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PK-Merz® 
Film-coated tablets 
AMANTADINE SULPHATE 

D,rection for use, please read carefully! 

Composition: 
One film-coated tablel conlains: 
Active Ingredient: Amanladine sulphate 100 mg. 
Excipients: Lactose monohydrate, mlcrocrystall ine cellulose, potato starch, gelatine, 
povidone, talc, coUoklal silicon dloxide, magnesium stearate, croscannellose sodium, 
eudragit E, yeUow-orange Sand utanlum dioxide. 
Indications: 
PK-Merz film-coated table! is effective agalnstaJl symptoms of Parklnson's dlsease such 
as rigidity, tremor and hypo· or aldnesia as weil as against rasldual symp10ms and 
complaints after stereotactic operations. 
Conn-Indications: 
PK-Merz film-coated tablais must n"ol b€ used in patients with: 
~ hypersensltivity to amantadfne or 10 any of the other constnuents of the medlelnal 
, product, 

- ~ere non eompensaled heart fnsufflCiency (stage NYHA M, 
- cardiomyopathies and myocarditis (dlse<;lse of the cardlac muscles) . 
... grede Il or III AV-block. 
- exJsting bradycardla under 55 beats/min, 
- known prolonged OT Interval (Bazet! OTe> 420 ms) or discemlble U-waves or 

congenHaI OT syTldrome in the tamily anamnesls, 
- hlSlory of sarious ventricular arrhythmias tncluding torsades de pointes and 
- low blood level of potassium or megneslum. 
PK-Men film-coated tablets must not be used ln patients simuHaneous treatment with 
budipine or other drugs tha! prolong the or InlelVai (see Interactions). 
PK-Men film-coated tablels should not be used in: 
- severe renal impainnent (creatinine cleamnce < 10 mVrnin). 
PK-Men fîtm-coated tablets may be used only wlth particular caution ln patients wlth: 
- prostaté hyperlrophy, 
- narrow angle glaucoma, 
- kidney failure (of varying severity; nsk of accumulation due to deterioratioo in renal 

filtration performance, 
- states 01 agnation or COflfuslon and 
- dellrious syndromes or exogenous psydlosis in the anamnesls. 
PK-Men film-coated tablets may be adminis!ered simultaneously wlth memantlne wlth 
caution. 
pregnancy and lactalion perlQd' 
During pregnancy, PK-Men film-coated tablets sMuid only be used after carelu! 
aSSGssment of the risks and b€nefrts and only whére abSOlulely nècessary. 
Amantadlne passes Into breas! milk.lf use during breastfeediilg iS 'necessary, the inlant 
sMuid b€ monitored for possible sida affects of the drug (skin rash, urinary retentioo, 
VOIlliting) and breastfeedlng shouRl be discontinue<:! where necessary. 
Children and plder patjenu'ï 

There Is Insufficient experience of ifs use in children. In elderty patients, particular1y 
those wîth states of agitation and confusion or delirious syndromes, the dose should be 
carefuny selected. 

Side effeets: 
The following table is used to explain Ihis section: 

Verycommon 
Common 
Uncommon 
Raœ 
Very rare 

~ 

~~ ::::~ ,'='l~r:~:::s ' 
less than 1 tram 1000 patienls 
Less than 1 from '0000 patients 
1 or !css from 10000 patients and in very rare cases 

Sleep disturbanœs, restlessness and agitation, and urinary retention in association with 
prostate hyperlrophy may occur. 
Paranoid exogenous psychoses accompanled by visual hallucinations may be 
triggered, particular in predisposed eldeny patients. Adverse reactions of this type may 
occur with greater freQuency when PK-Men film-coated tablets Is given in combioation 
with other antipar1dnsonian drugs (e.9. levodopa, bromocrlptine, memantine). 
~ 
The dovelopment of slde effects sometimes accompanied by edame ln the Iower leg and 
snkle Is commonly observed as a cnaractelistic skln f8actlon for amantadlne. 
Common ta I/Ocommon' 
Nausea, dizzJness, dry fnouth, and orthostatic dysregutat10n are observed. 
Very care ta carely· 
Blurred viSk>n. 
~ ·1 

Reports of cardiac dysrhythmias such as ventriculer tachycardie, ventr\oUlar flbt1l!atlOn, 
torsades de pointes, and QT prolongation. Most of these cases oocurred eftet 
overdosage or in association with certain drugs or other nsk factors for cartllac 
arrhythmias (see section ~Coritraindication and inleraction~) 

--= cases tempomry Ioss of vision, increasad pllotosensitivity, and heart r11ythm 
disturbances wilh tachycardia have beel) reported. Ep/leptlc fits have also 'beerl 
triggered ln rare cases, usually atter treatment jn exccss of tha recommendod dose, 
If any other slde effects not mantioned in this leaftet Is observed please Inform youf 
doctor or pharmacisl ' 

