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SCHEDULING STATUS[53]

1. NAME OF THE MEDICINE
RUBV 3 mg/0,03 mg, film coated tablets

2 QUALITATIVE AND QUANTITATIVE COMPOSITION
Fach active film coated tablet contalns drospirenone 3 mg and ethinylestradiol 0,03 mg.

RUBY contains sugar (lactose monohydrate 62,00 mg and lactose anhydrous 89,50 mg).
For the fulllist of exciplents, see sectron 6.1.

. PHARMACEUTICAL FORM
ilm coated tablets.
1 active round, yellow film coated tahlets 7 round, plain, white inactive film coated tablets.

4 CLINICAL PARTICULARS
A.1 Therapeutic indications
RUBV is indicated for the prevention ot pregnancy (oral contraception).

4 2 Posology and method of admrmstrahon
Method of administration
Oral use.

Taking RUBY for the first time :
he first tablet should be started on the first day of the menstrual cycle (day 1 of the cycle)
Y selecting the appropriate tablet for that day of the week (e.g. MON for Monday). One
ablet should be taken daily (preferably after the evening or at bedtime) for 28 consecutrve
ays. The tablet is swallowed whole with some liquid.
Withdrawal bleeding usually starts on day 2 - 3 after starting the inactive white tablets and
may not have finished before the next pack is started. Each subsequent pack is started the'
day after the last tablet of the current pack. If RUBY is started during the last part of the
Wweek, the very first cycle may be slrghtly shortened.

How to start RUBY

No preceding hormonal contraceptive uses (in the past month)

Tablet-taking has to start on day 1 of natural cycle (i.e., the first day of the menstrual
bleeding). An additional barrier method is recommended for the first 7 days of tablet- taklng
durrng the first cycle. :

L‘hanglng from another combined oral pontraceptrve vaginal ring, or transdermal patch
fo RUBY

The first RUBY tablet should be taken on the day after the last active tablet of the prewous
combined oral contraceptive, but at thé latest on the day following the usual tablet-free or
inactive tablet interval of the previous combined oral contraceptive. :
In case a vaginal ring or transdermal patch has been used, the woman should start using
RUBY preferably on the day of removal, but at the latest when the next application would
have been due.

phangmg from a progestogen-only- pr// (POP), mini-pill, injection, implant or from a
progestogen-releasing intrauterine system (IUS)

Switching from mini pills to RUBY can be done on any day, from an implant or |ntrauter|ne
gysltjem on the day of its removal and from an injectable when the next injection would
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In all these cases additional contraceptrve precautions are required for the first 7 days of
fablet-taking.

Following 1¢ trimester abortion or mrscarr/age
?ral contraception may be started |mmed|ately Additional contraceptive precautions are
ot required.

Following delivery or 2 trimester abamon or miscarriage

For use in lactation — see section 4.6. :

Oral contraception can be started by non- lactating women 21 - 28 days after a delivery or
2 trimester abortion. If oral contraceptron is started later, one of the barrier methods as
additional contraceptive precaution is also required for the first 7 days. :
If intercourse has already taken place, pregnancy should be excluded before tablet intake i |s
Started or it should be delayed until the first menstrual bleeding.

Management of missed tablets !

Missed hormone-free white film-coated tablets can be disregarded. However, they should

be discarded to avoid unintentionally prolonging the hormone-free white tablet phase. The :

tollowrng advice only refers to missed hormone -containing yellow film-coated tablets: :

f the user is less than 12 hours Iate in taking the yellow active tablet
Contraceptive protection is not reduced, and additional contraceptive precautions are

scheduled time.

f the user is more than 12 hours late in taking the yellow active tablet

f she is more than 12 hours late in taking any active tablet, contraceptive protection may
pe reduced. The management of missed tablets can be guided by the following two basic
rules:

» tablet-taking must never be discontinued for longer than 7 days

# uninterrupted tablet-taking for 7 days are required to attain adequate suppression of the
| hypothalamic-pituitary-ovarian axis.

Accordingly the following advice can be given in daily practice:

First 7 days of active tablet-taking (Day 1 - 7)

The user should take the last missed tablet as soon as she remembers, even if this means
taklng 1wo tablets at the same time. She then continues to take tablets at her usual time.
n addition, a barrier method such as a condom should be used for the next 7 days. If
Intercourse took place in the preceding 7days, the possibility of a pregnancy should be
considered. The more tablets that are missed and the closer they are to the inactive tablet
phase, the higher the risk of a pregnancy.

?econd 7 days of active tablet-taking (Day 8 - 14)

he user 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.
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Third 7 days of active tablet-taking (Day 15 - 21)

The risk of reduced reliability is imminent because of the forthcoming inactive tablet phase.

However, by adjusting the tablet-intake schedule, reduced contraceptive protection can

still be prevented. If either of the following two options is adhered to, there is no need to

use extra contraceptive precautions, provided that in the 7 days preceding the first missed
tablet the woman has taken all tablets correctly. If this is not the case, the woman should
be advised to follow the first of these two options, and also to use extra precautions for
the next 7 days.

. The user 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 until the active tablets are used up. The 7 inactive tablets must be discarded.
The next pack must be started right away. The user is unlikely to have a withdrawal
bleed until the end of the active tablets section of the second pack, but she may
experience spotting or breakthrough bleeding on active tablet-taking days.

. The woman may also be advised to discontinue active tablet-taking from the current
pack. She should then have a tablet-free interval of up to 7 days, including the days
she missed tablets, and subsequently continue with the next pack, starting in the silver

| section with the tablet for the appropriate day of the week.

If the woman missed active tablets and subsequently has no withdrawal bleed in the
inactive tablet phase, the possibility of a pregnancy should be considered.
|
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Inactive tablet-taking

Missing any of the white inactive tablets can be ignored but beginning a new cycle on time
Is essential. However, they should be discarded to avoid unintentionally prolonging the
Inactive tablet phase.

t\dwce in case of gastrointestinal disturbances

In case of severe gastrointestinal disturbances, absorption may not be complete and

additional contraceptive measures should be taken.

If vomiting occurs within 3 - 4 hours after active tablet taking, the advice concerning
issing tablets is applicable. If the woman does not want to change her normal tablet-
aking schedule, she must take the extra tablet(s) needed from another pack.

'ostponing a period
n order to postpone the menstrual bleeding, a new pack of RUBY should be started without
aking the inactive white tablets from the current pack. The extension can be carried on
or as long as wished until the end of the second pack. During the use of the second pack,
reakthrough-bleeding or spotting may occur. Regular intake of RUBY can be restored after
the usual 7 white inactive tablets or tablet-free days.
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Special populations

(eriatric patients

Not applicable. RUBY is not indicated after menopause.

Patients with hepatic impairment
RUBY is contraindicated in women with severe hepatic diseases (see section 4.3).

Patrents with renal impairment

RUBY is contraindicated in women with severe renal insufficiency or acute renal failure
(see section 4.3).
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Paediatric population

Children and adolescents

RUBY is only indicated after menarche. There are no data indicating that safety and efficacy
tn this young age group is different from that known in women aged above 18 years.

4.3 Contraindications
RUBY should not be used in the following conditions. Should any of the conditions appear
for the first time during RUBY use, the product should be stopped immediately.

“Risk Tactors for arterial thromboembolic complications when using RUBY:
increasing age

smoking (with heavier smoking and increasing age, the risk increases further, women
over 35 years should be strongly advised not to smoke if they wish to use a combined
oral contraceptive)

dyslipoproteinaemia

hypertension

valvular heart disease

atrial fibrillation.

There is no consensus about the possible role of varicose veins and superficial
thrombophlebitis in venous thromboembolism.

The increased risk of thromboembolism in the puerperium must be considered (see section 4.6).
The presence of one or more serious risk factors or multiple risk factors for venous arterial
disease respectively, can also constitute to a contraindication. Possible symptoms of
thrombosis should be reported, and anticoagulant therapy should be considered. Other
medical conditions which have been associated with adverse vascular events include
diabetes mellitus, systemic lupus erythematosus, haemolytic uremic syndrome, and
chronic inflammatory bowel disease (Crohn’s disease or ulcerative colitis) and sickle cell
disease. An increase in frequency or severity of migraine may be reason for immediate
discontinuation of RUBY.

48Undesirableeffects — — ~ ~ ~~ ~ "~~~ "~~~ """ "7 77
a. Summary of the safety profile

The most serious adverse effects associated with the use of combined oral contraceptives
are also listed under section 4.4.

b. Tabulated list of adverse reactions

System organ class Frequency Side effects
Immune system Less frequent Asthma, hypersensitivity
disorders

Endocrine disorders Frequency
unknown changes in glucose tolerance or effect
on peripheral insulin resistance,
Crohn’s disease, ulcerative colitis,
chloasma

Pancreatitis, gall stone formation,

Psychiatric disorders | Frequent Depression/depressive mood,
emotional lability, decrease and loss

of libido
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Biochemical factors that may be indicative of hereditary or acquired p Less frequent Increased libido '
for venous or arterial thrombosis include activated protein C (APC) resistance, Nervous system Frequent Headache, drowsiness |
hyperhomocysteinaemia, antithrombin-Ii deficiency, protein C deficiency, protein S disorders ’ |
ipid antibodies (anti p ibodies, lupus I - |
Migraine Eye disorders Less frequent Contact lens intolerance |
An increase in frequency or severity of migraine during combined oral contraceptive use Ear and labyrinth Frequency Hypoacusis |
(which may be prodromal of a cerebrovascular event) may be a reason for immediate disorders unknown u
discontinuation of the combined oral contraceptive, such as RUBY (see section 4.3). - — i
Tumours Vascular disorders Frequent Migraine :
An increased risk of cervical cancer has been reported in long-term users of combined oral Less frequent Hypertension, hypotension |
contraceptives. . |
The most important risk factor for cervical cancer is persistent human papilloma virus Frequency Venous thromboembolism (VTE), |
infection. Some epidemiological studies have indicated that long term use of combined unknown arterial thromboembolism (ATE), |
oral contraceptives may further contribute to this increased risk but there continues to be venous and arterial thromboembolic |
controversy about the extent to which this finding is attributable to confounding effects e.g. events” (peripheral deep venous
cervical screening and sexual behaviour including the use of barrier contraceptives. thrombosis and |
L X X X pulmonary vascular occlusion, 1
Benign liver tumours, and malignant liver tumours have been reported in users of thrombosis, embolism and infarction/ |,
combined oral contraceptives. These tumours have led to life-threating intra-abdominal myocardial infarction and stroke not |,
haemorrhages. A hepatic tumour should be considered in the differential diagnosis when specified as haemorrhagic)* |
severe upper abdominal pain, liver or signs of intra inal haemorrhage - - - - \
occur in women taking combined oral contraceptives. Gastrointestinal Frequent Nausea, abdominal pain |
Malignancies may be life threatening or may have a fatal outcome. disorders Less frequent Vomiting, diarhoea 1
Breast cancer — " - - -
RUBY contains oestrogen and progestogen which, on prolonged use, may increase the Hepatobiliary disorders | Frequency Liver tumours (benign and malignant),
risk of developing breast cancer. A meta-analysis of prospective epidemiological studies unknown jaundice, alterations in liver function
from 1992 - 2018 reported a significant increase in the risk of developing breast cancer tests
in 55,575 women 40 - 59 years of age who used menopausal hormone therapy (MHT). Skin and subcutaneous | Less frequent Acne, eczema, pruritis, alopecia,
The risk increased steadily with duration of use and was slightly greater for oestrogen- tissue disorders hirsufism ! !
prc than only pi ions, and the risk persisted for more than
10 years after stopping the treatment The relative risk (RR) to develop breast cancer for Frequency Erythema nodosum*, erythema
was 1.60 at 1 - 4 years and RR = 2.08 at 5 - 14 years, unknown multiforme*

while that for oestrogen onIy preparations was 1.17 at 1 - 4 years and 1.33 at 5 - 14 years.
There was no risk of developing breast cancer in women who started MHT at 60 years

of age.

All women on RUBY should receive yearly breast examinations by a healthcare provider
and perform monthly breast self-examinations. Mammography evaluations should be done
based on patient age, risk factors, and prior mammogram results.

Other conditions
Potassium sparing medication
The p in RUBY i an aldosterone antagonist with

sparing properties. Potassium excretion capacity may be limited in patients with renal
insufficiency. In a clinical study, drospirenone intake did not show an effect on serum
potassium concentration in patients with mild or renal i i
risk for hyperkalaemia can be assumed only for patients with renal impairment whose
pre-treatment serum potassium is in the upper reference range, and who are additionally
using potassium sparing medicines. Therefore, it is recommended to check serum
potassium during the first treatment cycle in patients presenting with renal insufficiency
and a pre-treatment serum potassium in the upper reference range, and particularly during
concomitant use of the following medicines during the first treatment cycle (see sections
4.3and 4.5)

 angiotensin-converting enzyme (ACE) inhibitors

angiotensin Il receptor antagonists

aldosterone antagonists

potassium sparing diuretics

nonsteroidal anti-inflammatory drugs (NSAIDs) (used for long term treatment).

