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URGENT: DRUG RECALL 

DESOGESTREL AND ETHINYL ESTRADIOL TABLETS USP 0.15 MG/ 0.02 MG AND 
ETHINYL ESTRADIOL TABLETS USP 0.01 MG (VIORELE) 

3 X 28 pack (Tablets) 
(NDC 68462-318-29) 

September 3, 2025 

Dear Pharmacy, Wholesale and Retail Customer: 

This is to inform you that Glenmark is initiating a voluntary recall 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 NDC I Batch Number Pack Size Expiry Date 

68462-318-29 20230733 3 X 28 tablet pack October 2025 

The recall to the retail level of the above-identified Desogestrel and Ethinyl Estradiol Tablets USP 

0.15 mg/ 0.02 mg and Ethinyl Estradiol Tablets USP 0.01 mg (Viorele) batch have been initiated 

due to failure results were 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, wherein the Impurity D, Specified Impurity at RRT 0.70, Any unknown impurity and 

Total impurities results are found to be OOS in Desogestrel and Ethinyl Estradiol Tablets USP 

0.15 mg/ 0.02 mg against the specification of Not more than 1.0%, Not more than 1.00%, Not 

more than 1.00%, and Not more than 3.50% respectively. 

To date, Glenmark has not received any reports of adverse events related to this recall. 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. 
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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 February 08, 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 Product recall. Your notification to 

your retail customers may be enhanced by including a copy of this recall notification letter. Again, 

this recall should be carried out to the retail level only. Because this is not a consumer level recall , 

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 

Recall 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 

Rxrecal ls@Inmar.com. 

If you have any questions regarding your recall return please contact Inmar at (877) 839-9416. 

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

This recall 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 

h 11 h 
Digitally signed by 

t OmaS.Ca ag an@g thomas.callaghan@glenmarkphar 

I k h ma.com 
en mar p arma.COm Date: 2025.09.0312:23:46-04'00' 

Thomas Callaghan 

Executive Director - Regulatory Affairs, North America 

US Agent for Glenmark Pharmaceuticals Limited 

Enclosure(s): 

Product Labels 

Recall 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 
dcsogestrd, USP and 0.02 mg ethinyl estradiol, USP. 
Each pale green lo yellowish green tablet contains 
inert ingredients and each light yellow to yellow 
tablet contains 0.01 mg cthiny l estradiol, USP. 

IMPORTANT: Each pouch contains Detai led Patient 
Labeling .1nd Brief Patient Labeling. Both should be 
included with each package dispensed to the patient. 

Usual Dosage: One lablet daily a!> prescribed. 
\<.>t_• µJ< bge in.,l'rl tor lull prescribing inionnati on. 

Store at 20°c 10 25°C {68°F to 77°FJ lsee 
USP Con1rolled Room Temperature! . 

M,mu1.K 1u1ed h> 
Ck-nm.irk Ph.1rn1,1Ceuticals limiled 
(olvalt.•-B.11dc1 Go.1 4015 Jl, lndi.1 TI -

NOTE : THIS 
ACKAC(ISNOT 

CHILO RESISTANT. 

GO/OKUGSfi6S 

M.inuf.Kl urt.-d for 

r 

ICEEPTHISAND ALL 
MEDICATION OUT 
OF THE REACH Of' 

( ,le nm,u l,: i'ha rmaceu llc,als Inc., U~A. CHILDREN. 
Mahwah, NI 07430 

1)8/ll 

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

NDC 68462-318-2 9 

- {\ :1 _ 

VIOREL E® 

28 day 
Regimen 

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

3 Blisters 
each containing 28 tab lets 

Rx only 
l'hb produc l (like .ill oral contraceptives) 
is intended to prevent pregnancy . It does 
no t p rol cct ag.iinsl HIV infoc tion (_AIDS) 
and o ther sexuall y transmitted diseases. 
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Patlent Pacllagelnsert BrielSummary 

VIOREL£• (Dnogestrel and Ethinyl Estradiol Tablets , USP 0.15 mg/ll.02 mg and 
Elhlnyl EstradlolTablets , USP0.01 mg) 

Cigarette smoli:lng lncreasn the risk of serious cardiovascular side effects 
from oral contrac1plive use . Th is risk lncreasn with age and with heavy 
smoldng !15 or more cigarettes per day) and is quite marted In women over 
35yeariol age. Womenwhouse oral contraceptlvesarestronglyadvisednot 
tosm~e . 

Thisproduci (likealloralcontraceptlvn) lslntendedtopreventpregnancy. Hdoes 
not protect •ll•lnst HIV inlectlon !AIDS) and other serualty transmitted Infections. 

Oral contraceptives, also known as "birth control pills" or 1he pill ", are taken to 
preveflt preonancy.and when taken correctly, havea !ailurerate of about 1% per 
year when used without misslno any pills. The !yl)ical !allure rate of laroe numbers 
of pill users is less than 5% per year when women who miss pills are Included. For 
mostwomen,oralcontraceptivesarealsofreeofseriousorunpleasantsldeeffects. 
However. forgettlngtotakepillsconsiderablyincreasesfhechancesolpregnancy. 

Forlhemajorityofwomen, oralcontraceptlvescanbetakensafely. Butthereare 
some women who are at high riSk o! developing certain serious diseases that can be 
lile-threatening or may cause temporary or permanent disability. The risks associated 
withtakinooralcontraceptivesincreasesignilicantlyifyou: 

• smoke 
• havehiohbloodpressu1e, diabetes.highcholesterol 
• haveortlavehadclottingdisorders,heartanack, stroke,anginapectoris.cancer 

of the breast. jaundice, ormatigl'lantorbenignlivertumors. 

Although cardiovascular disease risks may be increased with oral cootraceptive 
use after age 40 in healthy. non-smoking women (evefl with the newer \ow-dose 
tormulations),therearealsogreaterpotentialhealthrisksassociatedwithpreonancy 
in older women. 

You should not take the pill if you suspect you arepreonantorhave unexplained 
vaginal bleeding. 

Most side eflects of the pill are not serious. The most common such eflects 
are nausea. vomiting. bteeding between menstrual periods, weight gain, breast 
tenderness, headache. and difficulty wearing contaC1 lenses. These side effects. 
especially nausea and vomiting, maysubsidewithinthelirstthreemonthsoluse 

Theserloussideeftectsofthepi!loccurveryinfrequently, especiallyilyouarein 
good health and are young. However, you should know that the lollowing medical 
condilionshavebeenassociatedwithormadeworsebythepllt 
1. Blood clots in the legs (thrombophlebttis) or lungs (pulmonary embolism). 

sloppageorruptureofab!oodvesselinthebraln(stroke). blockageofblood 
vesselslntheheart(heartanackoranginapectoris)orotl'lerorgansofthebody. 
Asmentionedabove, smokinoincreasestheriskofheartanacksandstrokes, 
andsubsequentseriousmedicalconsequences. 

