Erastapex Co

Olmesartan medoxomil / Amlodipine (as besylate)

CONCENTRATIONS:
Erastapex Co 20mg/5mg ,Erastapex Co 40mg/5mg , Erastapex Co 40mg/10mg.

PHARMACEUTICAL FORM: Film Coated Tablets.

| This drug is contra-indicated during pregnancy, as it may cause injury and death to the developing foetus.

Aortic or mitral valve stenosis; obstructive hypertrophic cardiomyopathy: Due to the amlodipine component of

COMPOSITION:

Erastapex Co 20 mg/5 mg film-coated tablets: White round hlconvex film coated tablet. Each fllm coated tablet of
Erastapex Co contains 20 mg of and 5 my (as ate).

Erastapex Co 40 mg/5 mg film-coated tablets: Yellow round biconvex film coated tablet scored and engraved M/A
from one side and plain from the other side. Each film-coated tablet of Erastapex Co contains 40 mg of olmesartan
and 5 mg of (as besylate).

Erastapex Co 40 mg/10 mg film-coated tablets: Brownish pink round biconvex film coated tablet scored and engraved
M/A from one side and plain from the other sme Each film-coated tablet of Erastapex Co contains 40 mg of olmesartan
and 10 mg of (as besylate).

INACTIVE INGREDIENTS:

Mannitol, Croscarmellose sodium, Polyvinylpyrrolidone (K25), Sodium Lauryl sulfate, Microcrystalline cellulose (PH 102),
Crospovidone (XL 10), Magnesium stearate, Hydroxyl propyl methyl cellulose E5, Polyethylene glycol 6000, Titanium dioxide,
Talc, Iron oxide yellow (Erastapex Co 40/5 mg) and Iron oxide red (Erastapex Co 40/10 mg).

CLINICAL PARTICULARS:

Therapeutic Indications: Trealment of essential hypenenslon Eraslapex Co is indicated in adult patients whose blood
pressure is not controlled ol

DOSAGE AND ADMINISTRATION:

Adults: The recommended dose of Erastapex Co is 1 tablet per day. Erastapex Co20mg/5mg may be administered in
patients whose blood pressure is not adequately controlled by 20 mg or5mg alone.
Erastapex Co 40mg/5mg may be administered in patients whose blood pressure is not adequately controlled by 20 mg
olmesartan medoxomil/5 mg amlodipine. Erastapex Co40mg/10mg may be administered in patients whose blood pressure
is not adequately controlled by 40 mg olmesartan medoxomil/5 mg amlodipine. A step-wise titration of the dosage of the
individual components is recommended before changing to the fixed comblnanon When clinically appropriate, direct change
from to the fixed i may be For patients receiving olmesartan medoxomil
and amlodipine from separate tablets may be switched to Erastapex Co tablets containing the same component doses.
Erastapex Co can be taken with or without food.

Elderly people (age 65 years or over): No adjustment of the recommended dose is generally required for older people
but increase of the dosage should take place with care. If up-titration to the maximum dose of 40 mg

Single cases of rhabdomyolysis have been reported in temporal association with the intake of angiotensin Il receptor blockers.

daily is required, blood pressure should be closely monitored.

Renal impairment: The maximum dose of olmesartan medoxomil in patients with mild to moderate renal impairment
(creatinine clearance of 20 — 60 mL/min) is 20 mg olmesartan medoxomil once daily, owing to limited experience of higher
dosages in this patient group. The use of Erastapex Co in patients with severe renal impairment (creatinine clearance < 20
mL/min) is not recommended. Monitoring of potassium levels and creatinine is advised in patients with moderate renal
impairment.

