WHCTPYKUMS MO MPUMEHEHMNIO NEKAPCTBEHHOM NPOAYKTa
(4N naumeHToB)

MCMH rEHEPUKOH
ISMN GENERICON

20 Mr TabneTkn

MexayHapogHoe HenaTeHTOBaHHOe Ha3BaHue:
M3ocopbmaa MoOHOHUTpaT

CocTaB

AKmueHoe eewecmeo. kaxpas Tabnetka cogoepXuT
20 mr nsocopbuga-5-moHoHUTpaTA.
BcriomozameribHble eelwecmea: NakTo3bl
MOHOIrMapaT, KyKypy3HblA Kpaxmarsn, rMnpomesnnosa,
KpPeMHUSI AMOKCU KONNOUAHbIN, MarHus cteapar.

OnucaHue
Kpyrnble, 6enble, [OBOSIKOBbINYKMblE TabneTku c
pasfnenntenbHON NIMHMEN Ha O4HOW CTOPOHE.

dapmakoTepaneBTUYECKaa rpynna
Cocynopaclumpstowie npenapatbl, MpUMEHSEMbIE
ona nedenunsa 3abonesaHun ceppgua. OpraHudeckune
HUTPaTbI.

ATX kop: C01DA14

dapmakonormyeckme CBOMCTBa
®PapmakoOuHaMuKa

M3ocopbnaa MOHOHMTpaAT nyTteM paccnabneHus
rMagkux MbIWL, COCYAOB BbI3bIBAeT pacluMpeHune
COCyHoB.

MocTkanunnsipHble eMKOCTHblE COCyAbl U KpYrMHble
apTepuun - B YaCTHOCTU, BCE €eLle OT3bIiBYMBAsi 4YacTb

KOPOHApHbLIX apTepuit - Gornee NOABEPXKEHbI
BMUSAHWIO, yeMm PEe3NCTUBHbIE cocyabl.
BasogunaTtaumMa NpOTOYHbIX NyTe MNpuBOAMT K

YBENNYEHNIO BEHO3HON eMKocTu (“obbeamHeHue”),
YMeHblUaeTcs obpaTHbI MOTOK KPOBWU K Cepauy,

The instructions on use of medicinal product
(for patients)

ISMN GENERICON 20 mg tablets

International non-proprietary name: Isosorbide
mononitrate

Composition

Active ingredient: each tablet contains 20 mg of
isosorbide-5-mononitrate.

Excipients: lactose monohydrate, maize starch,
hypromellose, colloidal anhydrous silica,
magnesium stearate.

Description
Round, white, biconvex tablet with breaking score
on one side.

Pharmacotherapeutic group.

Vasodilators used in cardiac diseases Organic
nitrates.

ATC code: CO1DA14

Pharmacological properties

Pharmacodynamics

Isosorbide mononitrate works by relaxing the
smooth vascular muscles and leads to the vascular
dilatation.

The postcapillary capacitance vessels and the big
arteries — particularly the still responsive part of the
coronary arteries — are more affected than the
resistance vessels. The vasodilation of the flow path
leads to an increase of the venous capacity
(“pooling”®), the return blood flow to the heart is
reduced, ventricular volumes and filling pressure

Darman vasitasinin istifadasi lizre talimat
(xastalar Ugln)

iISMN GENERIKON
ISMN GENERICON

20 mq tabletlor

Beynoalxalq patentlogdiriimamis adi: Isosorbide

mononitrate

Torkibi

Tosiredici madds: har tabletin terkibinde 20 mq
izosorbid-5-mononitrat vardir.

Kémekegi maddaslar: laktoza monohidrat, gargidali
nisastasi, hipromelloza, kolloidal silisium 4-oksid,
magnezium-stearat.

Toasviri
Yumru, iki terafi gabariq, bir tersfinde bdélinma xatti
olan ag rengli tabletlor.

Farmakoterapevtik qrupu

Urek xostoliklarinde istifade
damargeniglondirici preparatlar. Uzvi nitratlar.
ATC kodu: CO1DA14

olunan

Farmakoloji xiisusiyyatlari

Farmakodinamikasi

izosorbid mononitrat damarlarin saya azalslerinin
gerginliyi azaltmagla damarlarin genislanmasina
sabab olur.

Postkapilyar hacmli damarlar ve bdyilk arteriyalar -
xUsusile da koronar arteriyalarin hale ds hassas olan
hissesi - migavimat damarlarina nisbatan daha ¢ox
tasira moeruz qgalir. Axin yollarinin geniglanmasi venoz
boslugun bdéylimasina sabab olur (“toplanma”), lrays
geri qayidan gan axini azalr, madaciklerin hacmi va
dolma tezyigi azalir («6n yiklanma»-nin azalmasi).




yMeHbLIaeTCa 00beM >KenyaoykoB W AaBneHus
HanoOMHEeHMs  XenyaovkoB  cepaua  (CHWXKeHue
«MpegHarpy3kn»). YMEHbLUEHHbIA pagnyc xXenygodka
N MOHWXKEHHOE CUCTOMIMYECKOE HaMpsPKeHWE CTEHKU
yMeHbllaeT MOTPeOHOCTb MuoKapda B 3SHEprun u
Kucrnopoge.

[MoHWKeHHOEe cepAeyHOe [OaBrieHWe HarmnofHeHUs
MOXeT yny4ywnTb nepdysno cybaHgokapananbHbIX
obnacten CTeHKW, KOTOpble NOABEPXKEHbI ONACHOCTU
BO3HUKHOBEHUS ULLIEMWUWN, pernoHanbHoe ABUXKEHue
cepaeyvHon CTEHKU M yaapHbIn obbem.

Ounataumsa kpynHelx aptepui BOGNM3M cepaua
NPUBOAMT K YMEHbLUEHUIO CUCTEMHOIO (YMEHbLUEeHne
«MOCTHarpy3kn»), a TakkKe Iero4yHoro CocyamucToro
COMPOTUBMEHUS.

M3ocopbmnaa MOHOHUTpAT BhbI3biBAaeT paccrnabrneHune
MbIL,  OPOHXOB, JKEMYHOro My3bIpsi, >KENYHOro
NpoToKa, a TaKke nulieBoda, TOHKOW M TOSMCTON
KWLLKK, BKIIOYas CPUHKTEPBI.

Ha monekynsipHOM OCHOBE HUTpaTbl, BEPOSATHO,
pabortatotr, o06pa3ys okcug asota  (NO) wu
LMKITMYECKUI ryaHosmHmoHodocdaT (urMo),
KOTOpbIN cHMTaeTcs MeamnaTopam penakcauum.
dapmakokuHemuka

BcacbisaHue

lMocne  nepopanbHOro  npuema nsocopbuaa

MOHOHUTPAT BbLICTPO U NOSTHOCTLIO abcopbumpyeTcs.
CuctemHas goctynHoctb coctaenseT 90 - 100%. OH
He noaBepraeTcs NepBUYHON 0OpaboTKe B MEYEHW.
MukoBble  YPOBHMU B Nnasme  COCTaBMnsitOT
npubnuantensHo 480 Hr/MN  w“  gocTuratoTcd
npmbnuanTensHo Yepes 1 Yac nocne npvema.
PacnipedeneHue u memabonusm

Obbem pacnpegeneHus cocTaBnseT
npubnmnantensHo 0,43 n/kr. N3ocopbuga MOHOHUTpPAT
MoYTM MOSHOCTbID MeTabonmanpyeTcss B MNEYEHW.
KoHeuHble MeTabonuTbl HEAKTUBHBI.