2. liver tumors, whicl'I may rupture and cause severe bleeding. A possible but not 
definiteassociationhasbeenloundwiththepilland1ivercancer. However, liver 
cancers are extremely rare. ThechanceofdMloplng livercancerlrom using 
thepilltSthusevenrarer. 

3 Hiohblood pressure, althouol'lbloodpressureusuallyreturnstonormalwhen 
the pill ls stopped. 

Thesymptomsassociatedwiththeseserioussideeflectsarediscussedinthedetalled 
lealletgiventoyou withyoursupplyofpllls.NotifyyourdoctororhealthcareprOVider 
if you notice any unusual physicaldisturbanceswhiletakinothepill, In addition, 
druos sucl'I as rilampin, as well as some anticonvulsants and some antibiotics may 
decreaseo1alcontracepliveeffectiveness. 

Theremaybeslightincreasesintheriskofbreastcanceramonocurrentusersof 
hormonal birth control pills with lonoer duiation o! use of 8 years or more. Some 
studies have found an increase in thelncldenceolcancer of thecervixinwomen 
who use oral contraceptives. However. this finding may be related to !actors other 
thantheuseoloralcontraceptlves 

Takingthepillprovidessomeimportantnon-contraceptivebenefits. Theselnclude 
less painful menstruation. less menstrual blood loss and anemia. fewer pelvic 
lnlections, andfewercancersoftheovaryandtheliningoltheuterus 

Besuretodiscussanymedicalconditionyoumayhavewithyourdoctororhealthcare 
provider. Yourdoctororhealthcareproviderwilltakeamedicalandfamilyllistory 
beforeprescribingoralcontraceptivesandwillexamineyou.Thephyslcalexamlnation 
maybedelayedtoanothertimeifyourequestit andyourdoctororhealtl'lcareprovider 
believesthatitisagoodmedicalpracticetoposlponeit.Youshouldbereexamlned 
atleastonceayearwhiletakingoralcontraceptlves.Thedetailedpalienlinformation 
lea!letgivesyoulurtherlnformationwhichyoushould read and discusswi1hyour 
doctOforhealthcareprOVider. 

Thlsproduct(llkealloralconlraceptivn) lslnttndtdloprevtntpregnancy. lt 
does not prolect against lransmiulon ol HIV (AIDS) and other sexually transmitted 
lnfectlons suchaschlamY11 la, genilalherpes, genita1warts, gonorrhta , hepatltis 
B, andsyphllls . 

INSTRUCTIONS TO PATIENTS 
HOW JO TAKE THE Pill 
IMPORTANT POINTS TO REMEMBER 

lf.f.Ofil. 't'OU START TAKING 't'OUR PILLS 

I . BE SURE TO READ THESE DIRECTIONS: 
Beloreyoustarttakingyourpills 
Anytimeyouarenotsurewtlattodo. 

2 THE RIGHT WAY TO TAKE THE PILL IS TO TAKE ONE PILL EVERY DAY AT THE 
SAME TIME 
lfyoumisspillsyoucouldgetpregnant Thisincludesstartingthepacklate 
Themorepillsyoumiss,themorelikelyyouaretogetpregnant 

3. MANY WOMEN HAVE SPOTTING OR LIGHT BLEEDING. OR MA't' FEEL SICK TO 
THEIR STOMACH DURING THE FIRST 1 TO 3 PACKS OF PILLS. 
II you feel sick to your stomach. do not stop taking ll'lepill. The problem will 
usually go away. II it doesn't goaway, checkwithyourdoctororheatthcare 
provider. 

4 MISSING PILLS CAN ALSO CAUSE SPOTTING OR LIGHT BLEEDING, even when 
youmakeupthesemissedpills. 
Onthedaysyoutake2pillstomakeuplormissedpills, youcouldalsofeela 
littlesicktoyourstomacl'I 

5 IF YOU HAVE VOMITING OR DIARRHEA. tor 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, loam, or sponge) until you check with 
yourdoctororheatthcareprovider 

6. IF VDU HAVE TROUBLE REMEMBERING TO TAKE THE PILL, talk to your doctor 
orhealtl'lcareprovideraboull'lowtomakepitl-takingeasieroraboutusinganother 
method of birth control. 

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

lfE0.8f YOU START TAKING YOUR PILLS 

I. DECIDE WHAT TIME Of DAY VDU WANT TO TAKE YOUR PILL. 
ltislmportanttotakeitataboutthesametimeeveryday. 

2 LOOK AT YOUR PILL PACK: IT WILL HAVE 28 PILLS: 
This ZJ.:Jll1l.ng has 26 ·active" !while lo oft-wh~e and light yellow to yellow! 
pills (with hormones) and 2 "inactive" [pate green 10 yellowish green) pills 
(without hormones). 

3. ALSO FINO· 
1) whereonthepack tostarttakingthepills. 
2) in what order to take the pills (follow the arrows) and 
3) the week numbers as shown in fl'le picture below. 

I 28Pil1 Pack I 
EXAMPLE ONLY 

~ - ~~!". I 

i ~ - = = = ~ - ~ 1 1-10011--
- - - - - - = ' I 

j1--: = - -
'. '+ ' - - ~ ~ J ~-·--

.. _________ ,..or-10,..,.._,o,_, .... 

4. BE SURE YOU HAVE READY AT ALL TIMES 
ANOTHER KIND OF BIRTH CONTROL (such as condoms. toam, or sponge) to 
useasaback-upincaseyoumisspills 

AN EXTRA. FULL PILL PACK 

WHEN TO START THE .EIB$T MCK OF PILLS 

You haveachoiceofwl'licl'ldaytostartlakingyourlirstpackofpills. Detidewith 
yourdoctororhealtl'lcareproviderwhich isthebestdayforyou. Pickatimeolday 
which will be easy to remember 

OAY1 START: 
1. Picktl'ledaylatielstripttlatstartswiththeflrstdayofyourperiod(th1sistheday 

you startbleedingorsponing, even ii it is almost midnight when the bleeding 
tlegins). 

