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DRUG MARKET WITHDRAWAL 

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. I NOC I Batch Number Pack Size Expirr 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. Your 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 
Rxrecall s@Inmar.com. 

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 

Digitally signed by 
thomas.callaghan@g thomas.callaghan@glenmarkpha 

I a k h rma.com enm r p arma.COm Date: 2025.09.02 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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Product label: 

Desogestrel and Ethinyl Estradiol Tablets USP 0.15 mg/ 0.02 mg and Ethinyl Estradiol Tablets 
USP 0.01 mg (Brand Name- Viorele) 
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Each white to off-white tablet contains 0. 15 mg 
desogestrcl, USP and 0.02 mg eth inyl estradiol, USP. 
Each pale green to yellowish green tablel contains 
inert ingredients and each light yellow to yellow 
tablet conta ins 0.01 mg ethinyl estradiol, USP. 

IMPORTANT: Each pouch contains Detailed Patient 
Labeling and Brief Patient Labeling. Both should be 
included with each package dispensed lo the patient. 

Usual Dosage: One table-I daily .:b prc::.cnbed. 
S(.'t' f-XH ka~c imerl Tor lull pre:o.l ribing informat i<M1. 

Slore ,it 20°( to 25°( (68°F to 77°F) lsee 
USP Con1rolled Room Temperature!. 

M,tnuf,Mtu1ed h}·· 
Glt-nmJrk Ph,uniaceuticals limited 
Cohal1:-B,11dc1. Go,1 40351 J, lnd1J 

GO-DKUGSl78'i 

M.anufJCIU(t,,d ftJf 

r NOTE:~ THIS -

PACKAG[ IS NOT 

KEEP THIS AND All 
MEDICATION OUT 
OF THE RUCH Of I 
CHILO R[SISTANT. 

(, le mn;uk t>h.:,rn1.:in.'tl lic;ols Inc:., lJSA. CHILDREN 
Mahwilh, NI 0NJ0 

11'\'ll 

JJ 
Questions? 1 (888) 721-71 15 
www.glenmarkpharma-us.com 

NOC 68462-31 8 - 29 

-►t1;;<_ 

VIOREL E® 

28 day 
Reg:im<'n 

(Desogestrel and Ethinyl Estradiol 
Tablets, USP 0.15 mg/0.02 mg and 
Ethinyl Estradiol Tablets, USP 0.01 mg) 

l Blisters 
each containing 28 tablets 

Rx only 
I hb produc t (like JII oral contraccplives) 
is intended 10 prevent pregnancy. It docs 
no t protec t Jgainst HIV inrcclion {"-IDS) 
and oche r sexually tra nsmit1ed diseases. 
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PatlentPackageln11rtBrie!Summary 

VIORELE• fDnogestrel and Ethlnyl &tradiol Tablets , USP 0.15 mg/lJ.02 mg and 
EthlnylEstradlolTablets, USPD.01 mg) 

Cigarette amolllng lncreasn !he risk of serlo111 cardiovascular side effects 
from oral contraceptive use . This risk lncreasn with age and with heavy 
smOlling 115 or more clgaretles per day) and Is quite marted in women over 
35yearsolage. Womenwhouseoralcontracepllvnarestronglyadvisednol 
losmot,. 

Thlsprodltet(likealloralcontraceptivn)lslntendedtopreventpragnancy. 11does 
notproteC1agatnstHIVinlectlon (AIDS)andother 1uuallytransmltted lnfectton1. 

Ora! contraceptives, also known as "birth control pills" or "the pill", are taken to 
prevent pregnancy, and when taken correct~. tlavea failure rate ol aboul 1% per 
yearwhenusedwithoutmissinoanypllls.Thetypicalfallurerateotlargenumbers 
of pill users is less than 5% per year wtien women wt10 miss pills are Included. For 
mostwomen.oralcontraceptivesarealsofreeofseriousorunpleasantsideeffects. 
However, forgettlng totakepillsconslderablyincreaseslttt!chancesofpregnancy. 
For the majority ol women, oral contraceptives can be taken safely. But there are 
some women who are at high risk ol developing certain serious diseases that can be 
life-lhreateningormaycausetemporaryorpermanentdisability. Therisksassociated 
withtakinooralcontraceptivesincreasesignilicanUyifyou: 

• smoke 
• havehiohbloodpressure.diabetes.hi11hcholesterOI 
• haveortlavehadc!ottingdisorders,heananack,stroke,anginapectoris.c.ancer 

ofthebreast.jaundice.ormalignantorbenignlivertumors 

Although cardiovascular disease risks maybe increased with oral contraceptive 
use after age 40 In healthy, noo-smoking women (even with the newer low•dose 
formulatlons).therearealsogreaterpotentialhealthrisksassociatedwithpregnancy 
in older women. 

You should no! lake the pill if you suspect you are pregnant or have unexplained 
vaginal bleeding 

Most side effects of the pill are not serious. The most common such e!lects 
are nausea, vomiting, bleeding between menstrual periods. weight gain. breast 
tenderness. headache. and difficulty wearing contact lenses. These side effects, 
especially nausea and vomiting, may subside within the first three months of use 

Theserious~deeffectsolthe pill occur very infrequently, especiallyifyouarein 
good health and are young. HDW!ver, you should know Iha! the !ollowing medical 
conditioostlavebeenassoclatedwithormadeworsebythepill · 
1. Blood clots in the legs (thrombophlebitis) or lungs (pulmonary embolism), 

stoppageo1ruptureolabloodvessefinthe brain(stroke).blockageofblood 
vesselsinthehean(heananackoranginapectoris)orotherorgansolthebody. 
AsmentionedabCNe.smokingincreasestheriskofheanattacksandstrokes, 
andsubsequentseriousmedicalconsequences. 

2. Uvertumors,wtlichmayruptureandc.auseseverebleeding.Aposslblebutno\ 
definiteassociationhasbeen loundwiththepillandliverc.ancer. However, liver 
c.ancersareextremelyrare. ThectlanceOfdevelopingliverc.ancerlromusing 
thepillisthusevenrarer 

3. Highbloodpressure.althouohbloodpressureusuallyreturnstonormalwhen 
the pill is stopped. 

The symptoms associated with these serious side effects are discussed in the detaHed 
leatletgiventoyouwithyoursupplyofpills. Notityyourdoctororhealthc.a1e provider 
if you notice any unusual physical disturbances while taking the pill. In addilion. 
druas such as rilampin. as well as some anticonvulsants and some antibiotics may 
decreaseoralcootraceptiveeffectiveness. 