Intentction wtth othef' drugs: •. 
The slmultaneous use of amanladine and drugs known to cause prolongation 01 the .OT 
ioterval is contra-indicated. &amples are: 
- certain class 1 A antiarrhythmics (e.g. quinidine, dlsopyrnmlde, procainamkle) and 

class III (e.g. amiodarone, sotalol), 
- certain antlpsychotlcs (o.g. thiorldazine, chlorpromazine, halopendol, pimozide), 
- certain tricyclic and tetracyclic antidepressants (e.g. amitriptyline), 
- certain antlhistamines (e.9. astemizole, ter1el\8dine), 
- certain macrolide antibiotics (a.g. arythromycin, clarithromycin). 
- certain gyrase inhlbitors (e.g. sparfloxacln) and 
- azole antimycotics and other drugs such as budipine, halolantrlne, co-trimolUlZole, 

pentamidine, cisapride, and bepridil. 
This lis! may be in-exhaustive. Beforo commencing use of another drug concomitanlly 
with amantadlne, thÎS patients information leanet should be lhoroughty checl<ed for 
potentiallnteractions between the drug and amantadine caused by OT prolongation. 
Use of PK-Man lilm-<:oated tablats in combination with other anliparkînsonlan drugs is 
possible. To evold side affects (such as psychotic reactions), il may be neceSS8lY to 
reduce the dosage 01 the other drug or 01 the combination. 
Them have baen no specific studles on the occurrence of interactions after 
administration of PK-Merz film-coaled tablels concomitantly with other antiparkinsonian 
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drugs (e.g. levodopa, bromocriptine, trihexyphenidyl, etc.) or memantine (take noie of 
skie effects). 
Simultaneous treatment with PK-Merz film-coated lablets and any of the drug types Of 