Hepatic impairment: Erastapex Co should be used with caution in patients with mild to moderate hepatic impairment. In

patients with moderate hepatic impairment, an initial dose of 10 mg once daily is and the
maximum dose should not exceed 20 mg once dally Close monitoring of blood pressure and renal function is aﬂwseu in

hepatically-impaired patients who are already receiving diuretics and/or other agents. There is no
of olmesartan medoxomil in patients with severe hepatic impairment. As with a\l calcium antagoms's am\udlpme 's half-life is
prolonged in patients with impaired liver function and dosage have not been Erastapex Co
should therefore be administered with caution in these patients. The pharmacokinetics of amlodipine have not been studied in
severe hepatic impairment. Amlodipine should be initiated at the lowest dose and titrated slowly in patients with impaired liver
function. Use of Erastapex Co in patients with severe hepatic impairment is contraindicated.

Paediatric population: The safety and efficacy of Erastapex Co in children and adolescents below 18 years has not been
established. No data are available.
METHOD OF ADMINISTRATION:

The tablet should be swallowed with a sufficient amount of fluid (e.g. one glass of water). The tablet should not be chewed
and should be taken at the same time each day.

CONTRAINDICATIONS:
Hypersenslllvny to the active or inactive i or to Pregnancy. Severe hepatic
and biliary Due to the Erastapex Co is also contraindicated in patients with:

* Severe hypotension.

* Shock (including cardiogenic shock).

* Obstruction of the outflow tract of the left ventricle (e.g. high grade aortic stenosis).

* Hemodynamically unstable heart failure after acute myocardial infarction.

The concomitant use of Erastapex Co with aliskiren-containing products is contraindicated in patients with diabetes mellitus
or renal impairment (GFR < 60mI/min/1.7 m2).

SPECIAL WARNINGS AND PRECAUTIONS FOR USE:

Dual blockade of the renin-angiotensin-aldosterone system (RAAS): There is evidence that the use of
ACE-inhibitors, angiotensin Il receptor blockers or aliskiren increases the risk of hypotension, hyperkalemia and decreased renal
function (including acute renal failure). Dual blockade of RAAS through the combined use of ACE-inhibitors, angiotensin Il receptor
blockers or aliskiren is therefore not recommended. If dual blockade therapy is considered absolutely necessary, this should only
occur under specialist supervision and subject to frequent close monitoring of renal function, electrolytes and blood pressure.
AACE-inhibitors and angiotensin Il receptor blockers should not be used concomitantly in patients with diabetic nephropathy.

Patients With Hypvolemia Or Sodium Depletion: Symptomatic hypotension may occur in patients who are volume
and/or sodium depleted by vigorous diuretic therapy, dietary salt restriction, diarrhea or vomiting, especially after the first
dose. Correction of this condition prior to administration of Erastapex Co or close medical supervision at the start of the
treatment is recommended.

Other Conditions With Stimulation Of The Renin-angiotensin-aldosterone System: In patients whose vascular
tone and renal function depend predominantly on the activity of the renin-angiotensin-aldosterone system (e.g. patients with
severe congestive heart failure or underlying renal disease, including renal artery stenosis), treatment with other medicinal
products that affect this system, such as angiotensin Il receplcr antagonists, has been associated with acute hypotension,
azotemia, oliguria or, rarely, acute renal failure.

Renovascular Hypertension: There is an increased risk of severe hypotension and renal insufficiency when patients with
bilateral renal artery stenosis or stenosis of the artery to a single functioning kidney are treated with medicinal products that
affect the renin-angiotensin-aldosterone system.

Renal Impairment And Kidney Transplantation: When Erastapex Co is used in patients with impaired renal function,
periodic monitoring of serum potassium and creatinine levels is recommended. Use of Erastapex Co is not recommended in
patients with severe renal impairment (creatinine clearance < 20 mL/min). There is no experience of the administration of
Erastapex Co in patients with a recent kidney transplant or in patients with end-stage renal impairment (i.e. creatinine
clearance < 12 mL/min).

Hepatic Impairment: Exposure to amlodipine and olmesartan medoxomil is increased in patients with hepatic impairment.
Care should be taken when Erastapex Co is administered in patients with mild to moderate hepatic impairment. In
moderately impaired patients, the dose of olmesartan medoxomil should not exceed 20 mg. In patients with impaired hepatic
function, amlodipine should be initiated at the lower end of the dosing range and caution should be used, both on initial
treatment and when increasing the dose. Use of Erastapex Co in patients with severe hepatic impairment is contraindicated.