Theremaybeslightincreasesintheriskofbreastc.anceramoogcurrentusersol 
hormonal birth control pills with lonoer duration ol use of 8 years or more. Some 
studieshavetound an increaseintheincidenceofcancerolthecervix In women 
who use oral contraceptives. However. this finding may be relateo to factors other 
ttlantheuseo!oralcootraceptives. 

Taking the pill providessomelmportantnon-contraceptivebenefits. These include 
less painful menstruation. less menslrual blood loss and anemia, !ewer pelvic 
Infections, andfewerc.ancers of the ovary and the lining of the uterus. 

Be sure to discuss any medic.al coodition you may have with your doctor or healthc.are 
prCNider. Yourdoctororhealthcareproviderwilltakeamedlcatandlamilyhistory 
beloreprescribingoralcontraceptivesandwillexamineyou. Thephysicale,camination 
maybe delayedtoanothertimeifyourequestitaAdyoordoctororhealthcareprovider 
bellevesthatitisagoodmedicalpracticetopostpooeit.Youshouldbereexamined 
atleastonceayearwhi!etakingoralcontraceptives. Thedetaile11patientinformatioo 
leallet givesyoufunherinlormalioowhichyoushouldreadanddiscusswithyour 
doctor or healthcare provider. 

This product (11kea11 oralcontrac1ptives)is int1nd1dtopr1wenlpregnancy. lt 
does nol prated againSI transmlnion ol HIV (AIDS) and other seiually transmtned 
inlections1uctiaschlamydia, genitalherpes, gentlalwarts, gonorrhea, hepalitis 
B, and syphllil , 

INSTRUCTIONS TO PATIENTS 
HOW TO TAKE THE PILL 
IMPORTANT POINTS TD REMEMBER 

lffD.Bf YOU START TAKING YOUR PILLS: 

1. BE SURE TO READ THESE DIRECTIONS: 
Beforeyoustantakinoyourpills. 
Anytime you are nol sure what to do 

2. THE RIGHT WAY TO TAKE THE Pill IS TO TAKE ONE Pill EVERY DAY AT THE 
SAME TIME 
ltyoumisspillsyoucouldgelpregnant. Thisincludesstanmgthepacklate. 
Themoreplllsyoum1ss, themorelikelyyouare1ogetpregnant. 

3. MANY WOMEN HAVE SPOTTING OR LIGHT BLEEDING, OR MAY FEEL SICK TO 
THEIR STOMACH DURING THE FIRST 1 TO 3 PACKS OF PILLS. 
If you feel sick to your stomach. do not stop taking the pill. The problem will 
usuallygoaway. lt itdoesn'I gooWay,checkwithyourdoctororhealthcare 
provider 

4. MISSING PILLS CAN ALSO CAUSE SPOTTING OR LIGHT BLEEDING, even wtien 
youmakeup thesemisse11 pills. 
Onthedaysyoutake2pi!lstomakeupformisse11pills,youcouldalsofeela 
linlesicktoyourstomach. 

5. IFYOU HAVE VOMITING OR DIARRHEA. lor any reason, or IF YOU TAKE SOME 
MEDICINES, Including some antibiotics, your pills may not work as well 
Use a llack•up method (such as coodoms. loam, or sponge) until you check with 
yourdoctororhealthcareprCNider. 

6. IFYOU HAVE TROUBLE REMEMBERING TO TAKE THE Pill. talk to your doctor 
orhealttx:are providerabou!howtomakepill-takingeasierorabou!usinganother 
methodofbirthcootrol. 

7. tF YOU HAVE ANY QUESTIONS QR ARE UNSURE ABOUT THE INFORMATION 
IN THIS LEAFLET, c.all your doctor or healthcare provider. 

llfil8.f YOU START TAKING YOUR PILLS 

I . OECIOE WHAT TIME OF DAV YOU WANT TO TAKE YOUR Pil l. 
ltisimponant toukeitataboutthesametImeeveryday. 

2. LOOK AT YOUR PILL PACK: IT Will HAV£ 28 PILLS: 
This Zl:lill.Jllg has26·active" [whnetooff-whiteal'ldliohtyellowtoyellow) 
pills (with hormones) and 2 "inactive" [pale green to yellowish green) pills 
(without hormones). 

3. ALSO FIND: 
1) whereonthepacktostarttakingthepills, 
2) in what order to take the pills {!ollow the arrows) and 
3) the Wet!k numbers as shown in the pk:ture below. 

128 Pill Pack I 
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4. BE SURE YOU HAV£ READY AT ALL TIMES 
ANOTHER KIND Of BIRTH CONTROL (such as condoms. loam. or spooge) to 
useasat>ack-upinc.aseyoumisspills. 

AN EXTRA. FULL PILL PACK. 

WHEN TO START THE El8ll PACK OF PILLS 

You have a chOice of which day to stan taking your first pack ot pills. Decide with 
yourdoctororhealthcareproviderwhichisthebestdayforyou. Piekatimeolday 
which will be easy to remember 

DAY1 START: 
1. Pickthedaylabelstrip that startswiththetirstdayofyourperiod(thisistheday 

youstanbleedingorspotting,eve11ilitisalmostmidnightwhenthebleed1ng 
begins). 