Hypertriglyceridaemia
Women with hypertriglyceridaemia, or a family history thereof, may be at an increased risk
of pancreatitis when using RUBY.

Blood pressure
Although small increases in blood pressure have been reported in many women taking
combined oral contraceptives such as RUBY, clinically relevant increases are rare. Only
in these rare cases an immediate discontinuation of combined oral contraceptives use is
justified. If, during the use of a combined oral contraceptive in pre-existing hypertension,
constantly elevated blood pressure values or a significant increase in blood pressure do
not respond adequately to antihypertensive treatment, RUBY must be withdrawn. Where:
considered appropriate, combined oral contraceptive use may be resumed if nor

Reproductive system Frequent
and breast disorders

Vaginal discharge, vaginal candidiasis,
menstrual disorders, intermenstrual
bleeding, breakthrough bleeding

or spotting, breast tenderness,

breast pain
Less frequent Breast hypertrophy, vaginal infection
Frequency Breast secretion, malignant neoplasms
unknown
General disorders and | Less frequent Fluid retention, weight loss or gain,
administrative site fatigue, fever
conditions

*Post-marketing reported adverse events.

¢. Description of selected adverse reactions

Increased risk of adverse effects:

As discussed in section 4.4, women using combined hormonal contraceptives (CHCs)

are at increased risk of arterial and venous thrombotic and thromboembolic events,
including myocardial infarction, stroke, transient ischaemic attacks, venous thrombosis and
pulmonary embolism.

Serious adverse effects in women using combined oral contraceptives (COCs):
Venous thromboembolic disorders, arterial thromboembolic disorders, hypertension, liver
tumours.
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Deterioration or occurrence of the following serious adverse effects are inconclusive in |
|
|
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women using COCs:
Crohn’s disease, ulcerative colitis, epilepsy, uterine myoma, porphyria, systemic lupus
erythematosus, herpes gestationis, Sy 's chorea, ytic uremic sy

cholestatic jaundice, chloasma, acute or chronic disturbances of liver function (which may |
necessitate discontinuation), symptoms of angioedema that may be induced or exacerbated r
in those women with hereditary angioedema exogenous oestrogens.

Interactions:
Concomitant use with enzyme inducing medicines may result in breakthrough bleeding
and/or ptive failure (see section 4.5).

values can be achieved with antihypertensive therapy.

The following conditions have been reported to occur, or deteriorate with both pregnancy
and combined oral contraceptives use but the relevance of an association with RUBY is
inconclusive:

* jaundice and/or pruritus related to cholestasis

* gallstone formation

porphyria

systemic lupus erythematosus

haemolytic uremic syndrome

Sydenham’s chorea

herpes gestationis

otosclerosis related hearing loss.

Angioedema
In women with hereditary angioedema, exogenous oestrogens may induce or exacerbate
symptoms of angioedema.

Cholestatic jaundice

Acute or chronic disturbances of liver function may necessitate the discontinuation of RUBY
use until markers of liver function return to normal. Recurrence of cholestatic jaundice
and/or cholestasis-related pruritus, which previously occurred during pregnancy or during
previous use of sex steroids, necessitates the discontinuation of RUBY.

Diabetes mellitus

Although RUBY may have an effect on peripheral insulin resistance and glucose tolerance,
there is no evidence for a need to alter the therapeutic regimen in diabetics using RUBY due
to its low ethinylestradiol content of 0,03 mg per tablet. However, diabetic women should
be carefully observed, particularly in the early stage of RUBY use.

Crohn’s disease and ulcerative colitis
Worsening of endogenous depression, of epilepsy, of Crohn’s disease and of ulcerative
colitis has been reported during RUBY use.

The following conditions may develop or worsen with the use of RUBY:

Chloasma

May occur occasionally, especially in women with a history of chloasma gravidarum.
Women with a tendency to chloasma should avoid exposure to the sun or ultraviolet
radiation when taking RUBY.

Respiratory
Asthma may worsen in women using RUBY.

Depressed mood and depression

Depressed mood and depression are well-known undesirable effects of hormonal
contraceptive use (see section 4.8). Depression can be serious and is a well-known risk
factor for suicidal behaviour and suicide. Women should be advised to contact their medical
practitioner in case of mood changes and depressive symptoms, including shortly after
initiating the treatment.

Medical examination/consultation

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicine is important.

It allows continued monitoring of the benefit/risk balance of the medicine. Healthcare
providers are requested to report any suspected adverse drug reactions to SAHPRA via the
Med Safety APP (Medsafety X SAHPRA) and eReporting platform (who-umc.org) found on
the SAHPRA website.

An email can be sent directly to the company, pharmacovigi D ics.co.za,
to ensure safety of the product.

4.9 Overdose

Signs and symptoms:

Nausea, vomiting and slight vaginal bleeding in young girls.

Management of overdose:

There is no known antidote, and the treatment should be symptomatic and supportive.

5. PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties

Phar ic group: F and oestrogens, fixed combinations
ATC code: GO3AA12

Phar i ification: A 18.8 Ovulation ing agents
Mechanism of action:

Drospirenone and ethinylestradiol act to suppress gonadotropins, which is achieved
through inhibition of ovulation and alterations to both the cervical mucus and endometrium.
Drospi possesses anti and mild ticoid

propemes butno oestrogenic, glucocorticoid and antlglucocomcmd activity.

5.2 Pharmacokinetic properties

Drospirenone

Absorption:

Orally administered drospirenone is rapidly and almost completely absorbed. Maximum
concentrations of drospirenone in serum of about 37 ng/mL are reached at about

1 - 2 hours after single ingestion. Bioavailability is between

76 % and 85 %. Concomitant ingestion of food has no influence on bioavailability.

Distribution:

Drospirenone is widely distributed with the apparent volume distribution of about

3,7 - 4,2 Lkg. Drospirenone does not bind to sex hormone binding globulin (SHBG) or
corticosteroid binding globulin (CBG). Only 3 - 5 % of the total medicine concentrations
are present as free steroid, 95 - 97 % are non-specifically bound to albumin. The
ethinylestradiol-induced increase in SHBG does not influence the serum protein binding
of drospirenone.

Biotransformation:
Drospirenone is extensively metabolised with a half-life of about 30 hours. The major

Prior to the initiation or of RUBY a lete medical history family in the plasma are the acid form of drospirenone, generated by opening of

history) should be taken and pregnancy must be ruled out. Blood pressure shouldbe the lactone ring, and the 4,5-dihydro-drospirenone-3-sulphate, both of which are formed

measured and a physical examination should be performed, guided by the n: without i of the P450 system. Drospirenone is metabolised to a minor extent

(see section 4.3) and warnings (see section 4.4). It is important to draw a woman's by cytochrome P450 3A4 based on in vitro data. The clearance rate from serum is about

attention to the information on venous and arterial thrombosis, the symptoms of VTE and 1,2 - 1,5 mL/min/kg. When drospi was acutely co with ethiny ),

ATE, the known risk factors and what to do in the event of a suspected thrombosis. no direct interaction was found.

The woman should also be instructed to carefully read the user leaflet and to adhere to the

advice given. The frequency and nature of examinations should be based on established Elimination:

practice guidelines and be adapted to the individual woman. Drospirenone serum levels decrease in two phases. The terminal disposition phase is
characterised by a half-life of app! ly 31 hours. Drospi is not excreted in

Women should be advised that oral contraceptives do not protect agalnst human
immunodeficiency virus (HIV) infections (acquired immunc (AIDS)) and
other sexually transmissible diseases.

The efficacy of combined oral contraceptives may be reduced in the event of missed
tablets, vomiting or severe diarrhoea (see section 4.2), or concomitant medication (see
section 4.8) which may interact with combined oral contraceptives.

Reduced cycle control

Irregular bleeding (spotting or breakthrough bleeding) may occur especially during the first
months of use. The evaluation of any irregular bleeding is only meaningful after an adaption
of about three cycles.

If bleeding irregularities persist or occur after previously regular cycles, then non-hormonal
causes should be considered, and adequate diagnostic measures are indicated to exclude
malignancy or pregnancy. These may include curettage.

In some women withdrawal bleeding may not occur during the inactive tablet phase. If
RUBY has been taken according to the directions described under section 4.2, it is unlikely
that the woman is pregnant. However, if RUBY has not been taken according to these
directions prior to the first missed withdrawal bleed or if two withdrawal bleeds are missed,

hepatic tumours, benign or malignant (presence or history)

personal and family history of breast cancer

previous proven deep-vein thrombosis (DVT)

previous pulmonary embolism

inherited thrombophilia

patients known with inherited genetic mutations: BRCA1 and BRCA2 genes

early menstrual periods (before the age of 12 years)

hist())ry of non-cancerous breast diseases (atypical hyperplasia or lobular carcinoma in
situ

previous treatment using radiation therapy to the chest or breast

previous exposure to diethylstilbestrol (DES)

known or suspected malignant conditions of the genital organs or the breasts if sex
steroid-influenced

vaginal bleeding (abnormal or undiagnosed)
history of migraine headaches with focal gi
pregnancy (known or suspected)

major surgery with prolonged immobilisation.

& hypersensitivity to drospirenone, ethinylestradiol or to any of the ingredients of RUBY
! (see section 6.1)

‘h hereditary or acquired predisposition for venous or arterial thrombosis, such as activated
| protein C-resistance, antithrombin-Ill-deficiency, protein C- deficiency, protern S

| Geficiency, hyperhomocysternaemra and antiphospholipid antibodi pin-
| antibodies, lupus anticoagulant)

# deep venous thrombosis or pulmonary embolism (present or history)

# arterial thrombosis (e. accident, my ial infarction) or prodromal
| conditions (€.g. angina pectons transient ischemic attack) (present or history)

» severe or multiple risk factor(s) for arterial factors:

|+ diabetes mellitus with vascular symptoms

\* uncontrolled hypertension

|+ severe dyslipoproteinaemia

|+ smoking tobacco

|+ underlying abnormality of the coagulation system

» active and severe hepatic disease (presence or history), cholestatic or active

» severe renal insufficiency or acute renal failure. Potassium excretory capacity may

1 be limited in patients with renal insufficiency. These patients must be monitored for

I hyperkalaemia when additionally, potassium sparing medicines are taken
I (see sections 4.4 and 4.5)
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(see section 4.4)
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.4 Special warnings and precautions for use
f any of the following conditions/risk factors mentioned below is present, appear for the
first time or aggravate, the benefits of using RUBY must be weighed against possible risks
for each individual woman and discussed with the woman before she decides to start using
the medicine. In the event of bation o first of any of these
conditions or risk factors, the woman should contact her medical practrtroner The medical
practitioner should then decide on whether RUBY's use should be discontinued.

|

Circulatory disorders

An increased risk for venous (deep vein thrombosis, pulmonary embolism) and arterial
(myocardial infarction, transient ischaemic attack) thromboembolism have been associated
with the use of combined oral contraceptives.

The risk for venous thromboembolism is highest during the first year of use. This increased
nsk is present after initially starting a combined oral contraceptive, such as RUBY, (following
4 week or greater pill-free interval) the same or a different combined oral contraceptive.
gtudy data suggests this increased risk is mainly present during the first 3 months of use.

Dverall the risk for venous thromboembolism (VTE) in users of low combined oral
contraceptives is two to three-fold higher than for non-users of combined oral
contraceptives who are not pregnant.

Venous thromboembolism (VTE) may be life-threatening or may have a fatal outcome (in

1 - 2 % of the cases).

The occurrence of thrombosis has been reported in other blood vessels e.g. hepatic,
mesenteric, renal, cerebral or retinal veins and arteries, in combined oral contraceptives
including RUBY users. There is no consensus as to whether the occurrence of these events
is associated with the use of combined oral contraceptives such as RUBY.

ymptoms of deep venous thrombosis (DVT) may include:
# unilateral swelling of the leg or along a vein in the leg
© pain or tenderness in the leg which may be felt only when standing or walking,

| Increased warmth in the affected leg; red or discoloured skin on the leg.

Symptoms of pulmonary embolism (PE) may include:

sudden severe pain in the chest, which may increase with deep breathing, whether or
not it radiates to the left arm

sudden onset of unexplained breathlessness or rapid breathing

sudden onset of coughing which may bring up blood

sense of anxiety, severe light headedness or dizziness

rapid or irregular heartbeat.

Some of these symptoms (e.g. shortness of breath, coughing) are non-specific and might

coee -

-

pregnancy must be ruled out before RUBY use is continued.

Concomitant antibiotic therapy:
Oral contraceptive failure may occur with concomitant antibiotic therapy. For maximal
protection, additional non-hormonal contraception is recommended for the duration of
antibiotic therapy and for seven days thereafter. Those on long-term antibiotic therapy need
to only take extra precautions for the first two weeks of antibiotic therapy. Spot‘tlng and
breakthrough bleeding are possible signs of dimini:

unchanged form. Its metabolites are excreted ata biliary to urinary ratio of about 1,2 - 1,4.
The half-life of metabolite excretion with the urine and faeces is about 1,7 days.