BbisedeHue
Mepunop nonysbiBeAeHUA B Nnasme coctasnseT 4-5
yacoB. W3ocopbuga  MOHOHMUTpPAT  BbIBOOMUTCS

decrease («preload» decrease). Reduced
ventricular radius and reduced systolic wall tension
decrease the myocardial need of energy and O2.
The decrease of the cardiac filling pressures may
improve the perfusion of subendocardial wall
regions which are jeopardized by ischaemia,
regional wall movement and stroke volume.

The dilatation of the big arteries near to the heart
leads to a decrease of the systemic («afterload»
decrease) as well as the pulmonary ejection
resistance.

Isosorbide mononitrate causes a relaxation of the
muscles of the bronchia, the gall bladder, the bile
duct as well as of the oesophagus, the small and
the large intestine including the sphincters.

On molecular basis nitrates most probably work by
forming nitrogen monoxide (NO) and cyclic
guanosine monophosphate (cGMP) which is
considered to be the mediator of the relaxation.
Pharmacokinetics

Absorption

Isosorbide mononitrate is rapidly and completely
absorbed after oral administration.

The systemic availability is 90 — 100 %. It does not
undergo a first-pass effect in the liver. Peak plasma
levels of app. 480 ng/ml are reached after app. 1
hour.

Distribution and metabolism

The volume distribution is app. 0,43 I/kg. Isosorbide
mononitrate is almost completely metabolised in the
liver. The resulting metabolites are inactive.
Elimination

The plasma half-life is 4-5 hours. Isosorbide
mononitrate is eliminated almost exclusively via the
kidneys as its metabolites. Up to 20 % of isosorbide
mononitrate are eliminated via the kidneys as
glucuronide and 30% as isosorbide. Isosorbide
mononitrate is dialyzable.

Pharmacokinetics in special patient groups

No clinical relevant  changes of  the

Madacik radiusunun Kkigilmasi ve divarin sistolik
tezyiginin azalmasi miokardin enerjiyo ve oksigena
olan telebatini azaldir.

Urayin dolma tezyiginin azalmasi, isemiya tehlikasi
olan divarin subendokardial sahasinin perfuziyasini,
urak divarinin regional harakatini ve vurgu hacmini
yaxsilagdira biler.

Urayin yaxinhgindaki iri arteriyalarin genislanmasi
sistemik  («postylklonmanin»  azalmasi), eyni
zamanda agciyer damar mugavimatinin azalmasina
getirib gixarir.

izosorbid mononitrat bronxlarin, &d kisssinin, 6d
axarinin, eyni zamanda gida borusunun, sfinkterlar
de daxil olmagla nazik ve yogun bagirsaglarin
azalslarinin bosalmasina sabab olur.

Molekulyar saviyyada nitratlarin tesir mexanizmi ¢ox
giman ki, azot 2-oksidi (NO) ve relaksasiya
mediatoru olan siklik quanozinmonofosfatin (sQMF)
amala galmasina asaslanir.

Farmakokinetikasi

Sorulmasi

izosorbid mononitrat daxile gebuldan sonra siiratle
ve tamamila sorulur.

Sistem manimsanilmasi 90-100%-dir. O, qaraciysrda
ilkin kegid tesirine maruz galmir. Qabuldan taxminan
1 saat sonra plazmadaki saviyyasi pik hadds ¢ataraq
texminan 480 ng/ml tagkil edir.

Paylanmasi ve metabolizmi

Paylanma hacmi texminen 0.43 I/kg-dir. izosorbid
mononitrat demak olar ki, qaraciyarde tamamila
metabolize olunur. Yekun metabolitler geyri-faaldir.
Xaric olunmasi

Plazmada yarimparcalanma dovri 4-5 saat teskil
edir. izosorbid mononitrat demsk olar ki, istisna
olarag metabolitlar seklinda bdyraklerle xaric olunur.
izosorbid mononitratin  20%-a qgederi bdyreklerle
glikuronid seklinde ve 30%-i ise izosorbid saklinda
xaric olunur.izosorbid mononitrat dializ edile bilir.
Xdsusi qrup pasiyentlorde farmakokinetikasi

Kliniki tedgigatlarda bbyrek ve ya qaraciyer




noykamu noyTK UCKINIOYNTENBHO B Buae
meTtabonutos. [MpnbnuantensHo 20% w3ocopbuga
MOHOHUTpaTa BbIBOOUTCH 4epe3 MOYkMn B Buge
rmiokypoHnga u  30% B BuMage umsocopbuaa.
N3ocopbrnaa MOHOHUTPAT SABMASIETCA Ananm3yembiM.
®dapmakoKuHemuka y crieyuarbHbIX epynn
nayueHmos

B KnMHW4Yeckux wuccnegoBaHUAX Yy MNauMeHToB C
NMOYeYHOW WUNU MEYEHOUYHON HEeOOCTaTOYHOCTbIO He
Habnioganocb KNUHNYECKNX N3MeHeHUn
dhapmMaKkokMHeTUKM nsocopbraa MoHoHUTpaTa.
TornepaHmMHocmb

HecMOTps Ha HeusMeHHyt [03Yy U MOCTOSIHHbIN
YpOBEHb  HWTPATOB, HabMWOanoCb  CHWXeHue
acpbekTnBHOCTU. CyLUECTBYIOLWNIA TONEPAHTHOCTb
CHWXKaeTCs nocre npekpalleHns Tepanun B Te4eHne
24 Yyacos. B cnyyae COOTBETCTBYHOLLErO
NpepbIBUCTOr0 npuvema He Habmwpanocb pasBuTusi
TONEePaHTHOCTW.

MokasaHuA K NPpUMEHeHUo

- OnuTernbHOE  feyveHve  nwemuu
(Mwemmnyeckasn 6onesHb cepaua);

- npodhunakTuka NpUCTynoB CTEHOKaPAWMK;
- fanbHelwee nevyeHve cepaeyHbIX NPUCTYMNOB B TeX

Muokapaa

cryyasix, Korga CUMMTOMB! cTeHokapauu
COXpaHsitoTCs;

- B Cy4asix NoBbIWEHUS AaBMEHUs B Marom Kpyre
KpoBOObpalLeHus;

- OdHOBpemMeHHO C  Apyrumn  cepAedHbiMu
nekapctBamuM npu rnedeHun crnabon ceppedHomn
MbILLLbI.

MpoTuBonokasaHus

- TMOBbIWEHHAs 4YyBCTBUTENbHOCTb K HUTPATHLIM
coeaUHEeHnAM (n3ocopbupa-5-moHoHUTpAT,
nsocopbuga AuHUTpPAT) Mnm K nobomMy m3 Opyrux
KOMMOHEHTOB npenapara;

- HeJaBHO NepeHeceHHbI cepaeyHbIn NPUCTyn;
-HU3K0e KpOBsiHOE JaBreHvne (Tskenas

pharmacokinetics of isosorbide mononitrate have
been observed in clinical studies with patients with
renal or hepatic impairment.

