicating severe depression)

Jaundice or a yellowing of the skin or eyeballs, accompanied frequently by tever.
fatigue, loss of appetite. dark colored uring, or fight colored bowel movements
{indicating possible liver problems)

.

SIDE EFFECTS OF ORAL CONTRACEPTIVES

1. ¥aginal bleeding

irregular vaginal bleeding or spotung may occur while you are taking the pills.
Irregular bleeding may vary from shght staiming between menstrual periods to
breakthrough bleeding which 1s a flow much like a regular period. Irregular bleeding
occurs most often during the first few months of oral contraceptive use, but may
also occur atter you have been taking the pill for some time. Such bleeding may
be temporary and usually does not indicate any serious problems. It i1s important
10 continue taking your piils on schedule. If the bleeding occurs ;n more than one
cycle or lasts for more than a few days, talk to your doctor or healthcare provider

2. Contact lenses

If you wear contact lenses and notice a change in vision or an inability 1o wear your
{enses, contact your goctor or healthcare provider.

3, Fluid retention

Oral contraceptives may cause edema (fiuid retention) with sweiling of the fingers or
ankles and may raise your blood pressure. If you expenence fluid retention, contact
your doctor or healthcare provider.

4. Melasma

A spotty darkening of the skin 1s possible. particularly of the face.

S. Other side effects

Other side effects may inciude nausea and vomiting, change in appetite, headache.
nervousness, depression, dizziness, loss of scalp hair, rash, and vagina! infections.
If any of these side effects bother you, call your doctor or healthcare provider

GENERAL PRECAUTIONS
1. Missed periods and use of oral contraceptives belore or during nrly nmunanq

genital herpes, genital warts, gonorrhea, hepatitis
B, and syphilis.

HOW TO TAKE THE PILL

IMPORTANT POINTS TO REMEMBER

BEFQRE YOU START TAKING YOUR PILLS:

BE SURE TO READ THESE OIRECTIONS:

Betore you start taking your pilis. Anytime you are not sure what to do.

THE RIGHT WAY TO TAKE THE PILL IS TO TAKE ONE PILL EVERY DAY AT THE
SAME TIME,

If you miss pilts you could get pregnant This includes starting the pack late
The more pills you miss. the more likely you are to get pregnant

MANY WOMEN HAVE SPOTTING OR LIGHT BLEEDING. OR MAY FEEL SICK TO
THEIR STOMACH DURING THE FIRST 1 TO 3 PACKS OF PILLS.

1f you feei sick to your stomach, do not stop taking the pill. The prodlem will usually
g0 away. If it doesn't go away. check with your doctor or healthcare provider,
MISSING PILLS CAN ALSO CAUSE SPOTTING OR LIGHT BLEEDING, even when
you make up these missed pifls.

On the days you take 2 pills to make up for missed pills. you could also teel a
litte sick o your stomach

IF YOU HAVE VOMITING DR DIARRHEA, for any reason. or IF YOU TAKE SOME
MEDICINES, including some antibiotics. your pills may not work as well

Use a back-up method (such as condoms foam. or sponge) until you check with
your doctor or healthcare provider

IF YOU HAVE TROUBLE REMEMBERING TO TAKE THE PILL, talk to your doctor
or healthcare provider about how to make pill-taking easier or about using another
method of birth control.

IF YOU HAVE ANY QUESTIONS OR ARE UNSURE ABOUT THE INFORMATION IN
THIS LEAFLET. call your doctor or healthcare provider

BEFORE YOU START TAKING YOUR PILLS

1. DECIDE WHAT TIME OF DAY YOU WANT TO TAKE YOUR PILL,

It1s important to take it at about the same time every day.

LOOK AT YOUR PILL PACK. IT WILL HAVE 28 PILLS:

This 28-pill pack has 26 “active” [white to oft-white and light yellow to yellow]
pills {with hormoenes) and 2 "nactive™ [pale green to yellowish green) pills {without
hormones)

ALSO FIND:

1) where on the pack to start taking the pills.

2) in what order to take the pilis {follow the arrows) and

3) the week numbers as shown in the picture below.