2. Placethlsdaylabelstripin lhecyclelab!etblisterovertheareathathasthedays 
o!theweek(startingwithSunday)lmprinted. 

Peel and f_lace label here. 

~~~-,t~ ---- ---..-
L~ -
i ;:: -
i - -

Note: If the first day of your period Isa Sunday, you c.an skip steps#l aJ'ld#2. 

3 Takethe first·active" [wtlitetooff-white)pillofthefirstpackduringthe~ 
hoursofyouroeriod 

4. Vouwillnot needtouseaback-upmethodofbirthcontrol, sinceyouarestarting 
thepillatthebeginningofyourperiod 

SUNDAY START: 
1. Take thefirst·active" [whitetooff·whlte)pillolthefirstpackootheS!mlliY 

aftervour oeriodstansevenilyouarestillbleeding. lfyourperiodbeginson 
Sunday,s1art the packthatsameday. 

2. Useanothecmetbodolbirtbi:ontrolasaback•upmethodifyouhavesex 
anytimelromtheSundayyoustartyourfirst packuntil thenextSunday(7days). 
Condoms, foam, or the !ijlonge are good back-up methods of birth cootrol. 

WHAT TO DO DURING THE MONTH 

1. TAKE ONE Pill AT THE SAME TIME EVERY DAY UNTIL THE PACK IS EMPTY. 
Oonot skippillsevenifyouarespottingorb!eedinobetweenmonthlyperiodsor 
!eelsicktoyourstomach (nausea) • 
Oonotskippillsevenilyoudonot havesexveryoften 

2. WHEN YOU FINISH A PACK OR SWITCH YOUR BRAND OF PILLS: 
Z1..Rill.I;Wait7daystostartlhenextpack. YouwillprollablyhaV!!yourperiod 
during !tlatweek. Besurettlatnomorettlan7dayspassbetween2111aypacks. 
ll.J.il.lt;_Startthenextpackonthedayatteryourlaslpill. Donotwaitanydays 
between packs. 

WHAT TO DO IF YOU MISS PILLS 

l! you MISS1 "active· (whitetooff-white)plll· 
1. Take itassoooasyou remember. Takethenextpillatyourreguiarllme. This 

meansyoutake2pi11sin 1day. 
2. Youdono1needtouseaback•upbirthcootrolmethodifyouhavesex. 

It you MISS 2 "active· [while to off-wtiite) pills in a row In WEEK 1 OR WEEK 2 ol 
yourpack: 
1. Take2pillsonthedayyourernemberand2 pillsthenextday. 
2. Thentake1pi1Iadayuntilyoufinishthepack. 
3. You MAY BECOME PREGNANT ii you have sex in the l.un after you miss pills. 

You MUST useanOlher binh cootrol method (such as coodoms, foam, or !ijlonge) 
asa back-upmethod lorthose7days. 

ti you MISS 2 "active" !white to off-while) pills in a row in WEEK 3: 

1 If you are a Day I Starter: 
THROW OUT the rest of the pill pack and stan a new pack that same day 

If you are a Sunday Starter: 
Keep taking 1 pilleverydayun!ilSunday 
On Sunday, THROW OUT the rest o! the pack and start a new pack ol pills !hat 
sameday 

2 You may not have your period this month but this Is expected. However, if you 
miss your pe1iod 2 moolhs in a row, call your doctor or healthcare prCNider 
becauseyoumightbepregnant. 

3 You MAY BECOME PREGNANT ii you have sex in the 1...im alter you miss 
pllls. You MUST use another binh control mettled (such as condoms, foam, or 
sponge)asaback-upmethodforthose7days. 

If you MISS 3 OR MORE ·ac1Ive· (while to off•whitel p!tls in a row (during the llrst 
3weeks): 
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1. /fyouareaDay 1Srarter. 
THROW OUT the rest of the pill pack and stan a new pack ttlat same day. 

If you are a Sunday Starter. 
Keep taking 1 pill everyday until Sunday. 
On Sunday, THROW OUT the rest of the pack and stan a new pack of pills ttlat 
sameday. 

2. You may not tlave your period this month but this is expected. However. if you 
miss your period 2 moothsin a row, call your doctor or healthcare provider 
l>ecause youmight bepregnant. 

3. You MAY BECOME PREGNANT 11 you have sex In the LJ.uJ after you miss 
pills. You MUST use another binh control method (such as coodoms. foam, or 
spooge)asaback·upmethodforthose7days. 

A REMINDER FOR THOSE ON 28-DAY PACKS 
llyouforgetanyolthe2Ipalegreentoyellowishgreen]or5[Iightyejlowtoyel!owJ 
pills in Week 4: 
THROW AWAY the pills you missed. 
Keeptaking1 pll!eachdayuntilthepackisempty. 
Youdonotneedaback-up metnod 

Ft NAU Y, IF YOU ARE STILL NOT SURE WHAT TO DO ABOUT THE PILLS YOU 
HAVE MISSED: 
Use a BACK·UP METHOD anytime you have sex. 
KEEP TAKING ONE "ACTIVE" [WHITE TO OFF-WHITE] Pill EACH DAV until you can 
reachyourdoctororhealthcareprOVider. 

Manulacluredby: 
Glenmark Pharmaceu1icals Limited 
Colvale-Bardez, Goa403513, India 

Manulac1u1edfor: 

6 
<;1£nmaRk 
Glenmark Pharmaceuticals Inc., USA 
Mahwah, NJ07-4 30 

Ouestioos?1(888Jn1-7115 
www.g!enmarkptlarma·us.com 
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VIOREL£• (Desogestrel and Ethiny1 Estradiol Tablets, USP 0.15 mg/0.02 mg and 
Ethiny1EstradioITablets, USP0.01mg) 

Tbls product (like al1oralcontraceptim)isintendedlopreventpregnancy. Hdoes 
nolprotect1galnSIHIVinlection(AIDS)andothersuuallytran1mlttedlnlections. 

R1only 

aw..utO.If.; This labeling is revised from lime to lime as Important new medical 
lntormatlon becomes available. Therelore, please review this labeling carefully. 

DESCRIPTION 
Thefol!owinooralcootraceptiveproductcontainsacombinationofaprogestinand 
esIrcoen. thetwokindsollemalehormooes: 
Each white to ol!·white tablet contains 0.15 mg descoestrel, USP and 0.02 mg ethinyl 
eslradiO!. USP. Eaehpalegreentoyellowishgreentab1et containslnenlngredients 
and each light yellow to yellow tablet contains 0.01 mo ethinyl estradiol. USP 

lNTROOUCTION 
Any woman who considers usin~ oral contraceptives (the bintt cootrol pi11 or the pill) 
shoulduAderstandthebenelitsaAdrisksofusingthisformofbinhcontrO!.Thisleaflet 
will give you much of the information you will need to make this decisioo and will 