2. Plae!ll'lisdaylabelstripinthecyc!etabletblisterovertheareathathasthedays 
o! the week (starting with Sunday) imprinted 

Peel and _e_lace label here. 

:::..~~-1;~ ~ - ~ :~ -~ 
, _ - -
L:: '- .. ~ .. - - - -~ ,. 

Note: llthetirstdayotyourperiodisaSunday, youcanskipstepsl1 and 12. 

3. Takethefirst "aC1ive" [whitetooft•while)piUofthetirstpackduringthe~ 
hOUfSOIYPllfntriod 

4. Youwi!lnotneedtouseatlack•upmethodolbirthcontrot, sinceyouarestartlng 
tl'lepillatthebeginningo!yourperiod. 

SUNDAY START: 
I. Takethelirst "ac1ive" [white 10 ott-wl'lite) pill o!thefirst pack on tl'les.u.naav 

attervooroeriodstartsevenifyouarestillbleeding. lfyourperiodbeginson 
Sunday,starttl'lepack!hatsameday 

2. Use i!OO!her method of birth cootcPl as a back-up method if you have sex 
anytimefromtheSundayyoustartyourfirstpackuntilthenextSunday(7days). 
Condoms, loam.ortl'lespongeareooodback•upmethodsolbirthcontrol. 

WHAT TO OD DURING THE MONTH 

1. TAKE ONE PILL AT THE SAME TIME EVERY DAY UNTIL THE PACK IS EMPTY . 
Oonotskippll\seven if you aresponingor bleedingbetweenmonthlyperiodsor 
feelsicktoyourstomacl'l(nausea) 
Oonotskippillseven ityoudonothavesexveryoften. 

2. WHEN YOU FINISH A PACK OR SWITCH 't'OUR BRAND OF PILLS: 
Z1.ilJ..!i;, Wait7claystostartttlenextpack. 't'ouwillprobablyhaveyourperiod 
durinottiatweek.Besurethatnomorethan7dayspassbetween2l-daypacks 
Zlallll;_Start tl'le next pack on tl'le day after your Ias1 pill. Do not wait any days 
between packs. 

WHAT TO DO IF YOU MISS PILLS 

llyou MISS1 ·active"(whitetooft·while)pill 
1. Takeitassoonasyou remember. Taketl'lenextpillatyourregulartime. This 

meansyoutake2pillsin1day. 
2. Youdono!needtouseaback•upbirthcontrolmethodifyou have sex 

It you MISS 2 "active" [white to oft-white) pills in a row in WEEK 1 DR WEEK 2 ot 
yourpack: 
1. Take2pillsonthedayyourememberand2pillsthenextday. 
2. Tl'lentake1pilladayunlilyoulinishthepack. 
3. You MAY BECOME PREGNANT ll you tlave sex in the ldm after you miss pills. 

You MUST use another birtl'I control method (such as condoms. loam, Of sponge) 
asatlack-upmelhodlorthose7days 

If you MISS 2 ·ae1ive" [wl'lite to oft-white] pills in a row in WEEK 3: 

1 If you are a Day 1 Sraner: 
THROW OUT the rest ol the pill pack and start a new pack that same day 

If you are a Sunday Staner: 
Keeptaking1pilleverydayuntiISunday 
On Sunday, THROW OUT the res1 of the pack and start a new pack ot pills that 
sameday 

2 Vou may not have your period this month but this is expected. However, if you 
miss your period 2 months in a row. ca!I your doctor Of healthcare provider 
becauseyoumightbepregnant 

3 You MA't' BECOME PREGNANT ii you have sex In the 1Jlm after you miss 
pills. You MUST use another birth contrOI method (such as coodoms, foam, or 
sponge)asaback-upmethodtorthose7days 

II you MISS 3 OR MORE ·active" [white to oft-white] pilts in a row (during the first 
3weeks): 

Q GLENMARK PHARMACEUTICALS LTD OATE:06.04.2023 II PANTONE SHADE NO: Black 

PRODUCT NAME: VIORELE BSP & OPL INSERT US R2 PKG . DEV.: :m~:::/z:i::v 
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1. If you are a Day I Staner: 
THROW OUT tl'le rest of tl'le pill pack and start a new pack thaI same day. 

If you are a Sunday Staner: 
Keeptaklng1pilleverydayunti1Sunday. 
On Sunday, THROW OUT the rest of the pack and start a new pack of pills that 
same day. 

2. Vou may not have your period this month but this is expected. However, if you 
miss your period 2 months in a row. call your doctor or healthcare provider 
tiecauseyoumiQl'llbepregnant. 

3. You MAY BECOME PREGNANT if you l'lave sex in tl'le 1.IW1 alter you miss 
pills. You MUST use another birth control method (sucl'I as condoms, foam, or 
sponge)asaback-upmethodforthose7days. 

A REMINDER FOR THOSE ON 2B·OAY PACKS 
llyoulorgetanyo!the2[palegreen toyellowisl'lgreen!or5[1ight yetlowtoyellow] 
pills in Week 4: 
THROW AWAY tl'le pills you missed. 
Keeptaklng I pilleachdayunt1l tl'lepack isempty. 
Youdono1needaback-upmetl'lod. 

FINALLY , IF YOU ARE STILL NOT SURE WHAT TO 00 ABOUT THE PILLS VDU 
HAVE MISSED: 
Use a BACK·UP METHOD anytime you have sex. 
KEEP TAKING ONE "ACTIVE" (WHITE TO OFF·WHITE] PILL EACH DAY until you can 
1eachyourdoctoro11'1ealthcareprovider. 

Manufaciuredby: 
Glcnmark Pharmaceuticals Limi1ed 
Colvale-Bardez. Goa403513, India 

ManufaC1uredlor: 

6 
c;1.Enma12k 
Glcnmark Pharmaccu1icals Inc., USA 
Mahwal'I . NJ 07430 

Questions? 1 (888) 721-7115 
www.glenmarkpharma-us.com 
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DETAILED PATIENT PACKAGE INSERT 

VIORELE• (Desogestrel and Ethlnrt Estradlol Tablets , USP 0.15 mQ!D.02 mg and 
EthinylEstradiol Tablets, USP0.01 mg) 

This producijlikealloralcontraceptivn)is inlendedloprevent pregnancy. ltdoes 
notproleclagainSI HIV lnlectlon (AIDS)andolhersexuallytransmlttell lnleclions. 

R1only 
tLW.EJ!Oif;, This labeling Is rnised from lime to time as lmporlant new medical 
inlormalion becomes available. Th1relor1, pt ease rev iew th is labeling carefully. 