EXAMPLE ONLY
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There may be times when you may not menstruate reguiarly atter you h
taking a cycle of pilts. if you have taken your pilis reqularly and miss one menstrual
penod. continue taking your piils for the next cycle but be sure to inform your
doctor or healthcare provider betore doing so. If you have not taken the pills daily
as instructed and missed a menstrual period, or if you missed two consecutive
menstrual periods, you may be pregnant. Check with your doctor or healthcare
provider immediately to determing whether you are pregnant. Do not continue to
take oral contraceptives until you are sure you are not pregnant. but continué to use
ancther method of contraception.

There is no conclusive evidence that oral contraceptive use is associated with an
increase in birth defects, when taken inadveriently during early pregnancy. Previously,
a few studies had reported that oral contraceptives might be associated with birth
defects. but these studies have not been confirmed. Nevertheless, oral contraceptives
or any other drugs should not be used during pregnancy unless clearly necessary
and prescribed by your doctor of healthcare provider. You should check with your
doctor or healthcare provider about nisks to your unborn child of any medication
taken during pregnancy

2. While breastteeding

It you are breastieeding. consult your doctor or healthcare provider before starting
oral contraceptives. Some of the drug will be passed on to the child in the milk. A
tew adverse effects on the chiid have been reported. including yeltowing of the skin
(jaundice) and breast In addmon, oral may decrease
the amount and quality of your milk. If possibie, do not use oral contraceptives
while breastfeeding. You should use another method of contraception since
breastfeeding provides only partiai protection from becoming pregnant and this
partial protection decreases significantly as you breastieed for longer periods of
time. You should consider starung oral contraceptives only after you have weaned
your child completely.

3. Laboratory tests

It you are scheduled for any laboratory tests, teli your doctor or healthcare provider
you are taking birth contrel pills. Certain blood tests may be affected by birth
control pilis,

4. Orug interactions

Certain drugs may interact with birth control pills to make them less eftective in
preventing pregnancy or cause an increase in breakthrough bleeding. Such drugs
include nfampin, drugs used for epilepsy such as barbiturates (for example,
phencbarbital), phenytoin (Dilantin* 1s one brand of this drug), phenylbutazone
{Butazolidin® 15 one brand). and pessibly certain antibiotics. You may need to use
addtional contraception when you take drugs which can make oral contraceptives
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Note: !f the first day of your period 1s a Sunday. you can skip steps #1 and #2
BE SURE YQU HAVE READY AT ALL TIMES:
ANCTHER KIND OF BiIRTH CONTROL (such as condoms, foam, of sponge) to
USE a5 a back-LP N case you miss pills.
AN EXTRA, FULL PILL PACK.
WHEN T0 START THE FIRST PACK OF PILLS
You have a choice of which day to start taking your first pack of pills. Decide with
your doctor or healthcare provider which «s the best day for you. Pick a time of day
which will be easy to remember.

IS

DAY 1 STARY:

Pick the day labei strip that starts with the first day of your period {this is the day
you start bleeding or spotting. even 1f it 15 aimost midnight when the bleeding
begins).

Place this day label strip in the cycie tablet biister over the area that has the days
of the week (starting with Sunday) impnnted.

N

Peel and place label here.

3. Take the first “active™ [white to off-white] pill of the first pack duning the first 24
haurs of
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4. You will not need to use a back-up method of birth control. since you are starting
the pill at the beginming of your penod

SUNOAY START:

1. Take the first “active” twhite to off-white] pill of the first pack on the Sunday after

your period slarts. even if you are stll bleeding If yous period begins on Sunday,

start the pack that same day.

2. Use another method of burth control as a back-up method if you have sex anytime:

from the Sunday you start your first pack until the next Sunday (7 days). Condoms,

foam, or the sponge are good back-up methods of birth control

WHAT TO DO DURING THE MONTH

1. TAKE ONE PILL AT THE SAME TIME EVERY DAY UNTIL THE PACK IS EMPTY.

Do not skip pills even if you are spotting or bieeding between monthly periods
or feel sick to your stomach (nausea)
0o not skip pills even it you do not have sex very often.