alsohelpyoudetermlneifyooareatriskofdevelopinganyol theserioussideeffects 
oltheplll.llwilltellyouhowtousethepiltproperlysottlatilwillbeaseffectiveas 
possible. However, this leaflet is no! a replacement !or a c.arelul discussion between 
you and your doctor orheatttlcare provider. You should discuss the information 
provldedlnthislealletwithhimorher.bothwtlenyoulirs!stantakingthepitland 
during your revisits. You shou!dalsolollowyourdoctor'sorhealthc.areprovider's 
advice with rt93rdtoregu!archeck•upswhileyouareonthepi!I 

EFFECTIVENESS OF ORAL CONTRACEPTIVES 
Oralcontraceptivesor "birthcontrolpi11s"oriheplll" areusedtoprevent pregnancy 
andaremoreeffectivettlanothernon•surgicalmethodsolbinhcontrol. Whenlhey 
aretakencorrectly,thechanceofbecominopregnantislessttlan l %(1 pregnancy 
per 100 women per year ol use) wtlen used perfectly, without missing any pills. 
Typical failure ratesareactua!ly5% per year. Thechanceofbecomingpregnant 
increaseswitheachmissedpillduringamenstrualcycle. 
In comparison, typica!lailure rates for other methods ol binhcontrol during the 
first yearol useareasfOllows 

lmplanls {2or6capsules):< 1% ) Male Slerilization: <1% 

Injection: < 1% Cervic.al Gap with spermicides: 20 to 40% 

IUD:< 110 2% Condom alone (male): 14% 

Diaphragm with !ijlermi<:ldes: 20% I Condom alone (female): 21% 

Spermicides alone: 26% I Periodic abstinence: 25% 

Vaginal sponge: 20 to 40% I Withdrawal: 19% 

Female sterilization: <1% I No methods: 85% 

WHO SHOULD NOT TAKE ORAL CONTRACEPTIVES 

Clgarettesmoklnglncreaseslherlsllol11riouscardlovascular1ldeeffectslrom 
oral contraceptive use . This risk Increases with age and with heavy smoking 
(15 or more cigarettes per dayl and is quite malied In women over 35 years of 
age . Womenwtlouseoralcontraceptlwesaresttonglyadwlsednollo smoke. 

Some women should not use the pill. For example. you should not take the pill if 
youare pregnantorthlnkyou maybe pregnant. You should also not use the pill if 
youhaveanyolthefollowingcooditions: 
• Ahistoryofheartanackorstroke 
• Blood clots in the legs (thrombophlebitls), lungs (pulmonary embolism). or eyes 
• Ahistoryotbloodciotsinthedeepveinsolyourlegs 
• Chest pain(anginapectOfis) 
• Known orsu$9!Cled breastc.ancer 
• Unexplainedvaginalbleeding(untiladiagnosisisreachedbyyour doctor) 
• Yellowingo!thewhitesoftheeyesorofthesk1n(jaundice)duringpregnancyor 

duringprevioususeotthepi1I 
• livertumor(benignorc.ancerous) 
• Hepatitis C and are taking any drug combination containing ombitasvir/ 

paritaprevir/ritonavir, withorwithoutdasabuvir. Thismay increaselevelsolthe 
liverenzyme ·aJanineaminotranslerase"(ALT)intheblood 

Tellyour doctororhealthc.areproviderifyoutlaveeverhadanyolthesecondilions. 
Your doctor or healthc.are provider can recommend another method of binh control. 

OTHER CONSIOERATIONS BEFORE TAKING ORAL CONTRACEPTIVES 
Tell your doctor or healthc.are provider 11 you ha~e-
• Breastnodules, fibrocysticdlseaseolthebreast,anallnormalbreastNayor 

mammogram 
Diabetes 
Elevated cholesterol or triglycerides 

• Highbloodpressure 
• Migraineorotherheadachesorepilepsy 
• Depression 
• Gallbladder, heart, orkidneydlsease 
• Historyolscantyorirreoularmenstrualperiods. 

Womenwlthanyofthesecondltionsshould be checked often by their doctor or 
healthcareproviderlftheychoosetouseoralcontraceptives 
Also,besuretoinlormyourdoctororheatthcareproviderlfyousmo!(eorareoo 
any medications 

RISKS OF TAKING ORAL CONTRACEPTIVES 
1. Riskoldeveloplngbloodclob 
Bloodclotsandblockageolbloodvesselsareooeofthemostserioussldeeffects 
oftakingoralcontraceptivesandcanc.ausedeathorseriousdisabllity. lnpanicular, 
aclotin1heleocanc.auselhrombophlebitisand aclotttlattravelstothelungsc.an 
c.auseasuddenblockageolthevesselcarryinobloodtothelunas.TheriskSolthese 
sldeeffectsmaybegreaterwithdesogestrel-cootalningoralcontraceptivessuchas 
descoestreVethinyf estradioland e!hinylestradiolthanwithcenainotherlow-dose 
pills. Rarely, clotsoccurintheblood vesselsoftheeyeand may cause blindness, 
doublevision,orimpairedvistoo. 
llyoutake oralcontraceptivesandneedelectivesurgery,needtostayinbed 
loraprolongedillnessortlaverecentlydefiveredababy, youmaybeat riskof 
developing blood clots. You shouldconsuttyour dOCloror heatthc.are provider about 
stoppinooralcootraceptives three tofourweeksbeforesurgeryandnottakingoral 
contraceptlves lortwoweeksaftersuroeryordurlnobedrest. Youshoulda!sonot 
takeoralcontraceptivessoonafterdeliveryofababy. lt isadvisabletowait foratleast 
fourweeksatterdeliveryifyouarenotbreastleedingorfourweeksafterasecond 
trimes1er abortion. II you are breastfeeding, you should wait until you have weaned 
your child before using the pill (see Breastfeedlno in GENERAL PRECAUTIONS) 
Theriskolcirculatorydlseasein oralcontraceptiveusersmaybehigherinusersol 
hlghdosepillsandmaybegreaterwithlongerdurationofora!contraceptiveuse. 
ln additioo,someo!theselncreasedrisksmaycontinueloranumberolyearsafter 
stoppingoralcontraceptives. The riskolvenousthromboembolicdisease associa!ed 
withoralcontraceptivesdoesnotincreasewithlenothofuseanddisappearsafter 
pill use is stopped. Theriskofabnormalbloodc!ottingincreaseswithageinboth 
users and non-users of oral coolraceptives, but the increased risk from the oral 
contraceptiveappearstobepresentatallaoes. Forwomenaged20to 44 itis 