Hzgerkalemia As with other angiotensin Il antagonists and ACE inhibitors, hyperkalemia may occur during treatment,
especially in the presence of renal impairment and/or heart failure. Close mommnng of serum potassium levels in at-risk
patients is recommended. Concomitant use with potassium paring diuretics, salt i
containing potassium, or other medicinal products that may increase polasslum levels (heparin, etc.) should be undertaken
with caution and with frequent monitoring of potassium levels.

Lithium: As with other
recommended.

Il receptor ists, the use of Erastapex Co and lithium is not

Erastapex Co, as with all other vasodilators, special caution is indicated in patients suffering from aortic or mitral valve MedDRA Adverss Reactions | Ereauency — Single cases of extrapyramidal syndrome have been reported in patients treated with amlodipine.
stenosis, or obstructive hypertrophic cardiomyopathy. System Organ Class Olmesartan/ | Olmesartzn | Amiodipine
Amlodipine .
Primary Aldostgrqnism: Patients with primary aldosteronism generally will not respond to antihypertensive medicinal products inati OVERDOSE:
acting through nfibition ofthe renin-angiotensin system. Therefore, the use of Erastapex Co is not recommended in such patients. Blood and lymphatic system disorders | Leuk Very rare Symptoms: There is no experience of overdose with Olmesartan medoxomil / Amlodlplne as besylate fixed dose
Heart failure: As a consequence of the inhibition of the renin-angiotensin-aldosterone system, changes in renal function frombocyloperia Uncommon | Very rare ination. The most Ilkely effects of Olmesanan
may be anticipated in susceptible individuals. In patients with severe heart failure whose renal function may depend on the Immune system disorders ATrgi Teaction /Drug hypersensiuvity Rare Tery rare could be (vagal) occurred. pi can be expected to lead to
activity of the renin-angiotensin-aldosterone system, treatment with angiotensin-converting enzyme (ACE) inhibitors and Anaphylacic reaction Uncommon excessive peripheral vasodllatahun with marked hypotension and possibly a reflex tachycardia. Marked and potentially
angiotensin receptor antagonists has been associated with oliguria and/or progressive azotemia and (rarely) with acute renal Metabolism and nutition disorders Typerglycemia Teryrare prolonged systemic hypotension up to and including shock with fatal outcome has been reported.
failure and/or death. Patients with heart failure should be treated with caution. In a long-term, placebo controlled study of ¢ utrtion di Fyperialemia Uncommon | Rare
in patients with severe heart failure (NYHA Il and IV), the reported incidence of pulmonary oedema was higher in Hypertrighyceridemia Common Treatment: If intake is recent, gastric lavage may be considered. In healthy subjects, the administration of activated
the amlodipine group than in the placebo group. Calcium channel blockers, including amlodipine, should be used with caution Hypenuiceia Tommon charcoal immediately or up to 2 hours after ingestion of amlodipine has been shown to reduce substantially the absorption
in patients with congestive heart failure, as they may increase the risk of future cardiovascular events and mortality. Peychiatic disorders Confusion Rare of amlodipine. Clinically significant hypotension due to an overdose of Erastapex Co requires active support of the
i . . . " Depression Uncommon r system, including close monitoring of heart and lung function, elevation of the extremities, and attention to
Spnehe oty st g e i e vt e e ot g s g 1 o 5o A vy 1 e s s o s
of patients often demonstrated villous atrophy. If a patient develops these symptoms during treatment with olmesartan, exclude other Iitab Uncommon p{owde_ﬂ that there is no contraindication to its use. Intravenous calcium gluconate may be beneficial in r?versmfg the effecIs
