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Femoston® is indicated for estrogen deficiency symptoms in postmenopausal women at least 6 months
since last menses and Femoston®-conti is indicated for estrogen deficiency symptoms in
postmenopausal women at least 12 months since last menses.
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Patient case studies

The patient case studies are not intended to replace clinical decision making. The benefits and risks of HRT
must be assessed and tailored to each individual patient. Below are some examples of other factors which
should be considered when prescribing HRT.

Some factors to consider when prescribing HRT:'-’

¢ Benefits/risks of HRT

¢ Presence/absence of uterus

¢ Conditions which need supervision
¢ Type of hormone(s)

e Time since last menstrual period
¢ Patient choice

¢ Age of menopause

e Risk factors for VTE

¢ Need for contraception
e Severity of symptoms
¢ Malabsorption

¢ Migraines

Please note: Not all patients are suitable for oral HRT. The prescriber must make a clinical decision for each individual
patient on whether they can be considered for oral therapy.

Deborah, Age: 52

N N

(

~

Emma, Age: 46

Situation: First visit to GP
Symptoms: No periods for 6 months,
previously erratic periods, “brain fog”,
irritable, hot flushes

Concern: No personal history of
breast disease, however, aunt had
breast cancer at age 557

Taking: Over-the-counter herbal
remedies

Initiate with: Femoston®1/10 mg

femoston

estradiol / dydrogesterone

KEY CONSIDERATIONS

1. Patient worried about the risk of breast cancer with
HRT —» assess patient's overall breast cancer risk
and discuss benefit/risk profile of HRT
2. Although all systemic HRT increases the risk of
breast cancer — consider the progestogen
(see third page)

Situation: 3-month HRT review

Prescribed: Sequential combined
transdermal patch

Review notes: Symptoms improved,
but experiencing androgenic side
effects and patch causing irritation

'y

femoston

estradiol / dydrogesterone

Consider: Femoston® 1/10, or 2/10 mg

KEY CONSIDERATIONS

1. Transdermal patch causing
irritation —» consider the route
2. Androgenic side effects —» consider
the progestogen

Jill, Age: 55

\

Situation: Visited GP twice before seeing a specialist now at 3-month HRT review
Prescribed: Continuous micronised progesterone & estradiol gel

Review notes: Symptoms improved, however, patient experiencing drowsiness
due to the micronised progesterone’*and needs to pay two prescription charges
for treatment regime

KEY CONSIDERATIONS

femoston-conti

estradiol / dydrogesterone

1. Side effects — Consider the progestogen
2. Two prescription charges — continuous
combined oral therapy only one charge for the

Consider: Femoston®-conti 1/5 mg patient

HRT: Hormone replacement therapy; VTE: Venous thromboembolism.

tFor full information on assessment of familial breast cancer risk, please refer to NICE Clinical Guideline [CG164] available at https://www.nice.org.uk/guidance/cg164
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What is the monthly cost** of treating patients with
the most common combined HRT regimes?2°

Table below contains some examples of the most commonly prescribed combined HRT regimes, and is not
intended as a clinical prescribing guide. It is not an exhaustive list and note that other HRT options are available
including, combinations using LNG 52mg IUS. Clinical prescribing should be guided by the clinical judgement
and individual assessment of each patient.

Trade Elleste Novofem® | Kliofem® | Kliovance® | Femoston® | Elleste Duet™ | Femoston® Evorel® + Oestrogel® + Evorel® Evorel®
name(s) Duet™ Conti -conti Utrogestan® | Utrogestan® Sequi Conti

(Hormone (E2 1mg, 2mg) (E2 1mg) (E2 2mg) (E2 1mg) (E2 1mg, 2mg) (E2 2mg) (E2 500mcg, 1mg) (E2 50mcg) (E2 0.06% - 2 (E2 50mcg) (E2 50mcg)
content) pumps per day)
& & & & & & & + + & &

(NETA 1mg) (NETA 1mg) (NETA 1mg) | (NETA 500mcg) (DYD 10mg) (NETA 1mg) (DYD 2.5mg, 5mg) | (MP 100mg-1o0r2 | (MP 100mg-1or2 | (NETA 170mcg) | (NETA 170mcg)
caps per day)® caps per day)®