Tolerance

Despite of an unchanged dose and of a constant
nitrate level a decrease of the efficacy was
observed. An existing tolerance subsides after the
discontinuation of the therapy within 24 hours. In
case of respective intermittent administration no
development of tolerance was observed

Indications for use

- long-term treatment of
(coronary heart disease);

- prevention of angina pectoris attacks;

- follow-up treatment of heart attacks in cases where
symptoms of angina pectoris persist;

- in cases of increased pressure in the pulmonary
circulation;

- concurrently with other heart medications in the
treatment of a weak heart muscle.

myocardial ischemia

Contraindications

- hypersensitive to nitrate compounds (isosorbide-5-
mononitrate, isosorbide dinitrate) or any of the other
ingredients of medication;

- a recent heart attack;

- low blood pressure (severe hypotension);

- an acute circulatory failure (shock or collapse);

catismazhgi olan pasiyentlarde izosorbid
mononitratin farmakokinetikasinda klinik deyisiklikler
musahids edilmamisdir.

Tolerantliq

Dozalanmanin va nitrat saviyyasinin dayismeaz
galmasina baxmayaraq effektivliyin  azalmasi
musahida olunmusdur. Mévecud tolerantliq

terapiyanin dayandiriimasindan 24 saat sonra azalr.
Muvafiq fasilesiz gabul halinda tolerantligin inkisafi
musahida olunmamisdir.

istifadasine gosteriglar

- miokard isemiyasinin uzunmiddstli mualicesi
(Urayin isemik xostaliyi);

- stenokardiya tutmalarinin profilaktikasi;

- stenokardiya simptomlarinin davamh oldugu

hallarda drsk tutmalarinin galecek mualicesi;

- kigik gan dévraninda tezyigin yiksalmasi hallarinda;
- eyni zamanda digar Urak darmanlari ile zaif Grak
azslasinin mialicesi zamani.

Oks gostariglar

- nitrat  birlesmalarine  (izosorbid-5-mononitrat,
izosorbid dinitrat) ve ya preparatin istenilen diger
komponentlerina qarsi yiksak hassasliq;

- yaxin kegmisda bas vermis (rak tutmasi;

- asagdl qan tazyiqi (agir arterial hipotenziya);

- kaskin gan ddévrani catismazligi (sok va ya kollaps);




apTepuanbHas rmnoTeH3us);
- OCTpasd HeOoCTaTOYHOCTb KpoBoobpalleHus (LLIOK
Unu Konnarc);

- CHWKeHMe o0bema LMPKYNMpPYKOLWEN KPOBU
(rvnoBonemus);

- TshKkenasi HeOCTaTOUYHOCTb KPOBM (aHEMUSI);

- TPaBMbl rOJ10BbI;

- LepebparnbHble KPOBOTEYEHNS;

- rnaykoma (pUCK MOBbLILEHUS BHYTPUINA3HOIoO
OaBneHus);

- HeoCTaTO4HOCTb rIOKO30-6-
dochaTtaermaporeHasbl (penkoe HapyLleHne

obmeHa BelLecTB);

- CY)XEHVWe OCHOBHOW apTepuv WnM CepaevHOro
KnanaHa (CTEHO3 aopTbl/MUTPAribHOMO KrarnaHa);

- cepAaeyHas MblwevyHad 6onesHb C YTOMWEeHUeM
CnoeB CTeHKM (rmneptpodounyeckas obCTpyKTUBHas
Kapanomuonatusi);

- CyXeHue u BOcCnaneHve OKOJOCEPAEYHON CYMKU
(KOHCTPUKTUBHBIV nepukapauT), OKpyxatoLero
cepale (nepvkapa);

- CKOMIIEHWE >XMOKOCTM B OKONOCEPOEYHON CyMke
(nepvkapananbHas TaMmnoHaga);

- KAPAWOTEHHbIN LLIOK;

- OOHOBPEMEHHO fledeHMe C JiekapcTBamu Ans
neyeHnst JPEeKTUNbHOM AUCHYHKUUKN  (MHTMOUTOPEI
docdoamacTepasbl-5), Takmx kak cungeHadun,
BapgeHadun nnu Taganadcun;

- Bo3pact go 18 ner (M3-3a HeOOCTaTOYHOCTU
KNMUHUYECKUX  OaHHbIX MO  3(PdeKTMBHOCTN U
©e30nacHOCTU AN JaHHOW BO3paCTHOW rpynnbl).

Ocob6ble yka3aHMA U Mepbl NPeaoCTOPOXKHOCTU
Tabnetkn MUCMH [eHepuKkOH copepxaT IakTo3bl
MoHormngpart. NauneHTam ¢ peakon HacneacTBEHHON

HenepeHoCMMOCTbHO ranaktosbl, nakTasHoWn
HedocTaToYHOCTLO  Jlanna Unm CUHAPOMOM
Manbabcopbuum TMoKo3bl-ranakTosbl He cregyet

npuHMMaThb 3TOT Npenapart.
Coobumte Bpayy, npexge YeM MpuHUMaTb ITOT

- a reduced circulating blood volume (hypovolemia);
- severe blood deficiency (anemia);

- head injuries;

- cerebral bleedings;

- glaucoma (risk of increased intraocular pressure);

- glucose-6-phosphate dehydrogenase deficiency (a
rare metabolic disorder);

- narrowing of the main artery or a heart valve
(aortic/mitral valve stenosis);

- heart muscle disease with thickening of the wall
layers (hypertrophic obstructive cardiomyopathy);

- the sac surrounding heart (pericardium) is
constricted and inflamed (constrictive pericarditis);

- fluid accumulation in the sac surrounding heart
(pericardial tamponade);

- cardiogenic shock;

- simultaneously being treated with medicines for
the treatment of erectile disorders
(phosphodiesterase-5 inhibitors), such as sildenafil,
vardenafil or tadalafil.

- age up to 18 years (due to insufficiency clinical
data on the efficacy and safety for this age group).

Special warnings and precautions for use

ISMN Genericon tablets contain lactose
monohydrate. Patients with very rare hereditary
galactose intolerance, Lapp lactase deficiency or
glucose-galactose malabsorption should not take
this medicinal product.

Tell your doctor before taking this preparation if you
suffer from any other diseases, are pregnant or

- dévr edan ganin hacminin azalmasi (hipovolemiya);
- agir gan ¢atismazligi (anemiya);

- bas travmalari;

- serebral gansizmalar;

- glaukoma (gdzdaxili tazyiqin yiksalmasi riski);

- glikoza-6-fosfatdehidrogenaza catismazhgi
(maddaeler mibadilasinin nadir pozgunlugu);

- asas arteriyanin ve ya Urak gapaginin daralmasi
(aorta/mitral gapaq stenozu);

- divar tabagslerinin galinlagmasi ile Ureyin azale
xostoliyi (hipertrofik obstruktiv kardiomiopatiya);

- urek eftrafi kisenin (perikard) daralmasi ve
iltihablagsmasi (konstriktiv perikardit);

- Urek oftrafi kisade maye toplanmasi (perikardial
tamponada);

- kardiogen sok;

- eyni zamanda erektil disfunksiyanin mualicesinda
istifade olunan sildenafil, vardenafil ve ya tadalafil
kimi dermanlarla (fosfodiesteraza-5 inhibitorlari)
mualics;

- 18 yasa kimi yas dbvri (bu yas qrupu Ugln
effektivliyi va tehlukesizliyi Gzre klinik malumatlarin
kifayst gedar olmamasina gors).