etiologies. Consider discontinuation of olmesartan medoxomil in cases where no other etiology is identified. In cases where symptoms Ubido decreased Uncommon of calcium channel blockade. Since amlodipine is highly protein-bound, dialysis is not likely to be of benefit. The daily
disappear and sprue-like enteropathy is confirmed by biopsy, treatment with olmesartan medoxomil should not be restarted. Wood changes (including aniefy - - Uncommon stabillity of olmesartan is unknown.
ommon ommon
Ethnic Differences: As with all other angiotensin Il antagonists, the blood pressure lowering effect of Erastapex Co can be Nervous system disorders gﬂ;i;sa SZIIIIIIIIIIDH PHARMACOLOGICAL PROPERTIES:
somewhat less in black patients than in non-black patients, possibly because of a higher prevalence of low-renin status in ‘Headache Common Common | Common (especily af T
the black hypertensive population. _ beginning oftreatment] F ic F ies: F ic group: Angi Il and calcium channel blockers.
y patients: X . Hypertonia _ Very rare.
Elderly patients: n elderly patients, increase of the dosage should take place with care HIIIaesthesm Uncommon Uncomman Mechanism Of Action: Erastapex Co is a combination of an angiotensin ll receptor antagonist, Olmesartan medoxomil, and
Pregnancy: Angiotensin Il antagonists should not be initiated during pregnancy. Unless continued angiotensin Il antagonist Letharg Uncommon a calcium channel blocker, i besylate. The ion of these active il has an additive antihypertensive
therapy is considered essential, patients planning pregnancy should be changed to alternative antihypertensive treatments Paraesthesia ncommon Tncomman effect, reducing blood pressure to a greater degree than either component alone.
which have an established safety profile for use in pregnancy. When pregnancy is diagnosed, treatment with angiotensin Il Peripheral neuropathy Very rare
antagonists should be stopped immediately, and, if appropriate, alternative therapy should be started. Postural diziness Uncommon PHARMACOKINETIC PROPERTIES:
Other: As with any antihypertensive agent, excessive blood pressure decrease in patients with ischaemic heart disease or gf;m:;égﬂ gIIrIIIIcIInm Olmesartan medoxomil and Amlodipine (as besylate). Following oral intake of Olmesartan medoxomil and Amlodipine (as
ischaemic cerebrovascular disease could result in a myocardial infarction or stroke. S e o besylate), peak plasma of olmesartan and are reached at 1.5 — 2 h and 6 — 8 hours, respectively.
The rate and extent of absorption of the two active substances from Olmesartan medoxomil and Amlodipine (as besylate) are
INTERACTION WITH OTHER MEDICINAL PRODUCTS AND OTHER FORMS OF INTERACTION: | H:Egm: equivalent to the rate and extent of absorption following intake of the two components as separate tablets. Food does not
) 0 e e
Potential Related To The Co To be taken into account with concomitant use. Ear and labyrinth disorders Uncommon affect the of olmesartan and
Terf U ” " " " PP "
Other Antihypertensive Agents: The blood pressure lowering effect of Erastapex Co can be increased by T T IITQ\I:T‘JCWE e e T Olmesartan Medoxomil (Active Ingredient Of Erastapex Co): Absorption And Distribution: Olmesartan medoxomil
use of other antihypertensive medicinal products (e.g. a\pha blockers, diuretics). of is a prodrug. It is rapidly converted to the pharmacologically active metabolite, olmesartan, by esterases in the gut mucosa
AT Treuag i, Vel T and in portal blood during absorption from the gastrointestinal tract. No intact Olmesartan medoxomil or intact side chain
Potential Related To The Of Erastapex Co: C use not chyeariand amg\ ﬁhli\Iatinn) J ey are medoxomil moiety have been detected in plasma or excreta. The mean absolute bioavailability of olmesartan from a tablet