Steady-state conditions:
Drospi inetics are not i by SHBG levels. Following daily
ingestion, medicine serum levels increase about two to threefold reaching steady-
state conditions during the second half of a treatment cycle. Maximum steady-state
concentrat|ons of drospirenone in serum of about 70 ng/mL are reached after 8 days of

. Sert levels by a factor of about 3 as a consequence
of the ratio of terminal haIf-Iife and dosing interval.

Pharmacokinetics in special patient groups

Effect on renal impairment:

Steady-state serum drospirenone levels in women with mild renal impairment (creatinine
clearance CLcr, 50 - 80 mL/minute) were comparable to those of women with normal renal
function (CLcr, > 80 mL/minute). The serum drospirenone levels were on average 37 %
higher in women with moderate renal impairment (CLcr, 30 - 50 mL/minute) compared to
those in women with normal renal function. Drospirenone was well tolerated by all groups.
Drospirenone treatment did not show any clinically significant effect on serum potassium
concentration. Severe renal impairment was not studied.

Effect on hepatic impairment:

In women with moderate hepatic impairment (Child-Pugh B), mean serum drospirenone
concentration — time profiles were comparable with those of women with normal hepatic
function during the absorption/distribution phases, with similar Crex values.

The mean terminal half-life of drospirenone for the volunteers with moderate hepatic

Lactose: impairment was about 1,8 times greater than for volunteers with normal hepatic function.
RUBY contains lactose. Patients with rare hereditary p of An approxi y 50 % decrease in apparent oral clearance (CL/f) was seen in volunteers
total lactase defici or glucose- should not take RUBY. with hepatlc as compared to those with normal liver function.

4.5 Interaction with other medicines and other forms of interaction

Medicines that increase clearance and clearance efficacy by enzyme induction:

An increased clearance of sex hormones, which lead to reduced contraceptive protection
and increased breakthrough bleeding, have been associated with the concomitant use

The observed decline in drospirenone clearance in volunteers with moderate hepatic
impairment compared to normal volunteers did not translate to any apparent difference in
terms of serum potassium concentrations between the two groups of volunteers.

Ethinylestradiol

of hydantoins, barbiturates, bosentan, carbamazepine, p in, primidone, ri
and HIV medicines ritonavir, nevirapine and efavirenz, and possibly also oxcarbazeplne

Orally administered ethinylestradiol is rapidly and completely absorbed. Peak serum
of about 54 - 100 pg/mL are reached within 1 - 2 hours. During absorption

topiramate, felbamate, griseofulvin and the herbal remedy St. John's wort (Hyp
perforatum).

Women on short-term treatment (up to one week) with any of the above-mentioned
classes of medicines or individual medicines should temporarily use a barrier method in
addition to the combined oral contraceptive (i.e. during the time of concomitant medicine
administration) and 28 days after use.

Long-term treatment: stopped
In women on long-term treatment with hepatic enzyme-inducing active substances,
another reliable, non-hormonal, method of contraception is recommended.

Antibiotics (interference with enterohepatic circulation)

Some clinical reports suggest that enterohepatic circulation of oestrogens may decrease
when certain antibiotic medicines are given, which may reduce ethinylestradiol
concentrations (e.g. penicillins, tetracyclines).

Reduced contraceptive effectiveness is also known with antibiotics such as ampicillin and
tetracyclines and the antifungal, griseofulvin.

Long-term users of antibiotic therapy should be advised to use an alternative or additional
method of ion to avoid an pregnancy.

Women on rifampicin treatment should use a barrier method in addition to the combined
oral contraceptive during the time of ntamprcrn administration and for 28 days after its
discontinuation. If itant medici inistration runs beyond the end of the active
tablets in the RUBY blister pack, the next RUBY pack should be started without the usual
inactive tablet interval.

The dose of RUBY may be increased in women receiving chronic treatment with hepatic
enzyme inducing medicines. If a high contraceptive dosage appears to be unsatisfactory
or unreliable (in the case of irregular bleeding) another non-hormonal, method of
contraception should be advised.

and first-liver passage, ethinylestradiol is metabolised extensively resulting in a mean
oral bioavailability of about 45 % with a large interindividual variation of about 20 - 65 %.
Concomitant intake of food reduced the bioavailability of ethinylestradiol in about 25 % of
the investigated subjects while no change was observed in the others.

Distribution:

The bioavailability is 40 % after oral inistration and serum ethi ol is widely
distributed (4 - 5 litres per kilogram) in the body. It is highly protein bound, but unlike
naturally occurring oestrogens which are mainly bound to sex hormone binding globulin,
ethinylestradiol is principally bound to albumin (approximately 98 %) and induces an
increase in the serum concentrations of SHBG. An apparent volume of distribution of about
2,8 - 8,6 L/kg was determined.

B|otranstormat|on

is subject to p i jugation in both small bowel mucosa and the
Ilver Ethi ol is prrmanly ised by aromatic hy ion but a wide variety
of hydroxylated and methylated metabolites are formed, and these are present as free
ides and sulphate. The clearance rate was

and as with gf
reported to be about 23-7 mL/min/kg.

Elimination:

It is extensively metabolised with a half-life of about 24 hours. Ethinylestradiol is
excreted in the urine and faeces as glucuronide and sulphate conjugates and undergoes
enterohepatic circulation. Ethinylestradiol metabolites are excreted at a urinary to biliary
ratio of 4:6.

Steady-state conditions:
Steady-state conditions of ethinylestradiol are reached during the second half of a

Substances interfering with the metabolism of ined oral ives such as
RUBY (enzyme inhibitors):

Inhibitors of the cytochrome P450 systems are unlikely to influence the metabolism of
drospirenone as the main are without the i of this system.

The clinical of potential i with enzyme inhibitors remains unknown.

Concomitant administration of strong CYP3A4 inhibitors can increase plasma
concentrations of the oestrogen or the progestin or both.

In a multiple dose study with a drospirenone (3 mg/day)/ethinylestradiol (0,02 mg/day)
combination, co-administration of the strong CYP3A4 inhibitor ketoconazole for 10
days increased the AUCe- of drospirenone and ethinylestradiol 2,7 fold and 1,4 fold

cycle when serum medicine levels are higher by 40 - 110 %, as compared to a
single dose.

5.3 Preclinical safety data

In laboratory animals, the effects of drospirenone and ethinylestradiol were confined to
those iated with the phar action. In particular, reproduction
toxicity studies revealed embryotoxic and fetotoxic effects in animals which are considered
as species specific. At exposures exceeding those in users of at above normal doses,
effects on sexual differentiation were observed in rat foetuses but not in monkeys.

6. PHARMACEUTICAL PARTICULARS
6.1 List of excipients

respectively.
Etoricoxib doses of 60 - 120 mg/day have been shown to increase plasma concentrations Tablet core active:
of ethinylestradiol 1,4 - 1,6-fold resp y when taken witha i

hormonal contraceptive contalmng 0,035 mg ethinylestradiol.

(XL and XL-10)
Lactose monohydrate
Magnesium stearate

Effects of combined oral contraceptives such as RUBY on other medicines: Maize starch

RUBY may affect the metabolism of certain other medicines. Accordingly, plasma and Polysorbate 80
tissue concentrations may either increase (e.g. ciclosporin) or decrease (e.g. lamotrigine). Povidone K-30
Based on in vitro inhibition studies and in vivo interaction studies in female volunteers Pregelatinised starch
using omeprazole, simvastatin and midazolam as market substrates, an interaction of Tablet core inactive:
drospirenone at doses of 3 mg with the metabolism of other medicines is unlikely. Lactose anhydrous'
Clinical data suggests that ethrnylestradrol is inhibiting the cl of CYP1A2 ium stearate
leading to a weak (e.g. or (e.0. ine) increase in their plasma Povidone K-30

be misinterpreted as more common or less severe events (€.g. respi y tract i

An arterial thromboembolic event can include cerebrovascular accident, vascular occlusion
or myocardial infarction (MI).

fymptoms of a cerebrovascular accident can include:

weakness or very marked numbness suddenly affecting one side or one part of the body
(face, arm or leg)

sudden confusion, trouble speaking, or understanding

sudden partial or complete loss of vision, in one or both eyes, diplopia

sudden trouble walking, dizziness, loss of balance or coordination

any unusual, severe, prolonged headache with no known cause

collapse or fainting with or without focal seizure

sudden pain, swelling and slight blue discolouration of an extremity, acute abdomen.

Symptams of myocardial infarction (Ml) can include:
" pain, discomfort, pressure, heaviness, sensation of squeezing or fullness in the chest,
" arm or below the breastbone
& discomfort radiating to the back, jaw, throat, arm, stomach
& fullness, indigestion or choking teelrng
sweating, nausea, vomiting or dizziness
» extreme weakness, anxiety or shortness of breath
4 rapid or irregular heartbeats.

Arterial thromboembolic events may be life-threatening or may have a fatal outcome.
Risk factors for venous thromboembolic complications when using RUBY:

» increased age

» positive family history of venous thromboembolism (if a hereditary predisposition is
I known or suspected, the woman should be referred to a specialist for advice before
I deciding about any combined oral contraceptive use)

‘t- prolonged immobilisation, major surgery, any surgery to the legs or major trauma. It is
|

|

|

b

B e e

advisable to discontinue the use of RUBY (in the case of elective surgery at least four
weeks in advance) and not resume until two weeks after complete remobilisation in
these situations. Antithrombotic treatment should be considered if the use of RUBY has
not been discontinued in advance

obesity (body mass index more than 30 kg/m?).

Other interactions

The following medications have the potential to increase potassium levels and should be
tested for serum potassium during the first treatment cycle (see sections 4.3 and 4.4):
 ACE inhibitors

* angiotensin Il receptor antagonists

* aldosterone antagonists

 potassium sparing diuretics

* NSAIDs (used for long term treatment).

Coating, active Opadry Il yellow
Polyvinyl alcohol — partially hydrolysed
Titanium dioxide

Macrogol

Talc

Iron oxide yellow

Coating inactive,Opadry Il white:
Polyviny! alcohol

Titanium dioxide

However, in studies g the i of bined with estradiol)
with an ACE inhibitor or indomethacin, no clinically or statrstrcally significant differences in
serum potassium concentrations were observed

Note: The prescribing i ion of ications should be lted to
identify potential interactions.

Changes in laboratory test

The use of RUBY may influence the results of certain laboratory tests e.g. the liver, thyroid,
adrenal and renal functions, plasma levels of proteins (e.g. corticosteroid binding globulin
and lipid/lipoprotein fractions) and carrier proteins, p of

parameters of coagulation and fibrinolysis. Changes generally remain within the normal
laboratory range.

Drospirenone causes an increase in plasma rennin activity and plasma aldosterone is
induced by its mild antimineralocorticoid activity.

4.6 Fertility, pregnancy and lactation

Pregnancy

RUBY is contraindicated during pregnancy. The use of RUBY should be discontinued if
pregnancy is confirmed.

Breastfeeding
RUBY may reduce the productron and change the composition of breast milk. Therefore, the
use of RUBY is not d until the br ing mother has ly weaned

her child. Small amounts of the contraceptive steroids and/or their metabolites may be
excreted with the milk.

4.7 Effects on ability to drive and use machines

No studies on the effects on the ability to drive and use machines have been performed. No
effects on ability to drive and use machines have been observed in users of RUBY. There
are no studies on whether RUBY affects mental or physical abilities to execute tasks or
activities requiring mental alertness, judgment and/or sound coordination and vision.

Talc

6.2 Incompatibilities
Not applicable.

6.3 Shelf life
3years

6.4 Special precautions for storage
Store at or below 25 °C.
Keep in outer container until required for use.

6.5 Nature and contents of container
Aluminium/PVC/PVDC foil blister strips containing 28 tablets packed in an outer carton.

6.6 Special precautions for disposal
No special requirements.
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Pharma Dynamics (Pty) Ltd
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SCHEDULING STATUS:[53

|

! RUBY, 3 mg/0,03 mg, film coated tablets

! Drospirenone and ethinylestradiol

! (lactose monohydrate 62,00 mg and lactose anhydrous 89,50 mg)

|

Read all of this leaflet carefully before you start taking RUBY

» Keep this leaflet. You may need to read it again.

» Ifyou have further questions, please ask your doctor or your pharmacist, nurse or
I other healthcare provider.

» RUBY has been prescribed for you personally and you should not share your

I medicine with other people. It may harm them, even if their symptoms are the same
I asyours.

hat is in this leaflet
. What RUBY is and what it is used for
. What you need to know before you take RUBY
. How to take RUBY
. Possible side effects
How to store RUBY
. Contents of the pack and other information

1. What RUBY is and what it is used for
RUBY contains two different female hormones - drospirenone and ethinylestradiol.
RUBY, containing specific hormones is used to prevent pregnancy.