Xiisusi gostariglar va ehtiyat tadbirlari

ISMN Generikon tabletlerinin terkibinds laktoza
monohidrat vardir. irsi qalaktoza dézimsizliyd,
Lapp laktaza ¢atismazligi ve ya glikoza-qalaktoza
malabsorbsiya sindromu kimi nadir xastslikler olan
pasiyentlar bu preparati gabul etmamalidir.

Oger her hansi diger xestsliklorden aziyyst
¢oKirsinizsa, hamilasinizse ve ya sldeamar usaginiz




npenapaT, ecnu Bbl CTpagaete OT
3aboneBaHuii, npu 6epemMeHHOCTM wunu
BCKapMIMBaHuu.

B cnyyae HapyweHus  dyHKUUK
MOBbILLEHHOTO BHYTPMYEPENHOIO
NpYHMMaKnTe npenapaT ¢ OCTOPOXHOCTbIO.
B cny4yae ocTpbix MPMUCTYNOB CTEHOKAPAUN, NMOKa3aHO
NCNONb30BaHNE MpenapaToB HUTPATOB OBbICTPOro
aencreusi.

He npuHumatb cungeHadwun, BapaeHadun unu
Taganadun B nepuof neyeHusa tabnetkamm UCMH
FeHepuKOH, TaKk Kak 3TO MOXET TMpuBECTU K
OnacHoOMy Ansl >KU3HW MNaAeHu0 apTepuarnbHOro
OaBreHus.

He npekpawante npuem Tabnetok WUCMH
FeHepUKOH BHe3anHo, Tak Kak 3TO MOXET YCUMUTb
4acToTy U TXKECTb NPUCTYMOB CTEHOKAPAMWMW.

B cnyyae cunbHOWM ronoBHon ©onu, Taxukapaum
(yyaweHHoe ceppuebueHune), OecnokoncTBa W
NpunuBOB (MOKPACHEHME nuvua, OLlylleHue xapa)
peKkoMeHAyeTCs nexartb nnams.

Wcnonb3oBaHne Tabnetok UCMH TeHepuKOH vy
NnauMeHToB, MOSyYalLlmMx npenapatbl AN nevyeHust
rmaykombl, JOMYCKaeTCs TONMbKO NPV YCroBWMK, Koraa
BHYTpUrnasHoe [aBneHue perynsipHo
KOHTpoOnupyeTcs.

CHwmxeHne 3pdEKTMBHOCTA (TONEPaHTHOCTb) MOXET
BO3HMKHYTb B MpOLIECCE JIeYEHUs, KOTOpPOEe Takke
BMMSET Ha ApyrMe Hutpatbl. 3TO  CHMXEeHue
3 hekTMBHOCTM MOXET ObITb YCTPAHEHO, ECNN BalLe
neyeHne OygeT BpeMeHHO npekpailieHo. Ecnv Bbl

npyrux
rpyaHom

noyek mu
JaBneHus

yyBCTBYeTe, 4YTO  SP(eKTMBHOCTL  fekapcTea
cHuannacb  (bonblie  cepaeydHbIX  NPUCTYMOB,
HernepeHoCcMMOCTb dhusnyeckon Harpysku),
HemenneHHo obpaTuTech K Bpayy!

AnkoronbHble HanUTKK MoryT ycunuTb
rMNOTEH3UBHbIN acpdekT TabneTtok MCMH
FeHepUKOH.

Bsanmopgencremne c APYyrmnmmn nekKkapcrBeHHbIMU

breast-feed,

In case of renal impairment and increased
intracranial pressure take preparation with care.

In case of acute attacks of angina pectoris, the use
of rapid-acting nitrate preparations is indicated.

Do not take sildenafil, vardenafil or tadalafil during a
treatment with ISMN Genericon tablets as this may
result in a life-threatening drop in blood pressure.

Do not stop taking ISMN Genericon tablets abruptly
as this may enhance the frequency and severity of
angina pectoris attacks.

In case of severe headaches, tachycardia (rapid
heart beat), restlessness and flushes (reddening of
the face, sensation of heat) it is recommended to lie
down flat.

The use of ISMN Genericon tablets in patients
receiving glaucoma medication is only permissible
on condition when intraocular tension is regularly
monitored.

A decrease in efficacy (tolerance) may occur in the
course of treatment, which also affects other
nitrates. This decrease in efficacy may be
eliminated if your therapy is temporarily
discontinued. If you feel that the efficacy of your
medicine has decreased (more heart attacks,
reduced exercise capacity), contact your doctor
immediately!

Alcoholic drinks may enhance the hypotensive
effect of ISMN Genericon tablets.

Interaction with other medicinal products

varsa, bu preparati gsbul etmazdan avval hakima
malumat vermak lazimdir.

Boyrak funksiyalarinin pozulmasi ve kalladaxili
tazyiqin yiksalmasi zamani preparati ehtiyatla gabul
etmak lazimdir.

Keskin stenokardiya tutmalarinda tez tesirli nitrat
preparatlarinin istifadesi gdsterisdir.

ISMN Generikon tabletleri ils mialica ddvriinds
sildenafil, vardenafil ve ya tadalafil istifade etmayin,
bels ki, bu, hayat tglin tehlikali olan arterial tozyiqin
enmasina gatirib gixara bilar.

iISMN Generikon tabletlerinin gsbulunu aniden
dayandirmaq olmaz, c¢Unki, bu stenokardiya
tutmalarinin tezleagsmasina ve agirlasmasina gstirib

cixara biler.
Gicli  bas  agrilan, taxikardiya (tezlesmis
Urakddyinma), narahathq ve istilikgelma (lzln

gizarmasi, istilik hissiyyati) hallarinda diz uzanmagqg
maslahat goralir.

Qlaukomanin maalicasi U¢ln preparatlar gabul eden
pasiyentlere ISMN Generikon tabletlorinin gsbuluna
0 zaman icaze verilir ki, gdzdaxili tezyige mintezem
olaraq nazarat edilsin.

Mualice prosesi zamani diger nitratlara da tesir
gbstera bilan effektivliyin azalmasi (tolerantliq) bas
vera biler. Bu cir effektivliyin azalmasi muaalicenin
mivaqgati dayandiriimasi ile aradan qalxa biler. 8ger
preparatin effektivliyinds zsiflema hiss edilarsa (lirak

tutmalarinin  coxlugu, fiziki yOklenmaya qarsi
dbézimsiizlik) derhal hakime miraciet etmak
lazimdir!

Alkoqollu ickiler ISMN Generikon tabletlarinin

hipotenziv effektini artira bilar.

Digar derman vasitaleri ila qarsihgl tosiri




cpeacTBamm

JlekapcTBa cHwxawlwme apTepuanbHoe [AaBreHuve,
cocygopaclmpsiowme  npenapatbl, aHTaroOHUCTbI
Kanbums, 6nokatopbl 6eTa-peLenTopoB, NHIMOUTOPBI
AN, MOYEroHHblE CpeAacTBa, a Takke
aHTUaenpeccaHTbl U aHTUINCUXOTUYECKMe npenaparhbl
MOTYT YCYryouTb rMNOTOHNYECKMI 3 AEKT.

