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Iconcentrations, it is recommended that a non-hormonal back-up ~ =~~~ and”Section Warnings™ andPrecautions). Therefore, users must = = "Metabolism and Nutrifion Disorders: ~ ~ "7 diminution  in " lactation ‘when ‘given immediately postpartum, =~~~ ltis available in boxes of 1, 3 and 6 packs (blisters), eachone ~~ oo oo oo oo n e | 1
'method of birth control (eg, condoms and spermicide) be used switch to an alternative method of contraception (e.g., Uncommon: Changes in appetite (increase or decrease) reduced tolerance to carbohydrates, change in corneal curvature containing 21 tablets. I
1in addition to the regular intake of MINIPIL 20. In the case of progestogen-only contraception or non-hormonal methods) prior to Rare: Glucose intolerance (steepening). :
:prolonged use of such substances COCs should not be starting therapy with this combination drug regimen. MINIPIL 20 Very Rare: Exacerbation of porphyria Not all pack sizes may be marketed. |
,considered the primary contraceptive. can be restarted 2 weeks following completion of treatment with this There is evidence of an association between the following adverse !
I combination drug regimen. Psychiatric Disorders: reaction reports and the use of oral contraceptives, although Manufacturer :
:After discontinuation of substances that may lead to decreased Common: Mood changes, including depression; additional confirmatory data are needed: Mesenteric thrombosis, LABORATORIOS LEON FARMA, S.A. |
\EE serum concentrations, use of a non-hormonal back-up changes in libido retinal thrombosis. La Vallina, s/n Poligono Industrial, Navatejera, :
:method is recommended for at least 7 days. Longer use of a PREGNANCY AND LACTATION 24193 Leon, Spain. I
\back-up method is advisable after discontinuation of substances Pregnancy Nervous System Disorders: The following adverse events have been reported in users of oral !
ithat have led to induction of hepatic microsomal enzymes, If pregnancy occurs during treatment with combined oral Very Common:  Headache, including migraines. contraceptives, but an association has neither been confirmed nor |
jresulting in decreased EE serum concentrations. It may contraceptives (COCs), further intake should be discontinued. Common: Nervousness; dizziness totally refuted: Congenital anomalies, premenstrual syndrome, Product Registration Holder: I
;sometimes take several weeks until enzyme induction has There is no conclusive evidence that the estrogen and progestin Very Rare: Exacerbation of chorea cataracts, Budd-Chiari syndrome, colitis, cerebrovascular disease EURODRUG LABORATORIES (M) SDN BHD :
:completely subsided, depending on dosage, duration of use and contained in the COC will damage the developing child if with mitral valve prolapse, lupus-like syndromes. T2-21-10, THE SQUARE, ONE CITY, |
rate of elimination of the inducing substance. conception accidentally occurs during COC use. Eye Disorders: Jalan USJ 25/1C, 47650 Subang Jaya, ‘
| Rare: Intolerance to contact lenses Selangor, Malaysia :
:Examplesl of substances that may decrease serum EE Lactation Very Rare: Optic neuritis (which may lead to partial or OVERDOSE I
' :concentrahons: o ) Small amounts of contraceptive steroids and/or metabolites have complete loss of vision); retinal vascular Symptoms of oral contraceptive overdose in adults and children |
Looc Ay sul()istsnce% tha'tEEre(Luces _gastrointestinal transit been identified in the milk of nursing mothers and a few adverse thrombosis may include nausea, vomiting, breast tenderness, dizziness, DATE OF REVISION !