estimated ttlat about 1 in 2000 u~ng oral cootraceptives will be hospitalized each 
year because of abnormal clotting. Among non-users in the same age group, about 
1 In 20,000 would be hospitalize11 each year. For oral cootraceptive users in general, 
it has been estimated that in women between the ages of 15 and 34 the risk of death 
due 10 a circulatory disorder is about I in 12,000 per year, whereas for noo•users 
therateisabout1 in50,000peryear. lntheagegroup35 !o44.theriskisestimated 
to be about 1 in 2500 per year for oral contraceptive users and abou! 1 in 10,000 
per year for non-users 

2. Hean atbckS and strokes 
Oral cootraceptlves may increase the tendency to develop strokes (stoppage or 
ruptureofbloodvesselsin lhebrain)andanginapectorisandheartattackS(blockage 
of blood vessels In the hean). Any ol these conditions can c.ause death or serious 
disability. 
Smoking greatly increases the possibility of suffering hean anacks and strokes. 
Furthermore,smokingandtheuseoforaJcontraceptivesgreatlyincreasethectlances 
ol developingand dyingo! heandisease. 

3. Gallbladder disease 
Oral contraceptive users probably tlave a greater risk than non•users of having 
gallbladderdisease,atthough thlsriskmayberelatedtopillscontaininghighdoses 
ofestrcoens. 

4. llvertumors 
In rare cases, oralcootraceptivesc.an cause benignbutdangerouslivertumors. 
These benlgnlivertumorscanruptureandcausefatalinternalbleeding. lnadditioo. 
apossiblebul not detiniteassociatioohasbeenfoundwiththepillandlivercancers 
in two studies, in which a few women who developed these very rare c.ancers were 
found to have used oral contraceptives l or long periods. However, liver cancers are 
extremely rare. The ctlance of developing liver c.ancerlrom using the pill is thus 

5. Risk al Cancer 
It Is not known if hormonal binh cootrol pills c.ause breast c.ancer. Some studies, 
butnotall, suggestttlat therecouldbeaslightincreaseintheriskofbreastc.ancer 
amonocurrentuserswithlongerduratioooluse. 
lfyoutlavebreastcancernow,orhavetladitlnthepast,donot usehormonalbinh 
control becausesomebreastc.ancers aresensitivetohormones. 
Some studies tlavefound an increase in the incidence of c.ancer of the cervix in 
women who use oral contraceptives. However, this finding may be relate11 to tact ors 
otherthantheuseoloralcontraceptives. Thereisinsufficienlevidence!orule out 
tltepossibilitythat pillsmaycausesuchc.ancers. 

ESTIMATED RISK OF OEATH FROM A BIRTH CONTROL METHOD OR l'ftEGNANCY 
Allmethodsol binhcontrol and pregnancyareassociatedwithariskol developing 
certain diseaseswtlichmayleadtodisabilityordeath. An estimateolthenumberol 
deathsassociatedwithdif!erentmethodsofblrthcontrolandpreonancyhasbeen 
calculatedandisshownlnthefollowingtable. 

ANNUAL NUMBER OF BIRTH·RELATEO OR METHOD-RELATED DEATHS 
ASSOCIATED WITH CONTROL OF FERTILITY PER 100,000 NON-STERILE WOMEN, 
BY FERTILITY CONTROL METHOD ACCORDING TO AGE 

Methodolconlroland 
outcome 
Nofenilitycontrol 
methods" 
Oral contraceptives 
non•smoker·· 

Oralcootraceptives 
smoker· · 

1uo·· 
Condom" 
Diaphragn\fspermiclde" 
Periodic abstinence· 

--------~ 
~ I ~ ~~ 

3010 ~~ u~ 
~ M ~ « 

~ ~ ~ ~ m 

ll u u ,., 13~ ru 

u u u ITT 51 .1 1171 

u u 1 1 u u 
1.1 1.6 u u M u 
u 1.2 1.2 1.3 u u 
u 1.6 1.6 1.7 u u 
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• Deaths are birth related 
··Deathsaremethodrelated 

lnttleabovetable, theriskoldeathfromanybirthcontrolmethod is less than the 
risko!chlldbirth,exceptlororalcootraceptiveusersovertheageo!35whosm0ke 
and pill usersovertheageol40evtniftheydonotsmoke. ltcan be seen in the 
tabte that for women aged 15 to 39, the risk ot death was highest with pregnancy 
{7 to 26 deaths per 100.000 women, depending on age). Among pill users who do 
notsmOke, the risk of death isalwaystower thanthatassociated with pregnancy 
foranyagegroup, althoughovertheageo!40,theriskincreasesto32deathsper 
100,000 women. compared to 28 associated wi th pregnancy at lhal age. However, 
for pill 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 is over the age of 40and 
smOkes. her estimated risk of death is lour times higher (117/100,000 women) than 
theestimatedriskassociatedwilhpregnancy(28/100,000women)inthatagegroup. 
The suggestion that women over40whodo not smoke should not take oral 
contraceptives is based on information !rom older, high-dose pills and on less 
selective use of pi!ls than is practiced today. An Advisory Committee of the FDA 
discussedthisissueinl989andrecommendedthatthebenefitsoloralcontraceptive 
use by healthy. non-smoking women over 40years Of age may outweigh the possible 
risks. Howe'ler, all women. especially older women, are cautioned to use tile loW!st 
dosepi11thatisettective. 

WARNING SIGNALS 
lfanyoftheseadverseeffectsoccurwhileyouaretakingoralcontracept1ves, call 
yourdoctororhealthcareproviderimmediately: 
• Sharpchestpain.coughingofblood.orsuddenshonnesso!breath(indicating 

apossibleclotlnthelung) 
• Palnintheca!f(indicatingaposslbleciotintheleg) 
• Crushingchestpalnorheavinessinthechest(indicatingapossibleheanattack) 
• Suddensevereheadacheorvomiting.d1zzinessorlainting,disturbaocesofvision 

or speech, weakness. or numbness in an arm or leg (indicating a possible stroke) 
• Suddenpanialorcompletelossofvision(lndicatingapossibleclot in the eye) 