. What you need to know before you take RUBY
o not take RUBY:
if you are hypersensitive (allergic) to drospirenone, ethinylestradiol or any of the
other ingredients of RUBY (see section 6)
if you know you have a disorder affecting your blood clotting - for instance, protein
C deficiency, protein S deficiency, antithrombin-Il deficiency, factor V Leiden or
antiphospholipid antibodies
if you have thrombosis (formeation of blood clots in the vessels leading to deep
venous thrombosis, pulmonary embolism, heart attack or stroke), are at risk of
thrombosis or have previously had thrombosis or an increased tendency to form
clots (thrombophilia)
if you have any of the following diseases which may increase your risk of a clot in
the arteries:
+ severe diabetes with blood vessel damage
*very high blood pressure
avery high level of fat in the blood (high cholesteral)
* if you are a heavy smoker
if you have jaundice (yellowing of the skin), active liver disease or a severe liver
disorder or a liver fumour
if you have a kidney disorder
if you have any malignant tumours of the breast or womb or if you have a family
history of breast cancer or non-cancerous breast disease
if you inherited genes BRCAT and BRCA2, that may change and increase the
likeihood to get breast, ovarian, and other cancers
if you have vaginal bleeding of unknown origin
if you had early menstrual periods (before the age of 12 years)
if you previously received a cancer treatment that uses high doses of radiation to kil
cancer cells and shrink tumours
if you previously used a medicine containing diethylstilbestrol (a synthetic form of
the female hormone oestrogen) related to complications during pregnancy
if you suffer from migraine headaches
#if you are pregnant, suspecting pregnancy or breastfeeding your baby (see
 Pregnancy and breastfeeding)
# if you need an operation or are off your feet for a long time.

If any of these conditions appear for the first time whilst using RUBY; stop taking it at
once and consult your healthcare provider.

}{lammgs and precautions

ake special care with RUBY:

b if you are at risk of a heart or blood vessel disease (cardiovascular disease)

and thrombosis (risk factors include increased age, thrombosis in the family, no
movement for a long time, overweight, smoking, moderate disturbance of the fat
metabolism, high blood pressure, heartbeat disturbances)

if you have a family history of cervical or breast cancer

if you are taking medicines that affect the potassium levels in your body (e.g. certain
blood pressure and pain medicine)

if you have elevated levels of fat i the blood (hypertriglyceridaemia) or a positive
family history for this condition. Hypertriglyceridaemia has been associated with an
increased risk of developing pancreatits (inflammation of the pancreas)

if you have the following conditions: jaundice, gallstones, porphyria, systemic
lupus erythematosus, haemolytic uremic syndrome, Sydenham’s chorea, herpes
gestationis or otosclerosis related hearing loss. These conditions may develop or
worsen with the use of RUBY

if kyo)u have a hereditary condition of angioedema (swelling of the area beneath the
SKIN)

if you start to vomit or have severe diarrhoea after 3 - 4 hours of taking RUBY

if you suffer from a liver disorder

if you are a diabetic patient

if you suffer from a disease called Crohn’s disease or ulcerative colitis

if you have patchy brown or dark brown skin discolouration that usually occurs on
the face resuting from hormonal changes (chloasma)

if you suffer from asthma.

RUBY, like other hormonal contraceptives, will not protect you against human
immunodeficiency virus (HIV) infection [acquired immunodeficiency syndrome (AIDS)]
and other sexually transmitted diseases.

Effective contraception may be reduced in missed doses, vomiting or severe diarthoea
(see section 3), or when taking other medicines (see Other medicines and RUBY).
RUBY contains an oestrogen, and drospirenone, which may increase the risk of
developing breast cancer in women between 40 - 59 years, during long-term use. All
women on hormone therapy should receive yearly breast examinations by a doctor and
perform monthly self-examinations of their breasts (see Do not take RUBY).

lood clots:
UBY increases your risk of developing a blood clot compared with not taking RUBY. In
fare cases a blood clot can block vessels and cause serious problems.

Blood clots can develop:

» inveins (referred o as a venous thrombosis or venous thromboembolism (VTE)

» inthe arteries (referred o as an arterial thrombosis or arterial thromboembolism

| .

Recovery from blood clots is not always complete. Rarely, there may be serious lasting
effects or, very rarely, they may be fatal.

Itis imﬁonant to remember that the overall risk of a harmful blood clot due to RUBY

is smal
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k urgent medical attention if you notice any of the following signs or symptoms:

Are you experiencing any of these signs? What are you
possibly suffering
from?

Swelling of one leg or along a vein in the leg or foot
especially when accompanied by:

*pain or tendemess in the leg which may be feft only
when standing or walking

increased warmth in the affected leg

change in colour of the skin on the leg e.g. tuming pale,
red or blug.

sudden unexplained breathlessness or rapid breathing [ Pulmonary embolism
sudden cough without an obvious cause, which may
bring up blood

sharp chest pain which may increase with deep
breathing

severe light headedness or dizziness

rapid or irregular heartbeat

severe pain in your stomach.

If you are unsure, talk o a doctor as some of these
‘symptoms such as coughing or being short of breath may
be mistaken for a milder condition such as a respiratory
fract infection (e.g. a ‘common cold').

Symptoms most commonly occur in one eye:

immediate loss of vision or

painless blurring of vision which can progress to loss of
vision.

chest pain, discomfort, pressure, heaviness | Heartatack
sensation of squeezing or fullness in the chest, arm or
below the breastbone

fullness, indigestion or choking feeling

upper body discomfort radiating to the back, jaw, throat,
arm and stomach

sweating, nausea, vomiting or dizziness

extreme weakness, anxiety, or shortness of breath

rapid or iegular heartheats.

Deep vein thrombosis

Retinal vein thrombosis
(blood clot in the eye)

sudden weakness or numbness of the face, arm orleg, ~ | Stroke
especially on one side of the body

sudden confusion, trouble speaking or understanding
sudden trouble seeing in one or both eyes

sudden trouble walking, dizziness, loss of balance or
coordination

sudden, severe or prolonged headache with no known
cause

loss of consciousness or fainting with or without seizure.
Sometimes the symptoms of stroke can be brief with an
almost immediate and full recovery, but you should stil
seek urgent medical attention as you may be at risk of
another stroke.

«swelling and slight blue discolouration of an extremity |Blood clots blocking

* _severe pain in your stomach (acute abdomen). other blood vessels

Blood clots in a vein:

What can happen if a blood clot forms in a vein?

* RUBY has been connected with an increase in the risk of blood clots in the vein
(venous thrombosis). However, these side effects are rare. Most frequently, they
occur in the first year of use of RUBY

« ifablood clot forms in a vein in the leg or foot it can cause a deep vein thrombosis

(ovn

« ifablood clot travels from the leg and lodges in the lung it can cause a pulmonary
embolism (P!

«very rarely a clot may form in a vein in another organ such as the eye (retinal vein
thrombosis).

When is the risk of developing a blood clot in a vein highest?

The risk of developing a blood clot in a vein s highest during the first year of taking
RUBY for the first time. The risk may also be higher if you restart taking RUBY (the same
product or a different product) after a break of 4 weeks or more.

After the first year, the risk gets smaller but is always slightly higher than if you were
not taking RUBY.
* when you stop RUBY your risk of a blood clot retumns to normal within a few weeks.

Whatis the risk of developing a blood clot?

The risk depends on your natural risk of VTE and the type of combined hormonal
contraceptive you are taking.

The overall risk of a blood clot in the leg or lung (DVT or PE) with RUBY is small.
The risk of having a blood clot will vary according to your personal medical history.

Factors that increase your risk of a blood clot in a vein

The risk of a blood clot with RUBY is small but some conditions will increase the risk.
Your riskis higher:

if you are very overweight (body mass index (BMI) over 30kg/m?)

if one of your immediate family has had a blood clot in the leg, lung or other organ
atayoung age (e.. below the age of about 50). In this case you could have a
hereditary blood clotting disorder

if you need to have an operation, or if you are off your feet for a long time because of
an injury or llness, or you have your leg in a cast. The use of RUBY may need to be
stopped several weeks before surgery or while you are less mobile. ff you need to
stop RUBY, ask your doctor when you can start using it again

s you get older (particularly above about 35 years)

o if you gave birth less than a few weeks ago.

The risk of developing a blood clot increases the more conditions you have.

Air travel (>4 hours) may temporarily increase your risk of a blood clot, particularly if
you have some of the other factors listed.

Itis important to tell your doctor if any of these conditions apply to you, even if you are
unsure. Your doctor may decide that RUBY needs to be stopped.

If any of the above conditions change while you are using RUBY, for example a close
family member experiences a thrombosis for no known reason; or you gain a lot of
weight, tell your doctor.

In'rare cases, benign liver tumours, and in even fewer cases malignant liver tumours
have been reported in pill users. Contact your doctor if you have unusually severe
abdominal pain.

Blood clots in an artery:

What can happen if a blood clot forms in an artery?

Like a blood clot in a vein, a clot in an artery can cause serious problems. For example,
it can cause a heart attack or a stroke.

Factors that increase your risk of a blood clot in an artery

Itis important to note that the risk of a heart attack or stroke from using RUBY is very
small but can increase:

* with increasing age (beyond about 35 years)

« if you smoke. When taking RUBY, you are advised to stop smoking. If you are unable
to stop smoking and are older than 35 your doctor may advise you to use a different
type of contraceptive

if you are overweight

if you have high blood pressure

if @ member of your immediate family has had a heart attack or stroke at a young
age (less than about 50). In this case you could also have  higher risk of having a
heart atiack or stroke

if you, or someone in your immeiate family, have a high level of fat in the blood
(cholesterol or triglycerides)

if you get migraines, especially migraines with aura

if you have a problem with your heart (valve disorder, disturbance of the hythm
called atrial fibrillation)

if you have diabetes.

If you have more than one of these conditions o if any of them are particularly severe
the risk of developing a blood clot may be increased even more.

If any of the above conditions change while you are using RUBY, for example you start
smoking, a close family member experiences a thrombosis for no known reason; or you
gain a lot of weight, tell your doctor.

RUBY and cancer

Breast cancer has been observed slightly more often in women using combination pills,
but itis not known whether this is caused by the treatment. For example, it may be that
more tumours are detected in women on combination pills because they are examined
by their doctor more often. The risk of breast tumours becomes gradually less after
stopping the combination hormonal contraceptives. It is important to regularly check
your breasts and you should contact your doctor if you feel any lump.

Benign liver tumours, and in even fewer cases malignant liver tumours have been
reported in pill users. Contact your doctor f you have unusually severe abdominal pain.

Psychiatric disorders

Some women using RUBY have reported depression or depressed mood. Depression
can be serious and may sometimes lead to suicidal thoughts. If you experience mood
changes and depressive symptoms contact your doctor for further medical advice as
5000 a5 possible.

Bleeding between periods

During the first few months that you are taking RUBY, you may have unexpected
bleeding (bleeding outside the seven pill-free days). f this bleeding occurs for more
than a few months, or if it begins after some months, contact your doctor as they must
find out if anything is wrong.

What to do if no bleeding occurs during the seven pill-free days
If you have taken all the tablets correctly, have not had vomiting or severe diarrhoea and
you have not taken any other mediicines, it is highly unlikely that you are pregnant.

If the expected bleeding does not happen twice in succession, you may be pregnant.
Contact your doctor immediately. Only start the next strip if you are sure that you are
not pregnant.

Children and adolescents
RUBY is not intended for use in females whose periods have not yet started.

Other medicines and RUBY
Always tell your healthcare provider if you are taking any other medicine. (This includes
complementary or traditional medicines.)

The following medicines have the potential to increase potassium levels:
Angiotensin-converting enzyme (ACE) inhibitors, angiotensin Il receptor antagonists
(used in the treatment of high blood pressure), aldosterone antagonists (for example
spironolactone used in the {reatment of chronic heart failure and hyperaldosteronism)
and anti-inflammatory agents (used in the treatment of pain and inflammation). You
should test your potassium levels on a regular basis if you are using any of the above-
mentioned medicine for a long time.

Some medicines can make RUBY less effective in preventing pregnancy. These
include medicines used in the treatment of epilepsy (phenytoin, primidone, felbamate,
carbamazepine, oxcarbazeping), barbiturates, epilepsy and migraines (topiramate),
high blood pressure (bosentan), tuberculosis (TB) (rifampicin), HIV infections (ritonavir,
nevirapine and efavirenz), fungal infections (griseofulvin), antibiotics (ampicillin and
tetracyclines) and the herbal remedy St. John's wort (used for depression) may
decrease the effect of RUBY.

If you are on long-term antibiotic therapy or using any of the above medicines whilst
taking RUBY, you will have to use an additional method of birth-control (contraception)
and for a period of 28 days (especially with rifampicin) after you have stopped the
medication, in order to avoid unplanned pregnancy.

Alternative birth control methods are advisable if you are on long-term antibiotic therapy.