Route of ‘ ‘ ‘ ‘ ‘ ‘ ‘ N N
wine| Y | Y (Y9 | Y% | Y| Yo | Y@ % (] %
Sequential Sequential | Continuous | Continuous Sequential . Continuous Seqqentlal/ Seqqentlal/ Sequential Continuous
Treatment f f " ) f Continuous " continuous continuous f N
. combined combined combined combined combined ! combined X X combined combined
regimen therapy therapy therapy therapy therapy combined therapy therapy combined combined therapy therapy
therapy therapy
Treatment
duration 28 days
£3.88 + £4.10 £4.20 + £4.10
=£7.98 =£8.30
Monthly cost™ £3.07 £3.81 £3.81 £4.40 £5.39 £5.67 £8.14 £11.09 £13.00
£3.88 + £4.28 £4.20 + £4.28
=£8.16 =£8.48

Novofem®, Kliofem® and Kliovance® are trade names of Novo Nordisk Limited;
Utrogestan® and Oestrogel® are trade names of Besins Healthcare (UK) Ltd;
Evorel®, Evorel® Sequi and Evorel® Conti are trade names of Theramex UK Limited

**These prices are based on 28 days of treatment
taken from the MIMS HRT table.® Prices last

accessed in September 2022. Some products are
“Please refer to the Utrogestan® SmPC' for full information on how Utrogestan® is only available in either 1 or 3 month packs.

used within either a sequential or continuous combined HRT regime.

“But doctor, are all progestogens the same?”

¢ QOverall evidence shows an increased risk of breast cancer in women taking combined estrogen-progestogen or
estrogen-only HRT, that is dependent on the duration of taking HRT.*”

e The Women'’s Health Initiative (WHI) study and a meta-analysis are consistent in finding an increased risk of
breast cancer in women taking combined estrogen-progestogen for HRT that becomes apparent after about
3 (1-4) years.*7

Additional results of observational studies and a meta-analysis from 2019, show that different
progestogens may have different risk profiles when it comes to breast cancer risk.’*'3

HRT: Hormone replacement therapy; LNG: Levonorgestrel; IUS: Intrauterine system; E2: Estradiol; NETA: Norethisterone;
DYD: Dydrogesterone; MP: Micronised progesterone.

= S - -
{ Oral = 5" Transdermal patch = Gel = ﬁ J
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Breast cancer data'%13

Odds ratios for breast cancer for recent users” with long-term
(= 5years use) use of HRT, by combination and progestogen component

2.5

*statistically significant vs. non-users
* *

:|: Baseline

risk

QOdds ratio

1.88 1.24

Estradiol E+MPA E+levonorgestrel  E+norethisterone E+dydrogesterone

Recent users is defined as those with prescriptions more than one year and less than five years before the index date.
E: Estrogen; MPA: Medroxyprogesterone acetate.

Conclusion: A recent nested case-control study reported that in recent users” with long-term use (>5 years),
amongst the combined progestogens, the increased risk was highest for norethisterone (OR: 1.88, Cl 1.79 to
1.99) and lowest for dydrogesterone (OR: 1.24, C/ 1.03 to 1.48)."

Standardised incidence ratio of invasive breast cancer among
women using estrogen-progestogen therapy according to the route of
administration and duration of use

5 NS
' 1
2
el
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o .
£ risk
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0
6 Month-3 Year 3-5 Year >5 Year
W Oral Transdemal
NS: Non-significant
_ J
4 \

Conclusion: A Finnish Cohort study, which included 221,551 postmenopausal women, reported that there
was no difference between the route of administration (oral vs. transdermal) when it came to breast
cancer risk.°

HRT: Hormone replacement therapy.
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The Femoston® Range - available in 4 preparations

The choice of /femoslon” _ e Use Femoston® 1/10 and

Femoston® preparation 2/10 for women with estrogen
is an individual deficiency symptoms, whose
decision between the last menstrual period was more