• Breast lumps(indicatingpossiblebreastcancerorfibrocysticdiseaseolthe 

breast:askyourdoctororhealthcareprovidertoshowyouhowto examineyour 
breasts) 

• Severepainor ter.derness inthestomacharea (indicatingapossiblyru ptured 
liver tumor) 

• Difficulty in sleeping. weakness. lack ot energy. fatigue, or change in mood 
(posslblyindicallngseverede;iression) 

• Jaundiceorayellowingoltheskinoreyeballs,accompanied!requentlybytever. 
laligue, loss ol appetite. dark colored urine. or hght colored bowel movements 
(indicating possible liver problems). 

SIDE EFFECTS OF ORAL CONTRACEPTIVES 
l . Vaginalbleedlng 
Irregular vagina! bleeding or spotting may occur while you are taking the pills 
Irregular bleeding may vary !rom slight staining between menstrual periods to 
brealcthroughbleedingwhichisallowmuchlikearegularperiod.lrregularbleeding 
occurs most often during the first !ew months of oral contraceptive use. but may 
also occur afte1 you have been taking the pill for some time. Such bleeding may 
betemporaryandusuallydoesnotindicateanyseriousproblems. ll isimponant 
1ocontinuetakingyourpillsonschedule. lfthebleedingoccursinmorelhanorie 
cycieorlastsformorethanalewdays.talktoyourdoctororheallhcareprovider. 

2. Contactlensn 
If you wear contact lenses and notice a change in vision or an inability to wear your 
lenses.con1actyourdoctororhealthcareprovider. 

3. Fluldrelention 
Oral contraceptives may cause edema (fluid retention) with swelling of the fingers or 
anklesandmayraiseyourbloodpressure.lfyouexperiencelluidretenlion.contact 
yourdoctororhealthcareprovider 

4. Melasma 
Aspottydarkeningofttleskinispossible,particular1yofthelace 

S. Othersideelfects 
Othersideeffectsmay inciudenauseaafldvomiting,change inappetite.headache. 
nervousness.depression. dizziness,lossotscalphalr,rash,andvaginalinlect!ons. 
tfanyo!thesesideelfectsbotheryou,callyourdoctororheallhcareprovider. 

GENERAL PRECAUTIONS 
1. Miuedperiodsanduseoloraleontraeeptlvesbeloreordurlngearlypregnancy 
There may betimes when you may not menstruate regularly after you have completed 
takingacydeofpi!ls. lfyouhavetakenyourpillsregularlyandmissonemenstrual 
period. continue taking your pills for the next cycle but besuretoinlorm your 
doctororhealthcareproviderbeloredoingso. lfyouhaV!notlakenthepillsdaily 
as instructed and missed a menstrual period, ori1 you missed two consecutive 
menstrual periods, you may be pregnant. Check with your doctor or healthcare 
provider immediately to determine whether you are pregnant. Do not continue to 
1akeoralcontraceptivesuntilyouaresureyouareno1pregnant.butcontinuetouse 
another method of contraception. 
lhereisnoconclusiveevidencethatoralcontraceptiveuseisassociatedwithan 
increase In birth detects. when taken inadvertently during early pregnancy. Previously, 
a few studies had re;iortedthatoralcontraceptivesmlghtbeassociatedwlthbirth 
de!ects.bul thesestudieshavenotbeenconlirmed. Nevenheless,oralcontracep!ives 
oranyotherdrugsshouklnotbeusedduringpregnancyunlessclearlynecessary 
and prescribed byyourdoctororhealthcareprovider. Youshouldcheckwithyour 
doctororhealthcareproviderabout riskstoyourunbomchildofanymedication 
taken during pregnancy. 

2. Whllebreastfeeding 
Uyouarebreastfeeding.consultyourdoctororhealthcareproviderbelorestaning 
oral contraceptives. Some of the drug will be passed on to the child In the milk. A 
fewadverseeftectsonthechilehavebeenreported, includingye11owingol !heskin 
(jaundice) ar.d breast enlaroement. In addition, oral contraceptives may decrease 
theamountandqualityofyourmilk. lfpossible, donotuseoralcontraceptives 
while breastfeeding. You should use another method of contraception since 
breastfeeding provides only partial protection from becoming pregnant and th is 
partialprotectiondecreasessignilicantlyasyoubreastfeed!orlongerperiodso! 
time. You shOuld consider starting oral contraceptives only after you have weaned 
yourchildcomplete!y. 

3. Laboratorytests 
lfyouaresche<luledforanylaboratorytests,tetlyourdoctororhealthcareprovider 
you are tak ing birth control pills. Certain blood tests may be affected by birth 
control pills. 

4. Druglnttraellons 
Certaindrugsmayinterac!withbirthcontrol pillstomakethemlesseftectivein 
preventing pregnancy or cause an increase in breakthrough bleeding. Such drugs 
include rilampin. drugs used for epilepsy such as barbiturates (!or example, 
phenobarbital), phenytoin (Dilantin" ls one brand of this drug). phenylbutazone 
(Butazolidlns isonebrand), and posslblycertalnanliblotics. You may need to use 
additional contraception when you take drugs which can make oral contraceptives 

less effective. 
Binhcontrolplllsmayinteract withlamotrigine,ananticonvu!santusedforepilepsy. 
This may increase the risk of seizures. so your physician may need to adjust the 
doseoflamotrigine. 

Some medicines may make birth control pill less effective, including: 
• Barbiturates 
• Boseman 
• Carbamazepine 
• Felbamate 
• Griseofulvin 
• Oxcarbazepine 
• Phenytoln 
• Rrlampin 
• St.John"swort 
• Toplramate 
As with all prescription products. you should notify your healthcare provider of 
any other medicines and herbalproductsyouaretaklng. You mayneedtousea 
barriercontraceptivewhenyoutakedrugsorproductsthatcanmakebirthcontrol 
pillslesseflective. 

5. Snualtytransmittedinfeclions 