‘ time, and there ore, a sorppon._ effects on the child have been reported, including jaundice and v lar Disorders: abdominal pain, drowsiness/fatigue; withdrawal bleeding may 18 Sepember 2025 :
| * Substances that induce hepatic microsomal enzymes breast enlargement. Lactation may be affected by COCs, as COCs ascular Disorders: ) ) ) occur in females. There is no specific antidote and further |
‘ eg, rifampicin, rifabutin, parbﬁurates, primidone, may reduce the quantity and change the composition of breast Very Rare: Aggravation of varicose veins treatment of overdose, if necessary, is directed to the symptoms. |
g | phenylbutazone, phenytoin, dexamethasone, milk. :
E : griseofu!vin, topiramate, some protease inhibitors, The use of COCs is generally not recommended until the nursing Gastroin.testinal Disorde.rs: . ) ) |
@ w modafinil, mother has completely weaned her child. Common: Nausea; vomiting; abdominal pain PHARMACOLOGICAL PROPERTIES ;
X I e  Hypericum perforatum, also known as St. John's wort Uncommon: Abdominal cramps; bloating Pharmacodynamic properties |
4] } and ritonavir* (possibly by induction of hepatic Very Rare: Pancreatitis; ischemic colitis |
= [ microsomal enzymes). (*Although ritonavir is an EFFECTS ON ABILITY TO DRIVE AND USE MACHINES o i Pharmacotherapeutic group (ATC): Progestogens and estrogens, |
2 | inhibitor of cytochrome P-450 3A4, treatment with MINIPIL 20 has no or negligible influence on the ability to drive Hepatobiliary Disorders: ) fixed combinations w
E | ritonavir has been shown to decrease EE serum and use machines. Rare: Cholestatic jaundice ATC Code: GO3AAQ7 I
E ! concentrations.) Very Rare: Gallbladder disease, including  gallstones The contraceptive effect of COCs is based on the interaction of |
= | e Certain antibiotics (eg, ampicilin and other penicillins, (COCs may worsen existing gallbladder various factors. The most important of these factors are the !
I o [ tetracyclines), by a decrease of enterohepatic circulation UNDESIRABLES EFFECTS disease and may accelerate the development inhibition of ovulation and changes in the cervical mucus. ‘
(] 2 ! of estrogens. Adverse reactions are listed as follows per CIOMS frequency of this disease in previously asymptomatic |
|2 | categories: women) Pharmacokinetic properties ‘ £l £
¥ [} Examples of substances that may increase serum EE Very Common: = 10% Unknown: Hepatocellular injury (eg, hepatitis, abnormal | é é
v Qo concentrations: Common: 2_1% ar:d <10% ) hepatic function) Levonorgestrel [ S|
< o I e Atorvastatin. Uncqn;mon.oz 0.1% and°< 1% Skin and Subcut Ti Disorders: |
-] g : e  Competitive inhibitors for sulfation in the gastrointestinal Rare: 0:01 Aarld <0.1% nan . ubcutaneous lissue Disorders: Levonorgestrel is rapidly and completely absorbed from the |
° | wall eg, ascorbic acid (vitamin C) and paracetamol Very rare: < 0.01% Common: ) Acne. ) gastrointestinal tract. It is subject to minimal first-pass metabolism !
: | (acetaminophen). Uncommon: Rash; ] c_hloa_sma.i (melasma), which may and is almost completely bioavailable following oral administration. |
[=) | e Substances that inhibit cytochrome P-450 3A4 Use of COCs has been associated with increased risk of the Rare: péersrl]st, hlrsugsm, alopecia Levonorgestrel is primarily metabolized by reduction of the A-ring !
2 I isoenzymes eg, indinavir, fluconazole and following: Vare.R ) Emhema no It(')fsum' followed by glucuronidation. The majority of an oral dose of ‘
._z, : troleandomycin™*. (**Troleandomycin may increase the _ . _ ery kare: rythema multiforme levonorgestrel is eliminated as conjugates of glucuronide or s_ulfate |
= | risk of intrahepatic cholestasis during co-administration e Arterial and venous thrombotl|c ar.‘d thrpmboembollc . . with considerably smaller portions appearing as free metabolites. :
w ! with COCs.) events, including myocardial infarction, stroke, Renal and Urinary Disorders: |
2 | transient ischemic attack, venous thrombosis and Very Rare: Hemolytic uremic syndrome ‘
] EE may interfere with the metabolism of other drugs by inhibiting pulmonary embolism . . . Ethinylestradiol |
a hepatic microsomal enzymes or by inducing hepatic drug e Cervical intraepithelial neoplasia and cervical cancer Reproductlve.System and Breast Disorders: ) o ] |
conjugation, particularly glucuronidation. Accordingly, plasma and o Breast cancer diagnosis Very Common:  Breakthrough bleeding/spotting . Ethinylestradiol is rapidly and almost completely absorbed from !