. . Depending on clinical
patient and clinician. response the dosage than 6 months ago

can subsequently be ¢ The dosage can be adjusted
depending on clinical response
and the preparation continued

estradiol / dydrogesterone

The choice depends
upon their symptoms adjusted
severity, benefit/risk
profile and personal

choice and preference. femoston 1 mg / 10/’}’lg it well tolerated
estradiol / dydrogesterone
J
4 o
femoston conti [LMG/Shig|
estradiol / dycrogesterone ¢ Use Femoston®-conti 1/5 and 0.5/2.5 for women with
) o estrogen deficiency symptoms, whose last menstrual
Depending on clinical period was more than 12 months ago
response the dosage
can subsequently be * The dosage can be adjusted depending on clinical
adjusted response and the preparation continued if well tolerated
. ) ¢ Consider using the ultra-low dose Femoston®-conti
temoston conti 0,5mg/2,5mg 0.5mg /2.5mg preparation in women over the age of 60
estradiol / dydrogesterone
J
N\ J

~
Consideration for oral therapy

% %1% 9 ¢ Personal choice and preference

: : : : * Previously taken combined oral contraceptive (COCP)

Qoo ¢ Patient adherence: once-daily treatment

oo9|loae , .-

Qoo ¢ Aesthetics: non-visible

veloe e May be the preferred route for younger menopausal women <45 years
N\ J
( )

HRT should be individualised to each woman and it is important to counsel women on
the benefits and risks of HRT before initiating treatment.'?

The Femoston® range in summary:
o Effectively treats vasomotor symptoms associated with the menopause*”’
e Offers a range of sequential and continuous combined treatments with various doses*”

e Contains a highly selective progestogen, dydrogesterone which is used to prevent the excess risk of
endometrial hyperplasia and carcinoma from estrogen stimulation*”

femoston femoston-conti

estradiol / dydrogesterone estradiol / dydrogesterone

- J

HRT: Hormone replacement therapy.
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femoston femoston-conti

estradiol / dydrogesterone estradiol / dydrogesterone

PRESCRIBING INFORMATION (combined)
Femoston-conti 0.5 mg/2.5 mg film-coated tablets
Femoston-conti 1 mg/5 mg film-coated tablets

Refer to the Summary of Product Characteristics for full information.

Indication: Femoston-conti 0.5 mg/2.5 mg and 1 mg/5 mg film-coated tablets; Hormone replacement therapy (HRT) for oestrogen deficiency symptoms in postmenopausal women atleast
12 months since last menses. Femoston 1/10 mg and 2110 m fim-coated tablets; Hormone replacement therapy (HRT) fo oestrogen deficiency symptoms in postmenopausal women
atleast 6 months since last menses,

Femoston 1/10 mg film-coated tablets
Femoston 2/10 myg film-coated tablets

Femoston-conti 1 mg/5 mg, Femoston 1/10 mg and 2110 mg film-coated i porosisin
who are intolerant of, or for, other medicinal products approved for the prevention of osteoporosis.

athigh rsk of

Presentation: Femoston-conti 0.5 mg/2.5 mg fim-coated tablets containing 0.5 mg estradiol (as hemihydrate) and 2.5 mg dydrogesterone. Femoston-conti 1 mg5 mg film-coated tablets
containing 1 mg estradiol (as heminydrate) and 5 mg dydrogesterone. Femoston 1/10 mg fim-coated tablets containing 1 mg estradiol (as heminydrate) or a combination of 1 mg estradiol
(as hemihychrate) and 10 mg dydrogesterone. Femoston 2/10 mg fim-coated tablets containing 2 mg estraciol (as hemihycrate) or a combination of 2 mg estradiol (as heminycrate) and
10 mg dydrogesterone.

Dosage and administration: Femoston-conti 0.5 mg/2.5 mg and 1 g5 mg film-coated tables; given as a continuous combined HRT every day without a break between packs. Dosage
is one tablet per day for a 28 day cycle. Conti bined treatment may g on the time since menopause and severity of symptoms. Women experiencing a natural
menopause should commence treaiment not eaier than t least 12 months afer thir st natural menstrual bleed. Fo surgially incuced menopause, teatment may start immediately
Femoston 1/10 mg and 2/10 mg fim-coated tablets; given as a continuous sequential HRT without a break between packs. For first 14 days of 28-day cycle, one tablet containing estradiol
taken day; during the following 14 days one tablet containing estradiol and dycrogesterone is taken. Women who are not taking HRT and who re amenorthoic, of those who switch from
a confinuous combined HRT treatment can start on any day.If transfering from a cyciic or continuous sequential HRT regimen, treatment should begin the day following completion of prior
regimen. For initation and continuation of treatment of postmenopausal symptoms, the lowest effective dose for the shortest duration should be used. Depending on the cinical response,
the dosage can subsequenty be adjusted. For oraluse. Can be taken before or ater food. Pacdiatri population: No relevant ndication