i o
Medicinal Products Affecting Potassium Levels: ~Concomitant use of potassium-sparing diuretics, potassium yocardial inarcton Very rare d th\IIIIs % E‘/" The mean peak plasma cnncer:lrahon {Cmax) of omesartan is reached within ‘a boutlz hc‘ws ater oral
supplements, salt substitutes containing potassium or other medicinal products that may increase serum potassium levels Palpations Uncommon Tncommon 05|||1g oral d mesa ant hout 80 Food fad lasma fipead [h\nré(ease bidstibg ‘"9?{ y wi dlrzﬁrea?mg
(e.9. heparin, ACE inhibitors) may lead to increases in serum potassium. If medicinal products which affect potassium levels Tachycarda Uncommon f)lrrr?eZa(:I:n rr?esggxggll%:y%i a dmm\gs\ereg%mhaor W.II"IIII ioeo decNgncllnliallIO?L;llgIlan I:]YEHOUE:) rIgIeaI: 4 %?ﬁ:r’IencesEIﬁ ?II(;
are to be prescribed in combination with Erastapex Co, monitoring of serum potassium levels is recommended. Vascular disorders. IIIIIII\:IIIIIII — anommon are Jncommon of olmesartan have been observed. OImesanan is highly bound to plasma protein (99.7%), but the potential
Lithium: Reversible increases in serum lithium concentrations and toxicity have been reported during concomitant B UL ncommon B forchmcally mgmﬂcanl protein binding between and other highly bound coadministered
administration of lithium with angiotensin converting enzyme inhibitors and, rarely, with angiotensin Il antagonists. Therefore W—\:ng Rare Ty ae is low (as confirmed by the lack of a clinically significant interaction between Olmesartan medoxomil and
use of Erastapex Co and lithium is not recommended. If concomitant use of Erastapex Co and lithium proves - - %ﬁ‘-{% T LETIECR—— wariann). The blndmg of olmesartan to blood cells is negligible. The mean volume of distribution after intravenous dosing is
necessary, careful monitoring of serum lithium levels is recommended. §espgalnry, thoracic and mediastinal ol o cgm G — low (16— 29 1).
sorders
‘concomitant use requiring action: Non-steroidal anti-inflammatory medlcmal producls (NSAIDs) mcludlng selective cox Il Dysproea Uncommon Uncommon Biotransformation And Elimination: Total plasma clearance of olmesartan was typically 1.3 L/h (CV, 19%) and was
inhibitor, acetylsalicylic acid (>3 g/day) and non selective NSAIDs: When aryngits Common relatively slow compared to hepatic blood flow (ca 90 L/h). Following a single oral dose of 14C-labelled Olmesartan
with NSAIDs attenuation of the antihypertensive effect may occur. Furthermore use Uf jotensin Il and LIl Common | Urcmon medoxomil, 10% — 16% of the administered radioactivity was excreted in the urine (the vast majority within 24 hours of
NSAIDs may increase the risk of worsening of renal function and may lead to an increase in serum potassium. Therefore monitoring Gastrointestinal disorders ‘Rodomnal pan ,0mmon Tommon dose ion) and the remainder of the recovered radioactivity was excreted in the feces. Based on the systemic
of renal function at the beginning of such concomitant thereby is recommended, as well as adequate hydration of the patient. IZII:II me"‘ Tt [rloding Garhea and corstpaon] o Uncommon availability of 25.6%, it can be calculated that absorbed olmesartan is cleared by both renal excretion (ca 40%) and
Bile Acid Sequestering Agent Colesevelam: Concurrent i uf mE bile acid agent D\avmga TnoomrionCarmon hepato-biliary excretion (ca 60%). A_II recovgred radioactivity was identified as olmesartan. No other significant
hydrochlunue reduces the systemic exposure and peak plasma i and reduces 11/2 Oy o Tncorion T  was detected. i patic recycling of is minimal. Since  large proportion of olmesartan is
Iy excreted via the biliary route, use in patients with biliary The terminal half life