DESCRIPTION 
Thelotlowingoralcontraceptiveprodue1containsacornblnationo!aprogestinand 
estrogen. thetwokindsollemalehormones: 
Each white to oft-white tablet contains0.15 mg desogestret, USP and 0.02 mg ethinyl 
estradiOI, USP. Eachpalegreentoyetlowishgreentabletcontarnsinertingredients 
and each light yellow to yellow tablet coo ta ins O.Q1 mg eth!ny! estradiol, USP 

INTRODUCTION 
My woman whocooslders using oral contraceptives (the birtl'I control pill or the pill) 
shouldunderstandthebenetitsandriskso!usingthislormofbirthcontrOI. This leaflet 
will oive you much of tl'le information you will need to make this decision and witl 
aJsohelpyoudetermineifyouarealriskofdeveJopinganyoltheserioussideeftects 
ofthepill. ltwilltellyouhowtousethepi!lpropertysothatitwillbeaseffeciiveas 
posslble.However, thislealletisnoiareplacementforacarefuldiscussionbetween 
you and your doctor or healthcare provider. You sl'loukj discuss the lntormation 
providedinthisleatletwithhimorher, botl'lwhenyoufirststarttakingtl'lepilland 
during your revisits. You shouldalsofollowyourdoctor'sorhealthcareprO\lider"s 
advicewithreoardtoregu!a1check•upswhileyouareontl'lep1II 

EFFECTIVENESS OF ORAL CONTRACEPTIVES 
Oralcontraceptivesor"birthcontrolpills" or1hepill"areusedtopreventpregnarlC)' 
andaremoreeffectivethanothernon-suroicalmethodsofblrthcontrol. Whenthey 
aretakencorrectly, tl'lechanceolbecomingpregnantislesstl\an 1%(1 pregnancy 
per 100 women per year ol use) when used perfeC1Iy. without missing any pills. 
Typical failure ratesareaC1ually5% per year. Thechanceofbecomlngpregnant 
increaseswitheachmissedpinduringamenstrualcycle. 
In comparison. !yl)iea!lailureratesfor other methods of birth controt during ll'le 
firstyearofuseareaslollows· 

lmplanlS (2or &capsules):< 1% I Male sterllization:< 1% 

Injection: < 1% CeNical Cap with spermicides: 20 to 40% 

IUD: < 1 to 2% Condom alone (male): 14% 

Diaphragm will'! spermicides: 20% I Condom alone (female): 21 % 

Spermieidesalone: 26% I Periodicabstinence:25% 

Vaginal sponge: 20 to 40% I Witl'ldrawal: 19% 

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

WHO SHOULD NOT TAKE ORAL CONTRACEPTIVES 

Cigarette smolllng lncreasestherlsllol serlouscanliovascular1id1effects from 
oralcontraceptlveu11. Thls riskincreaseswlthageandwlthheavy1moklng 
(15ormoreclaarettesper day) and ts quilemarlled lnwomenover35yearsol 
age. Women who use oral contraceptives are strongly advised not lo smoke . 

Some women should no! use the pil l. For example, you should not take tl'le pill ii 
youarepreonanlorthinkyoumaybepreonant. You should alsonotuse!hepillil 
youhaveanyofthelollowingconditions 
• Al'listoryofheartanackors110f(e 
• Blood clots in the legs (tl'lrombophlebitis), lunos (pulmonary embolism), or eyes 
• Ahistoryofbloodclots inthedeepveinsofyour legs 
• Cl'lestpain(anoinapectoris) 
• KnownorsuspectedbreasIcancer 
• Unexplained vaginalbleeding(untiladiagnosisisreached by your doctor) 
• Yellowing of the whites of the eyes or ol the skin (iaund1ce) during preonancy or 

duringprevioususeoftheoill 
• Livertumor(benignorcancerous) 
• Hepatitis C and are taking any drug combination con1aining ombitasvlr/ 

paritaprevir/ritonavir,withorwitl'lout dasabuvir. Thismayincreaselevelsofthe 
liverenzyme"alanine aminotransferase"(ALT)lnthebtood. 

Tellyourdoctororhealthcareproviderllyoul'laveeverhadanyoftheseconditions 
Yourdoclororhealthcareprovidercanrecommendanothermethodolbirthcontrol. 

OTHER CONSIDERATIONS BEFORE TAKING ORAL CONTRACEPTIVES 
Tellyourdoc1ororhealtl'lcareproviderifyouhave: 
• Breastnodules, librocysticdiseaseofthebreast,anatlnormalbreastx-rayor 

mammogram 
• Diabetes 
• Elevatedcholesterotortriolycerldes 
• High blood pressure 
• Migraineorotherheadachesorepilepsy 

-• Depressloo 
• Gallbladder. heart. or kidney disease 
• HisIoryo!scantyor irregularmenstrualperiods. 

Womenwilhanyoftheseconditionsshouldbechecked oftenbytheirdoctoror 
l'lealthcareprovideriltheycl'loosetouseoralconIraceptives. 
Also.besuretolnformyourdoctororhealthcareproviderilyousmokeorareon 
any medications. 

