IJGIID 1Sy, o s

Shsx @bl

13 pao O ylg0

Sgo bagie B i (s 0lo)s 10 (eizmed 9 958 (oo ooliiul (SThes (o)l ks (50 (lsre 4y Cenigs [ a0l el s
D5y 50, el gl sb as s, SO a ke Glejen 4T ole B o

gl whad aloldl Wl @Dle (nl 92 ©)go 40 5 Wisd Bras Wl p; WDl S5p Dise )3 (oSS Shy sle sk as
Ol k3 s il b (Bope (I Bl s Sl hisn s Jseelsess 5 ¢

Ol b s il b 50 ®

R

057 dmelS (65 GBI L olren o] (L5 (5 ablo b el St

o) 28553 o Sl 4y 55 3 Shas &5 loj b g (500 (5 et *

S sl 9055 (LS il b 092y

iz sl gl 4 ally SeSline b ool S lis gla eyt

orzial o b Jlasls le 0> ¢

(o)l & S b) s)ls)k *

oFge ol 4y Sl *

SISk jan O30, 00,5 Sz (b 60k Gleyd £9,0 Dyge 3 3l Brae gre (6)I0)k  Seies [ gl il Jes]
95 (oo Aoy 03 d (ly3le )3 (IS sk 4 (STheP )l0skas SLaS § Brae anled wla8 Aol ) 550 gl g9, 5 g

Dl oo (S le Gl g @S i 8l 93l oy ol e Sodlie ) 358 (o0 drog Lo 5 sloy90 Sl (s n -
ALl gl (poges Sgal,8 g0y cuils walsS (508 (65 ST Centgns (Jll g ELEI L 5 9 s ogas gel 8 & j9050 -
Srae jlam Celo FUT £l b wad Jowl &) 10 2isd Sras 355 ploy 1o b (08 (Bl 5 358 Bpan 9,510k 4 5l
Wgh Bras g loy ;o b (03 (Sbgosge Sracl) (0B Sy S 4z 00

bl g jmels gl bas Sl oldl 5l L ab celu VY b 0,8 Bras ;0 a5 50,0 do (0,8 (oged Gigel B 8 )lge,0 -
S el 1Y 5] it b (65 5,03 iy 395 olag 53 o o b 3 593 b 55,51l 5] e Aol
b o Rl gl bas

12,13 0529 00 hgal$ sla 28 L 095 (5 0928 58 -

OIS dged (ugeVbgd j920 098 o (1 o (28 5 p 0Ll 9,V Bl oad Bgie o, VI A s Lo (0B e -
39V Slr GsRele S5y 5 955 Span a5 ploj o e (28 (B 05 Brae 3,510k &y 5l g AoVl Jgf 5 aie s ool oY
015 355 60k Jlaiol 0l 00l &) 5 55, ¥ 4 iz (5 bl ST 05 elizl Jg)

Sgeld o8 Sy oS (y90,8 igh Bras 03 o 53 o (08 (Bl g 05t Brae (3,510l 4 5l ey alolidly s 5 i
S i b A5 55 o) 1 i (a3l iy 4 5l ok a4 o o 15 S 3, Y 505 255
SgrwwlsS 23Sl sy &l a3, Vsl 25k ead sl b 08

5 Jole Glabol (10l 51 ol el @t (T sy 2 o3 5 4Bl 00l sl sl o8 el ST

) om s &y o b (o8 Brae 09 £5,5 Alolddly (gom (5 iy J5l i Bpae 5l g ((Ssld 3l e pslate 4y -
D9l oanlive s aSI Cunl (S Ll b jo ols dalsl p3Y Loy B les o0

3Ll el 5 el gm0 g d (SThst (6y0)las DS 5 3 rals Sl will (oo oS olag
Orels895esS 9 Wilhe b

Ortlos 7 O Syl ppoanls (Jg3T sl 8 02 25lai Wi (SThgs 50 kd S 5 1 (alil sl aiilys o 457 by )
b (Sopdlad (5 emleg )|

D5l oo £y kB gla winy plasl 5l as 55,V dpan dley Wi Bras Jame Sele 50 55, V) Gae 4 allys, Wb 03
(9. 097

S0k Sl xSl sln a8lal gy 53 Ul 59 5 o8 Brae £958 ©ypep0nish Srae S psS ol 5, 5l bbb (08
g awle> Jol 59,V 50 iSelr Gosy 4 5L ok S xS slr Sl s B UY Gle g, 00 £9,0 Sgey0 0m wals
55 S 5 sle Ik b Jlusls S 5 eolol (s et ©

oolinl &j90)3 098 9,5 (S (S 5 05k 2o b 03 u-')—”T Sl 5o, 50 b 5 cesisins [ ol ol Ll slo (08
S 533y ol 3 b 253 0,5 Jlaly Ky 59 IS 9 50 b o [l il o o o sy S, 5
Dl ailds 5 b g Ko,