at least 4 hours prior to colesevelam hydrnchlonde decreased the drug interaction effect. Dyspensa Uncommon | Common | Uncommon
[ Dyspeosa  |Uncommon | Commor of is between 10 and 15 hours after multiple oral dosing. Steady state is reached after the first few doses and
Admlmmnng olmesartan medoxomil at least 4 hours before the dose should be Gl Veryrare no further accumulation s evident after 14 days of repeated dosing. Renal clearance is approximately 0.5 0.7 L/h and
Additional Informai After treatment with antacid (aluminium magnesium hydroxide), a modest reduction in bioavailability of Gasfoenteris Common is il of dose.
olmesartan was observed. Olmesartan medoxomil had no significant effect on the pharmacokinetics or pharmacodynamics of warfarin or the Gingival hyperplasia Veryrare
of digoxin. C of olmesartan medoxomil with pravastatin had no clinically relevant effects on the Nausea Uncommon [ Common | Common DRUG INTERACTIONS:
pharmacokinetics of either component in healthy subjects. Olmesartan had no clinically relevant inhibitory effects on human cytochrome P450 Pancreafitis ery rare
enzymes 1A1/2, 2A6, 208/9, 2019, 206, 2E1 and 3A4 in vitro, and had no or minimal inducing effects on rat cytochrome P450 activties. No [ Doper abdominal pain LIE] Bile Acid Sequestering Agent Colesevelam: Concomitant administration of 40 mg Olmesartan medoxomil and 3750 mg
clinically relevant interactions between olmesartan and medicinal products metabolised by the above cytochrome P450 enzymes are expected. zoIIIIIIIiKe  _— Uncommon \ngcogl:;un Uncormmon in healthy subjects resulted in 28% reduction in Cmax and 39% reduction in AUC of olmesartan.
” . " HI’_._LH_ _W_ Lesser effects, 4% and 15% reduction in Cmax and AUC respechve\y‘ were observed when Olmesartan medoxomil was
Potential Related To Effects of other medicinal products on amlodipine. Hepato-biliary disorders epatlc enzymes increase Common | Vry e osty corstent administered 4 hours prior to alf life of was reduced by 50 - 52%
CYP3Ad Inhibitors: Concomltam use of amludlpme with strong or moderate CYP3A4 inhibitors (protease inhibitors, azole T Vit choletass of whether admi or 4 hours prior to
, verapamil or diltiazem) may give rise to significant increase in jﬂ‘lﬁ Very rare
amlodipine exposure. The clinical trans\anon of these PK variations may be more pronounced in older people. Clinical _ aundice ‘{Iﬂﬂ Amlndl ine (Active Ingredient Of Erastapex Co): Absorption and distribution: After oral administration of therapeutic
monitoring and dose adjustment may thus be required. Skinand Tissue disorders | AUpece NCommon dost is well absorbed with peak blood levels between 6-12 hours post dose. Absolute bioavailability has been
CYP3A4 Inducers: ) ) . . Angioneurofc 0edema Rare Veryrere esnmated 10 be between 64 and 80%. The volume of distribution is approximately 21 I/kg. In vitro studies have shown that
LCYP3A4 Inducers: There is no data available regarding the effect of CYP3A4 inducers on amlodipine. The concomitant use Alergic dermatis Uncommon 97.5% of circulating amlodipine is bound to plasma proteins. The absorption of amlodipine is unaffected by the
of CYP3A4 inducers (i.e. rifampicin, hypericumperforatum) may give a lower plasma concentration of amlodipine. Amlodipine Eryfhema muftforme Tery rare intake of food.
should be used with caution together with CYP3A4 inducers. Administration of amlodipine with grapefruit or grapefruit juice Exanfhema Uncommon_| Uncommon .
IfﬁggIsreDcZIIr'Iﬁeﬁi‘??n?fsgﬂﬁﬁi'aarIIIIZSI"EI»‘IQIJQIISISEI fiﬂ)gﬁ;““i"I’::jg'g:rgfg‘;‘;ggglaipggﬁ;‘:]‘;iegr:ggeg:ﬁ#’aes;‘;‘g’igﬁzg Exflafve dermetiis Veryrare Biotransformation And Elimination: The terminal plasma elimination half life is about 35-50 hours and is consistent
2 : 3 Thcommon o
