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Adocor@ 25
Active ingredient: Captopril

Adocor 25 contains captopril, an active substance belonging to the group ofACE inhibitors. In hypertensive patients the admi-
nistration of captopril results in a reduction ofblood pressure in both supine and standing positions without increasing the heart
rate. In patients with heart failure cardiac preload and afterload are decreased and clinical improvement is achieved.

Composition:

Each tablet contains: Acrive ingredient: Z5 mg captopti l

Indications:

Hypertension. Heart failure - concomitanr administration of captopril and diuretics; especially in severe cases concomitant
administration of captopril and digitalm.

Contraindications:

Adocor 25 must not be used in hypersensitivity to captopril, in patients prone to angioneurotic oedema (also patients who have
experienced angioneurotic oedema during rreatment with any other ACE inhibLtor), renal artery stenosis (in both kidneys or
in one kidney if this is the only one), in patients who have undergone renal transplantation, aortic stenosis or mitral valve
stenosis or other kinds of outflow disorders of the left cardiac venrricle (e.g. hypertrophic cardiomyopathia), primary elevation

ofaldosterone concentrations in the blood, pregnancy (prior ro treatment the possibility ofpregnancy should be ruled out; during

rrearmenr conrraceptir,e measures have to be taken). nursing mothers (nursing should be discontinued), children.

Adocor 25 should onl-v be used after caref.rl assessment of benefit md risk md if regulu monitoring of cenain clinical findings

and laboraron paramerers is assured in severe renal function disorders (clearance ofcreatinine < 30 mvmin), dialysis, Proteinuria
(rota1 urinan proreins grearer than 1 g per day), severe dimrders of electrolytes, primary hepatic disease or hepatic function
disorders, impaired immunological reaction or collagen vacular disease (e.g. Lupus erythematosus, scleroderma), concomitant

therap,v with drugs knox'n to affect the immune response (e.g. corricoids, cytostatic agents, antimetabolites), allopurinol,
procainamide or l i thrun.

Concomitmr use oi captopril and polvacninitril-methallylsulphonate-high-flux membranes (e.g. ,,AN 69") during dialysis

rrearment mav rsult in hlpersensitivity reactions (anaphylactoid reactions) and even shock. This conhination should thus be

aroided bv using other Jruqs - no ACE inhit Ltors - indicated in hypertension and heart failure and bv using other membranes
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*.^, ,tr., L: le:s dmger..ur :..r rhe terus. E peciallv ii Adaor l5 is taken during &e second mJ *rtrJ tnmesrer of pregnancy

frere rs a risk io the terus.
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Peaucion mere: Prior ro admnsmrion of Ad€or 25 renal fmction has to be monitored Bpecially during *eiltial

+ha-s-ef"i6erey-witlr4dqctr.25glocd+remrre and/or cenaiolabomtory parameters should be carefullv monitored in F stients

i"itn nyf."*-*i" or volume deplerron. panen!s :urlerug trum rmpaired renal tunctton or severe hypenension or hypenensiori

caused bv renal diseases or ser,ere heart failure, elderly patients (over 65).

Side effects,

Cadiota.cular ststem, Occa:ionallr,, especiallr when starting therapy with captopril, in patients suffering from hlponatremia

*ii.t *t"* a"pterion (e.q. rn case ofa preceding treatment u'ith diuretics), heart failure, severe hypertensron or hlperteroron

Jue ro renal dgm or o.hen the dose of diuretics and/or captopril is increased an excessive hlpotensive elTect (hypotension.

onhosrr.is) with signs and svmproms such as venigo, a feeling ofweakness, biurred vision, rarely syncope may occur' ln isolated

cres rhe followrng side ellects have been reported ro accompany an excessive hypotensive effect ofACE inhibitors, tachycar-

dia, palpiration, rhythm disturbances, angina pectoris, myocardial infarction, TIA, cerebral insult

K&!4eE Occasionally renal function disorders may occur or be aggravated. They may in isolated cases result in acute renal

iaiiur". Ptot"in.rla has been observed rarely. lt has in some cases been accompanied by a deterioration of renal function.

Respiraton tract: Occaslonallv: dry chest! cough and bronchitis. Rarely: dyspnoea' sinusitis, rhinitls lrclated cases of bron-

.ho-.po.-, glossitis, drv mouth, ah'eoliris and eosinophil ic pneumonia have been described. In isolated cases angroneurotrc

oedema inrclr.ing lar1nx, glorris and/or rongue has been seen in patients treated with ACE inhibitors. Emergency therapy

includes the ,ub."ut"r.ou, ^ppLicarion of0.J-0.5 mg epinephrine or the qlol intravenous application of0.1 mg epinephrine

(follos' instructions ibr ,lilution, ECG and monitoring of blood pressure I ). The epinephrine application should be followed by

the administration of glucocorticoids. Furthermore the application of antihistaminic agents and H2 receptor antagonists is

recommended. In case of known deficiency of Cr inactivator the Ct inactivator may be administered.