tissue concentrations may either be increased (eg, cyclosporine, e Benign hepatic tumors (eg, focal nodular hyperplasia, Common: Sreast pa'?{ te.nder[:ess, en_largementt, selcreftllonz the gastrointestinal tract. Ethinylestradiol undergoes extensive |
theophylline, corticosteroids) or decreased (eg, lamotrigine). hepatic adenomas) ysmenorrhea; change n menstrua .OW{ first-pass metabolism. - Ethinylestradiol is highly bound to |
© N za \_ | (See also Special Warnings and Precautions for use) change in cervical ectropion and secretion; albumin anq induces an increase in the plasmf’a concentration qf !
E E § :In patients treated with flunarizine, use of oral contraceptives has amenorrhea E;?&ylgﬁrg:ylesgtadfl :f/i d‘;”mf;gét;qe;?boxggoxk;}’atzrdom:;'g !
rted to i the risk of galactorrhea. Th ibi i ioang- ’ . !
s =3 :%?g:mr:t’;i):n egf Concomitant medications. should be 2opnrs63|(t:2§ "o Infections and Infestations: o General Disorders and Administration Site Conditions: methylated metabolites are formed, and these are present as ‘
= = ‘dentify potential interactions Common: Vaginitis, including candidiasis Common: Fluid retention/edema free metabolites and as conjugates with glucuronide and !
< €= | yp . sulfate. Conjugated ethinylestradiol is excreted in bile and is I
2 = S2 Laboratory tests Benign, Malignant and Unspecified Neoplasms: Investigations: subject to enterohepatic recirculation. |
© = "':E'g :The use of contraceptive steroids may influence the results of Very Rare: Hepatocellular carcinomas Common: Changes in weight (increase or decrease) |
= . ) . ; !
= 2 gﬁ :certain laboratory tests, including biochemical parameters of Uncommon: ngrease '”_b'°°‘? pressure, chan_ges In serum SHELF-LIFE I
- = e liver, thyroid, adrenal and renal function, plasma levels of Immune System Disorders: Rare: ::')p'd Ievels,_|nc|ud|ngfh)l/pert:'lglylcerldemla fol 2 years. !
= = = £3 (carrier) proteins (e.g. corticosteroid-binding globulin and lipid / Rare: Anaphylactic/anaphylactoid reactions, are: | ec:ease |rE) S'Z""m oa(tjebevceos.c(tsherum oTit'e |
<] = =] =a :Iipoprotein fractions), parameters of blood carbohydrate including very rare cases of urticaria, eve sbmayf el' gprlesge if Y if ter)]rapy. IS STORAGE !
~ S .= =2 metabolism, and parameters of coagulation and fibrinolysis. The angioedema and severe reactions with may be ot clinica S'}?”' llcan(;e it the woman o ) ) !
N C o= :E :changes generally remain within the normal range. respiratory and circulatory symptoms léeocgmes pregnant shortly after discontinuing Do _not store above 30°C. Keep out of reach of children. Jauhi |
b S == 5E ‘ Very Rare: Exacerbation of systemic lupus s.) daripada kanak-kanak. :
Z 0= b i i
= L g Eg :Concomitant use with the medicinal products containing ombitasvir Ierythematqsus .(.Other react.|ons of possible In addition, the following adverse events have been reported in !
o = = a : s } s ) A immunologic origin may be listed under other o ' h PRESENTATION I
= o< = w }/ paritaprevir / ritonavir and dasabuvir, with or without ribavirin may organ system subheadings.) women receiving oral contraceptives and are believed to be drug- " '~ ) ) 01985307 !