~ Ifyouare taking etoricoxib {used i the treatment of arthritis or arthrosis) at doses of —

60 - 120 mg/day, or ketoconazole (used in the treatment of fungal infections), the
effects of RUBY have been shown to be increased.

During the use of RUBY, it may be necessary to alter the dose of medicine required
to treat diabetes.

RUBY may increase the effects of ciclosporin (used to prevent organ rejection) or
decrease the effects of lamotrigine (used to treat epilepsy).

RUBY may increase the effects of theophylline (used to treat breathing problems) and
tizanidine (used to treat muscle pain and/or muscle cramps).

In case of blood sampling, you should tell your healthcare provider that you are taking
an oral contraceptive, because RUBY may affect the results of the laboratory tests.

In case of missing your period, you can do a pregnancy test, the result of this is not
affected by the pill I you have taken the pill as prescribed, you have not had any
stomach upset accompanied with vomiting and you have not taken other medicines,
pregnancy is very unlikely. However, before continuation of the treatment, pregnancy
should be excluded.

RUBY with food and drink
RUBY may be taken with or without food.

Pregnancy and breastfeeding

If you are pregnant or breastfeeding your baby, think you may be pregnant or are
planning to have a baby, please consult your doctor, pharmacist or other healthcare
provider for advice before using RUBY.

RUBY should not be used during pregnancy.

The active ingredients in RUBY may appear in breast milk. RUBY may reduce the
amount and change the composition of breast milk and is therefore not recommended
during breastfeeding.

Driving and using machines

RUBY is not expected to interfere with your ability to drive or use machines.

Itis not always possible to predict to what extent RUBY may interfere with the daily
activities of a patient. Patients should ensure that they do not engage in the above
activities until they are aware of the measure to which RUBY affects them.

RUBY contains lactose
If you have been told by your doctor that you have an intolerance to some sugars,
contact your doctor before taking this medicinal product.

3. How to take RUBY

Do not share medicines prescribed for you with any other person.

Always take/use RUBY exactly as your doctor has told you. You should check with your
doctor or pharmacist if you are not sure.

Taking RUBY for the first time:

The first tablet should be started on the first day of the menstrual cycle (day 1 of

me %ycte) by selecting the appropriate tablet for that day of the week (e.g. MON for
londay).

One tablet should be taken daily (preferably after the evening meal o at bedtime) for

28 consecutive days. The tablet is swallowed whole with some liquid.

Withdrawal bleeding usually starts on day 2 - 3 after starting on the inactive white

tablets and may not have finished before the next pack s started.

Each subsequent pack is started the day after the last tablet of the current pack. If RUBY
is started during the last part of the week, the very first cycle may be slightly shortened.

How to start RUBY

No preceding hormonal contraceptive uses (in the past month)

Tablet-taking has to start on day 1 of natural cycle (i.e. the first day of the menstrual
bleeding).

An additional barrier method is recommended for the first 7 days of tablet-taking
during the first cycle.

Changing from another combined oral contraceptive, or combination contraceptive
vaginal ring or patch to RUBY

The first RUBY tablet should be taken on the day after the last active tablet of the
previous combined oral contraceptive, but at the latest on the day following the usual
tablet-free or inactive tablet interval of the previous combined oral contraceptive.

In case a vaginal ring or transdermel patch has been used, the woman should start
using RUBY preferably on the day of removal, but at the latest when the next application
would have been due.

Changing from a progestogen-only-pill (POP), mini-pill injection, implant or a
progestogen-releasing intraurterine system (IUS)

From mini-pills it can be changed to RUBY on any day, from an implant or intrauterine
system on the day of its removal and from an injectable when the next injection
would be due.

In all these cases additional contraceptive precautions are required for the first 7 days
of tablet-taking.

Following 1 trimester abortion or miscarmiage
Oral contraception may be started immediately. Additional contraceptive precautions
are not required.

Following delivery or 2 trimester abortion or miscarriage

For use in lactation - see section 2 Pregnancy and breastfeeding.

Oral contraception can be started by non-lactating women 21 - 28 days after a delivery
or 2" trimester abortion. If oral contraception is started later, one of the barrier methods
as additional contraceptive precaution is also required for the first 7 days.

If intercourse has already taken place, pregnancy should be excluded before tablet
intake is started, or it should be delayed until the first menstrual bleeding.

What to do if you start vomiting or have severe diarrhoea

If you start vomiting within 3 - 4 hours of taking RUBY; the medicine may be less
effective as this s like missing a tablet.

Speak to your doctor or pharmacist on how to continue taking RUBY.

You want to delay a period
You can delay your period if you start with your next pack of RUBY tablets immediately
after finishing the active yellow tablets of your current pack (do not take the inactive
white tablets). You can continue with this pack for as long as you wish, .g. until this
pack is empty, to get a period approximately 3 weeks later than usual. While using
the second pack, you may have some breakthrough bleeding or spotting on active
tablet-taking days.
You have unexpected bleeding
With all pils, for the first few months, you can have irregular vaginal bleeding (spotting
or breakthrough bleeding) outside the 7+ -day pill-free days. Ifthis bleeding lasts longer
man afew months, or if it begins after some months, your doctor must investigate

e cause.

Your doctor will tell you how long your treatment with RUBY will ast. Do not stop
treatment early because the risk of unwanted pregnancy is increased.

If you have the impression that the effect of RUBY s too strong or too weak, tell your
doctor or pharmacist.

If you take more RUBY than you should
Inthe event of overdosage, consult your doctor or pharmeacist. ff neither is available,
contact the nearest hospital or poison control centre.

Symptoms of overdose may incluce:
*nausea, vomiting and slight vaginal bleeding in young girls.

If you forget to take RUBY

Management of missed tablets:

Tablet-taking must never be discontinued for longer than 7 days. Uninterrupted tablet-
taking for 7 days are required to attain adequate suppression of the hypothalamic-
pituitary-ovarian axis.

If you are less than 12 hours late taking a tablet, the protection against pregnancy

is not reduced.

Take the tablet as soon as you remember and then take the following tablets again
atthe usual time.

If you are more than 12 hours late taking a tablet, the protection against pregnancy
may be reduced.

The greater the number of tablets you have forgotten, the greater is the risk of
becoming pregnant.

The risk of incomplete protection against pregnancy is greatest if you forget a tablet
at the beginning or at the end of the strip. Therefore, you should keep to the following
Tules:

More than one tablet forgotten in this strip: contact your doctor.

One tablet forgotten between days 1- 7

Take the forgotten tablet as soon as you remember, even if that means that you have to
take two tablets at the same time. Continue taking the tablets at the usual time and use
exira precautions for the next 7 days, for example, a condom. ff you have had sex in the
week before forgetting the tablet you may be pregnant. In that case, contact your doctor.

One tablet forgotten between days 8 - 14

Take the forgotten tablet as soon as you remember, even if that means that you have
to take two tablets at the same time. Continue taking the tablets at the usual time.
The protection against pregnancy is not reduced, and you do not need to take extra
precautions. If you forget more than one tablet use an additional barrier method such
as a condom for 7 days.

"~ One fablet forgotten between days 15 - 21

You can choose between two possibilities:

1. Take the forgotten tablet as soon as you remember, even if that means that you
have to take two tablets at the same time. Continue taking the tablets at the usual
time. Instead of having seven pill-free days start the next strip as soon as you have
taken the last tablet.

Most likely, you will havea period at the end of the second strip — but you may also r
have light or menstruation-like bleeding during the second strip.

You can also stop the tablets and o directly to the tablet-free period (record the
day on which you forgot your tablef). f you want to start a new strip on the day you
always start, make the tablet-free period less than 7 days.

If you follow one of these two recommendations, you will remain protected against
pregnancy.

If you have forgotten any of the tablets in a strip, and you do not have a bleeding during
the first tablet-free period, you may be pregnant. Contact your doctor before you start
the next strip.

If you stop taking RUBY
The risk of unplanned pregnancy is increased. If you do not want to become pregnant,
altemate contraception should be taken.

4. Possible side effects

RUBY can have side effects.

Not all side effects reported for RUBY are included in this leaflet. Should your general
health worsen, or if you experience any untoward effects while using RUBY, please
consuft your doctor, pharmacist or other healthcare professional for advice.

If any of the following happens, stop using RUBY and tell your doctor immediately or go

to the casualty department at your nearest hospital:

o swelling of the hands, feet, ankles, face, lips, mouth or throat, which may cause
difficutty in swallowing or breathing

o rash or itching.

These are all very serious side effects. If you have them, you may have had a serious

allergic reaction to RUBY. You may need urgent medical attention or hospitalisation.

Tell your doctor immediately or go to the casualty department at your nearest hospital if

you notice any of the following:

o tight chest or wheezing

« breast pain or tendemess, any lumps you can see o feel

* signs of a thrombosis such as severe pain in the chest which may reach the left
arm, unusually severe pain in the legs, weakness or numbness in any part of your
body‘ breathlessness, unusual cough, especially if you cough up blood, dizziness or
fainting, visual disturbances, disturbed hearing or speech, sensory defect, migraine
for the first time or your migraine gets worse, unusual, recurrent or constant
headache

o if you experience a heart attack or stroke

o jaundice (yellowing of the skin)

*sudden severe stomach pains

.

.

o

unusual heavy vaginal bleeding or if you miss your period twice in a row
if you suspect you are pregnant

* high or low blood pressure.

These are all serious side effects. You may need urgent medical attention.

Tell your doctor if you notice any of the following:

Frequent side effects:

. mood disturbances, depression, uncontrollable laughing or crying at inappropriate
imes

decrease and loss of interest in sexual intercourse

depressed mood and depression are well-known undesirable effects of hormonal
contraceptive use. Depression can be serious and is a well-known risk factor for
suicidal behaviour and suicide. You should contact your doctor or pharmacist i case |
of mood changes and depressive symptoms, including shorty after you have started |
the treatment |
headache, migraine |
nausea, drowsiness, stomach pain

menstrual disorders, bleeding between menstrual cycles, breakthrough bleeding or
spotting, breast tendemess, breast pain, vaginal discharge.

Less frequent side effects:
isthma

increase of interest in sexual intercourse

Icontac't lens intolerance (pain, irritation, or significant discomfort from using contact
lenses)

vomiting, diarrhoea

acne, eczema, painful red skin rash or sores, hair loss, abnormal hair growth on the
face and body

vaginal (yeast) infection

unusual breast enlargement

fluid retention, weight gain or weight loss, fatique, fever.

The following side effects have been reported but the frequency for them to occur

is not known:

« inflammation of the pancreas, gallstones, how well your body’s cells absorb glucose
(changes in glucose tolerance), inflammatory bowel disease (Crohn'’s disease,
ulcerative colitis)

darker skin patches that primarily affect the face and other sun-exposed areas
(chloasma)

liver tumours or changes in liver function tests

hearing impairment

harmful blood clots in a vein or artery for example, in aleg or foot (i.e. DVT), heart
attack, stroke, mini stroke or temporary stroke-like symptoms, known as transient
ischaemic attack (TIA).

If you notice any side effects not mentioned in this leaflet, please inform your doctor
or pharmacist.

Reporting of side effects

If you get side effects, talk to your doctor or pharmacist or nurse. You can also report
side effects to SAHPRA via the Med Safety APP (Medsafety X SAHPRA) and eReporting
platform (who-um.org) found on the SAHPRA website.

By reporting side effects, you can help provide more information on the safety of
RUBY.You can also send an email directly to the company, pharmacovigilance@
pharmadynamics.co.za, to ensure safety of the product.

5. How to store RUBY

Store all medicines out of reach of children.

Store at or below 25 °C.

Keep in outer container until required for use.

Do not use after the expiry date stated on the carton.

Return all unused medicine to your pharmacist.

Do not dispose of unused medicine in drains or sewerage systems (€.g. toilets).
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6. Contents of the pack and other information |
What RUBY contains: |
The active substances are drospirenone and thinylestradiol. |
Each active film coated tablet contains drospirenone 3 mg and ethinylestradiol 0,03 mg. |
RUBY contains sugar (lactose monohydrate 62,00 mg and lactose anhydrous 89,50 mg). |
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The other ingredients are

Tablet core yellow active tablet:

Crospovidone (XL and XL-10), magnesium stearate, maize starch, polysorbate 80,
povidone K-30, pregelatinised starch.

Tablet core whitg inactive tablet:
Magnesium stearate, povidone K-30

Coating active tablet, Opady Il yellow:

Iron oxide yellow, macrogol, polyvinyl alcohol - partially hydrolysed, talc, titanium dioxide.
Coating inactive tablet, Opary Il white:

Polyvinyl alcohol, titanium dioxide.

What RUBY looks like and contents of the pack

Film coated tablet.

21 plain, round, yellow film coated tablets and 7 plain, round, white film coated tablets.

RUBY is packed into aluminium/PVC/PVDC foil blister strips containing 28 tablets
packed in an outer carton.