RISKS OF TAKING ORAL CONTRACEPTIVES 
1. RislloldeveloplngbloodclolS 
Bloodclotsandblockaoeofbloodvesselsareoneo! tl'lemostseriouss1deeftects 
oftakingoralcontraceptlvesandcancausedeathorseriousdisability. lnpartlcular, 
aclotintheleocancausethrombopl'llebitisandaclotthattravelstotl'le!ungscan 
causeasuddenb!ockageofthevessetcarryingbloodtotl'lelunos.Therlsksofthese 
sideeflectsmaybegreaterwitl'ldesogestrel-containingoralcontraceptivessuchas 
desogestreVethinylestradiotandethinytestradiolthanwithcertainotherlow-dose 
pills. Rarely, clotsoccurinlhebtoodvesselsoftl'leeyeand may cause blindness, 
doublevision. orimpairedvisioo. 
lfyoutakeoralcontraceptivesandneedelectivesurgery, need tostayinbed 
!oraprolongedillnessorhaverecenttydeliveredatlaby.youmaybeatriskol 
developingbloodc!ots.Youshouldconsultyourdoctororhealthcareproviderabout 
stopping oral contracept1vesthreetolourweeksbe!oresurgeryand not taking oral 
contraceptiveslortwoweeksaltersurgeryorduring bed rest. You should also not 
takeoralcootraceptivessoon afterdeliveryolababy. ltisadvisabletowait!oratleast 
four weeks alter delivery ii you are n01 breastfeeding or lour weeks after a second 
trimesterabortion. ll youaretlreastfeeding, youshouldwaituntilyouhaveweaned 
your child before using tl'le pill (see Breastfeed ing in GENERAL PRECAUTIONS). 
Theriskofcirculatorydiseaseinoralcontracepliveusersmaybehigherinusersof 
high dose pills and maybegreaterwithlongerdurationo! oralcontraC!ptiveuse. 
lnadditlon,someoltheseincreasedrisksmaycontinueforanumberofyearsatter 
stopping oral contraceptives. The risk of venous thromboembolic disease associated 
withoralcontraceptivesdoesnotincrease withlengtho!useanddisappearsatter 
pilluseisstopped. Theriskofabnormatbloodcloningincreaseswithageinboth 
users and non-users of oral contraceptives, but the increased risk from the oral 
contraceptive appears to be present at all ages. For women aoed 20 to 44 it is 
estimated that about l in 2000 using oral contraceptives will be hospitalized each 
yearbecauseofabnormalcloning. Amongnon•usersinthesameaoegroup.about 
1 in20,000wou!dbehospita!lzedeacl'lyear. For oralcontraceptiveusersingeneral, 
itl'lasbeenestimatedtl'lat inwomenbetweentheagesof15and34tl'leriskofdeath 
due to a circulatory disorder iS about 1 in 12.000 per year, whereas lor non-users 
the rate is about 1 in 50.000 per year. In the age group 35 to 44. tl'le risk is estimated 
to be about 1 in 2500 per year for oral contraceptive users and about 1 in 10.000 
per year for non-users. 

2. HeartattacUand Slrokes 
Oral contraceptives may increase the tendency to develop strokes (stoppage or 
ruptureo!bloodvesselsintl'lebrain)andanginapectorisandheartanacks(blockage 
of blood vessels in the heart). Any of these conditions can cause death or serious 
disability. 
Smoking greatly increases the possiblhty of suffering heart attacks and strokes. 
Furthermore. smokingandtheusedoralcontrae!plivesgreattyincreasethechances 
ofdevetopinganddyingofheartdisease 

3. Gallbladderdlseau 
Oral contraceptive users probably have a greater risk tl'lan non-users of having 
gallbladderdisease.altl'lougl'lthisriskmayberelatedtopillsconta!ninghighdoses 
o!estrogens. 

4. Uver lumors 
In rare cases, oral contraceptivescancausebenignbutdangerouslivertumors. 
Thesebenignlivertumorscanruptureandcause !atalinternalbleeding.lnaddilion, 
apossiblebutnotdefiniteassociationhasbeenlound withthepiltandlivercancers 
In two studies. in which a few women who developed these very rare cancers were 
found to have used oral contraceptives for long periods. However, liver cancers are 
extremely rare. Thechanceofdevelopinglivercancerlromuslngthepill is thus 
evenrarer 

5. Risk of Cancer 
It is not known ii hormonal birth controlplllscausebreastcancer. Some studies. 
butnotall.suggesttl'lattl'lerecouldbeaslightincrease intheriskofbreastcancer 
amongcurrentuserswithlongerdurationofuse. 
lfyoul'lavetlreastcancernow. orhavehad itlnthepast,donotusehormonalbirtl'I 
controlbecausesometlreastcancersaresensitivetohormones. 
Some studies have found an increase in the incidence of cancer of the cervix in 
women who use oral contraceptives. However. tl'lis finding may tie related to factors 
otherthantheuseoforalcontraceptives. Thereisinsuftlclentevidencetoruleout 
thepossibi1itythatpillsmaycausesucl'lcancers. 

ESTIMATED RISK OF DEATH FROM A BIRTH CONTROL METHOD DR PREGNANCY 
Allmethodsofbirthcon\folandpreonancyareassociatedwithariskofdeveloping 
certaindiseaseswhichmayleadtodisabllityordeath. Anestima1eoltl'lenumberof 
deathsassociatedwitl'ldifferent metl'lodsofbirthcontrolandpregnancyl'lasbeen 
calculated and is shown inthefollowingtable. 

ANNUAL NUMBER OF BIRTH -RELATED OR METHOD-RELATED DEATHS 
ASSOCIATED WITH CONTROL OF FERTILITT PER 100,000 NON-STERIU WOMEN, 
BY FERTILITY CONTROL METHOD ACCORDING TD AGE 

Methodolcontroland 1510 20 10 2510 3Dlo 3510 "" outcome 19 24 29 34 39 .. 
No!ertilitycontrol 7 74 9.1 14.8 25.7 28.2 
methods" 
Oral contraceptives 0.3 0.5 0.9 1.9 13.8 31.6 
non-smoker ·· 

Oral contraceptives 2.2 3.4 6.6 13.5 51.1 117.2 
smoker .. 

Iuo·· 0.8 08 I 1 1.4 1.4 

Condom" 1.1 16 0.7 0.2 0.3 0.4 

Oiaphragm/spermlcide" 1.9 1.2 1.2 1.3 2.2 2.8 

Periodic abstinence · 2.5 1.6 1.6 1.7 2.9 3.6 

-

.--



• Deathsarebinh related 
··Deathsaremethodrelated 

lntheabovetable,therisko!deathlromanyb\rthcontrolmethodislessthanthe 
risko!childbirth,exceptlororalcontraceptiveusersovertheageol35whosmoke 
andpillusersovt!rtheageol40eveniltheydonotsmoke. ltcanbeseeninthe 
table that lor women aoeci 15 to 39, the risk of death was highest with pregnancy 
(7 to 26 deaths per 100,000 women, dependino on age). Among pill users who do 
notsmoke,theriskoldeathisalwayslowerthanthatassociatedwithpregnancy 
foranyagegroup.althoughovertheageof40,theriskincreasesto32deatnsper 
100,000 women, compared to 28 associated with pregnancy at that age. However, 
for pill users who smoke and are Mr the age of 35, the estimated number of deaths 
exceedsthoseforothermethodsofbirthcontrol. t!awomanlsovertheaoeof40and 
smokes, her estimated riskol death is !om limes higher(117/100.000women)than 
the estimated risk associated with pregnancy (28/100,000 v.'OO!en) In that age group. 
The suggestion that women over40whodo not smoke should not take oral 
contraceptives Is based on infOfmatioo from older. high-dose pills and on less 
selective use of pills than Is practiced today. AA Advisory Committee ol the FDA 
discussed thisissueln 1989and recommendedthatthebeflelitsoforalcontraceptiw: 
use by healthy, non-smOlc.ing women Mr 40years of aoe may ootwelgh the possible 
risks. However. all women. especially older women, are cautioned 10 use the lowest 
dosepillthatiseflective. 