Contraindications: Known, past or suspected breast cancer, known or suspected oestmgen ﬁepenﬁem malignant tumours, known or suspected progestogen-dependent neoplasms,
undiagnosed genital bleeding, untreated endometrial hyperplasia, venous disorders, arterial disease, acute liver disease or a
history of liver disease, porphyria, known hypersensitivity to the active substances or to any of the excwpwen\s.

Warning and precautions: HRT should only be initiated for symptoms that adversely affect qualty o fe.In all cases, a careful appraisal ofthe isks and benefis should be undertaken at
Jeast annually and HRT shouid only be continued as long a the beneft outweigs the ris. Before ntating o re-insiuting HRT, 2 complete physicaland family medica istory should be

with the combination drug regimen ombitasvirparitaprevirfitonavir with or without dasabuvir and also the regimen with glecaprevirpibrentasyir. Ciinically, an increased metabolism of
changes in the uterine bleeding profile. Femoston 1/10 mg and 2/10 mg fim-coated tablets; Oestrogens may inhibit CYP450
drug-metabolising enzymes via competiive inhibiton partcularly substances such as tacrolimus and cyclosporine A, fentanyl and theophyline. This may lead to an increased plasma level
ofthe affected substances up to toxc levels. Careful drug monitoring might be indicated and a dosage decrease of tacrolimus,fentanyl, cyclosporine A and theophyline may be necessary.

Pregnancy, Lactation and Fertility: Not recommended. If pregnancy occurs withdraw treatment immediately.

Effects on ability to drive and use machi

s: No influence on the ability to drive and/or to use machines.

Undesirable effects: Very Common: Headache, abdominal pain, back pain, breast paintenderness. Common: Vaginal candidiasis, depression, nervousness, migraine, dizziness, nausea,
vomiting, flatulence, allergic skin reactions (e.g. rash, urticaria, pruritus), menstrual disorders (including postmenopausal spotting, metrorrhagia, menorrhagia, oligo-/amenorthoea, irregular
menstruation, dysmenorthoea), pelvic pain, cervical discharge, asthenic conditins (asthenia, fatigue, malaise), peripheral oedema, increased weight, Uncommon: Cysttis-ike syndrome,
increase in size of lelomyoma, hypersensitiviy, influence on libido, venous thromboembolism, hypertension, peripheral vascular disease, varicose vein, dyspepsia, abnormal hepatic
function, occasionally with jaundice, asthenia or malaise, and abdominal pain, gall bladder disorder, breast enlargement, premenstrual syndrome, decreased weight. Rare: Haemolytic
anaemia, meningioma, steepening of corneal curvature, contact lenses intolerance, myocardial infarction, stroke, angioedema, vascular purpura, erythema nodosum, chloasma or melasma,
which may persist when drug is discontinued, leg cramps. Possible risk factors: Breast cancer, ovarian and endometrial cancer, venous thromboembolisrm, coronary artery disease and
ischaemic siroke. Other adverse reactions: Oestrogen dependent neoplasms both benign and malignant, e.g , increase in size of dependent
neoplasms, e.g. meningioma, . systemic | over the age of 65 chorea, exacerbation of epilepsy, steepening
of comeal curvature, contact lenses intolerance, arterial thromboembolism, pancreatls (in women with pre-exiting hypertiglyceridemia), erythema multforme, erythema nodosum,
chioasma or melasma, which may persist when drug is discontinued, leg cramps, urinary inconfinence, fibrocystic breast disease, uterine cervical erosion, aggravated porphyria, total
thyroid hormones increased.