(i3 il i (Goe a8le) g o 3l et *

s s oy | Jseoliinsl Jetail a1y 0 395 2 09 0l (o0 Jep sheo By Dpp0 50

G G5 oS Sloj (5 sldsrisn 950 50 9959 plml Cilisal 03,5 @)1 s, 50 Wl (oe sl al o il 990 50
Sls sy cewians [ Jsasl il sl 4 (s o 050 plowl b

g oslazal Jsl 55, ¥ sl o)k wo Sas (hg) S Sl aS cel g Yholse (5 ann o

ol 6 avle aws yo lad 5wy Cewigns [ Jgeol il Jxsl Bras ®

e 23l 9y & S5l 9 355 g9, Aol ]y o (08 Blg5 s

ool 5 o b pgs s ale s p Las 5l ey Cuigns | ool il il S a0

SraedS FHpe 3wl pgd s avle aw p3 bbb pleoly Tam YALYY (slagg) 5l )ls £5,5 45 958 (o0 dvogs &5 cnl 1

S o ofor Jgud Lyl Joioasil / pys Glio v

g wwleS 523l gy 4 sl 59, Y sle 9 g908 e o

S g (Sl n et e b oS Jols bl sk ST al b (08 £9y0 B il ool &) (o b, ST
(Sl p)l9e

woyd ) S et b (sl o)l

(7B sle cogac J}Ns.éﬁ Al Dle oy3ls Sleadl s s 3l ol ules @il g5bre Ol iy y 0,055 00,0 1
EE 5 g5 Jlew!

o3 V> eert b ol (Sl (5l

oz Jeo g3 S (Sl g 93 5 B Sl Bgpe e Sgmeg s 5 S 93 )LaE (Al ianle By (B (25
slod s34 Sl 5 005 (6,5 (35 Sl 5 Slals s

GO A 9 (5SS Ll o

Sapled (IS Zusbyg 5 5l 90 g oSl az o ¥ 5 sles o

28l oo Jolitel il 035 (oo o107 5 Cavjons o) (a ¥ (ol 002 (go0e VY e (03 8
led (6,155 QS 05ST oy Sl 590

ool O gsl (g5 lwg ls oS s @

¥ @‘ Aburaihan

Pharmaceutical Co.



Femica

Dienogest 2 mg /Ethinyl Estradiol 0.03mg F.C Tablet

&

Category:

Oral contraceptive

Indications:

Dienogest /Ethinyl Estradiol is indicated for use as an oral contraceptive and in the treatment of mild to moderate acne in
women who seek oral contraception.
Contraindications:
COCs should not be used in the presence of any of the conditions listed below. If any of the conditions appear for the
first time during COC use, the product should be stopped immediately.
* Presence or a history of venous or arterial thrombotic / thromboembolic events or of a cerebrovascular accident.
« History of migraine with focal neurological symptoms
* Diabetes mellitus with vascular involvement.
« Pancreatitis or a history thereof if associated with severe hypertriglyceridemia.
* Presence or history of severe hepatic disease as long as liver function values have not returned to normal.
* Presence or history of liver tumours
» Known or suspected sex-steroid malignancies
» Undiagnosed vaginal bleeding.
» Known or suspected pregnancy
* Hypersensitivity to the active substances
Pregnancy and lactation:
Dienogest /ethinylestradiol is contraindicated during pregnancy. Pregnancy should be ruled out before the start of therapy.
Should pregnancy occur during the use of dienogest /ethinylestradiol, the preparation must be discontinued immediately.
The use of COCs should generally not be recommended until the nursing mother has completely weaned her child.
-Medical Examination:In general, an annual periodic and examination is recommended. These assess ments should
generally include blood pressure, breasts, abdomen and pelvic organs.
-The efficacy of COCs may be reduced in the event of missed tablets, vomiting, diarrhoea or concomitant medication.
-Management of Missed Tablets
Missed pills from the last row of the blister are placebo tablets and thus can be disregarded. The following advice only
refers to missed white active tablets.
If the woman is less than 12 hours late in taking any tablet, contraceptive protection is not reduced. The woman should
take the tablet as soon as she remembers and should take further tablets at the usual time. If she is more than 12 hours
late in taking any tablet, contraceptive protection may be reduced. The management of missed tablets can be guided by
the following two basic rules:
1. Tablet-taking must never be discontinued for longer than 7 days.
2. Seven days of uninterrupted tablet-taking are required to attain adequate suppression of the hypothalamic-pituitary-
ovarian-axis.
Week 1: The woman should take the last missed tablet as soon as she remembers, even if this means taking two tablets
at the same time. She then continues to take tablets at her usual time. In addition, a barrier method such as a condom
should be used for the next 7 days. If intercourse took place in the preceding 7 days, the possibility of a pregnancy should be
considered
Week 2: The woman should take the last missed tablet as soon as she remembers, even if this means taking two tablets
at the same time. She then continues to take tablets at her usual time. Provided that the woman has taken her tablets
correctly in the 7 days preceding the first missed tablet, there is no need to use extra contraceptive precautions. However,
if this is not the case, or if she missed more than 1 tablet, the woman should be advised to use extra precautions for 7 days.
-Advice in case of gastrointestinal disturbances: If vomiting occurs within 3-4 hours after tablet-taking, absorption may
not be complete. In such an event, the advice concerning missed tablets, (see above), is applicable.
-How to delay a period :To delay a period the woman should continue with another pack of dienogest/ Ethinylestradiol.
The extension can be carried on for as long as wished until the end of the active tablets in the second pack. During the
extension the woman may experience breakthrough-bleeding or spotting.
*Diminished efficacy of COCs by enzyme-induction
e.g.: Phenytoin, barbiturates, primidone, carbamazepine, rifampicin, and possibly also, topiramate, griseofulvin.
*Substances decreasing the clearance of COCs
azole antifungals (e.g. ketoconazole, itraconazole, voriconazole, fluconazole), cimetidine, verapamil, clarithromycin,