S == gs dncrease the risk of ALT elevations (See Section Contraindications .~ T 777 T related: _Temporary infertility after_discontinuation of treatment, _ _ _ _ _ Blisters of aluminium push-thru foil and PVC/PVDC film. oo oy
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= § L Fo?l&vﬁr;gﬁ;s{ trimester abortion o Hépét’ic’afdérfanés’ §r’cér’ciﬁ6m’a’s,’afct’ivé ‘liver disease, Further risk~ factors for the use of COCs are listed in  ~ detection of breast cancer in COC users (due to more regular medical history (including family history) should be taken and 1
) = = ‘ MINIPIL 20 beai ) diatel Additional as long as liver function has not returned to normal Contraindications. clinical monitoring), the biological effects of COCs, or a pregnancy must be ruled out. Blood pressure should be
= = = | 1Inini 1 - : use may begin immediately. itiona e Known or suspected carcinoma of the breast or other combination of both. measured and a physical examination should be performed,
s E = : Mlnlpll 20 fllm Coated tablets contraceptive measures are not needed. known or suspected estrogen-dependent neoplasia The relative risk of postoperative thromboembolic complications guided by the contraindications (see Contraindications) ahd
e e E | ) ) ) ) e Disorders of lipometabolism has been reported to be increased 2- to 4-fold with the use of e Hepatic Neoplasia/Liver Disease warnings (see Special Warnings and precautions for use).The
o S = \ * Following delivery of second-trimester abortion . . e Thrombogenic rhythm disorders and thrombogenic COCs. The relative risk of venous thrombosis in women with In very rare cases, hepatic adenomas and in extremely rare woman should also be instructed to carefully read the user leaflet
=~ = S | Because the immediate post-partum period is associated with valvulopathies predisposing conditions is twice that of women without such cases, hepatocellular carcinoma may be associated with COC and to adhere the advice given. The frequency and nature of
“w 3 = ‘ QUALITATIVE AND QUANTITATIVE COMPOSITION an increased risk of thrombogmbohsm, MINIPIL 20 use should e  Sickle-cell anemia conditions. If feasible, COCs should be discontinued for use. The risk appears to increase with duration of COC use. examinations should be based on established practice guidelines
- 5 = ! ; begin no sooner that the 28" postpartum day following either o Diabetes with vascular involvement e 4 weeks prior to and for 2 weeks after elective surge Rupture of hepatic adenomas may cause death through intra- and be adapted to the individual woman |
< e = | Each film-coated tablet contains 0.10 mg levonorgestrel and 0.02 deli . lactati d-trimest ) ( ! we p ( : gery pture p y 9 r : . I
o] = = s ‘ mg ethinylestradiol SIY‘te'ry l'rl]'h a non-lac ahm%d vgomag _O"d stecon -timester e Undiagnosed vaginal bleeding with increased risk of thrombosis abdominal hemorrhage. Women should be advised that oral contraceptives do not protect
= = = ::2\\ | ﬁo?mg)r?él bagk-nlgmr:e?thidogf birti gor\:tf:l du?in;s;eafirg(tm; . (K:novs[/)n or sus;l)ected pregnanc?«/t ; «  During prolonged immobilization w i it ¢ COG-related chalestasic and 2galnst HIV infection (AIDS) and other sexually transmitted
= S E5 S0 . erebrovascular or coronary artery disease omen with a history o -related cholestasis and women iseases. |
e = & > :§§‘ | PHARMACEUTICAL FORM days of MINIPIL 20 use. However, if intercourse has already e Uncontrolled hypertension ; ; ind i - ; who develop cholestasis during pregnancy are more likely to !