Thlsproduel (lilll!allor1lcontraeeplivH) is lntendedlopreventpregnancy. tt 
doesnotprotectagalnst!ransmluionolHIV(AIDS)andoltler suuaUy!rarismitted 
lnlections suchasehlamydia, gtnltalherpes, genltalwarts, gonorrllea , hepaltlls 
B, andsyphllis. 

HOW TO TAKE THE PILL 
IMPORTANT POINTS TD REMEMBER 

WO.BE YOU START TAKING YOUR PILLS 
1. BE SURE TO READ THESE DIRECTIONS: 

Belore you start taking your pills. Anytime you are not sure what to do. 
2. THE RIGHT WAY TO TAKE THE PILL IS TO TAKE ONE Pill MAY DAV AT THE 

SAME TIME. 
llyoumisspillsyoucouldQetpregnant.Thisincludesstartingthepacklate. 
Themorepillsyoumiss.lhemorelikelyyouaretogetpregnant. 

3. MANY WOMEN HAVE SPOTTING OR LIGHT BLEEDING, OR MAY FEEL SICK TO 
THEIR STOMACH DURING THE FIRST I TO 3 PACKS Of PILLS 
II you feel sick to your stomach, do not stop taking the pill. The problem will usually 
goaway.lfltdoesn'tgoaWirf, cileckwithyourdoctororhealthcareprovider. 

4. MISSING PILLS CAN ALSO CAUSE SPOTTING OR LIGHT BLEEDING. evefl when 
youmakeupthesemissedpil\s. 
Onthedaysyoutake2 pillstomakeupfor missed pills. youcoulda!sofeel a 
littlesicktoyourstomach. 

5. lF YOU HAVE VOMITING OR DIARRHEA for any reason. or IF YOU TAKE SOME 
MEDICINES. including some antibiotics, your pills may not worl< as well. 
Use a back-up method (such as condoms. foam. or sponge) until you check with 
yourdoctororhealthcareprovider. 

6. IF YOU HAVE TROUBLE REMEMBERING TO TAKE THE Pill. talk to your doctor 
or healthcare provider about how to make pil!•takingeasier or about using another 
methodofbirthcontrol. 

7. IF YOU HAVE ANY QUESTIONS OR ARE UNSURE ABOUT THE INFORMATION IN 
THIS LEAFLET, call your doctor orheat!hcareprovi<!er. 

lillIBf YOU START TAKING YOUR PILLS 

1. DECIDE WHAT TIME OF DAY YOU WANT TO TAKE YOUR Pill. 
lt isimportanttotake it ataboutthesametimeeveryday. 

2. LOOK AT YOUR Pill PACK: IT Will HAVE 28 PILLS: 
This ~ has26"active" [white to oft-white and light yellow to yellow] 
pi!ls(withhormones)and2 "inactiV1l" lpalegreentoyellO'MShgreen]pllls(without 
hormones). 

3. ALSO FIND· 
1) whereonthepacktostarttakingthepills. 
2) in what order to take the pills (follow the arrows) and 
3) the week numbers as shown in the picture below. 

( 2s Pill Pack I 
EXAMPLE ONLY 
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Note: tflhelirstdayofyourperiodisaSunday,youcanskipsteps#l and 12. 

4. BE SURE YOU HAVE READY AT All TIMES: 
ANOTHER KIND Of BIRTH CONTROL (such as condoms. foam. or sponge) to 
useasaback•upincaseyoumisspi11s. 
AN EXTRA. FULL Pill PACK. 

WHEN TD START THE f..18.SI PACK DF PILLS 

Youhaveacholceolwhlchdaytostantakingyourfirstpackofpil!s. Decide with 
yourdoctororhealthcareproviderwhichisthebestdayforyou. Pickalimeofday 
wtli<:hwillbeeasytoremember. 

DAY1 START: 
1. Pickthedaylabelstrip thatstartswiththelirstdayofyourperiod(thisistheday 

you start bleedingorspo"ing, even if i1 isalmostmidnlghtwhenthe bleeding 
begins). 

2. Placethisdaylabelstnpinthecycletabletblisterovertheareathathasthedays 
of the week (starting wilh Sunday) imprin ted. 

Peel ;,1nd _e_l ;,1ce label here. 

::=,.--;:,"''-1,~ 
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3. Takelhellrst"active· [whitetoofl-white) pillofthelirstpack duringthe~ 
hoursofvouroeriod 

4. Youwillnotneedtouseatlack-upmethodofbinhcontrol, slnceyouarestartino 
thepillatthebeginningofyourperiod. 

SUNDAY START: 
I . Takethelirst"active"[whitetoofl-white} pillofthefirstpackon the~ 
~ evenilyouarestill bleeding. If your period begins on Sunday, 
startthepackthatsameday. 
? Ilse another method pf blnh control as a back-up method ii you haV!sex anytime 
lrom the Sunday you start your first pack until the next Sunday (7 days). Condoms, 
loam.orthespongearegoodback-upmethodsolb1rthcontrol 

WHAT TO DO DURING THE MONTH 

1. TAKE ONE PILL AT THE SAME TIME EVERY DAY UNTIL THE PACK IS EMPTY . 
Oonotskippillseven ilyouarespo"lngorbleeding between monthly periods 
orleelsicktoyourstomach(nausea) 
Donotskippillseven ltyoudonothavesexveryoften. 

2. WHEN YOU FINISH A PACK OR SWITCH YOUR BRAND Of PILLS: 
Z1RllJ.&Wait7daystostartthenextpack. YouwillprobablyhaV!yourperiod 
duringthatweek. Besurethatnomorethan7dayspassbetween21-daypacks. 
ll..RlllJ.;Startttienextpackonthedayafteryourlastplll. Donotwaltanydays 
betweenpackS. 

WHAT TD DD If YOU MISS PILLS 

If you MISS1 "active"!whiletoofl-whitel pill: 
1. Take ii as soon as you remember. Take the next pill at your regular time. Th is 

meansyoutake2plllsinlday. 
2. Youdonotneedtouseaback-upbirthcontrolmethod if you have sex. 

If you MISS 2 ·active· [white to off-white) pills in a raw in WEEK 1 OR WEEK 2 of 
yourpack: 
1. Take2pillsonthedayyourememtJerand2pillsthenextday. 
2. Thentakelpilladayunlilyoufinishthepack. 
3. You MAY BECOME PREGNANT if you have sex in the IJinafteryou miss pills. 

YouMUSTuseanotherb1rthcontrolmethod(suchascondoms. !oam.orsponge) 
asaback-upmethodlorthose7days 

II you MISS 2 "active" [white to ott•wtlile) pills in a row in WEEK 3: 

1. /fyouareaDay I Starter. 
THROW OUT the rest Of the pill pack and start a new pack that same day. 

If you are a Sunday Starter: 
Keeptaking1pill~erydayunti1Sunday 
On Sunday, THROW OUT the rest o! the pack and start a new pack of pills that 
sameday 

2. You may not have your period this month but this is expecte<I. HOW!ver, il you 