He cnegyeT npuHMMaTh fnekapCcTBeHHble npenapaThbl
(©O3-5) npumeHsaeMble NpU NEeYeHUN IPEKTUNBbHON
ancdyHkUMn, HanpuMmep cungeHadpwn, sBapaeHadun
unu Taganacgun OOHOBpPEMEHHO C TabneTkamu
MCMH TleHepuMKOH, Tak KaKk MOXET BO3HUKaTb
3HaYNTENbHOE CHWXEHWEe apTepuarnbHOro AaBneHus.
Tem He mMeHee, ecnv 3TU nNpenapartbl UCMOSb3YTCS,
TOo Tepanuio c Tabnetkamu UCMH leHepukoH He
cnefyet npoposfkaTb paHblle, Yem 4vepes 24 yaca
nocrne Mcnonb30BaHUS.

B cnyyae OLHOBPEMEHHOTO NpYMeHeHNs
TPULMKITUYECKMX aHTUOEenpeccaHToB (TUA),
npenapaTt MoxeT obnagaTb aHTUXOMNMHEPTrUYEeCcKUM
OencTBNEM (CyXOCTb BO PTY).

AueTuncanuuunoBasi  Kicrnota M MHOOMETaUMH
CHWKalT  addekTMBHOCTL  Tabrnetok  UCMH
FeHepUKOH.

OpHoBpeMEHHOE MPUMEHEHNE MOXET MNPUBECTU K
pPe3KoOMY MNOBbLILEHUIO TMNEPTOHMYECKOro addekTa
AUrngposprotaMmmHa  (NeKkapcTBEHHOe  CpencTBo,
NPUMEHSEMOoe Npu NIEYEHUN MUTPEHN).

CanponTepuH (TeTparngpobuonTepuH, BH4)
ABnsieTcAa KOaKTOpOM CUHTasbl oKkcuga asoTa.
OCTOpPOXHOCTb pEKOMEHAYETCS NP OAHOBPEMEHHOM
NPUMEHEHNM canponTepuHcoaepKaLlero
neKapCcTBEHHOro CpeAcTBa CO BCEMW BeLLEeCTBaMMu,
KOTOpble BbI3biBAlOT Basogunartauuio, BO3LENCTBYS
Ha MeTabonuam unu gerictene okcmaa asorta (NO),
BkNtoYas knaccudeckne pgoHopbel NO (Hanpumep,
n3ocopbug-5-MoHoOHUTpAT).

MpumeHeHne B
nakrauuu

nepunon OGepemMeHHOCTM U

Blood-pressure-lowering medication,
preparations, calcium antagonists, beta-receptor
blockers, ACE inhibitors, diuretics as well as
antidepressants and antipsychotic drugs may
aggravate the hypotonic effect.

A significant decrease in blood pressure may occur
particularly when using medicines for the treatment
of erectile disorders (PDE-5 inhibitors) with ISMN
Genericon tablets at the same time, e.g. sildenafil,
vardenafil or tadalafil. Nevertheless if these
medicines are used, then therapy with ISMN
Genericon tablets should not be continued earlier
than 24 hours after using.

In case of a concurrent use of tricyclic
antidepressants (TCA), the medicine is expected to
have an anticholinergic effect (dry mouth).
Acetylsalicylic acid and indometacin reduce the
efficacy of ISMN Genericon tablets.

The blood pressure-increasing  effect  of
dihydroergotamine (medicine used to treat migraine)
can be enhanced.

Sapropterine (Tetrahydrobiopterine, BH4) is a
cofactor for nitric oxide synthetase. Caution is
recommended during concomitant use  of
sapropterine-containing medicine with all agents
that cause vasodilation by affecting nitric oxide (NO)
metabolism or action, including classical NO donors
(e.g. isosorbide 5-mononitrate).

vasodilatory

Use during pregnancy and lactation
No sufficient data are available for the use of

Qan tozyiqgini asag| salan darmanlar,
damargenislandirici preparatlar, kalsium
antoqgonistleri, beta-reseptorlarin blokatorlari, ACF
inhibitorlari, sidikgqovucu vasitaler, hamginin
antidepressantlar ve antipsixotik preparatlar hipotonik
effekti agirlasdira biler.

Erektil disfunksiyanin mdualicesi zamani istifade
olunan, mas: sildenafil, vardenafil ve ya tadalafil
(FDE-5 inhibitorlarl) kimi darman preparatlarinin
ISMN Generikon tabletleri ilo eyni zamanda
istifadesi maslehat deyil, bels ki, arterial tozyiqin
ahamiyyetli deracede enmaesi bas vers biler. ©ger
buna baxmayaraq bu preparatlar istifade olunarsa,
ISMN Generikon tabletlori ils miialiceni istifadedsn
24 saatdan kecdikdan sonra davam etmak olar.
Trisiklik antidepressantlarin (TSA) eyni zamanda
istifadesi hallarinda, preparat antixolinergik tasira
malik ola bilar (agizda quruluq).

Asetilsalisil tursusu ve indometasin ISMN Generikon
tabletlarinin effektivliyini asag: salir.

Eyni zamanda istifade dihidroergotaminin (migrenin
mualicasinds istifads olunan derman vasitasi) arterial
tozyiqgi artirma effektini kaskin artira biler.

Sapropterin (tetrahidrobiopterin, BH4) sintaza azot 2-
oksidin kofaktorudur. Sapropterin terkibli darman
vasitalerinin klassik NO donorlari (mas.: izosorbid- 5-
mononitrat) daxil olmagla azot 2-oksidin (NO)
metobolizmi ve vya effektine tesir gbstererak
damargenislendirici tasir edan bitin vasitalarle eyni
zamanda istifadasi zamani ehtiyyatli olmag lazimdir.

Hamilalik va laktasiya dovriinds istifadasi
Izosorbid mononitratin _hamils gadinlarda istifadasi




HeT [ocTaToyHbiX  OaHHbIX MO NPUMEHEHWIo
nsocopbuga MoHoHUTpaTa y 6epeMeHHbIX KEHLLUH.
MccnenoBaHns Ha XMBOTHBIX HE BbISIBUNU MPSIMOTO
WNN  KOCBEHHOrO BPEQHOr0  BO3AENCTBUS  Ha
6epeMeHHOCTb, pasBuTHe amMbpuroHa/nnoaa,
pOXAeHWe UM NnocTHaTanbHoe passuTue.

Ero cneayet wucnonb3oBatb Mpu GepeMeHHOCTH,
TONbKO MO CTPOrMM NMOKasaHUsIM.

He n3BecTHO NpoHMKaeT Nn nsocopbuaga MOHOHUTPAT
B rpyoHoe MOJI0KO. Moatomy rpygHoe
BCKapMIIMBaHWe criegyeT npekpatuTb A0 Havana
npuema nsocopbuaga MoHoHUTpaTa.