WARNING SIGNALS 
ltanyoftheseadverseeffectsoccurwhi!eyouaretakingoralcontraceptives, call 
yourdoctororhealthcareproviderimmedia tely. 
• Sl'larpehestpain,coughingofblood, orsuddenshonnessofbreath(ifldicatino 

apossibleclotintheluno) 
• Painintheca!f(ifldlcatiflgapossibleclolifltheleg) 
• Crushlflgchestpalflorheaviflessinthechesl(ifldicatinoapossibleheartanack) 
• Suddensevereheadacheorvomiting,dizzinessortalfltiflg,dlsturbancesofviSion 

orspeech.weakness.ornumbnessifl anarmorleo (indicatingapossiblestroke) 
• Suddenpartialorcompletelossolvision(indicatingaposslblec!otlntheeye) 
• Breastlumps(indicatlflgpossiblebreastcancerorlibrocystlcdiseaseolthe 

breast: ask your doctor or healthcare provider to show you how to examine your 
breasts) 

• Severepainortendernesslnthestomacharea(indicatingapossiblyruptured 
liver tumor) 

• Difficulty In sleeping, weakness, lack of energy, fatigue, orchaf\Qe in mood 
(possiblyindicatiflgseveredepression) 

• Jaundiceorayellowinooftheskinoreyebal!s. accompaniedlre<1uentlybylever, 
fatigue, loss of appetite, dark colored urine.or light colored bowel movements 
(indicating possible liver problems). 

SIDE EFFECTS OF ORAL CONTRACEPTIVES 
1. Vaginalbleeding 
Irregular vaginal bleeding or Si!Otting may occur while you are taking the pills. 
Irregular bleeding may vary from slight staining between menstrual periods 10 
breakthrough bleeding which is a tlow much like a regular period. Irregular bleeding 
occurs most otten during the lirst few months of Ofal contraceplive use, but may 
also occur after you have been taking the pill for some time. Such bleeding may 
be temporary and usuallydoesnotlndicateanyseriousproblems. lt isimportant 
tocontlnuetaklngyourpi!lsonschedule. H!hebleediflgoet:ursinmorethanone 
cycleorlastsformorethanatewdays, talktoyourdoctororhealthcareprovider. 

2. Contactlensn 
II you wear contact lenses afld notice a change in vision or an inability to wear your 
lenses, contactyourdoctorortleallhcareprovider. 

3. Fluidretenlion 
Oral contraceptives may cause edema (lluid retention) with swelling ol the tinoers or 
anklesandmayraiseyourbloodpressure. llyoue•perience!luidretention, contact 
yourdoctororheallhcareprovider 

4. Melasma 
Aspottydarkeningofttleskinisi,ossible, particutaflyofthe!ace. 

5. Other side effects 
Othersideeffectsmayincludenauseaand~omiting, changeinappetile, headache, 
nervousness.depresSion,dizziness,lossofscalptlair,rash,andvaginalinfections. 
lfanyotthesesideeffectsbotheryou, callyourdoctororhealthcareprovider. 

GENERAL PRECAUTIONS 
1. Mlnedperlodsanduseoforalcontraceptlvesbeloreorduringeartypregnancy 
There may be limes when you may not menstruate regularly atter you have completed 
takingacycleofpills. lfyouhavetakenyourpitlsregularlyandmissonemenstrual 
period, continuetakingyouri,illsforthenextcyclebutbesuretolnformyour 
doctororhealthcareproviderbelored0ingso.1fyouhavenottakenttlepillsdaily 
as instructed and missed a menstrual period. or if you missed two consecutive 
menS1rual periods. you maybe pregnant. Check with your doctor or healthcare 
providerimmediatelytodeterminewtletheryouarepregnant. Oonotcontinueto 
takeoralcontraceptiuesuntilyouaresureyouarenotpregnant.butcontinuetouse 
another method of contraception. 
Thereisnocooclusiveevidencethatoralcontraceptiveuseisassociatedwithan 
lncrease inbirthdelects,whentakeninadvenentlyduringeartypregnancy.Previously. 
a few studies had reported ttlatoralcontraceptivesmightbeassociatedwith birth 
delects.but thesestudleshavenot beenconlirmed.~rtheless.oralcontraceptives 
oranyotherdrugsshouldnotbeusedduringpregnancyunlesscleartynecessary 
andprescrit>e<l byyourdoclororhealttl!:areprovider. Yooshouldcheckwithyour 
doctororheatthcareprovideraboutriskstoyourunbomchildolanymedication 
takenduringpregnancy. 

2. Whllebreastleeding 
llyouarebreasrteedlng, consutlyourdoctocorhealthcareproviderbfforestarting 
oral contraceptives. Some ol the drug will be passed on to the child in the milk. A 
lewadverseeffectsonthechi!dhavebeeflreported,includingyellowingoftheskin 
(iaundice) and breaS1 enlargement. In additloo, oral contraceptives may decrease 
the amount and quality of your milk. II possible. do not use oral contraceptives 
while breastfeeding. You should use another method of contraception since 
breastleeding provides only partial protection from becoming pregnant and this 
partlalprotectiondecreasessignil lcantlyasyoubreastfeed!orlongerperiodsof 
time. You shouldconsiderstartingoralcontraceptivesonlyafteryou have weaned 
yourchildcornplete!y. 

3. Laboratory lnts 
llyouarescheduledforanylaboratory tests.te!lyourdoctororhealthcareprovider 
you are taking birth control pills. Certain blood tests may be affected by birth 
control pills 

4. Drugtnteracl lons 
Certaindrugsmayinteract with birth control pi!lstomakethemlesseffectivein 
prevefltiflg pregflancyorcausean iflcreasein breakthrough bleeding. Such drugs 
include rifampin. drugsusedforepilepsysuch as barbiturates(!orexample, 
phenobarbital), ptlenytoin (Dilantin' is one brand ot this drug), phenylbutazone 
(Butazohdin• isonebrand).afld possibly certain antibiotics. You may need to use 
additional contraception When you take drugs which can make oral contraceptives 

lesseflectlve. 
Birthcontrolpillsma~interactwithlamotriglne,ananticonvulsantusedlorepilepsy. 
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 
• Bosentan 
• Garbamazepine 
• Felbamate 
• Griseofulvin 
• Dxcarbazepine 
• Phenytoin 
• Rilampln 
• St.John'swort 
• Topiramate 
As with all prescription products. you should notify your healthcare provider o! 
any other medicines and herbalproduc!syouaretaking. Youmayneedtousea 
barriercontraceptiveWhenyootakedrugsorproductsthatcanmakebirthcontrol 
pills less effective. 