miss your period 2 months in a row, call your doctor or healthcare provider 
becauseyoumightbepregnant. 

3. You MAY BECOME PREGNANT if you have sex in the 1.hn after you miss pills 
You MUST use another birth control method (such as condoms, foam, or sponge) 
asaback-upmethodforthose7days. 

11 you MISS 3 OR MORE "active" [white 10 off-while] pills in a row (during the first 
3weeks): 

1. lfyouareaDay 1 Starter: 
THROW OUT the rest of the pill pack and start a new pack that same day. 

lfyouareaSundayStarter: 
Keep taking 1 pitleverydayuntilSul'lday. 
On Sunday, THROW OUT the rest of the pack arld stan a ne.v pack of pills that 
same day. 

2. You may not haV! your period th is month but this is expected. HoW!ver. if you 
miss your per iod 2 months in a row. call your doctor or healthcare provider 
becauseyoumightbepregnant. 

3. You MAY BECOME PREGNANT ii you have sex in the 1Jin after you miss pills. 
You MUST use another birth control method (sucil as condoms. loam, or sponoe) 
asaback-upmethodforthose7days 

A REMINDER FOR THOSE ON 28-DAY PACKS 
ttyouforgetanyofthe2[palegreentoyellowishgreen]or5[1i~tyellawtoyellowl 
pills in Week 4: 
THROW AWAY the pills you missed. 
Keep taking 1 pilleachdayuntHthepackisempty 
Youdonotneedaback-upmethod. 

FINALLY , IF YOU ARE STILL NOT SURE WHAT TO DO ABOUT THE PILLS YOU 
HAVE MISSED: 
Use a BACK-UP METHOD anytime you have sex. 
KEEP TAKING ONE "ACTIVE" [WHITE TO OFF-WHITE] Pill EACH OAY until you can 
reachyourdoctororheaJthcareprovider. 

PREGNANCY DUE TO Pill FAILURE 
Thelncidenceofpllllai!ureresul1inglnpregnancyisapproximate1yonepercent(Le., 
one pregnancy per 100women per year) if taken everyday as directed. bu\ more 
rypicallailureratesareabout5%. llfai1uredoesoccur.therisktothefetusisminimal 

PREGNANCY AnER STOPPING THE Pill 
There may be some delay in becoming pregnant after you stop using oral 
contraceptives, especiallyi1 you had irregular menstrual cycles before you used 
oralcontraceptives.11maybeadvisabletopostponeconcept1onunti!you begin 
menstruatingregularlyonceyouhavestoppedtakingthepillanddesirepregnancy 
Theredoesnotappeartobeanyincreasein l)lrthdefectsinnewbornbableswhen 
pregnancyoccurssoonafterstoppingthepill. 

OVERDOSAGE 
Seriousilleftectshavenotbeenreporte<llollowingingestionoflargedosesotoral 
contraceptives by young children. Overdosage may cause nausea and withdrawal 
bleedinglnfemales. lncaseofoverdosage,contactyourdoctor,healthcareprovider 
or pharmacist. 

OTHER INFORMATION 
Your doctor or healthcare provider will take a medical and f.vnily history before 
prescribingoralcontraceptivesandwillexamineyou. lhephysicalexamir\alionmay 
bedelayedtoanothertimeifyourequestitandyourdoctororthehealthcareprovider 
believes!hatitisagoodmedlcalpracticetopostponeit. YoushouldbereeKamined 
a1 !eastonceayear.Besuretoinlofmyour doctororhealthcareproviderifthere isa 
famllyhistoryofanyoftheconditionslistedpreviouslyinthis leaHet.Besuretokeep 
allappointmentswithyourdoctororhealthcareprovider, becausethisisatimeto 
determineifthereareearlysignsofsideeftectsoloralcontraceo!iveuse 
Do not use the drug for any condition other than the one I or which it was prescribed. 
Thisdrughasbeenprescril>edspecificallyforyou:donotgivei1too1herswhomay 
want birth control pills. 

HEALTH BENEFITS FROM ORAL CONTRACEPTIVES 
lnaddiliontoprevent!ngpregnancy.useofcombinationoralcontraceptivesmay 
providecertainbenelits. Theyare: 
• menstrual cycles may become more regular. 
• blood flow during menstruation may be lighter and less iron may tJe lost. lherelore. 

anemiadueloirondeflciencyislesslikelytooccur 

• pain or other symptoms during menstruation may be encounlered less frequently. 
• ectopic(tubal)pregnancymayoccurlessfrequently. 
• non-cancerouscystsorlumpsinthebreastmayoccurlessfrequen!ly. 
• acutepelvicinf!ammatorydiseasemayoccurlessfrequently. 
• oral conlraceptiV! use may provide some protection agalnstd~eloping twolorms 

ofcancer: canceroftheovariesandcancerofthelinlngoftheuterus 

lfyouwantmorelnlormationaboutbirthcontrolpllls.askyourdoctor. healthcare 
provider, or pharmacist. They have a more technical leallel called the Prescribing 
lnformat1onwhichyoumaywishtoread. 
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MARKET WITHDRAWAL RETURN RESPONSE FORM 
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: I DEA#: 
DEA# is required, ifit is not provided, the processing of your form will be delayed. 

Address: 

City: ] State: ~ : 

Contact Name {Please Print): 

Telephone#: Email: 

Contact Signature: Date: 

DEBIT MEMO# (If unsure, leave blank): 

Wholesaler Information if not directly purchased from Glen mark Pharmaceuticals Inc.: 

Wholesaler Name: I DEA#: 
I 

C~: I p 

I have checked my stock and communicated to my customers at the appropriate level: 

□ I confirm that all locations that received the impacted products have been notified to the Retail level 

(Initial and date) ---------------

□ I do not have any stock of the market withdrawn items. OR 

□ 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 Pack Size Expiry Date Partial/ Open Bottle No. Number 
Count 

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 5pm EST Mon thru Fri. 

Please fax this form to: 1-817-868-5362 or E-mail rxrecalls@inmar.com 

Market Withdrawal Event ID N131351 RCL207-25 

Event Detail: N131351 RCL207-25 