Digestive: Occasionally: nausea, abdominaL pain, indigestion. Rarely: vomiting, dianhoea, constipation and loss of appetite.

lsolated cases of cholestatic icterus, hepatic function disorders, hepatitis, pancreatitis and ileus have been reported during

treatment with ACE inhibitors as well as a syndrome starting with cholestatic icterus followed by progressive hepatic necrosis

(sometimes fatal). A causal relationship cannot be accurarely determined. lf in patients recerving ACE inhibitors an icterus or

a signrficant increase in liver enzyme l;vels occur treatment with ACE inhjbitors should be discontinued and patients shouLd

remain under medical supervision.

Sk rn, ve.sels: Occasronally hypersen.rt rvrty reacr rons. e.g. exanrhema. rarely urtrcaria ot prurlt u5 as wel I a' angioneurortc oedema

l*luirg l,pr, f".. and/or the extremities may occur. In isolated cases severe skin reactions such as erythema multiforme and

p.^phig"oide .*t".eous reactions have been described. In isolated cases these cutaneous reactions may be associated with fever,

myaigialanhralgia/arthritis, vasculitis or altered laboratory findings (eosinophilia, leucocytosis and/or increased ANA titers)

In'.ole patienti *ho during preceding desensitization against animal toxins (e.g. bee sting, wasp sting) had received another

ACE lnhibitor, life-threatening anaphylactoid reactions occurred. Reactions disappeared after discontinrration of treatment

with the ACE inhibitor. They ieappeared during inadvertent treatment with the ACE inhibitor in question. Patients who do

not show any hypersensitrvity ro insect toxins may also show anaphylactoid reactions when they have bee stings or wasp stings

while receivine ACE inhibitors.



Under treatment with ACE inhibitors isolated cases of the following adverse reactions occuned: psoriasis-like skin reactions,
photosensitivity, alopecia, oncholysis, more frequent angiospasms in patients with Raynaud's syndrome. In case of signs indi.
cating a severe cutaneous reaction patients should immediately consult their physician. Ifnecessary, treatmenr with Adocor 25
should be discontinued.
Nervous svstem: Occasionally: headache, fatigue. Rarely: somnolence, depression, insomnia, impotence, a prickling sensation,
paresthesia, imbalance, confusion, tinnitus, blurred vision, diminuition or temporary loss oftaste perception.

LabalalaidiDdingt Occasionally there may be lower concentrations of hemoglobine, hematokrit, leucocytes or erythrocytes.
Especially in patients with renal impairment, collagen vascular disease or in concomitant treatment with allopurinol, pro-
cainamide or drugs known to affect the immune rcsponse rare cases ofanemia, thrompocytopenia, neutropenia or eosinophilia
have been noted. In isolated cases agranulocytosis or pancytopenia have occurred. lsolated cases of hemolysis/hemolytic
anemia with or without G-6-PDH deficiency have been reported. It is not clear whether rhese symptoms are related to ACE
i  nh ib r  ro rs .
Especially in patients wirh renal function disorders serum concenffations of urea, creatinine and potassium may be increased
in rare cases. Serum sodium levels may be reduced. ln patients with diabetes mellitus an elevation ofserum potassium has been
obseNed. Proteinuria may develop. In isolated cases eLevations ofbilirubin and liver enzymes may occur

Notesr The above mentioned laboratory parameters should be regularly monitored prior to and during treatment with Adocor
25. Especially when treatment is initiated and in patiems particularly at risk (including patients with renal function disorders
or collagen vascular disease, patients receiving allopurinol, procainamide or drugs known ro affect the immune response) serum
electrolytes, creatinine levels and the blood count should be checked ifnecessary
If during treatment with Adocor 25 signs and symptoms such as fever, swelling of rhe lymph nodes and/or pharyngitis occur
patients shouLd immediately consult their physician to have white blood cell counts evaluated. If dudng treatmenr with
Adocor 25 anv side effects occqr rvhich are not described in this patient information leaflet, please inform your physician or
pharmacist.
This Jrug. er en tf taken as prescrit'eJ. mar int1uence the parienr's reacrions and have adverse effects on the ability to drive or
use machines. especiallr ri alcohol is consumeJ ar the same trme.