Holder of Certificate of Registration

Pharma Dynamics (Pty) Ltd

1 Floor Grapevine House, Steenberg Office Park
Siverwood Close

Westlake, 7945

Cape Town, South Africa

Tel: +27 21707 7000

or 0860-PHARMA (742 762)

This leaflet was last revised in
18 October 2024

Registration number
A43/18.8/0648

NAMNS2]11/18.8/0192

pharma (e) dynamics

PASIENTINLIGTINGSBLAD

|
SKEDULERINGSTATUS:[S3 |
|

| RUBY, 3 mg/0,03 mg filmbedekte tablette
| Drospirenoon en etinielestradiol

| (laktosemonohidraat 62,00 mg en anhidriese laktose 89,50 mg)
|

Lees hierdie hele inligtingsblad deeglik deur, voordat u RUBY begin gebruik

¢ Hou hierdie inligtingsblad. Dit mag nodig wees vir u om it weer te lees.

¢ Indien u verdere vrae het, vra asseblief u dokter of u apteker, verpleegkundige, of
| ander gesondheidsorgverskaffer.

# RUBY s vir u persooniik voorgeskryf en u moet nie u medisyne met ander mense
1 deel nie. Dit mag skadefik wees v hulle, seifs alis hulle simptome diesefde as u
| el

Inhoud van hierdie inligtingsblad

1. Wat RUBY is en waarvoor dit gebruik word

2. Wat u nodig het om te wee, voordat u RUBY neem
3 Hoe om RUBY te neem

4. Moontiike newe-effekle

5. Hoe om RUBY te bewaar

‘ti. Verpakkingsinhoud en ander inligting

. Wat RUBY is en waarvoor dit gebruik word
RUBY bevat twee verskillende vroulike hormone — drospirenoon en efinielestradiol.
RUBY, wat spesifieke hormane bevat, word gebruik om swangerskap te verhoed.

2. Wat u nodig het om te weet, voordat u RUBY neem

Moet nie RUBY neem:

indien u hipersensitief (allergies) is vir drospirenoon, etinielestradiol, of enige van die
ander bestanddele van RUBY nie (sien afdeling 6)

indien u weet u ly aan ‘n bloedversteuring wat u bloedstolling beinvioed nie -
byvoorbeeld proteien-C tekort, proteien-S tekort, antitrombien Il tekort, faktor V
Leiden of antifosfolipied teenliggame

indien u trombose het nie (vorming van bloedklonte in die vate, wat lei to diep
veneuse trombose, puimonére embolisme, hartaanval of beroerte), n risiko toon vir
trombose nie, voorheen trombose gehad het nie, of ‘n neiging toon om bloedklonte
te vorm nie (trombofilie)

indien u enige van e volgende siektes het, wat u risiko vir ‘n bloedklont in die
arteries mag verhoog nie:

+ erge diabetes met bloedvatbeskadiging

* baie hoé bloeddruk

+ 0 baie hoé vetviak in die bloed (hoé cholesterol)

*indien u'‘n swaar roker is

indien u geelsug (vergeling van die vel), aktiewe lewersiekte, ‘n erge
lewerversteuring, of ‘n lewergewas het nie

indien u ‘n nierversteuring het nie

indien u enige kwaadaardige gewasse van die borste of baarmoeder het, of u ‘n
familiegeskiedenis van borskanker of nie-kwaadaardige borstesiekte het nie

indien u vaginale bloeding van onbekende oorsprong ervaar nie

ind(i!en u vroeé menstruele siklusse gehad het nie (voor die ouderdom van 12 jaar
oud)

indien u voorheen kankerbehandeling, wat hoé doserings bestraling behels, om
kankerselle te vernietig en gewasse te krimp, ontvang het nie

indien u voorheen ‘n medisyne wat diétielstibestrol bevat (n sintetiese vorm van die
vroulike hormoon, estrogeen), wat voorgeskryf word vir swangerskapkomplikasies,
qebruik het nie

indien u aan migraine hoofpyne ly nie

indien u swanger s, of vermoed dat u swanger is, of u baba borsvoed nie (sien
Swangerskap en borsvoeding)

| indien u ‘n operasie benodig, of van u voete af is vir ‘n lang tydperk nie.

Indien enige van hierdie toestande vir die eerste keer voorkom, terwyl u RUBY gebruik,
staak die gebruik onmiddellik en raadpleeg u gesondheidsorgverskaffer.

Waarskuwings en voorsorgmaatrels

Neem spesiale sorg met RUBY:

indien u n risiko toon vir hart of bloedvatsiekte (ardiovaskulére siekte) en trombose
(risikofaktore sluit hoé ouderdom, trombose in die familie, geen beweging vir ‘n lang
tydperk, oorgewig, rook, matige versteuring van vetmetabolisme, hoé bloeddruk,
hartklopversteurings, in)

indien u ‘n familiegeskiedenis van servikale-of borskanker het

indien u medisyne neem wat die kaliumviakke in u liggaam beinvioed (ov. sekere
bloeddruk- en pynmedisyne)

indien u verhoogde viakke vet in die bloed (ipertrigliseriedemie), of ‘n positiewe
familiegeskiedenis vir hierdie toestand het. Hipergliseriedemie hou verband met
n verhoogde risiko vir die ontwikkeling van pankreatitis (inflammasie van die
pankreas)

indien u die volgende toestande het: geelsug, galstene, porfiie, sistemiese lupus
erythematosus, hemolitiese uremiese sindroom, Sydenham se chorea, herpes
qestationis of otosklerose, verwant aan gehoorverlies

Hierdie toestande mag ontwikke! of vererger met die gebruik van RUBY

indien u ‘n oorerflike toestand wat angio-edeem genoem word (swelling van die
opperviakte onder die vel) het

indien u begin braak, of erge diarree ontwikkel, 3 - 4 uur nadat RUBY geneem is
indien u aan 'n lewerversteuring ly

indien u ‘n diabetiese pasiént is

indien u aan ‘n siekte wat Crohn se siekte of ulseratiewe koltis genoem word, ly
indien u viekkerige bruin, of donkerbruin velverkleuring het, wat gewoonlik op die
qesig voorkom en die gevolg is van hormanale veranderinge (chloasma)

: indien u aan asmaly.

RUBY, soos ander hormonale voorbehoedmiddels, sal u nie beskerm teen menslike
jmmuniteitsgebreksvirus (MIV)-infeksie [verworwe immuniteitsgebreksindroom (VIGS)]
en ander seksueel oordraagbare siektes nie.

Braking, doserings wat oorgeslaan word, of erge diarree (sien afdeling 3) of die neem
rrarrl ander medisyne (sien Ander medisyne en RUBY), mag doeltreffende voorbehoeding
Verlaag.

Bloedklonte:

RUBY verhoog u risiko om ‘n bloedklont te ontwikkel, teenoor wanneer u dit nie gebruik
‘nie In skaars gevalle, mag ‘n bloedklont are blokkeer en emstige probleme veroorsaak.
Bloedklonte kan ontwikkel:

#inare ook verwys na as veneuse rombo-embolisme (VTE)

¢ in die arteries (ook verwys na as arteriéle trombose of arteriéle trombo-embolisme
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Herstel van bloedklonte is nie attyd volkome nie. In skaars gevalle mag daar emstie,
Jangdurige effekte voorkom, of in baie skaars gevalle, mag it noodlottig wees.

Ditis belangrik om te onthou dat die algehele risiko vir n skadelike bloedklont, weens
(ie gebruik van RUBY, laag s.

Hoe om ‘n bloedklont uit te ken:
téerkry dringende mediese aandag indien u enige van die volgende tekens of simptome
pmerk:

Ondervind u enige van hierdie tekens? Waaraan u

moontlik ly?

Swelling van een been, of langs ‘n aar in die been of voet, | Diep veneuse frombose

veral wanneer it gepaardgaan met

pyn of gevoeligheid in die been, wat opgemerk word

wanneer u staan of loop

die aangetaste been voel warmer

verandering in die Kleur van die vel op die been bv. dit

word bleek, rooi, of blou.

skielike onverklaarbare asemnood of vinnige asemhaling | Pulmonére embolis

skielike hoes, wat bloed mag voortbring, vir geen voor

die hand liggende rede nie

skerp borspyn, wat vererger met diep asemhaling

erge lighoofdigheid, of duiseligheid

vinnige, of onreélmatige hartklop

erge maagpyn.

Indien u onseker is, raadpleeg ‘n dokter aangesien

‘sommige van hierdie simptome soos hoes, of asemnood

verwar mag word met n minder ernstige toestand soos

lugweginfeksie (bv. *n algemene verkoue).

Simptome wat mees algemeen in een 0og voorkom:

*onmiddellike sigverlies

_pynlose wasige sig, wat kan vorder ot sigverlies.

*borspyn, ongemak, druk, swaar gevoel Hartaanval

* sensasie van sametrekking of volte in die bors, arm of
onder die borsbeen

versadiging, indigestie, of wurgende gevoel

ongemak in die bo-1yf, wat uitsraal na die rug, kakebeen,
keel, arm en maag

» sweet, naarheid braking, of duiseligheid

o uiterste swakheid, angstigheid, of asemnood

*_vinnige of onregimatige hartiop.

Retinale aar-trombose
(bloedklont in die oog)

* skielike swakheid of gevoelloosheid van die gesig, arm, | Beroerte
of been, veral aan die een kant van die liggaam

skielike verwarring, moeilike spraak, of begrip

skielike sigprobleme in een, of beide 0é

sukkel skielik om te loop, duiseligheid, balans-, of
kodrdinasieverlies

skielike, erge of langdurige hoofpyn, met geen bekende

oorsak nig

bewussynsverlies, of floute, met of sonder ‘n aanval.

Somtyds kan die simptome van ‘n beroerte kortststondig

wees, met n amper onmiddeliike en algehele herstel, maar

U moet steeds dringende mediese aandag verkry, aangesien

u nrisiko vir nog ‘n beroerte mag hé.

*swelling en effens blou verkleuring van ‘n ledemaat Bloedklonte wat ander

*_erge maagpyn (akute abdomen). bloedvate blokkeer

Bloedklonte in ‘n aar:

Wat kan gebeur, indien ‘n bloedklont in ‘n aar vorm?

daaris 'nverband tussen RUBY en die risiko vir die vorming van bloedklonte in‘n
aar (veneuse trombose). Hierdie newe-effekte is egter skaars. Dit kom meestal in
die eerste jaar van RUBY gebruik, voor

* indien ‘n bloedklont in n aar van die been, of voet vorm, kan dit diep veneuse
trombose (DVT) veroorsaak

* indien ‘n bloedklont vanaf die been beweeg en in die long vasheg, kan dit ‘n
pulmonére embolis (PE) veroorsaak

inbaie skaars gevalle, mag ‘n bloedklont in ‘n ander orgaan soos die 0og vorm
(retinale aar-trombose).

Wanneer s die risiko vir die ontwikkeling van ‘n bloedklont in ‘n aar, die hoogste?
Die risiko vir die ontwikkeling van ‘n bloedklont in ‘n aar is die hoogste tydens die eerste
jaar en vir die eerste keer wat RUBY geneem word. Hierdie risko mag ook toeneem
indien u weer RUBY begin neem (dieselfde produk, of ‘n ander), na ‘n onderbreking

van 4 weke, of langer.

Na die eerste jaar, neem die risiko af, maar dit is altyd effens groter, as wanneer u nie

RUBY gebruik nie.

*wanneer u die gebruik van RUBY staak, keer u risiko vir ‘n bloedklont na normaal
terug binne etlike weke.

Wat s die risiko vir die ontwikkeling van ‘n bloedklont?

Die risiko hang af van u natuurlike risiko vir VTE en die tipe gekombineerde hormonale

voorbehoedmiddel wat u gebruik.

Die algehele risiko vir ‘n bloedklont in die been of long (VT of PE) met RUBY, is laag.

Die risiko vir ‘n bloedklont sal verskil in ooreenstemming met u persoonlike mediese

geskiedenis.

Faktore wat u risiko vir ‘n blogdklont in ‘n aar

Die risiko vir ‘n bloedklont met RUBY is laag, maar sommige toestande sal hierdie risiko
verhoog. U risiko s hoér:

indien u baie oorgewig is (liggaamsmassa indeks (LMI) meer as 30 kg/m?)

indien een van u onmiddelike familie ‘n bloedklont in ie been, long, of ander
orgaan, op ‘n jong ouderdom (bv. jonger as ongeveer 50 jaar) gehad het. In hierdie
geval kan u‘n oorerflike bloedstotlrngsversteunng hé

« indien u'‘n operasie benodig, of indien u vir ‘n lang tydperk van u voete af is, weens
‘n besering of siekte, of indien u ‘n been in gips het. Dit mag nodig wees om die
qebruik van RUBY vir etlike weke voor die operasie, of terwyl u minder beweeglik s,
te staak. Indien it nodig is om RUBY te staak, vra u dokter wanneer u dit weer kan
begin gebruik

5005 U ouer raak (veral ouer as 35 jaar)

indien u geboorte geskenk het, minder as ‘n paar weke vantevore.