= E 2 'ug, Pink and rounded film-coated tablets. occurred. pregnancy must be ruled out before MINIPIL 20 use ' : - Because the immediate postpartum period is associated with an ESie ) |
= > = > | ! ; » pregnancy . ! y e Hereditary or acquired thrombophilias i i ; i develop cholestasis with COC use. Such patients who use COCs . |
= = SIS | is begun; otherwise, the woman must wait until her first Headache with focal logical " increased risk of thromboembolism, COC use should begin no hould b full itored and the COC should b Reduced efficacy
= ' ) ’ mat . eadache with focal neurological symptoms eg, aura ; ; ; ; shou e carefully monitored an e shou e w
O % Y | CLINICAL PARTICULARS menstrual period before beginning MINIPIL 20 use. (See e Pancreatitis associated wit?\ sev)érep hyper?riglyceridemia sooner than the 28th postpartum day following either defivery in discontinued if choles)ftasis recurs. ‘
g . 5 < a Zial | Therapeutic indications Venous and Arterial Thrombosis and Thromboembolism (current or history) a non-lactating woman or 2nd-trimester abortion. The efficacy_of CO(?s may be reduced in the event of missed:
- %, = 'g g § %‘é N : Oral Contraceptive. and Lactation) e Hypersensitivity to the active substances levonorgestrel, i . . Hepatocellular injury has been reported with COC use. Early tablets vomiting or diarrhea or concomitant medication. :
s = & = o = | Treatment of moderate acne vulgaris not controlled by conventional ethinylestradiol or to any of the excipients in MINIPIL 20 2. Arterial Thrombosis and Thromboembolism: identification of drug-related hepatocellular injury can decrease the |
5 = 3 = @ | therapy (e.g. topical preparations and oral antibiotic) in How to delay a period tablets. ;Lhe Use ObeIQCS |nc:eas§s thret} :Sk of ?rte_rlall tgrombohc Zf)dl severity of hepatotoxicity when the drug is discontinued. If |
[ =] = 3 | postmenarchal, premenopausal women = 14 years who accept To delay a menstrual period, the user should skip the tablet- thromboembolic events. Reported events include myocardia hepatocellular injury is diagnosed, patients should stop taking ) ) . . !
ez 22 g = £ ‘ contraception. free interval and immediately begin a new pack of MINIPIL 20. MINIPIL 20 is contraindicated for concomitant use with the medicinal infarction and = cerebrovascular _events (ischemic and COC, use a non-hormonal form of birth control and consult a b 2l COCa, megular bleading (spotting or breakthrough,
2 2 I ; ) . L bleeding) may occur, especially during the first months of use.
= &) &) S w The delay may be continued for as long as desired up until all ini i i i ir | ri i i emorrnagic stroke, transient ischemic attack). For intormation hysician. : . } . !
o £ h h troke, t t isch ttack). F f ti phy:
S R = = 2 ® ! ay may 9 P products containing ombitasvir / paritaprevir / ritonavir and dasabuvir . h : Therefore, the evaluation of any irregular bleeding is only,
= gE =z = = = 5 g \ POSOLOGY AND METHOD OF ADMINISTRATION tablets in the new pack are taken. During the delay, the user (See Section Warnings and Precautions and Section Interactions with on retinal vascular thrombosis, see Ocular Lesions. meaningful after an adaptation beriod of about three cveles |
2 E & = = = >= | For oral administration may experience breakthrough bleeding or spotting. Regular Other Medicaments) Acute or chronic disturbances of liver function may necessitate the ingtu ptation peri u yeles. I
-~ | intake of MINIPIL 20 should be resumed after the usual 7-day ' The risk of arterial thrombotic and thromboembolic events is discontinuation of COC use until liver function has returned to i bleedi ) larit ist it ousi !
v | The recommended dose for the prevention of pregnancy and the tablet-free interval. further increased in women with underlying risk factors. normal. regular cycles, then non-hormonal cause should be considered!