Interactions with other dnrgs:

Sodium chlori,le reJuces the hrpotensive effect of Adocor 25 and will lead to less improvement of svmptoms of heart failure.
Hrm]!94:It,ejh4s increase the hrpotensive effect of Adocor 25, especiallv uhen diuretics are administered simultaneousl,u
Analgesia md mrirnt'lammatoru drugs (e.g. acetvlsalicvclic acid, indometacne) possibly reduce the hlpotensive effect of
Adaor 2i.
Potassium. pomsium-sparing agq41l@g. soironolactone, amiloride, triamterene) and other drugs (e.g. heoarin) increasing
serum ootmsium lead to potentiated increase of serum potassium.
Concomitant application of Adocor 25 with Lithium results in increased serum-lithium levels (regular monitoringl )
The effects of alcohol are potentiated.
Barbiturates. narcotics lead to an increased hlpotensive el1ect (the physician responsible for anesthesia has to be informed on
the -\1,.i..r l: :her:r '. lr
C..cc..nr:r,: cr:r.,-n: " ::i

! Durins concomitant treatment of these drugs and ACE inhibitors
lrprircenra mas ccur. e.Teciallr rrhec l:::: r r:tl -\CE rnhit'icors is started and when the dosage is increased. Patients

ri-. sril ai;u:t rhe dose of the ACE inhibitor or the antidiabetic asent..hould then rmmedratelv consulr rherr phr.:- r
Captopril should not be administered roseder ,*
(see CONTRAINDICATIONS).

r.riracslartril-nethailvlsulohonate-high.flux membranes (e.g.,,AN 69")

Dosage and mode of application:

Ecps9!qi!yr"ps@mg!9p!9tion(eg.rgsult@ftomdialysis'vomiting/diarrhoeaortreat-
nent uith lruretics), heart failure, severe h'. lertension,.r hrrcrren:irn :: i."J ireri l l  lr.t:.e ,l:ete mighr bt an mpoltanr
: .  : rL .  : : . : i ' r - i , . ,her fhe t re r rmer : . ,  : :  - :  :  - - :  : : : - : . :  l : , : : : ; ;eh lpomtro iamd/orvo lumedep le t ionshou ld

rmF. ;hj:mlu::i"';;H:
ever the dose of c:piopril and/or loop diuretics is increased the patient should stay under close medical supervision for about
:l r. fi6ut, ,. :void uncontrolled excessive hvpotension.
F:rier-r; *rtibring fiom severe hypertenston (malrgnanr hyperrension) or severe heart failure should be hospitalized to initiate
E.:ment wirh Adocor 25.

) :r: Physician will decide on the duration oftreatment individually. Uniess otherwise instructed the following dosage ins6uc-
- :  a  r  l a a t v :

ir-nension: The usual init ial dose is 12.5 mg in the moming and 12.5 mg in the evening (r/z tabtet each time). If the
:aftcr: 'r. -'r bLtd pressure is nor satisfactorv, the dose mav be increased to 25 mg twice daily oi 50 mg once a day (2x1 or 1x2

s atu l lL-l inrnarr.n i ' f rheraFr. The usual maintenance dose is 50 mg daihtablers). .{ *urimu- dail1'?ilEffi5@Fffiffiffi-ouldnorbe exceeded

I

T

ieart failurq: Adocor l5 mar t'e administered in addition to a diuretic or digitalis. The usual initial dose is 6.25 mg in the
noming and 6 25 mg in the e'ening. Ii a doage increase is necessary the dose should only be increased gradually deiending
.'n the individual response oi each patient. The usual mainrenance dose is 25 - ?5 ng daily ( I -3 tablets). in isolated cases the
administration of a muimum dose of 150 mg daily (6 rablets) may be indicated.

?"*g" i" tu"tlt t",t"t The usual initial dose is 6.25 mg in
the morning and 6.25 mg in the evening. The usual maint.^ar.. dm ir zS -:O *d;;topril daily (1-2 tablets). A nixi-
mum daily dose of 100 mg (4 tablets) shouid not be exceeded.

Ppug. +t"tr r"t"r: r."r The usual initial
dose is.6 25 mg in the mming and 6.25 mg in the er.ening. it* *rul -"i^,".ance dose ir ZS - SO ,,u of .uptopril daily ( 1 - 2
tablets). A maximum daily dore of 75 mg (3 ublets) should generallv not be exceeded.
De!ag".ir.r.r"r" t.r"l fur.tiot diro.d.r" (.t""ti.i." .1."r".." . 20 *l/-i. o, ,.*. ..."tirir" , 5 ^gft[lL The recommen_
ded daiiy dose is 6.25-25 mg (up to 1 rablet).

Adocor 25 tablets should be swallou'ed whole with a drinl ofs'arer and may be taken independently ofmeals. The total daily
dose stated should be divided into two or three smaller doses. Dailv doses of50 *g .up,opril o, aore may be taken at once.

Notes: Store below 25 "C. Adocor 25 should not be applied after the expiry date.

Keep drugs out of rhe reach of childrenl

Date:July 1997