BnusHue Ha CNOCOOHOCTbL
TPAHCMNOPTHbIMU cpeacTtBamm 7]
NoTeHUMarnbHO ONacHbIMU MeXaHu3Mmamu
Tabnetkn UCMH TleHepuKOH MOryT MNOBNUSATL Ha
CnocobHOCTb ynpaenaTb TPaHCMOPTHLIMMU
CpeAcTBaMyM M OPYrMMM MOTEHUMAnbHO OMacHbIMU
MexaHn3mMamu.

Utobbl mn3bexaTb  BO3HUKHOBEHUSI  CEPAEYHbIX
MPUCTYMNOB, 3TO NEKapCTBO AOMKHO MPUHMMATLCS C
perynsipHeiMn MHTEpBanamu BO BpeMsi BOXAEHUSA n
akcnnyaTaumm MaLlmvH.

ynpaenAaTb
aApyrmuMmm

Cnoco6 npumMeHeHUA u ao3a

Bcerga npuHumante tabnetkn ACMH FeHepukoH no
HasHayeHuo Bpaya.

Tabnetkn cnegyetr rnotaTtb He pa3xkeBbiBad C
OO0CTaTOYHbIM KOJTIMYECTBOM XMAKOCTW Nocrie eabl.
CyTouyHasa gosa cocrtaensieT no 1 TabneTke gBa pasa
B [AeHb. B oTgenbHbIX crnydasx  BO3MOXHO
yBenuyeHune ao3bl 4o 3-4 TabneTok B AeHb.
MakcumaneHass CcyToyHad [03a He  JOomkKHa
npesbiwaTb 80 Mr usocopbuaa MOHOHUTPATA.

Ecnv Bbl  JOmkHbl nNpuvHMMaTtb Tabnetkn ISMN
Genericon 20 mr gBa pa3a B AeHb, BTOpYto TabneTky
crnegyeT NpuHMMaThb He Nno3gHee, YeM vepes 8 4yacos
nocrne nepeon TabneTku.

JledeHne cnegyer HauMHatb C  BO3MOXHOW

isosorbide mononitrate in pregnant women.

Animal trials do not suggest direct or indirect
harmful effects on pregnancy, embryo/foetal
development, birth or post-natal development.

It should only be used in pregnancy if strictly
indicated.

It is not known if isosorbide mononitrate is excreted
in breast milk. Therefore breast-feeding should be
stopped before initiating the administration of
isosorbide mononitrate.

Effects on ability to drive vehicles and other
potentially dangerous machinery

ISMN Genericon tablets may effect on ability to
drive vehicles and other potentially dangerous
machinery.

To avoid the occurrence of heart attacks, this
medicine must be taken at regular intervals when
driving and operating machines.

Method of administration and dosage

Always take ISMN Genericon tablets by doctor
prescription.

The tablets should be swallowed unchewed with
plenty of fluids after meal.

The daily dose is 1 tablet twice daily. In single cases
the dose may increase up to 3-4 tablets daily.

The maximum daily dose of 80 mg isosorbide
mononitrate should not be exceeded.

If you should take ISMN Genericon 20 mg tablets
twice daily, the second tablet should be taken no
later than 8 hours after the first tablet

Treatment should be started with the possible
lowest dose and slowly increased up to the required
dose.

haqqinda kifayat gader malumat yoxdur.

Heyvanlar Gzerinds aparilan tedgigatlarda hamilsliys,
embrion/dél inkisafina, dojusa ve ya dogus sonrasi
inkisafa birbasa va ya dolayi yolla zerarli tesiri agkar
olunmamisdir.

Ancaq ciddi gosteris oldugda hamilalikds istifade
edils biler.

izosorbid mononitratin  ana sidiine nifuz edib-
etmemasi mealum deyildir. Buna géra da, izosorbid
mononitratin istifadesindan evval ana sddu ile
gidalandirma dayandiriimalidir.

Nagliyyat vasitalarini va digar potensial tahliikali
mexanizmlari idaraetma qgabiliyyatine tasiri

ISMN Generikon tabletleri nagliyyat vasitslerini ve
diger potensial tshlikali mexanizmleri idareetma
gabiliyystine tesir gésters biler.

Urek tutmalarinin garsisini almaq G¢Un masinlari
idareetma va istifade zamani bu preparat mitamadi
olaraq fasilelerle gabul edilmalidir.

istifade qaydasi va dozasi

ISMN Generikon tabletlerini hamisa hakimin tayinati
asasinda gabul edin.

Tabletleri geynamadan kifayat gader su ile yemakdan
sonra gabul etmak lazimdir.

Gulndalik doza gunds iki dafs 1 tablet toskil edir. Bazi
hallarda doza 3-4 tablets gader artirila biler.

izosorbid mononitratin glindslik maksimal dozasi 80
mqg-dan ¢ox olmamalidir.

Bger siz ISMN Generikon 20 mq tabletlorini giinds 2
dafa gabul etmalisinizsa, ikinci tableti birinci tabletden
8 saatdan gec olmamagla gabul etmsalisiniz.
Muaaliceni mimkin an asagi doza ilse baslamaq ve
tadricen lazimi dozaya gadar artirmagq lazimdir.
Muialicenin middsti bareds gearari mualice hakimi




MUHUManNbHOW [O03bl U MOCTEMNEHHO yBENMYMBaTh 0
HeobxoauMMOoK 403bl.

Jleyawmin Bpay [O/MKEH MpUHMMAaTb peLleHne o
npogoskutensHocTM  nedvenns.  Kak  npaswno,
neyeHve un3ocopObMOHBIM MOHOHUTPATOM SIBNSETCA
OOMNrOCPOYHbIM.

Henb3sa BHe3anHo npekpawatbe npuem usocopbuga
MOHOHUTpaTa, cregyeT OTMEHATb MOCTENEHHO NyTeEM
CTYMNEHYaTOro CHKEHUS 03.

Mo6ouyHbIe adhdeKTbI

Paccmpoicmea kpoeeHOCHOU u snumMgbamuyeckol
cucmembl

Heyacto: y MauueHToB C  HacnegcTBEHHbIMU
3aboneBaHnssiMn KpoBu (oeduumuT MEeTremMorriobuH
penyktasbl, gepmunt gmadopasbl unm aHomarbHas
CTPYKTYypa remornobuHa) MoxeT ObiTb MOBbILEH
METremMorniobuH B KpOBU (YMEHbLLUEHWE COAEpPXKaHUS
KMcrnopoga B KpOBW, CUHE-KpacHbIe NATHA Ha KoXe).
Paccmpoicmea HepgHoU cucmemsi

OuyeHb YacTo: ronoBHasi 60nb («HUTpaTHasi rofoBHas

6onb»), 0COBeHHO B Havane ne4veHus, KoTopas
ncuesaet nocne HECKObKMX OHen
NPOOOIPKUTENBHOrO Nprema.

YacTo: nerkoe rofiloBOKPY)XEHWE,  COHIUBOCTb,
yCTanocTb.

CepdeuHbie paccmpolicmea

YacTo: opTocTatuyeckasi rMnoToHWS, Taxvkapams
Heun3BecTHO: yxyglweHne CMMNTOMOB CTEHOKapAnK.
Cocyducmsie paccmpolicmea

HeuacrTo: LMPKYNATOPHbLIN Konnanc, Takke
conpoBoxaatoLumica bpagnaputMmen 1 06MOPOKOM.
HeunsBecTHO: UWeMus, TPaH3UTOPHAs MMNOKCEMUSI.
XKenydouHo-Kkuwe4Hble paccmpolicmea

YacTo: TowHoTa, pBoTa.