with hyperkalemia after administration of verapamil and intravenous dantrolene. Due to risk of hyperkalemia, it is —p%,m ngvn 2;2“" ISSIR ourIJCr?dd:IIII ggz;"%f /;\"";I“;‘g‘g"?:s'if::sp::;‘V“:I;el‘]?ﬁg"zgﬁ"%;m:"erI° |nac1|venré1maboh|9,§ W'(IEI;'D:“?E/“ of the pareg:
recommended that the co-administration of calcium channel blockers such as amlodipine be avoided in patients susceptible Pruitus Ut Uncommon Er: I)a X C 0
to malignant hyperthermia and in the management of malignant hyperthermia. [Pupua thikicl Fcoron astapex Ca).
Effects Of Amlodipine On Other Medicinal Products: The blood pressure lowering effects of amlodipine adds to the Quincke's Oegema Tery rare SPECIAL POPULATIONS:
blood pressure-lowering effects of other antihypertensive agents. In clinical interaction studies, amlodipine did not affect the [Rash Uncommon | Uncommon | Uncammon
pharmacokinencs of atorvastatin, digoxin, warfarin or cyclosporine. SIGIDEI"\:W:E::: —_— Ugwmﬂ" Paediatric Population (Age Below 18 Years): No data in paediatric patients are available.
[ STevens-Jofmsan syodior Teyrare
exposure to slgvaslann CONDBIEDEI g‘gfm’;g&?ﬁ;g;g 'Eﬁ_ﬁ:;':‘gg;g";? ;’III\Ia?s(IaIIIg ﬁ:';;gzﬁg':’;egﬂ}gg‘:":nﬂg%r:ﬁéeggﬁ;" Uticaria . Rare Uncommon Vex fare Elderly Patients (Age 65 Years Or Over): In hypertensive patients, the olmesartan AUC at steady state is increased by
Musculoskeletal and connective fissue Akl swellng Tommon ca 35% in older people (65 — 75 years old) and by ca 44% in very old people (> 75 years old) compared with the younger
FERTILITY, PREGNANCY AND LACTATION: Arthvalga Uncomman age group. This may be at least in part related to a mean decrease in renal function in this group of patients. The
il H disorders h "
Artiris. Common recommended dosage regimen for older people is, however, the same, although caution should be exercised when
PREGNANCY: "M_IM K pain Uncommon | Common _ULWNNW‘ increasing the dosage. The time to reach peak plasma concentrations of amlodipine is similar in older and younger
" uscle spasm Uncommon _| Rare ncommon subjects. Amlodipine clearance tends to be decreased with resulting increases in AUC and elimination half life in older
This drug is contra-indicated during pregnancy, as it may cause injury and death to the developing foetus. Unless continued Tyalga : Uncommon_| UNcormmmon peojple Im:reasesp in AUC and elimination half life in panenIs with congestwe heart failure were as expected for the patient
angiotensin Il antagonist therapy is considered essential, patients planning pregnancy should be changed to alternative P in extremty Uncommon age group in this study.
antihypertensive treatments which have an established safety profile for use in pregnancy. When pregnancy is diagnosed, treatment [Skelpan | | Common
with angiotensin Il antagonists should be stopped immediately, and, if appropriate, alternative therapy should be started. Renal and urnary disorders Toue renal Talure Rare Renal impairment: n renally impaired patients, the olmesartan AUC at steady state increased by 62%, 82% and 179% in
i P ” . . tlenls with mild, moderate and severe renal impairment, respectively, compared to healthy controls. Amlodipine is
Amlodipine (active ingredient of Erastapex Co): Data on a limited number of exposed pregnancies do not indicate that Hagaing Common pa
amlodipine or other calcium receptor antagonists have a harmful effect on the health of the fetus. However, there may be a Increased urary frequency Uncormmon to inactive " I'I;end peqf‘e{;]‘ o;the S"h'smm? Is BXCIBIE‘I‘"PCR?"QGII T Ihf “"”e‘ ghanges in
risk of prolonged delivery. As a consequence, Erastapex Co is not recommended during the first trimester of pregnancy and #MU” dsorder Uncommon be admini ‘ r d "n normal are "Z"ﬁ“glegel ": tdlel E%:EEO renal impairment. In these patients, amiodipine may