5. Sexuallytransmtlted lnfectlons 
Thls product(lltealloralcontraceplivH)ls lntendedtoprevenlpregnancy. 11 
don nOl protect against transmission ol HIV (AIOS) and oltler se1ually transmitted 
lnleetlonssuchasthlamydla, genitalherpes, genltal warts, gonorrtlea , hepalitls 
B, andsyphllls. 

HOW TD TAKE THE PILL 
IMPORTANT POINTS TO REMEMBER 

.6fEO.BE YOU STARTTAKING YOUR PILLS: 
1. BE SURE TO READ THESE DIRECTIONS: 

Be/ore you start taking your pills. Anytime you are not sure what to do. 
2. THE RIGHT WAY TD TAKE THE PILL IS TO TAKE ONE PILL MRY OAY AT THE 

SAME TIME. 
lfyoumisspillsyoucouldoetpregnant.ThisincludesS1artiflglhepacklate. 
Themorepillsyoumiss, themorelikelyyouaretogetpregnant. 

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 takiflg the pill. The problem will usually 
goaway. tfitdoesn'tgoaway, check withyourdoctororheal!hcareprovider 

4. MISSING PILLS CAN ALSO CAUSE SPOTTING OR LIGHT BLEEDING. evtn when 
youmakeupthesemissedpills. 
On thedaysyoutake2 pillstomakeupfor missed pills. you could also feel a 
littlesicktoyourstomach. 

5. If YOU HAVE VOMITING OR DIARRHEA, for any reason, or IF YOU TAKE SOME 
MEDICINES, including some antibiolics, your pills may not work as well. 
Use a back-up me1hod (such as condoms, foam. 01 sponge) until you check wit ti 
yourdoctororhealthcareprovider. 

6. IFYOU HAVE TROUBLE REMEMBERING TD TAKE THE Pill. talk to your doctor 
ocheatthcareproviderabouthowtomakepill-takingeasierOfaboutusinganother 
methodofblrthcootrol. 

7. IF YOU HAVE ANY QUESTIONS OR ARE UNSURE ABOUT THE INFORMATION IN 
THIS LEAFLET, callyourdoctororhea!thcareprovider. 

lllilBf YOU START TAKING YOUR PILLS 

1. OECIDE WHAT TIME Of DAY YOU WANT TO TAKE YOUR Pill. 
It Is important to take it at about the same time every day. 

2. LOOK AT YOUR Pill PACK: IT WILL HAVE 28 PILLS: 
This Zl:J.lll.ng has 26 ·actiue" [white to ofl-wtiite and light yellow to yellow] 
pills(withhormones)and2 "inactive" 1palegreentoyellowishgreen]pllls(without 
hormones) 

3. ALSO FIND: 
1) whereon thepacktostar1takingthepills, 
2) inwtlatordertotakethepills(followthearrO'NS)and 
3) the week numbers as shown in the picture below 

I 28 Pill Pad: I 
EXAMPLE O NLY 
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Note: l!thefirstdayofyourperiod is a Sunday. you canskips!eps/1 and 12. 

4. BE SURE YOU HAVE READY AT ALL TIMES 
ANOTHER KIND Of BIRTH CONTROL (such as condoms. loam. or sponge) lo 
useasaback-upincaseyoumisspills 
AN EXTRA, FULL Pill PACK. 

WHEN TO START THE EIBll PACK OF PILLS 
You haw:achoiceofwhichdaytostarttakingyoorlirstpackofpilfs. Decide with 
yoordoctororhealthcareproviderwhichisthebestdayforyou. Pickatimeofday 
which will be easy 10 remember. 

OAY 1 START: 
1. Pickthedaytabelstripthatstartswithlhelirstdayolyourperiod(thisistheday 

you start bleeding or spotting. even ifit lsalmos1 midnight when the bleeding 
begins) 

2.P1acethlsdaylabelstripinthecycletabletblisterovertheareathathasthedays 
oftheweek(startingwithSunday)lmprinted. 

Peel and place label here. 

~~ .. -1:~-~-~ ·~ 
i - - - - -
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3. Takethefirst ·actwe· [white to off-White] pillolthefirstpackduringthe~ 
hoursotvouroeriod 
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4. Youwillnotneedtouseaback-upmethodolbirttlcontrol , sinceyouarestarting 
thepillatthebeginnlngofyourperiod. 

SUNDAY START: 
1. Take the firsl ·active· !wh!te to off-white] pill of the first packoo the~ 
~eveflifyouareS1illbleeding. l!yourperiodbeginsonSunday, 
startthepackthatsameday. 
2. Use another method o! lllrth contro[ asa back-up method it you t1avesexanytime 
from the Sunday you start your first pack until the next Sunday /7 days). Condoms. 
foam. orthesponoearegoodback-tJpmethodso!bir1hcontrOI. 

WHAT TO DO CURING THE MONTH 

1. TAKE ONE PILL AT THE SAME TIME EVERY DAY UNTIL THE PACK IS EMPTY . 
Oonotskip pills even ifyouarespottingorbleedingbetween monthly periods 
orfeelsicktoyourstomach(nausea). 
Donotskippillsevenifyoudonothavesexveryotten . 

2. WHEN YOU FINISH A PACK OR SWITCH YOUR BRAND OF PILLS: 
Z1.J.LUI;.Wail 7daystostar1thenextpack. Youwillprobablyhaveyourperiod 
durmgthat week. Be sure that no more than 7 days pass between 21·day packs. 
ll.lillJ;Startthenextpack onttledayatteryourlastpill. Oonotwal1anydays 
betweenpackS. 

WHAT TD DO IF YOU MISS PILLS 

llyou MISS1 ·active" [whitetooff-wtlite) pill: 
1. Takeitassoonasyou remember. Take the next pill at your regular time. This 

meansyoutake2pillsin1 day. 
2. Youdonotneedtouseaback-upbir1hconlrolmethodifyou have sex. 

II you MISS 2 "actiw:" (white to otf-while) pills in a row in WEEK 1 OR WEEK 2 of 
your pack 
1. Take2pillsoflthedayyourememberand2pillsthenextday. 
2. Thentake1pilladayuntilyoulinishthepack. 
3. You MAY BECOME PREGNANT if you have sex in the LJjyJ after you miss pills. 