Die risiko vir die ontwikkeling van ‘n bloedklont neem toe in ooreenstemming met die
toestande waaraan u lei. Lugvervoer (> 4 uur), mag u risiko vir ‘n bloedklont tydelik
verhoog, veral indien u een van die gelyste faktore het.

Ditis belangrik om u dokter e vertel indien enige van hiercie toestande, van u op
toegfssing is, selfs al is u onseker. U dokter mag besluit dat RUBY gebruik gestaak
moet word.

Indien enige van die bogenoemde toestande verander terwyl u RUBY gebruik,
byvoorbeeld 'n nabye familiglid ervaar ‘n trombose vir geen bekende rede nie; of u tel
baie gewig op, vertel u dokter.

In skaars gevalle, is nie-kwaadaardige lewergewasse aangemeld met pil-gebruikers
enin selfs minder gevalle, kwaadaardige lewergewasse. Raadpleeg u dokter indien u
ongwone erge buikpyn ervaar.

Bloedklonte in ‘n arterie:

Wat kan gebeur indien ‘n bloedklont in ‘n arterie ontwikkel?

Soos met " bloedklont in ‘n aar, kan dit erstige probleme in ‘n arterie veroorsaak. Dit
kan byvoorbeeld ‘n hartaanval of ‘n beroerte veroorsaak.

Faktore wat u risiko vir ‘n bloedklont in ‘n arterie
Ditis belangrik om te noem dat die risiko vir ‘n hartaanval of beroerte baie laag is,
maar kan toeneem:

Die volgende medisyne het die potensiaal om kaliumviakke te verhoog:

 hoe ouer uword (ouer as 35 jaar)

* indien u rook. U word aangeraai om op te hou rook, wanneer u RUBY neem. Indien
unie in staat is om op te hou rook en ouer as 35 jaar oud is nie, mag u dokter
aanbeveel dat u ‘n ander tipe voorbehoedmiddel gebruik

* indien u oorgewig is

* indien u hoé bloeddruk het

* indien ‘n lid van u onmiddellike familie ‘n hartaanval of beroerte op ‘n jong ouderdom
(jonger as 50, gehad het. In hierdie geval het u 0ok ‘n hoér risiko om ‘n hartaanval
of beroerte te he

* indien u, of iemand in u onmiddellike familie, 'n hoé vetviak in die bloed het
(cholesterol of trigliseriede)

* indien u migraines ondervind, veral migraines met oura

* indien u‘n probleem met u hart het (klepversteuring, versteuring van die ritme, wat
atriale fibrillasie genoem word)

* indien u diabetes het.

Indien u aan meer as een van hierdie toestande ly, of indien enige daarvan veral erg is,

sal die risiko vir die ontwikkeling van ‘n bloedklont selfs meer toeneem.

Indien enige van die bogenoemde toestande verander terwyl u RUBY gebruik
byvoorbeeld u begin om te rook, ‘n nabye familielid ondervind ‘n trombose vir geen
bekende rede nie; of u tel baie gewig op, vertel u dokter.

RUBY en kanker

Borskanker is effens meer gereeld opgemerk by vroue wie kombinasiepille gebruik,
maar ditis nie bekend of dit deur die behandeling veroorsaak word nie. Daar

mag byvoorbeeld meer gewasse opgemerk word by vroue wie kombinasiepille

gebruik, omdat hulle meer dikwels deur hulle dokter ondersoek ward. Die risiko

vir borstegewasse word geleidelik minder, nadat die kombinasie hormonale
voorbehoedmiddels gestaak word. Dit is belangrik om u borste gereeld te ondersoek
enom u dokter te kontak indien u enige knop voel. Nie-kwaadaardige lewergewasse is
aangemeld by pil gebruikers en in minder gevalle, kwaadaardige lewergewasse. Kontak
u dokter indien u ongewone erge buikpyn ervaar.

Psigiatriese versteurings

Depressie en depressiewe buie is by sommige vroue wie RUBY gebruik, aangemeld.
Depressie kan emstig wees en mag somtyds lei tot seffmoordgedagtes. Indien u
gemoedsveranderinge en depressiewe simptome ervaar, raadpleeg u dokter vir verdere
mediese advies, so gou as moontfik.

Bloeding tussen siklusse

Tydens die eerste paar maande wat u RUBY gebruik, mag u onverwagte bloeding
ervaar (bloeding wat nie binne die sewe pil-vry dae voorkom nie). Indien hierdie vir
meer as ‘n paar maande voorkom, of dit begin na etlike maande, kontak u dokter,
aangesien hulle moet bepaal of enige iets verkeerd is.

Wat om te doen indien geen bloeding tydens die sewe pil-vry dae voorkom nie
Indien u die tablette op die korrekte wyse geneem het, geen braking of erge diarree

ervaar het en nie enige ander medisyne geneem het nie, is dit hoogs onwaarskynlik

dat uswanger is.

Indien die verwagte bloeding twee keer agtereenvolgend afwesig is, mag u swanger
wees. Kontak u dokter onmiddellik. Begin die volgende strook selgs as u seker is dat
U ig swanger is nie.

Kinders en adolessente
RUBY word nie aangedui vir gebruik deur vroue wie se siklusse nog nie begin het nie.

Ander medisyne en RUBY
Vertel altyd u gesondheidsorgverskaffer indien u enige ander medisyne neem (Dit sluit
aanvullende of tradisionele medisyne in).

Die volgende medisyne toon die potensiaal om kaliumviakke te verhoog
angiotensien-omsettingsensiem (AOE)-inhibitors, angiotensien Il reseptorantagoniste
(gebruik vir die behandeling van hoé bloeddruk), aldosteroon antagoniste (byvoorbeeld
spironolaktoon, wat gebruik word vir die behandeling van chroniese hartversaking en
hiperaldosteronisme) en anti-inflammatoriese middels (gebruik vir die behandeling van
pyn en inflammasie). U moet u kaliumviakke op ‘n gereelde basis laat toets, indien u
enige van bogenoemde medisyne vir n lang tydperk gebruik.

Sekere medisyne kan RUBY minder doeltreffend maak in die voorkoming van
swangerskap. Dit sluit medisyne in wat gebruik word vir die behandeling van epilepsie
(fenitoien, primidoon, felbamaat, karbamasepien, okskarbasepien), barbiturate, epilepsie
en migraines (topiramaat), hoé bloeddruk (bosentan), tuberkulose (TB) (rifampisien),
MN-infeksies (ritonavir, nevirapien en efavirens), swaminfeksies (griseofulvien),
antibiotika (ampisillien en tetrasikliene) en die kruiemiddel, Johanneskruid (gebruik vir
depressie), mag die werking van RUBY verswak.

Indien u op langtermyn antibiotiese behandeling is, of enige van die

bogenoemde medisyne gebruik, terwyl u RUBY neem, moet u ‘n bykomende
geboortebeperkingsmetode (kontrasepsie) gebruik en vir ‘n tydperk van 28 dae

(veral saam met rifampisien) nadat u die medikasie gestaak het, om onbeplande
swangerskap te verhoed.

Alternatiewe geboortebeperkingsmetodes word aanbeveel, indien u op langtermyn
antibiotiese behandeling is.

Daar is getoon dat die effekte van RUBY versterk word, indien u etorikoksib (gebruik
vir die behandeling avn artritis, artrose) teen doserings van 60 - 120 mg/dag, of
ketokonasool (gebruik vir die behandeling van swaminfeksies), neem.

Tydens die gebruik van RUBY, mag dit nodig wees om die dosis van die medisyne wat
benodig word vir die behandeling van diabetes, aan te pas.

RUBY mag die werking van siklosporien (gebruik om orgaanverwerping te verhoed)
versterk, of die werking van lamotrigien (gebruik om epilepsie te behandel), verswak.

RUBY mag die werking van teofillien (gebruik om asemhalingsprobleme te behande) en
tisanidien (gebruik om spierpyn en/of spierkrampe te behandel), versterk.

U moet u gesondheidsorgvoorsiener inlig dat u ‘n orale voorbehoedmiddel neem
indien bloedmonsters geneem word, omdat RUBY die uitslae van laboratoriumtoetse
mag beinvioed.

In die geval waar u menstruele siklus oorgeslaan word, kan u ‘n swangerskaptoets
uitvoer. Die uitslag hiervan, word nie deur die pil beinvioed nie. Swangerskap

is egter baie onwaarskyniik indien u die pil geneem het soos voorgeskryf, geen
maagongestelheid, gekoppel met braking gehad het, of enige ander medisyne geneem
het nie. Voordat daar met behandeling voortgegaan word, moet swangerskap egter
uitgeskakel word.

RUBY saam met kos en drinkgoed
RUBY kan saam met, of sonder kos geneem word.

Swangerskap en borsvoeding

Indien u swanger is, of u baba borsvoed, vermoed dat u swanger is, of ‘n baba beplan,
raadpleeq asseblief u dokter, apteker, of ander gesondheidsorgverskaffer vir advies,
voordat u begin om RUBY te gebruik.

RUBY moet nie tydens swangerskap gebruik word nie.

Die aktiewe bestanddele in RUBY mag voorkom in borsmelk. RUBY mag die
hoeveelheid borsmelk en die samestelling daarvan verander, en word dus nie aanbeveel
tydens borsvoeding nie.

Bestuur en die hantering van masjiene

Daar word nie verwag dat RUBY met u vermog om te bestuur of u hantering van
masjinerie, sal inmeng nie. Dit is nie altyd moontlik om te voorspel, tot watter mate
RUBY met daaglikse aktiwiteite van ‘n pasiént inmeng nie. Pasiénte moet verseker dat
hulle nie by bogenoemde aktiwiteite betrokke raak, totdat hulle bewus is tot watter
mate RUBY hulle beinvioed nie.

RUBY bevat laktose
Indien u dokter aangedui het dat u ‘n onverdraagsaamheid teenoor sommige suikers
toon, raadpleeg u dokter, voordat u hierdie medikasie neem.

3. Hoe om RUBY te neem

Moet nie medisyne wat vir u voorgeskryf is, met enige ander persoon deel nie.
Gebruik RUBY altyd presies soos deur u dokter voorgeskryf is. U moet u dokter of
apteker raadpleeg indien u onseker is.

Die ngem van RUBY vir die erste keer:

Die eerste tablet moet geneem word op die eerste dag van die menstruele siklus (dag 1
van die siklus), deur die toepaslike tablet vir die spesifieke dag van die week (bv. MON
vir Maandag), te kies.

Een tablet moet daagliks geneem word (verkieslik na aandete of teen slapenstyd) vir 28
opeenvolgende dae. Die tablet word heel, met voldoende vioeistof gesluk.
Ontirekkingsbloeding begin gewooniik op dag 2 - 3, nadat die onaktiewe, wit tablette
begt(rjr word en mag moontiik nie opklaar voordat die volgende verpakking begin

word nie.

Elke daaropvolgende verpakking word begin op die dag nadat die laaste tablet van die
huidige verpakking geneem is. Die eerste siklus mag effens verkort wees, indien RUBY
begin gebruik word tydens die laaste gedeelte van die week.

Hoe om RUBY te begin gebruik

Geen voorafgaande hormonale voorbehoedmiddel was gebruik nie (gedurende die
afgelope maana)

Tabletinname moet op dag 1 van die natuuriike siklus begin word (d.i. die eerste dag
van menstruele bloeding). ‘n Bykomende versperringsmetode word aanbeveel vir die
eerste 7 dae van tabletinname tydens die eerste sikius.

Verandering vanaf ‘n ander gekombineerde orale voorbehoedmiddel, vaginale ring,

of plakker, na RUBY

Die eerste RUBY tablet moet op die eerste dag na die laaste aktiewe tablet van die
vorige gekombineerde orale voorbehoedmiddel, geneem word, maar o die laatste, die
dag na die gewone, tabletvrye onaktiewe tabletinterval van die vorige gekombineerde
orale voorbehoedmiddel.

In die geval waar ‘n vaginale ring, of transdermale plakker gebruik word, moet die

vrou RUBY verkieslik begin gebruik, op die dag van verwydering, maar op die laatste,
wanneer die volgende vervanging verwag word.

Verandering vanaf ‘n progestogeen-allegnlik-pil (PAP) mini-pil, inspuiting, inplanting, of
‘n progestogen-yrystellende inra-(teriene toestel

Daar kan vanaf ‘n mini-pil, verander word na RUBY op enige dag van die menstruele
siklus, vanaf ‘n inplanting, of intra-uteriene toestel, op e dag na die verwydering en
vanaf ‘n inspuiting, wanneer die volgende inspuiting benodig word.

Inal hierdie gevalle, word bykomende kontraseptiewe voorsorgmaatregls benodig, vir
die eerste 7 dae van tabletinname.

Na'‘n 1 trimester aborsie of miskraam
Orale voorbehoeding mag onmiddellik begin word. Bykomende kontraseptiewe
voorsorgmaatregls word nie benodig nie.