Paccmpoicmea Koxu u MOOKOXHOU Kremyamku
YacTo: nokpacHeHue nvua ¢ NpunMBoM Tenna.
HeuyacTo: annepruyeckue peakumm Ha Koxe.

Pegako: akcgonMaTtnBHbIA AepMaTuT.

Obuwue paccmpoticmea

The treating physician decides about the duration of
treatment. Generally the treatment with isosorbide
mononitrate is long-term.

Isosorbide mononitrate should not be stopped
suddenly, but should be tapered off stepwise.

Adverse effects

Blood and lymphatic system disorders

Uncommon: methemoglobin levels in the blood may
be elevated (decrease of oxygen in the blood, blue-
red discoloration of the skin) in patients with a
hereditary blood disorder (methemoglobin reductase
deficiency, diaphorase deficiency or abnormal
hemoglobin structure).

Disorders of the nervous system

Very common: headache («nitrate headache»)
particularly at the beginning of the treatment which
subsides after a few days of continued intake.
Common: slight vertigo, drowsiness, fatigue.
Cardiac diseases

Common: orthostatic hypotonia, tachycardia.

Not known: worsening of symptoms of angina
pectoris

Vascular diseases

Uncommon: circulatory collapse, also accompanied
by bradyarrhythmia and syncope.

Not known: ischaemia, transient hypoxaemia.
Disorders of the gastrointestinal tract
Common: nausea, vomiting.

Skin and subcutaneous tissue disorders
Common: flush with sensation of heat.
Uncommon: allergic skin reactions.

Very rare: exfoliative dermatitis.

General disorders

Not known: development of tolerance,
tolerance to other nitrate compounds

Cross

gebul etmolidir. Bir qgayda olarag izosorbid
mononitratla maalica uzunmuddatlidir.

izosorbid mononitratin gebulunu aniden dayandirmaq
olmaz, dozanin pillekanvari azaldilmasi yolu ile

tadricen azaltmaq lazimdir.

Olavae tasirlari

Qan ve limfa sistemi pozgunluqlari

Az rast gslen: irsi gan xastaliyi (methemoglobin
reduktazanin catismazlgi, diaforaza catismazhgr ve
hemoglobinin anormal qurulusu) olan pasiyentlards
ganda methemoglobin yiksals bilar (qanda oksigenin
migdarinin asagi dismasi, deride mavi-qirmizi rangli
lokalar).

Sinir sistemi pozgunlugqlari

Tez-tez rast gelon: bas agrisi («nitrat bas agrisi»),
xlsusan mualicanin baslangicinda, hansi ki, bir nege
gln davamli gabuldan sonra aradan galxir.

Cox rast gelan: ylngll basgicallenma, yuxululug,
yorgunlug.

Urak pozgunluglari

Cox rast gelen: ortostatik hipotoniya, taxikardiya.
Malum deyil: stenokardiya simptomlarinin pisleasmasi.
Damar pozgunluqlari

Az rast gelen: sirkulyator kollaps, hamginin
bradiaritmiya ve husun itmasi ile misayist olunan.
Malum deyil: isemiya, tranzitor hipoksemiya.
Mado-badirsaq pozgunluqlari

Cox rast gelen: Grakbulanma, qusma.

Dari vo darialti toxumalarin pozgunluqlari

Cox rast gealen: istilik hissinin galmasi ile Gzln
gizarmasil.

Az rast gelen: allergik deri reaksiyalari.

Nadir hallarda: eksfoliativ dermatit.

Umumi pozgunluqlar

Malum deyil: tolerantligin nitrat

inkisafi, digar




HewnsecTHoO: pa3Butne TONEPaHTHOCTH,
nepekpecTtHad ToNnepaHTHOCTb K APYrMM HUTPATHbIM
coegUHEeHnAM.

Mepepno3sunpoBka

lMepenosvpoBka MOXET TMPUBECTU K CHIDKEHUIO
apTepuanbHOro OaBrieHWsl, YBEITMYEHWUID YacToThbl
nynbca, rOrioBHOM 6onu, yCcTanocTu,
FONOBOKPY)XEHMIO,  TOLWHOTbLI,  pBOTE,  Auapee,
MOKPACHEHMIO KOXWN U CUHE-KPACHbIM NSATHAM KOXU U
CNnN3ncTomn obonoukn (obpasoBaHue
mMeTreMornobuHa).

lMocne Bbicokux Jo3 (bonee 20 mr/kr maccel Tena)
MOXEeT HabntogaTbCs LMaHo3, MeTremMornoonHemus,
B pesynbrate o00pas3oBaHMA HUTPUTHOIO MOHA,
obpasytouerocs npu pacnage n3ocopbuga
MOHOHUTpaTa, OAbILLKa Y TaXUMHO3.

[Mocne o4YeHb BbLICOKMX A03 MOXET ObiTb MOBbILEHA

BHyTpPVUYEpenHoe [aBfieHne, YTO MPUBOAUT K
LepebpanbHbIM CUMITOMaM.
Ecnm  Bbl  uUcnbiTblBAaeTe  TakMe  CUMMTOMbI,

obpaTtuTech k Bpayy v nexuTe nnawmsi.

JleyeHne cumnTomaTuyeckoe. B gononHeHne K
0o6LWMM Mepam, TakMM Kak yknagbiBaHvue nauueHTa B
roOpu3oHTanbLHOe MOSIoXKEHNE C NOAHATHIMU HOramu,
BBELEHNE KMCNOpoAda, BBEAEHME aKTMBUPOBAHHOIO
YIS Unu NpomMbiBaHWE Xenyaka, >XU3HEHHO BaXKHble
nokasaTenu OOJDKHbI KOHTPONMPOBATLCS B YCIOBUSIX
WHTEHCMBHOW Tepanun W npu HeobxoguMMmocTw,
KOpPpPEKTUpOBaTbLCA.

B cnyyae BblpaXXeHHOM TIMMOTEH3UM W/UNK LWoKa
crnepyeT BOCMNOMHATL 0ObEM LIMPKYNUPYIOLLEN KPOBW.
B uckntounTenbHbIX Cryydasix MOXHO MPUMEHSTb
HopaapeHanuH Wunu gonamMuH.

B cnyyae wmetremornobuHemun: 1 r ButamuHa C
cnepyeT NPUMEHATb BHYTPb WKW BHYTPUBEHHO (B
BMAE HATPUEBOW CONW); MELSIEHHOE BHYTPUBEHHOE
BBELEHNE TONMYyMAMHOBOIO cuHero (3-4 Mr/kr maccol
Tena). MNMoBTopute 3Ty npouenypy 4veped 30 MUHYT,
ecnn Heobxogmmo. Kpome Toro, npumMeHsaTb 1-2 mMr/kr

Overdose

Overdosage may result in a drop in blood pressure,
increased pulse rate, headache, fatigue, dizziness,
nausea, vomiting, diarrhoea., reddening of the skin
and blue-red discoloration of the skin and mucosa
(formation of methemoglobin).