. WHEN YOU FINISH A PACK OR SWITCH YOUR BRAND DF PILLS:

21 pills: Wart 7 days to start the next pack. You will probably have your penod
during that week. Be sure that no more than 7 days pass between 21-ay packs
26 plits: Start the next pack on the day atter your last pill Do not wait any days
between packs

WHAT TO DO IF YOU MiSS PILLS

i you MISS 1 “active" [white to off-white] pill

1. Take it as soon as you remember. Take the next pill at your regular time. This
means you take 2 pills in 1 day

2. You do not need to use a back-up tirth control method if you have sex.

If you MIBS 2 “active™ {white to oft-white] pilis i a row in WEEK 1 OR WEEK 2 of

your pack

1. Take 2 pills on the day you remember and 2 pills the next day.

2. Then take 1 pill a day until you finish the pack.

3 You MAY BECOME PREGNANT if you have sex n the 7 days after you miss pills.

You MUST use another birth control method (such as condoms, foam. or sponge)

as a back-up method for those 7 days.

If you MISS 2 “active” [white to oft-white} pilis in a row 1n WEEK

1 ityou are a Day ! Starier.

THROW OUT the rest of the pilt pack and starl a new pack that same day

It you are a Sunday Starter:

Keep taking 1 pil every day until Sunday.

0On Sunday. THROW OUT the rest of the pack and start a new pack of pilts that
same day.

2. You may not have your period this month but this 1s expected. However. if you
miss your period 2 months n a row. call your doctor or heaithcare provider
because you might be pregnant.

3. You MAY BECOME PREGNANT if you have sex in the 7 days after you miss pills.
You MUST use another birth control method (such as condoms, foam, or sponge)
as a back-up method for those 7 days.

If you MISS 3 DR MORE “active” (white to off-white) pilis 0 a row (during the first

3 weeks)

1. #fyou are a Day 1 Starter.
THROW OUT the rest of the pill pack and start a new pack that same day,
If you are a Sunday Starter
Keep taking 1 pill every day until Sunday
On Sunday, THROW OUT the rest of the pack and start a new pack of pills that
same day.

2 You may not have your penod this month but this is expected. However, if you
miss your period 2 months in a row, call your doctor or healthcare provider
because you might be pregnant.

3 You MAY BECOME PREGNANT f you have sex n the 7 days after you miss pills.
You MUST use another birth control method (such as condoms. foam, of sponge)
as a back-up method for those 7 days.

A REMINDER FOR THOSE ON 28-DAY PACKS

If you forget any ot the 2 |pale green to yellowish green] or 5 [light yellow to yellow]
pills in Week 4

THROW AWAY the pills you missed

Keep taking 1 pill each day until the pack 1s empty.

You do not need a back-up method.

FINALLY, IF YOU ARE STILL NOT SURE WHAT TO DO ABOUT THE PILLS YOU
HAYE MISSED:

Use a BACK-UP METHQD anytime you have sex

KEEP TAKING ONE "ACTIVE™ [WHITE TO OFF-WHITE] PILL EACH DAY until you can
reach your doctor or healthcare provider.

PREGNANCY DUE TO PILL FAILURE

The incidence of pifl failure resuiting n pregnancy is approximately one percent (i.¢.,
one pregnancy per 100 women per year) if taken every day as directed, but more
typical failure rates are about 5% If failure does occur, the risk to the fetus is minimal.

PREGNANCY AFTER STOPPING THE PILL

There may be some delay in becoming pregnant after you stop using oral
contraceptives, especially if you had irreguiar menstrual cycles before you used
oral contraceptives. It may be advisable to postpone concept on until you begin
menstruating reguiarly once you have stopped taking the pill and desire pregnancy.
There does not appear to be any increase in birth defects in newborn babies when
pregnancy occurs soon after stopping the pill

OVERDOSAGE
Serious Ilt eftects have not been reported following ingestion of large doses of oral
contraceptives by young children. Overdosage may cause nausea and withdrawal
bleeding in temales. In case of overdosage. contact your doctor, healthcare provider
of pharmacist.