Legal Category: POM Marketing Authorisation Number: Femoston 1/10 mg film-coated tablets PL 46302/0035;Femoston 2/10 mg film-coated tablets PL 46302/0036; Femoston-conti
0.5 mg/2.5 mg film-coated tablets PL 46302/0037;

Femoston-conti 1 mg/5 mg film-coated tablets PL 46302/0038 MAH: Mylan Products Ltd., 20 Station Close, Potters Bar, Herts, EN6 1TL, UK NHS Price: Femoston-conti £24.43 (84 tablets)
& Femoston £16.16 (84 tablets) Date of Revision of Prescribing Information: June 2022 Veeva Reference: FEM-2022-0062

‘The SmPC for this product, precaution: tra-indicati use can be found at:
SPCandPILs/index.htm and from Viatris Medical Information, Building 4, Trident Place, Hatfield Business Park, Mosquito Way, Hatfield, Hertfordshire, AL10 9UL, phone no. 01707 853000,
Email: info.uk@viatris.com.

taken. Physical i this and by th warnings for use. During treatmen, P
of a frequency and nature adaped o he individual voman. Women should be advised what changes n thei breasts should be reported to their doctor or nurse. Carefully supervise if
leiomyoma or sk factors for disorders or oestrogen-dependent tumours, hypertension, vr disorders, diabetes melitus, cholelihiasis, migraine or severe
headaches, systemic lupus evylhemalosus history of endometrial hyperplasia, epilepsy, asthma, olosc\ems\s and meringioma. condmons ae present o have previousy occured andlor
have been aggravated during pregnancy or previous hormone treatment. Therapy should red and i the following si
deterioraton inver function, signifcant increase in blood pressure, new onset of migraine-type headiche, pvegnancy Investigate Dveaklhvuugh bleeding. An increased risk of breast cancer
has been reporled Ihal i dependent o th length o eament. RT can increase the dnsiyof mammagrapticimages whih my afect radologce dtecion of breest cance.The use
gestogen HRT has been aslightly increased risk of ovarian cancer, HRT is associated with an increased relatve isk of venous
thmmbuembohsm 1VTE] 1. deep vein thrombosis or pulmonary embolism. Patients with known thrombophilc states have an increased risk of VTE and HRT may add to his risk. HRT is
therefore contraindicated in these patients Generally recognised risk factors for VTE include: use of oestrogens, older age, major surgery, prolonged immobilisation, obesity (BMI>30 kg/
ma), period, systemic lupus (SLE), and cancer. IfVTE develops after niiating therapy,the drug should be discontinued. Oestrogens may cause flud
retention, and therefore patients with cardiac of renal dysfunction should be carefully observed. Relative risk of soner arry disease is wseu with oestrogen-progestogen therpy, but
randomised controlled trials have not shown an increase with oestrogen-only therapy. gen therapy is associated with an up to 1.5-40ld
Increased rlativersk ofischaemicsroke. Women wih pre-existng hypertigyceridemia shoud be olowed c\usely Ulsk of pancreals).

Exogenous estrogens may induce or exacerbate symptoms of hereditary and acquired angmedema Certa endocrine tests my be afected. No evdence for improvement i cognive
function. Patients with rare hereditary problems of galactose Intolerance, total lactase d ot take this medicine. Oestrogen-progestogen
combination treatment is not a contraceptive.

Iteacton withother medicinal products: Th melabols o esogensand rogestogens may b icreaed b conconian seof PASD enaynes such s anicanvsasand
. Ritonavir, neffinavir St.Jofn's Wort may cation s warranted

Please continue to report suspected adverse drug reactions with any medicine or vaccine to the MHRA through the Yellow Card
Scheme. It is easiest and quickest to report adverse drug reactions online via the Yellow Card website: https://yellowcard.mhra.gov.
uk/ or search for MHRA Yellow Card in the Google Play or Apple App Store. Alternatively, you can report via some clinical IT systems
(EMIS/SystmOne/Vision/MiDatabank) or by calling the Commission on Human Medicines (CHM) free phone line: 0800-731-6789. Ad-
verse reactions/events should also be reported to MAH at e-mail address: pv.uk@viatris.com.

PRESCRIBING INFORMATION
ELLESTE™ (estradiol +/- norethisterone acetate)
Please refer to Summary of Product Characteristics (SmPC) before prescribing.