After high doses (higher than 20 mg/kg body weight)
cyanosis, methemoglobinemia, as a result of the
nitrite ion formed during isosorbidemononitrate
breakdown, dyspnoea and tachypnoea can occur.
After very high doses, intracranial pressure can be
increased, leading to cerebral symptoms.

If you experience these symptoms, please contact
your doctor immediately and lie down flat.

Treatment is symptomatic. In addition to general
measures such as placing the patient in a horizontal
position with the legs elevated, administration of
oxygen, administration of activated charcoal or
gastric lavage, the vital signs must be monitored
under intensive care conditions and, if necessary,
corrected.

In case of marked hypotension and/or shock,
volume substitution should be performed. In
exceptional cases, norepinephrine and/or dopamine
can be administered.

In case of methemoglobinemia: 1 g of vitamin C
should be used orally or intravenously (as sodium
salt); slow intravenous administration of toluidine
blue (3-4 mg/kg of body weight). Repeat this
procedure after 30 minutes if necessary.
Alternatively, administer 1-2 mg/kg of body weight of
1% methylene blue solution intravenously (slowly
over 5 minutes) and repeat every 4 hours if
necessary.

In case of severe methemoglobinemia treatment
should be done with oxygen, haemodialysis,

birlesmalerina garsi ¢arpaz tolerantliq.

Doza haddinin asiimasi

Doza haddinin asilmasi arterial tazyigin enmasins,
nabzin tezliyinin artmasina, bas agrisina, yorgunluga,
basgicallenmaya, Urskbulanmaya, qusmaya, ishala,
darinin qizarmasina, dari va selikli gisalarda mavi-
girmizi rangli lekalerin olmasina (methemoglobinin
amala galmasi) gatirib ¢ixara biler.

Yiksek dozadan sonra (badan g¢okisine 20 mag/kg-
dan ¢ox) izosorbid mononitratin pargalanmasi
zamani yaranan nitrit ionun naticesinde sianoz,
methemoglobinemiya, tangenafeslik va taxipnoye
musahida oluna biler.

Cox ylUksek dozalardan sonra kalladaxili
artaraq serebral simptomlara sebab ola biler.
Oger bela simptomlari hiss edirsinizsea hakima
mdiracist edin ve dliiz uzanin.

Mualice simptomatikdir. Xastanin ayaglari yuxari
galdirilmis veaziyystde uzadilmasi, oksigenin, aktiv
kdmdarlin istifadesi ve ya madanin yuyulmasi kimi
Umumi tadbirlere slave olaraq hayati vacib alamatler
ciddi nazaret altinda olmali ve ehtiyac olarsa
korreksiya olunmalidir.

Nazara ¢arpan hipotenziya va/ve ya sok vaziyysti
olarsa, sirkulyasiyaeden qganin hacmi barpa
olunmalidir. istisna hallarda noradrenalin ve/ve ya
dopamin istifads edils bilar.

Methemoglobinemiya hallarinda: daxile va ya
venadaxili 1 q C vitamini (natrium duzu seklinds)
istifade olunmali; toluidin mavisi yavas-yavas
venadaxili (3-4 mg/kg baden ¢akisina) yeridilmalidir.
Ehtiyac olarsa, bu proseduru 30 dagigadan sonra
tekrar edin. Bundan bagga 1-2 mg/kq badan ¢akisine
1%-li metilen abisi mahlulunu venadaxili (5 daqige
middstinde yavas-yavas) istifade etmak ve ager
ehtiyac olarsa har 4 saatdan bir tekrarlamagq olar.
Agir methemoglobinemiya zamani oksigenterapiya,

tazyiq




mMaccbl Tena 1% pacTBOp METUIIEHOBOINO CUHEro
BHYTPMBEHHO (MeAfieHHO, B TeyeHue 5 MUHYT) un
NOBTOPATb Kaxable 4 Yaca, ecrnv aTo Heob6xoAMMO.

B cnyyae Tspkenon metremornobvHemun nokasaHa
KMcrnopogoTepanus, remoauanus, obMeHHas
remoTpaHcyaus .

dopma Bbinycka

Mo 10 Tabnetok B 6Grinctepe. 2 6nncrtepa BmecTe C
WHCTPYKUMEN MO NPUMEHEHW0 MOMEeLLalnTCs B
KapTOHHYHO YNaKoBKY.

YcnoBus xpaHeHus

XpaHuTb npu Temnepatype He Bbiwe 25°C, B
OpUrMHanNbBHOWM yNakoBKE C LeNblo 3aliMTbl OT CBETa
1 B HEAOCTYMHOM AN AeTen MecTe.

Cpok rogHocTH
5 ner.
He ncnonb3oBathb N0 MCTEYEHUN CPOKa FOAHOCTU.

YcnoBus oTnycka U3 anTtek
Mo peuenTty Bpaya.

MpousBoauTenb

Genericon Pharma Gesellschaft m.b.H.
A-8054, pau, ABcTpus

E-mail: genericon@genericon.at

OKCKIMIO3MBHbIV ANCTPpUOLIOTOP B
AszepbarigxaHe:

«TETPAOA» NTA.

AZ1102, ynuua 20AHBaps, 14; baky,
AszepbangxaH

Ten.: (+994 12) 431-59-24, 431-05-
41

dakc: (+994 12) 430-80-51

E-mail: info@tetrada-az.com
www.tetrada-az.com

exchange of blood.

Presentation
10 tablets in blister. 2 blisters with the instruction for
use are placed in cardboard packing.

Storage conditions

Store at temperatures not above 25°C, in the
original package in order protect from light. Keep
out of the reach and sight of children.

Shelf life
5 years.
Do not use after the expiry date.

Pharmacy purchasing terms
On prescription.

Manufacturer

Genericon Pharma Gesellschaft m.b.H.
A-8054, Graz, Austria

E-mail: genericon@genericon.at

Official distributor in Azerbaijan
«TETRADA» LTD.

AZ1102; 14, 20th January street,
Baku, Azerbaijan

Tel.: (+994 12) 431-59-24, 431-05-
41

Fax: (+994 12) 430-80-51

E-mail: info@tetrada-az.com
www.tetrada-az.c

hemodializ, mibadile qankdgurilmasi aparilir.

Buraxilig formasi
10 tablet blisterda. 2 blister iclik varags ile birlikda
karton qutuya gablasdirilir.

Saxlanma saraiti

25°C-dan yuxari olmayan temperaturda, isiqdan
gorumaq magsadi ile orijinal gablasdirmada ve
usaglarin sli catmayan yerds saxlamagq lazimdir.

Yararlliq middati

5il.

Yararllig muddati bitdikden sonra istifade etmak
olmaz.

Aptekdan buraxilma sorti

Resept asasinda buraxilir.

istehsalci

Genericon Pharma Gesellschaft m.b.H.
A-8054, Graz, Avstriya

E-mail: genericon@genericon.at

Azearbaycanda rasmi distribyutor
«TETRADA» MMC - dir.

AZ1102, 20Yanvar kigesi,14; Baki,
Azarbaycan

Tel.: (+994 12) 431-59-24, 431-05-
4

Faks: (+994 12) 430-80-51

E-mail: info@tetrada-az.com
www.tetrada-az.com