= treatment of acne is the same. SPECIAL WARNINGS AND PRECAUTIONS FOR USE ' di 3 indi !
s ; | Management of missed tablets I Caution must be exercised when prescribing COCs for women 4. Gallbladder Disease: and adequate diagnostic measures are indicated to exclude:
) ’ ’ . Management of missed tablets Warninas : f - 7 f . . . . . )
§ o | To achieve maximum contraceptive effectiveness, MINIPIL 20 must with risk factors for arterial thrombotic and thromboembolic Earlier studies reported an increased risk of surgically confirmed malignancy or pregnancy. These may include curettage. ‘
= 5 ‘ be administered as directed and at the same time every day, Contraceptive protection may be reduced if active tablets are If any of the conditions/ risk factors mentioned below is present, events. gallbladder disease in users of estrogens and oral contraceptives. In some women withdrawal bleed may not occur during:
w I preferably after the evening meal or bedtime. issed icularly if th feai f tabl ds the tablet- ) 7 ; However, more recent studies have shown that the relative risk of ] ’
- i missed, particularly if the missing of tablets extends the tablet the benefits of COC use should be weighed against the possible . ' ) ! h L the tablet-free interval. If the COC has been taken according to'
) . s . . Examples of risk factors for arterial thrombotic and developing gallbladder disease may be minimal. L . . |
[=] I free interval risks for each individual and discussed with the woman before Ping g Y the direct d bed Posol d thod of
Z | How to take MINIPIL 20?2 : i is mi i . g . thromboembolic events are: e directions cescribed In- Fosology and  method of
e If one active tablet is missed but is remembered she decides to start using it. In the event of aggravation, : administration, it is unlikely that the woman is pregnant.!
- : within than 12 hours of the usual dose, it should exacerbation or first appearance of any of these conditions or risk ¢ Smoking 5. Blood Pressure: H if the COC h ); b tak di pt gth ‘ El E
] 5 | Tablets 1 — 21 contain active ingredient (active tablets). K it ' PP y > - e Hypertension Increases in blood pressure have been reported in women taking lowever, 1 the as not been taken according 10 these, E| E
[} [} be taken as soon as it is remembered. factors the woman should contact her physician. The physician o . A . . A directions prior to the first missed withdrawal bleed or if two, ol
2 b I If tive tablet i issed and i bered ; ; ; f e Hyperlipidemias COCs. In women with hypertension, history of hypertension or ) > Sl §
< | . ) . one active tablet Is missed and Is remembere should then decide on whether its use should be discontinued. ) . ) ) ) . f withdrawal bleeds are missed, pregnancy must be ruled out'
= . I-Inl ‘ Tablet must be taken in the order dlrect‘ed on the package every more than 12 hours after the usual dose or if two or o  Obesity hypertension-related diseases (including certain renal diseases), before the COC use is continue’d |
; = & | ggzsztcﬁgsgt;2$ssafr:|‘|30\§:/rg§.bc;/n: ?ﬂg;liaﬁe?ir:eaek?rr:tgﬁz f%rai:\ more active tablets are missed, contraceptive Cigarette smoking increases the risk of serious cardiovascular * Increasing age ano(tjhgr metri:od of b'rtlh control _tma}y be preferable. dlf dCOCj _efzre . |
wv , - g . ; : 1 ) ) used in such cases, close monitoring is recommended, and if a
= = ! : protection may be reduced. The last missed tablet adverse reactions from combined oral contraceptive (COC) use. oo ; ) ; !