is contraindicated during the second and third trimesters of pregnancy. Pg\I:IIIi\a oo Uncommon ‘¢ administered at the normal dosage. Amiodipine is not dialysable.
LACTATION: Renal nsufficiency Rare Hepatic Impairment: After single oral admlnlstratlon olmesartan AUC values are 6% and 65% higher in mildly
" ["Urinary Tract infection and moderately hepatically impaired patients, , than in their matched healthy controls.
Olmesartan is excreted into the milk of lactating rats. However, it is not known whether olmesartan passes into human milk. - - e — Theommon | The unbound fraction of olmesartan at 2 hours post-dose in healthy subjects, in patients with mild hepatic
Reproductive system and breast disorders [ Eréctle dysfunction/mpotence Uncommon ncommon P ly_Subjects, In p D
It is not known whether amlodipine is excreted in breast milk. Similar calcium channel blockers of the dlhydrnqy(ldlne type Gynecomastia Tncommon impairment and in patients with moderate hepatic impairment is 0.26%, 0.34% and 0.41%, respectively. Following
are excreted in breast milk. Because no information is available regarding the use of during General disorders and Asteria Uncommon | Uncommon [Uncommon | repeated dosing in patients with moderate hepatic impairment, olmesartan mean AUC is again about 65% higher
breast-feeding, Erastapex Co is not rt e and alternative 5 with better safety profiles during site conditions hest gl Common_[Uncomman | than in matched healthy controls. Olmesartan mean Cmax values are similar in hepatically-impaired and healthy
breast-feeding are preferable, especially while nursing a newborn or preterm infant. ace odema Rare Uncommon subjects. Olmesartan medoxomil has not been evaluated in patients with severe hepatic impairment. Very limited
. alique Common Common | Common clinical data are available regarding amlodipine administration in patients with hepatic impairment. The clearance of
FERTILITY: e e S Common amlodipine is decreased and the half-life is prolonged in patients with impaired hepatic function, resulting in an
Reversible biochemical changes in the head of spermatozoa have been reported in some patients treated by calcium channel blockers. Clinical ethargy Rare increase in AUC of about 40% — 60%.
data are insufficient regarding the potential effect of amlodipine on fertility. In one rat study, adverse effects were found on male fertility. alaise Uncommon_| Uncommon
edema Common Tommon PHARMACEUTICAL PARTICULARS:
EFFECTS ON ABILITY TO DRIVE AND USE MACHINES: 4in Common | Urcommon
Erastapex Co can have minor or moderate influence on the ability to drive and use machines. Dizziness, headache, nausea | Peripheral oedema Common Common SHELFLIFE: 2 years.
or fatigue may occasionally occur in patients taking antihypertensive therapy, which may impair the ability to react. Caution iting oedema Common
is recommended especially at the start of treatment. Investigations }ggg creatinng noreased = Uncommon ggI:mon STORAGE: Erastapex Co must be stored at a temperature not exceeding 30 °C in a dry place.
3 . . "
UNDESIRABLE EFFECTS: _ e L PACK: Carton box containing (AL/AL) bisters of 10 fim coated tablets per each.
The most commonly reported adverse reactions during treatment with Olmesartan / Medoxomil are peripheral oedema, Blood urc acid increased Uncommon
headache and dizziness. The following terminologies have been used in order to classify the occurrence of adverse reactions: Gamma gyl ransiease increased Uncommon l Keep All Medicines Out of Reach of Children
* Very common (>1/10). * Common (>1/100 to <1/10). * Uncommon (>1/1,000 to <1/100). We!gm qeuease URcommon
* Rare (1/10,000 to <1/1,000). e Very rare (<1/10,000)), not known (cannot be estimated from the available data). Weight ncrezse Jreommon by: Apex Pharma - S.A.E. - Badr City - Egypt.
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