You MUST use another birth control method (such as condoms. foam, or sponoe) 
asaback-upmethodforthose7days 

If you MISS 2 ·active· [white to off·White] pills in a row in WEEK 3: 

1. /fyou area Day 1 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 pilleverydayuntllSunday. 
On Sunday, THROW OUT the rest of the pack and start a new pack of pills ttlat 
sameday 

2. You may not haw: your period this month but this is expected. However, if you 
miss your period 2 months in a row. call your doctor or healthcare provi(jer 
becauseyoomigtl\bepregnant 

3. You MAY BECOME PREGNANT ii you have sex in the 1-dm alter you miss pills. 
You MUST use another birth contrOI method (such as condoms. loam, or sponoe) 
asaback-upmethod!orthose7days. 

II you MISS 3 OR MORE · ac1ive~ [white to off-white] pills in a row (duriflg the first 
3weekS): 

1. If you are a Day I Staner. 
THROW OUT the rest o! the pill pack an<l start a new pack that same day. 

If yau are a Sunday Starter. 
Keep taking 1 i,il1everydayunti1Sunday 
On Sunday, THROW OUT the rest o1 the pack and start a new pack of pills thal 
sameday. 

2. You may not have your period this month but this 1s expected. However, ii you 
miss your period 2 months in a row, call your doctor or healthcare provider 
becauseyoumightbepreonant. 

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

A REMINDER FOR THOSE ON 28-DAY PACKS 
If you !Ofget any of the 2 (pale green to ye!lowish greefl) or 5 [light yellow to yellow] 
pills in Week 4: 
THROW AWAY the pills you missed. 
Keeptaking1pilleachdayuntilthepackisempty. 
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" [WH1TE TD OFF-WHITE) PILL EACH DAY until you can 
reachyourdoctororhealthcare provider. 

PREGNANCY OUE TO PILL FAILURE 
Thelncidenceofplllfailureresultinginpregnancyisapproximatelyonepercent(i,e. , 
ooe pregnancy per 100 women per year) ii taken every day as directed, but more 
typicaltailureratesareabout5"!.. lffailuredoesoccur,theriskto theletusisminimal. 

PREGNANCY AFTER STOPfllNG THE PILL 
There may be some delay In becomino pregnant after you stop using oral 
contraceptives. especia!lyifyouhadirregula1menS1rualcyciesbeforeyou used 
oral contraceptives. ttmaybeadvisabletopostponeconceptionuntilyou begin 
menstruatingregulartyonceyouhavestoppedtakingthepillanddesirepregnaflcy 
Theredoesflotappeartobeanyincreaseinbirthdefects innewbornbabieswhen 
pregnancyoa:urssoonatterstoppinothepil l. 

OVERDOSAGE 
Seriousilleffectshavenotbeenreportedlollowingingestionoflargedosesoforal 
contraceiitives by young children. Overdosage may cause nausea and withdrawal 
bleedinglnfemales. lncaseoloverdosage.contactyourdoctor,heatlhcareprovider 
or pharmacist 

OTHER INFORMATION 
Yourdoctororhealttl!:areproviderwilltakeamedical and family history before 
prescribingoralcontracept1vesandwillexamineyou.Thephysicalexaminationmay 
bedelayedtoaflothertimeifyourequestitandyourdoctororthehealthcareprovider 
be!ievesttlatitlsagoodmedicalpractice!opostponeit. You should be reexamined 
atleastonceayear.Besuretoinlormyourdoctororhealthcareprovideriflhereisa 
familyhiS1oryotanyoftheconditionslistedpreviouslyinlhisleaflet.BesuretokeeJ) 
allappOintmentswithyourdoctororhealthcareprovider. becausethlsisatimeto 
determineifthereareeartyslgnsofsideeflectsoloralcon1race;itiw:use 
Doflotusethedrugforanyconditionotherthantheonefor whichitwas prescribed. 
Thlsdrughasbeenprescrit>e<lspecificallyloryou:donotgivehtootherswhomay 
want birth control pills. 

HEALTH BENEFITS FROM ORAL CONTRACEPTIVES 
lnadditiontopreventingpregnancy, useolcombinationoralcontraceptivesmay 
providecertainbenelits. Theyare: 
• menstrual cycles may become more regular. 
• blood IIO<N during menstruation may be lighter and less iron may be !ost. Therefore. 

anemiadueto iron deliciency islesslikelytooccur. 

• pain or other symptoms during menstruation may l)e encountered less !requefltly. 
• ectopic(tubal)pregnancymayoa:urless!requently. 
• non-cancerouscystsorlumpsinthebreastmayoccurless!requently 
• acutepelviclnflammatorydlseasemayoccurlessfrequently. 
• Ofa! contraceptive use may proYide some protection against dew:IOQlflg two forms 

ofcancer: canceroftheovariesandcanceroftheliningo!theuterus 

If you want more information about birth control pills, ask your doctor, healthcare 
provider, or pharmacist. They have a more technical leaflet called the Prescribing 
ln!ormationwhichyoumaywishtoread. 
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Glenmark Pharmaceuticals Inc. 
RECALL RETURN RESPONSE FORM 

DESOGESTREL AND ETHINYL ESTRADIOL TABLETS USP 0.15 MG/ 0.02 MG AND ETHINYL 
ESTRADIOL TABLETS USP 0.01 MG (VIORELE) 

3 X 28 pack (Tablets) 
(NOC 68462-318-29) 

Retail Level 
9/3/2025 

Please fill out this form completely1 By doing so, this will acknowledge that you have read and understood the 
recall instructions and have taken the appropriate action. 

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

Address: 

Cit_y: ] State: [;: 
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: I DEA#: 

Citv: State: Zi 

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 recalled items. OR 

□ I have quarantined and listed in the box below the quantity of recalled 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 --- -

Recall Event ID N131350 RCL206-25 



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 

1 68462-318-29 20230733 

Pack Size 

3 X 28 tablet 
ack 

Expiry Date 

October 2025 

Total Full/ Sealed and 
Partial/ Open Bottle 

Count 

If you have any questions regarding this form or product return please contact Inmar at (877) 839-9416 Office 
hours 9am to 5pm EST Mon thru Fri. 

Please fax this form to: 1-817-868-5362 or E-mail rxrecalls@inmar.com 
Recall Event ID N131350 RCL206-25 

Recall Event ID N131350 RCL206-25 