erythromycin, diltiazem, antidepressants may increase plasma levels of the oestrogen or progestogen or both.
Dosage and Admisitration:

Tablets must be taken in the order directed on the package every day taken continuously for 21 consecutive days at about
the same time. Each subsequent pack is started after a 7-day tablet free interval.

How to start dienogest /ethinyloestradiol:

Tablet-taking has to start on Day 1 of the menstrual bleeding. If dienogest /ethinylestradiol is started on day 1 there is no
need to employ an additional barrier method of contraception during the first cycle.

Starting on Day 2-5 of menstrual bleeding is allowed, but during the first cycle a barrier method is recommended in
addition for the first 7 days of tablet-taking.

» Changing from a combined hormonal contraceptive (COC) or vaginal ring:

The woman should start with dienogest /ethinylestradiol preferably on the day after the last active tablet of her previous
COC. In case a vaginal ring has been used, the woman should start taking dienogest / ethinylestradiol preferably on the
day of removal of the ring, but at the latest when the next application would have been due.

* Changing from a progestogen-only method (minipill, injection, implant) or from a progestogen-releasing intrauterine
system (IUS):

The woman may switch from the minipill on any day, from an implant or the IUS on the day of its removal, or from an
injectable when the next injection would be due, but in all of these cases she should be advised to additionally use a
barrier method for the first 7 days of tablet-taking.

* Following first-trimester abortion

The woman may start immediately. When doing so, she need not take additional contraceptive measures.

* Following delivery or second-trimester abortion

Women should be advised to start on Day 21 to 28 after delivery or second-trimester abortion. When starting later, the
woman should be advised to additionally use a barrier method for the first 7 days of tablet- taking. However, if intercourse
has already occurred, pregnancy should be excluded before the actual start of COC use or the woman has to wait for her
first menstrual period.

Common side effects

Side effects which occur in more than 1% of users are categorized as common and these include: Headaches ,Sore throat,
Inflammation of this bronchus, causing a persistent chesty cough (Bronchitis), Inflammation of the bladder,Breast may
feel tender, Inflammation of the vagina, Influenza-like symptoms, Fungal infections, Nausea and vomiting, Diarrhoea.
Uncommon side effects

The following adverse effects have been reported in patients using dienogest/Ethinylestradiol. However, these have neither
been confirmed nor refuted.

Cardiovascular side effects such as deep vein thrombosis (clots in the veins of the legs), stroke, high blood pressure,
Depression,Mood alterations , Inappropriate milk production,Changes in your sex drive, Voice changes, Blurry vision,
Intolerance to contact lenses,Fluid retention and weight changes

Storage:

Dienogest/Ethinylestradiol tablets are contained in blister packs. Each blister contains 21 white active tablets containing
dienogest 2 mg and ethinylestradiol 0.03 mg. Store below 30°C and protect from moisture and light.
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