g o o 1 subsequent pack is started on the day after the tablet-free interval. should be taken as soon as it is remembered, which This risk inoreases with age and with the extent of émok%g in COC users with migraine (particularly migraine with aura) may significant increase in blood pressure occurs, COCs should be ALT elevations |
o P~ 2 ! ' ' f.ay' S‘steq“er:“ ‘ab'etsl SL‘WI'(" be ‘ak‘i{:%‘th? ”s.‘:f;: with a significantly increased risk), and is quite marked in women THE RISK OF ARTERIAL THROMBOSES (EG, STROKE Eﬁ}ﬁtfg bba'gg.‘i‘ngf:fijf;‘i;:?,?g‘é}‘;‘éf ';';dctﬁfr;jgpg'a”rsgti”sgﬂ'g infections (HCV) with the medicinal products containing:
- \ ime. non-hormonal back-up method of bi i , , ) o . L ) . -
< . A~ s ! How to start MINIPIL 207 control must be used for the next 7 days. >3 years. Women who use COCs should be strongly advised not MYOCARDIAL INFARCTION) ASSOCIATED WITH COCS difference in the occurrence of hypertension among ever- and ombitasvir / paritaprevir / ritonavir and dasabuvir with / without|
E g 8 “_I ! ' N ' . INCREASES WITH AGE AND WITH HEAVY SMOKING. FOR never-users. COC use is contraindicated in women with nbawrm, Fransamlnase (ALT) elevat|on§ h_|gher than 5 times the,
o w o= 2 ) 2 | No hormonal contracgpt/ve gse within the preceding month If the user takes the last active tablet before the 7-day interval . . THIS REASON, WOMEN >35 YEARS WHO USE ORAL uncontrolled hypertension. (See Contraindications.) upper limit of_ norma_l (ULN) opcurred ;lgnlﬂcantl_y more frequent:
; g : N B i : The user should begin taking MINIPIL 20 on Day 1 of her natural during which use of a non-hormonal back-up method of birth Medical precautions CONTRACEPTIVES SHOULD BE STRONGLY ADVISED NOT 6. Ocular L n ng“eg l:]SINQ eth;nylestradloljconta(lg:g TGSIC?UO"S Srl:Ch as,
= = S £ o D 2y R P menstrual-(i.e.,-the -first. day.-of-menstrual - bleeding).- Beginning.-............ control-is-required -has..ended, - she -must - begin - a-.new..pack . . TO SMOKE. - Ocular Lesions: combined hormonal contraceptives s). Patients who are!
= ] E = % e - | MINIPIL 20 use on days 2 — 7 of the menstrual cycle (e.g., immediately; there should be no tablet-free interval, thereby 1. Venous Thrombosis and Thromboembolism: . COC is associated with retinal vascular thrombosis, which may taking ethinylestradiol-containing medicinal products must switch,
= e o S g = | Sunday start) is allowed; however, a non-hormonal back-up reducing the risk of escape ovulation. The user is unlikely to Use of COC_S increases the risk of venous thrombotic and . . . lead to partial or complete loss of vision. If there are signs or to an alternative method of contraception (e.g. progestin only:
w s W = =5 e | method of birth control (e.g., condom, spermicide) is have a withdrawal bleed after all tablets in the new pack are thromboembolic events. Reported events include deep venous 3. Carcinoma of the Reproductive Organs: symptoms eg, visual changes, onset of proptosis or diplopia, contraception or non-hormonal methods) prior to initiating
= e E E——— recommended during the first 7 days of MINIPIL 20 use. taken, pregnancy must be ruled out before tablet-taking is throm?ostﬁ ang p}llmona(r)y elmbflls_m. Eorﬂ:nf?rrTatlofnuon retinal ™ ° ??W'C":tl Cf”?irf o cal ) tont papilledema, or retinal vascular lesions, the COC should be ombitasvir / paritaprevir / ritonavir and dasabuvir therapy (Seei
= n e — — resumed. : vascular thrombosis, see Ocular Lesions in the text as follows. € most important Tisk tactor for cervical cancer Is persisten discontinued and the cause immediately evaluated. Section Contraindicati d Section Interacti ith Other’
S & = ——— ! i : ion Contraindications and Section Interactions wi er
U o o~ = g —— Hopi i i human papillomavirus infection. . I
s 2 % = | fgfﬁg;r;%’gfrggnssg;?;;ati(;,')ﬂb'”ed orel contrceptive (COG Advise in case of vomiting and/or diarrhea The use of any COC carries an increased risk of venous thrombotic 7. Migraine/Headache: Medicaments). |