Presentation: Ellste Solo™ 1 mg and 2 mg fim-coated tablets containing estradiol
hemibydrate 1 mg and 2 mg respectively. Elleste Duet™ 1 mg fim-coated tablets
containing estradiol hemihychate 1 mg (white tablets) and estradiol hemihydrate 1 mg
and norethisterone acetate 1 mg (pale green tablets). Eleste Due™ 2 mg fim-coated
tab\ets containing estradiol hemmydrale 2 mg (orange tablets) and estradiol hemihydrate
falo 1 mo (ry bt ElestoDue oni -t ot
(Q'EY b 2 d 1 tal

Elleste™

estradiol +/- norethisterone

Indication: Hormone replacement therapy for oestrogen deficiency symptoms in peri-and post-menopausal women (Elleste Solo™; Elleste Duet™) and in post-menopausal women with an
intactuterus who are at east one-year post menopause (Eleste Duet™ Conti. Prevertion of csteoporosis in post-menapausal women at high sk o futur fractures who are intlerant o, or
for, other medicinal products for the prevention of osteoporosis (ENleste Duet™ Conti; Elleste Duet™2 mg; Elleste Solo™ 2 mg).

Dosage and administration: Elleste Solo™ 1 mg and 2 mg fim-coated tablets: One tablet daily to be taken orally and continuously in hysterectomised women; in women with an intact
uterus, progestogen should be added for 12-14 days each cycle. Elleste Duet 1 mg fim-coated tablets: One white tabletto be taken daily for 16 days folowed by one pale green tablet to
be taken dally for the next 12 days, then begin a new cycle without a break. For oral use. Elleste Duet™ 2 m fim-coated tablets: One orange tablet to be taken daiy for 16 days followed by
one grey tablet to be taken dally for th next 12 days, then begin a new cycle wilhout a break. For oal use. Elleste Duet™ Cont: One grey table o be taken daly. o oral use. Please refer
SmPC for fulldetails on iniiating therapy and switching from other forms of HRT.

Conrandicafins: Knoun, pest o suspected bess caner. Knonn ar suspeced aesirogen dependent malignant umaurs. Undigrased enal Hecding. Unteted endometil
typerlasi. Provious dapatic o curent Actve or recent Acute liver disease or history ofver
disease s ong as LFT: L.+ ity o the active o r excipients. Porphyria.

Warning and precautions: HRT s onybeneted forsymptomsthatahersely aflectquaty o e, nallcass,  careul agprisal of e riss and bnefts shoud e undertaken at
least annually, HRT should only fit risk. Before iniiaing e family medical history and perform

Ad ot wha| breast chang Closely supervise women with the ollwing contions or a istory of them: leiomyoma or
endometriosi; history of, o rsk factors for, thromboembolic disease; sk factors for oestrogen dependent tumours; hypertension; ver disorders; diabetes melitus; cholelthiasis; migraine
or severe headache; systemic lupus erythemalosus; endomelral hyperplasia; epiepsy; asthma; otoscerosi. Discontinue therapy if a contraindicaton i discovered and n the folowing
conditons: jaundice or increase in blood onset ype headache; pregnancy; venous thromboembolism (patients should contact
their doctor immediately f they develop painful swelling of a leg, sudden pain in the chest, shortness of breath). Risk of endometrial hyperplasia and carcinoma are increased when
oestrogens are administered alone for prolonged periods. The risk is reduced with the adtion of a progestogen for at least 12 days per cycle in non-ysterectomised women. Investigate
breakthrough bleeding. An increased risk of breast cancer has been reported that is dependent on the length of treatment, HRT can increase the density of mammographic images which
may affectradiological detection of breast cancer. HRT s associated with an increased relative risk of venous thromboembolism (VTE) or puimonary embolism (PE). Risk factos include
personal o family history of thrombosis, severe obesiy, systemic lupus erythematosus, immobilsation, major trauma and major surgery. Consider discontinuing HRT 4-6 weeks before
elective surgery requirng immobilsation. Therapy should be discontinued f VTE develops after niating surgery. There is an increased risk o carciovascular morbidiy during the first year
of use of HRT. HRT s associated with an up to 1.5-f0ld increased risk of stroke. Long term use of oestrogens in women has been associated with an increased risk of ovarian cancer.
Oestrogens may cause fluid retention. Women with pre-exsting hypertrigiyceridemia should be folowed closely (isk of pancreatis). Exogenous estrogens may induce or exacerbate
symptoms of hereditary and acquired angioedema. Certain endocrine tests may be affected. No evidence for improvement n cogniive functon. Increased risk of galloladder disease. Liver
tumours leading to intra-abdominal haemorrhage have been reported. Patients with rare hereditary cisorders of galactose intolerance, the Lapp lactase deficiency or glucose-galactose
malabsorption should ot take this medicine. Elleste™ Duet 2 mg film-coated tablets and Elleste™ Solo 2 mg fim-coated tablets contain sunset yellow colouring (E110) which can cause
allergc reactions. May interact with other medicines. Please refer SmPC for further information.