active substances listed below m8y lead to the following interactions: 
Arlticholinergics: The side eHects (confusion and hallucinations) of antict10finerglcs 
(e.g. trihexyphenidyl, benztroplne, scopolamine, biperiden, orphenadrine, ete.) may he 
Intensifiee! if they are administered concomitantly with PK-Mea film...coated tablaIs. 
Indlrectly eNS-active sympathomimetics: Potentielion of the central affects 01 
amantadine. 
Alcohol: lowering of slcohol tolarence. 
levodopa (antlpar1dnsonlan drug) : Mutual potenUeUon 01 tn. thorapoullc "otlon. 
Levodopa can therefore be glven concomitantly PK-Merz fllm-coated Itlblets. 
Memantine: Memanline cao potentiels the &floc! and slde eflecls 01 PK-Men fllm-coatod 
tablels. 
Other drugs: The simullaneous use 01 dlurelles 01 the triamterene/hydrochlorothlazlde 
type can resutt in a decrease ln the plasma clearance of amantadlne, leadlng 10 toxle 
plasma concentrations. Simultaneoua use ahould therefore be aVQided. 
Precautionary measures for application and warning: 
An ECG (SO mm/sI should be recorded belore and 1 and 3 weeks atler commenclng 
treatment and the Bazett freQuency-corrected OT time (OTc) determlned manuaUy. Such 
an ECG should al50 be recorded before and 2 weeks atler eny subsequent Increese 
in dose. Further ECG check-ups should then toke place at least once a yeer. Treetmenl 
must be avoided or discontinued in patients who show baseUne OTc values above 
420 ms, an increase ln OTc of more than 60 ms under treatmenl wlth PK-Men: film­
coaled lablets, or a OTc time ln excess 01 480 ms under lreatment wlth PK-Merz, and 
ln patients who show discernlble U waves. 
Patients at risk 01 electrolyte Imbalances, owing e.g. te treatment wtth dluretlcs, traquent 
vomiting and/or diarrhoea, use 0/ Insulin in emervency aituatlona, or rene.1 or anol"$Olk: 
conditlons must undergo adequate monitoring of taboratory ~.... and 
appropriate electrolyte repÎacement, partlcularty for polaulum and magot-'um. 
ln !he event 01 symptoms such. es palpitations, dlulnoaa, or aynoope, trMtmont wIth 
PK-Men: fllm-coated tableta must be Immediately dlaoonllnuod Ind lM Pl~ ohfoIor.td 
wlthin 24 hours for OT prolongation. If no OT prolongation 1. prtMnt, th. tr .. ttrwtnt wttn 
PK-Merz fllm-coated tablets can be recommenced, I.I.ldng Into aocovnl IIlv COOInI­
Indications and Interactions. 
ln the case of 'patients wlth cerdlac pacemakers, exact detennlnatlon 01 QT Umes Il oot 
possible, therefore the declslon on use 01 PK-Men fIIm-coaled tablel. must be mado 
on an Individual basis in consultation wlth the patient's cardlologlst 
Supplementary administration 01 amantadine lor prophylaxls and trealment of Influenza 
virus A infection Is inaclvisable and should Ile avoided on account of the danger of 
overdose. 
This product contains the colouring agent E 110 (yellow-orange S), which ln hyper­
sensitive individuels can trigger allergie reactions includlng asthme. This allergy Is more 
common in persons allergie to acetylsallcyllc acid. 
Patients lreated simunaneously w1th neuroleptic drugs and PK-Men: film-coated tablets 
are at risk 01 davelopiog life-threatening maligl"lêlnt neurolepUc syndrome If PK-Men: 
film-coated tablets therapy Is dlscootinued abruptly. 
Effects on vigilance and accommodation, particularly in a$$Oclotlon wllh the effects 
of other drugs used 10 lreal Par1<Jn80n's syndrome canrlOt be ruled out On 
commencement of treatment thare may consequently be a further deterloratlon ln the 
ablllty to drive and operale machlnery over and above any impalnnent caused by the 
condition itsetf. Please note that thls Impalrment Is further intensilied ln comblnation with 
alcohol. Avoid the use of alcoholic drinks and beverages because they might reduce 
the loterability 01 PK-Men: fllm-coated tablets. 
Dosage and mode of application: 
Unless prescribed otherwise, it is reoommended that treatment be started with 
1 IableUday on the lirs! three deys te bEl increased 10 a regular dosage of 2 tablets/day. 
It Is possible to taise the dosage by weekty Îl'ICféases of 1 tableVday. In special cases, 
and under medical supervision the dosàge may be lricreased to 5 ± 6 tablets/day. The 
maximum daily dosage of 6 lablats (600 mg amantadlno sulphate) shOuld no! be 
exceeded.ln combination treatment with other antipar1<.înson drug s the dosage must be 
adjusted 10 the need of the Indlvidual patient The last daily dose should be tekan ln the 
aftemoon. 
ln elderly patients, especially those who are suffering from agitation and confusion, 
predelirious and delirious conditions, the dosage must be carefully stablHsed. The use 
of PK-Men: film-coated tablels must not be discontinued abrupUy, as Ulis mlght resutt 
ln a sudden deterioration of the patlent's condition. 
Oven:Iosage and misuse: 
Inform your physician and be admitted to a hospital, when such symptoms of 
intoxication occur "ke nausea, vomltlng, hyper-excitability. tremor. ataxla. blurred vision, 
teUlargy, depression, dysarthria. and convulsions (a malignant cardlac armythmia was 
observed). 
Acute loxie psychoses in the form of states of confusion wtth visuaJ hallucinations up 10 
and lncludlng coma and myoclonus have been observed after simultaneous 
administration of amantadine and otner antiparkinsonien drugs. 
There is no known speciflC drug lrealment or antidote. In the avent of Intoxication with 
PK· Merz film-coated tablets, vomiting shoutd be induced and/or gasbic lavage 
perfonned. Because of the Iow dlalysabilîty of amarrtadlne (approx. 5%), hemodialysis 
Is nol reasonable. 
ln the ·avent of life-threatening Intoxication, !ntensive care Is necessary. Therapeutic 
measures to be considered include ftuld intake and acidification of the urine for more 
rapld excretion 01 the substance, and possibly sedatlon, antlconvulsive measures, 
and antiarmythmlcs (1~lne 1.'1.). 
Fortlle treatment of neurotoxiC symptoms (sveh as those descrlbod above), Intravenous 
administration of physostigmine Can be tried in adults at a dose of 1-2 mg every 2 hours 
and in children 2 x 0.5 mg al inlervals of 5-10 mirlutes up to a maximum dose of 2 mg. 
Your physicien would concluct an ECG to check for symptoms \hat favour QT 
prolongation e.g. electrolyte Imbalances (potassium and magnesium) and when 
necessary bmdycadia. 
If you find you have lorgotten 10 take your dose 01 PK-Men: film-coated tablels, watt and 
take your next dose at the usual lime. Do no! take a double dose to make up for the for­
gotten dose. 
Patients must not discontinue treatment unilaterally. Infonn your physlclan, If VOu wlsh 
to discontinue the therapy due to slde eftects or good health. 
Notee 
Do not store above 25"C. 
Do not use PK-Merz film-coated lablets after the expiry date stated on the carton and 
the blister. 
Kéêp ail drugs out of the reac:h Of d'liktnM\! 
Marketing AuthorisatiOn Holder. 
Mea Ptlannaceutic.als GmbH, 60318 FtankturtfMain, Gennany. 
Manufacturer. 
Mea Pharma GmbH & CO. KGaA. 60318 FrankturVMain, Gennany. 
Presentation and package .Ize: 
PaCks of 30 and 100 film-coated tablats. 
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