Na kraam of n 2 trimester aborsie of miskraam

Vir gebruik tydens laktasie -sien afdeling 2 (Swangerskap en borsvoeding).

Orale voorbehoeding kan begin word deur nie-lakterende vroue, 21 - 28 dae nadat
geboorte geskenk s, of na ‘n 2% trimester aborsie. Indien orale voorbehoeding later
begin word, word een van die versperringsmetodes as bykomende voorsorgmaatregl
benodig vir die eerste 7 dae.

Indien geslagsgemeenskap alreeds plaasgevind het, moet swangerskap itgeskakel
word, voordat tabletinname begin word, of dit moet uitgestel word totdat die eerste
menstruele bloeding voorkom.

Wat om te doen indlien u begin braak, of erge diarree ondervind

Indien u binne 3 - 4 uur na RUBY inname begin braak, mag die medikasie minder
doeltreffend wees, soortgelyk aan wanneer ‘n tablet oorgeslaan word.

Raadpleeg u dokter of apteker omrent hoe om met die gebruik van RUBY voort te gaan.

Uwil ‘n menstruasie vertraag

Ukan u menstruasie vertraag, deur u volgende verpakking RUBY onmiddelik te begin
qebruik, nadat e aktiewe geel tablette van u huidige verpakking voltooi is (moet nie
die onaktiewe wit tablette neem nie) U kan met hierdie verpakking voortgaan, vir solank
aswat uwil, bv. totdat die pak voftooi is. U mag dalk deurbraakbloeding of viekking, op
die aktiewe tablet-da ervaar.

Uervaar onverwagte bloeding

U kan onreglmatige vaginale bloeding (viekking of deurbraakbloeding) met alle pille, na
die 7-dag pilvrye dae, tydens die eerste paar maande, ervaar. Indien hirdie bloeding
langer as ‘n paar maande duur, of dit begin na eflike maande, moet u dokter die
oorsaak, ondersoek.

U dokter sal aandui vir hoe lank u behandeling met RUBY sal duur. Moet nie
behandeling vroegtydig staak nie, aangesien die risiko vir ‘n ongewenste swangersakp
mag verhoog.

Indien u onder die indruk is dat die werking van RUBY t6 sterk, of té swakis, vertel u
dokter of apteker.

Indien u meer RUBY geneem het as wat u behoort:
In die geval van oordosering, raadpleeg u dokter of apteker. Indien beide nie beskikbaar
is nie, kontak u naaste hospitaal of gifbeheersentrum.

Simptome van oordosering sluit die volgende in:
« naarheid, braking en geringe vaginale bloeding by jong meisies.

Indien u vergeet om RUBY te neem

Beheer van tablette wat oorgeslaan word:

Tabletinname moet nooit v langer as 7 dae gestaak word nie. Ononderbroke
tabletinname vir 7 dae word benodig om voldoende onderdrukking van die
hipotalamiese-pituitére-ovariale as te bereik.

Indien u die tablet minder as 12 uur laat neem, neem die beskerming teen
swangerskap nie af nie.

Neem die tablet so gou as wat u onthou en neem die volgende tablet op die
geskeduleerde tyd.

Indien u ‘n tablet langer as 12 uur laat neem, mag die beskerming teen swangerskap,
afneem. Hoe meer tablette u vergeet om te neem, hoe groter is die risiko om swanger
te raak.

Die risiko vir onvoldoende beskerming teen swangerskap, is die hoogste, indien u
vergeet om ‘n tablet aan die begin of einde van ‘n strook te neem. U moet dus die by
die volgende reéls hou:

Meer as een tablet vergeet in hierdie strook: kontak u dokter.

Een tablet vergeet tussen dae 1-7

Neem die vergete tablet so gou as wat u onthou, sefs al beteken it dat u twee tablette
op dieselfde tydstip neem. Gaan dan voort om die tablette op die geskeduleerde tye te
neem en tref bykomende voorsorgmaatregls vir die volgende 7 dae (bv. n kondoom).
Indien u geslagsomgang gehad het in die vorige week, voordat die tablet oorgeslaan
was, mag u swanger wees. In hierdie geval, raadpleeg u dokter.

Een tablet vergeet tussen dae 8 - 14

Neem die vergete tablet so gou as wat u onthou, seffs al beteken it dat u twee tablette
op dieselfde tydstip neem. Gaan dan voort om die tablette op die geskeduleerde

tye te neem. Die beskerming teen swangerskap neem nie af nie en bykomende
voorsorgmaatregls word nie benodig nie. Indien u meer as een tablet vergeet, moet ‘n
bykomende versperringsmetode, soos ‘n kondoom, vir 7 dae gebruik.

Een tablet vergeet tussen dae 15 - 21

U'kan tussen twee moontiikhede kies:

1. Neem die vergete tablet so gou as wat u onthou, seffs al beteken dit dat u

twee tablette op dieselfde tydstip neem. Gaan dan voort om die tablette op die
geskeduleerde tye te neem. In plaas van om sewe pil-vry dae te hé, begin die
volgende strook sodra u die laaste tablet geneem het

U sal heel waarskynlik menstrueer aan die einde van die tweede strook — maar u
mag ook ligte menstruasie-soortige bloeding tydens die tweede strook, ervaar.

U kan ook die tablette staak en direk na die tablet-vry gedeelte beweeg (teken die
dag wanneer u die tablet vergeet het, aan). Indien u ‘n nuwe strook wil begin op die
dag wanneer u gewoonlik begin, verminder die 7 dae tablet-vry tydperk.

Indien u hierdie twee aanbevelings volg, sal u teen swangerskap beskerm bly.
Indien u enige van die tablette in ‘n strook vergeet het en u nie bloeding ervaar tydens 1
die eerste tablet-vry gedeelte nie, mag u swanger wees. Kontak u dokter, voordat u die 1
volgende strook begin gebruik. |

Indien u die gebruik van RUBY staak
Die risiko vir onbeplande swangerskap, neem toe. Indien u nie swanger wil raak nie,
moet alternatiewe voorbehoeding toegepas word.

4. Moontiike newe-effekte

RUBY kan newe-gffekte hé. Nie alle newe-gffekte wat vir RUBY aangemeld is, word
in hirdie inligtingsblad genoem nie. Sou u algemene gesondheid versleg, of indien u
enige ongunstige effekte ervaar, terwyl u RUBY gebruik, raadpleeg asseblief u dokter,
apteker, of ander gesondheidsorgverskaffer vir advies.

Indien enige van die volgende gebeur, staak die gebruik van RUBY en vertel u dokter

onmiddellik, of gaan na die ongevalle-afdeling by u naaste hospitaal:

«swelling van die hande, voete, enkels, gesig, lippe, mond of keel, sluk of asemhaling
mag bemogilik

* yitslag of gejeuk.

Hierdie is alles baie emstige newe-effekte. Indien u dit ondervind, kon u ‘n emstige

allergiese reaksie teenoor RUBY ervaar het. U mag dringende mediese aandag of

hospitalisasie benodig.

Vertel u dokter onmiddellik, of gaan na die ongevalle-afdeling by u naaste hospitaal,

indien u enige van die volgende opmerk:

*benoude bors of gehyg

o pyn of gevoeligheid van borste, enige knoppe wat u kan sien of voel

« tekens van trombose, S00s erge borspyn, wat na die linkerarm mag versprei,

ongewone, erge pyn in die bene, swakheid of gevoelloosheid in enige gedeefte van |

die liggaam, asemnood, ongewone hoes, veral indien u bloed ophoes, duiseligheid |

of floute, sigsteurnis, gehoor- of spraaksteurnisse, sensoriese afwyking, migraine 1

r\:trdt'e eerste keer, of u migraine vererger, ongewone, herhalende of voortdurende
oofpyn

indien u ‘n hartaanval of beroerte ervaar

geelsug (vergeling van die vel)

skielike, erge maagpyn

ongewoon swaar, vaginale bloeding, of indien u menstruasie twee keer

agtereenvolgend, oorgeslaan word

indien u vermoed dat u swanger is

hoé of lag bloeddruk

Hierdie is alles emstige newe-effekte. U mag dringende mediese aandag benodig.

Vertel u dokter indien u enige van die volgende opmerk:

Algemene newe-effekte:

*gemoedsteurings, depressie, onbeheerbare gelag of gehuil op onvanpaste tye,

« afname en verlies aan belangsteling in seksuele omgang

* depressiewe bui en depressie is bekende ongunstie effekte van die gebruik van
voorbehoedmiddels. Depressie kan emnstig wees en is ‘n bekende riskofaktor
vir selfmoordgedrag en seffmoord, U moet u dokter of apteker raadpleeg in die
geval van gemoedsveranderinge en depressiewe simptome, insluitend kort nadat
behandeling begin is

* hoofpyn, migraine

* naarheid, lomerigheid, maagpyn

*menstruele versteurings, bloeding tussen menstruele siklusse, deurbraakbloeding of
viekking, gevoeligheid of pyn van die borste, vaginale afskeiding.

Minder algemene newe-effekte:

o asma

« toename in belangstelling vir seksuele omgang

*kontaklens onverdraagsaamheid (pyn, initasie, of beduidende ongemak met die
gebruik van kontaklense)

* Draking, diarree

o aknee, ekseem, pynlike, rooi, veluitslag of sere, haarverlies, abnormale haargroei op
die gesig en liggaam

* vaginale (swam| infeksie

*ongewone vergroting van die borste

* Vloeistofretensie, gewigstoename of gewigsverlies, uitputting, koors.

Dteb vﬁlgeérde newe-effekte is aangemeld, maar die frekwensie van voorkoms, is
onbekend:

« inflammasie van die pankreas, galstene, hoe doeltreffend u liggaamselle glukose
absorbeer (veranderinge in glukose toleransie), inflammatoriese ingewandsiekte
(Crohn se siekte, ulseratiewe kolitis)

donkerder velviekke wat hoofsaakiik die gesig en ander sonblootgestelde
opperviaktes aantas (chloasma)

lewergewasse of veranderinge in lewerfunksietoetse

gehoorbelemmering

skadelike bloedklonte in ‘n aar of arterie, byvoorbeeld in ‘n been of voet (c.i. DAT),
hartaanval, beroerte, mini-beroerte of'n/detrke simptome soortgelyk aan n beroerte, !
bekend as verhygaande iskemiese aanval (VIA).

Indien u enige newe-effekte opmerk, wat nie in hierdie inligtingsblad genoem is nie, lig
asseblief u dokter of apteker in.

Aanmelding van newe-effekte

Indien u newe-effekte ervaar, praat met u dokter, apteker, of verpleegkundige. U kan
ook newe-effekie aanmeld by SAHPRA via die Med Safety toepassing (Medsafety X
SAHPRA) en eReporting platform (who-umc.org), wat op SAHPRA se webtuiste gevind
kan ward. Deur newe-gffekte aan te meld, kan u help om meer inligting omtrent die
veiligheid van RUBY in te win.

U kan ook ‘n ¢-pos direk aan die maatskappy stuur: pharmacovigilance@
pharmadynamics.co.za, om die veiligheid van die medisyne te verseker.

5. Hoe om RUBY te bewaar

Bewaar alle medisyne buite die bereik van kinders.

Bewaar teen of benede 25 °C.

Hou in die buitenste kartonhouer, totdat dit benodig word vir gebruik.

Moet nie gebruik na die vervaldatum wat op die kartonhouer aangedui word nie.
Neem alle ongebruikte medisyne na u apteker terug.

Moet nie ongebruikte medisyne in afvoerpype of rioolstelsels (bv. toilette) weggooi nie.

6. Verpakkmgsmhoud en ander inligting
Wat RUBY bevat:

Die aktiewe bestanddele is drospirenoon en efinielestradiol.

Elke aktiewe, filmbedekte tablet bevat drospirenoon 3 mg en etinielestradiol 0,03 mg.
RUBY bevat suiker (laktosemonohidraat 62,00 mg en watervrye laktose 89,50 mg).

Die ander bestanddele is

Tabletkern (geel aktiewe tablet):

Kruisgekoppelde povidoon (XL en XL-10), magnesiumstearaat, mieliestysel, polisorbaat
80, povidoon K-30, voorafgegelatineerde stysel.

Tabletkern van dli onaktiewe wit tablet:
Magnesiumstearaat, povidoon K-30

Bedekking (aktiewe tablet, Opady Il gee)):
Gedeeltelik gehidroliseerde poliviniel alkohol, geel ysteroksied, makrogol, talkum,
titaandioksied.

Bedekking (onaktiewe tablet), Opadry Il wit:
Poliviniel alkohol, titaandioksied.

Hoe RUBY Iyk en die verpakkingsinhoud
Filmbedekte tablet.
21 ronde, gee! filmbedekte tablette en 7 gladde, ronde, wit filmbedekte tablette.

RUBY ward verpak in aluminium/PVC/PVDC foelie stulpstroke, wat 28 tablette bevat en
verpak word in ‘n buitenste kartonhouer.
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