Interaction with other medicinal products: The metabolism of oestrogens and progestogens may be increased by concornitant use of substances known to induce drug-metabolising
enzymes, specifcally cytochrome P450, such as (eg. phenytoin, and ani-nfectives (e.g. rfampicin, rtabutin, nevirapine, efavirenz)
Ritonavi telaprevr, nelfnavr and herbal preparations containing St John's Wort may induce the metabolism of ossﬂogsns and progestogens. Caution is warranted for co-administation
with the combination drug regimen th or without dasabuvir and also the regimen glecaprevirjpbrentasvir. Please refer SmPC for further nformation.

Pregnancy and lactation: Not recommended.If pregnancy occurs, withdraw treatment immediately.
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Effects on ability to drive and hines: No infl the ability to dr dlor to use machines.

Undesirable effects: Very common side effects (>1/10): Headache, breast pain and tenderness, dysmenorrhoea, menstrual disorder. Common side effects (>1/100): Rash, itching;
werneagial beecing;reast enderness and largement ncrease n size ofuterin foads; nausea; abdominalpan; headache; weigh ncrease | decrezse;oedema;change in moad

ido. Other side effects i

blood pressure; leg cramps; alopecia; hirsutism; venous thromboembolism; thrombophlebits; thrombosis; endometrial neoplasia; dysmenorthoea: aggravation of endometriosis; changes
in cervical eversion, production of mucus and erosion; cysitis-ike syndrome; endometrial cancer; breast cancer; bloating; myocardial infarction; stroke; iver tumours; cholestatic jaundice;
chloasma; erythema multforme; erythema nodosum; muscle cramps; vascular purpura; visual disturbances; intolerance to contact lenses; sodium and water retention; reduced glucose
tolerance; and probable dementia. Please refer SmPC for further information.

Legal Category: POM

Marketing Authorisation Numbers and Basic NHS Price: Elleste Solo™ 1mg: PL 46302/0169; 3 x 28 film-coated tablets £5.06. Elleste Solo™ 2mg: PL 46302/0170; 3 x 28 film-coated
tablets £5.06. Elleste Duet™ 1mg: PL 46302/0164; 3 x 28 film-coated tablets £9.20. Elleste Duet™ 2mg: PL 46302/0165; 3 x 28 film-coated tablets £9.20. Elleste Duet™ Conti: PL 46302/0166;
3 x 28 film-coated tablets £17.02.

MAH: Mylan Products Ltd. Further information is available on request from: Mylan Products Ltd., Station Close, Potters Bar, Herts, ENG 1LT. Tel. 01707 853000

Date of Last Revision: June 2022

Veeva Reference: ELL-2022-0021

‘The SmPC for this product, reactions, precautions, contra-indicati use can be found at:
$SPCandPILs/index.htm and from Mylan Medical Information, Building 4, Trident Place, Hatfield Business Park, Mosquito Way, Hatfield, Hertfordshire, AL10 SUL, phone no. 01707 853000,
Email: info.uk@viatris.com

adverse drug reactions with any medicine or vaccine to the
heme. Itis easiest and qulckest to report adverse drug reactions online via the Yellow Card website: ht‘lp llyelluwcard mhra gov.

uk/ or search for MHRA Yellow Card in the Google Play or Apple App Store. Alternatively, you can report via some clinical IT systems

((EMIS/SystemOne/Vision/MiDatabank) or by calling the Commission on Human Medicines (CHM) free phone line: 0800-731-6789.

Iverse reactions/events should also be reported to MAH at e-mail address: pv.uk@viatris.com
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