OTHER INFORMATION

Your doctor or healthcare provider will take a medical and family history before
prescribing oral contraceptives and will examine you The physical examination may
be delayed to another time if you request it and your doctor or the healthcare provider
believes that it s a good medical practice to postpone it. You should be reexamined
at least once a year. Be sure to inform your doctor or heaithcare provider if there is a
family history of any of the conditions listed previously in this leaflet. Be sure to keep
all appointments with your doctor or healthcare provider. because this is a time to
determine if there are garly sigrs of side effects of oral contraceptive use.

Do not use the drug for any condition other than the one for which it was prescribed.
This drug has been prescribed specifically for you; do not give it to others who may
want birth control pills.

~

HEALTH BENMEFITS FROM ORAL CONTRACEPTIVES

In addition to preventing pregnancy, use of combination oral contraceptives may

provide certain benefits. They are:

« menstrual cycles may become more regular.

o+ blood flow during menstruation may be hghter and less iron may be lost. Therefore,
anemia due to ron deficiency is less hkely to occur.

pain or other symptoms during menstruation may be encountered less frequently.
ectopic (tubal) pregnancy may occur less frequently.

non-cancerous cysts or lumps In the breast may occur less frequently.

acute pelvic inflammatory disease may occur less frequently.

oral contraceptive use may provide some protection against developing two forms
of cancer: cancer of the ovaries ang cancer of the lining of the uterus,

If you want more information about birth control pills, ask your doctor, heaithcare
proviger, or pharmacist. They have a more technical ieaflet called the Prescribing
Information which you may wish to read.

Manufactured by:
Glenmark Pharmaceuticals Limited
Colvale-Bardez. Goa 403513, India

Manufactured for.

glenmark
Glenmark Pharmaceuticals Inc., USA
Mahwah, NJ 07430

Questions? 1 (888) 721-7115
www glenmarkpharma-us.com

April 2023

PE635020423-1



DESOGESTREL AND ETHINYL ESTRADIOL TABLETS USP 0.15 MG/ 0.02 MG AND ETHINYL
ESTRADIOL TABLETS USP 0.01 MG (VIORELE)
28 X 3 pack (Tablets)
(NDC 68462-318-29)
Retail Level
9/2/2025

Please fill out this form completely. By doing so, this will acknowledge that you have read and understand the
withdrawal instructions and have taken the appropriate action.

Customer Name: DEA#:
DEA # is required, if it is not provided, the processing of your form will be delayed.

Address:

City: State: Zip:
Contact Name (Please Print):

Telephone#: Email:

Contact Signature: Date:

DEBIT MEMO# (If unsure, leave blank):

Wholesaler Information if not directly purchased from Glenmark Pharmaceuticals Inc.:
Wholesaler Name: DEA#:
City: State: Zip:

I have checked my stock and communicated to my customers at the appropriate level:
o I confirm that all locations that received the impacted products have been notified to the Retail level

(Initial and date)

o I do not have any stock of the market withdrawn items.
o I have quarantined and listed in the box below the quantity of market withdrawn units and I will be returning

to Inmar, as soon as possible. Upon receipt of this Response Form, Inmar, will issue return authorization label(s)

Please indicate the # of needed box labels

Event Detail: N131351 RCL207-25



Desogestrel and Ethinyl Estradiol Tablets USP 0.15mg/ 0.02mg and Ethinyl Estradiol Tablets USP 0.01mg
(Brand Name — Viorele)

Sr Batch Total Full/ Sealed and
’ NDC a Pack Size Expiry Date Partial/ Open Bottle
No. Number oo

1 68462-318-29 20240086 3 X 28 tablet pack January 2026
2 68462-318-29 20240128 3 X 28 tablet pack | February 2026

If you have any questions regarding this form or product return please contact Inmar at (877) 837-7681 Office
hours 9am to Spm EST Mon thru Fri.

Market Withdrawal Event ID N131351 RCL207-25

Event Detail: N131351 RCL207-25