U m ‘?; %m —— : Fr el BN, 20 e Srsuldl Gestn o dhy ey G e ‘ a_nd_thrpmboemb_olic events compared with no use. The excess There_is.a continuous controyersy abogt the extent to_ which The onset or exacerbation of migraine or development of :
a — = —— active tablet of the previous COC pack has been taken but no if . diarth ithin 4 h ft blet-taki risk is highest during the 1st year a woman ever uses a COC. such findings may be due to differences in sexual behavior and headache with a new pattern that is recurrent, persistent or severe INTERACTIONS WITH OTHERS MEDICINAL ‘
o gl —_— ] — ; ; ; V@G @ GIENEE CEELIS WRin 4 WoUlS EliEl B ey other factors. In cases of undiagnosed abnormal genital i di tinuati f COC d Juati f th PRODUCTS AND OTHERS FORMS OF INTERACTION |
T & = o = 3 eme—— later than the day following the usual tablet-free or inactive tablet tablet absorption may be incomplete. The user musts také the The risk of thromboli 4 thromboemboli s i bleading. adequate diaanostic measures are indicated requires discontinuation of s and evaluation of the cause. J ‘
= S | m— E ! interval of the previous COC. needed active tablet(s) from a backup pack. Refer to € risk o venous thrombolic and thromboembolic events IS 9, adeq 9 . Women with migraine (particularly migraine with aura) who take Interaction. ‘
S £ <+ K - = [ e TR S, T ! T T R T Tablets. | further increased in women with conditions predisposing for venous COCs may be at increased risk of stroke. (See ‘
T & = E— R Changing.- from - a.- progestogen-only-method-(oral —pilly - iAjeCtion, - T S tht:ombosis ind ggocmbfoembogism- Caution must be exercised Eot l')l hB(rjeastkaan;:er or the devel © of broast Contraindications.) Interactions between ethinylestradiol (EE) and other substances '
KT = = S — I implant) or intrauterine device (IUD) ; when prescribing s for such women. stablished risk factors for the development of breast cancer may lead to decreased or increased serum EE concentrations, |
= U = B &= =_ % | The user may discontinue use of a progestin-only pill on any day; CONTRAINDICATIONS o » ) include increasing age, family history, obesity, nulliparity and 8. Immune Disorders respectively. !
- S | use of MINIPIL 20 should begin the following day. MINIPIL 20 use Combined oral contraceptives (COC) are not to be used in Examples of predisposing conditions for venous thrombosis and late age for 1st full-term pregnancy. e Angioedema |
= — should begin on the same day that a progestin-only implant or a the presence of any of the conditions listed below. Should any thromboembol!sm are . . ) ) i Exogenous estrogens may induce or exacerbate symptoms of Decreased EE serum concentrations may cause an increased
Z | —— progestin-only 1UD is removed. MINIPIL 20 use should begin on of the conditions appear for the first time during COC use, the e Obesity o ) ) There is a slightly increased risk of having breast cancer angioedema, particularly in women with hereditary angioedema. incidence of breakthrough bleeding and menstrual irregularities !
E | — the day that the next progestin-only injection is scheduled. In use of the product must be stopped immediately. : e Surgery or trauma with increased risk of thrombosis diagnosed in women who are using COCs compared to never- and may possibly reduce efficacy of the COC. |
N—— each of these situations, the user should be advised to use a non- : e Recent delivery or 2nd trimester abortion users. The increased risk gradually disappears during the Medical examination/consultation |
o O © & T —— hormonal back-up method of birth control during the first 7 days e Deep vein thrombosis and thromboembolism (current or e  Prolonged immobilization course of .the 10 years after cessation of COC use. The During concomitant use of EE-containing products and !
= S| — of MINIPIL 20 use. history) 1 e Increasing age increased risk of breast cancer diagnosis may be due to earlier Prior to the initiation or reinstitution of MINIPIL 20 a complete substances that may lead to decreased EE serum
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