NMCTOBKA 3A NAUMEHTA

RAMITREN™
capsules

PAMWTPEH™
Kancynu

ramipril

Mons, ipovyeTeTe BHMMATEITHO Ta3y NINCTOBKA, npeu Aa 3anovHeTte
MpUeMaHeTOo Ha NeKapcTBOTO.

3anaseme maa3u niucmoska. [o-KbCHO Moxe 0a su ce Hanoxu da s npoyememe
OMH060. AKO uMame HsiKaKeu 8biipocy, 3adalme au Ha eauius jiexap.

Tosa siekapemso e npednucaHo MUYHO Ha sac. He mpsabea da 20 0asame Ha dpyau
xopa. To moxe Oa um Haspedu, dopU aKo CUMITITIOMUME UM ca ChlUUIme Kamo
eawume.

HaumeBOBaHMe Ha NIEKapcTBOTO

UmeTo Ha nekapcTeoTo € Ramitren (Pamutpen ) nop dopmara Ha kancynu. Uma
YeTUPY BUaA Kancynyv CAopes KoAW4ecTBOTO JekapcTBeHe BellecTso: 1,25 mg;
2,5 mg; 5 mg u 10 mg.

KakBo ceAbpiKa 1ieKapcTBOTO

NekapcTBEHOTO BELWECTBO € ramipril.

KancynuTe cbabpxaT ¥ NOMOLLHN BELUECTBA.

Ramitren 1,25 mg kancynu CbAbPKaAT. NPeXenaTtuHn3npaHo HULLecTe, xenatuH,
Tetpasud (E102), nokco 4R (E124) n tutaHos guokevg (E171).

Ramitren 2,5 mg Kancynu cbAbpXaT. NPeXenaTuHnanpaHo HUecTe, xenatiH,
cbHeeT xbnTo (E110), noHco 4R (E124) n turanos avokeug (E171).

Ramitren 5 mg Kancyriy CbAbpXar: NPeXxenaTnHnuaupaHo HULLIecTe, XenartyiH,
kapmounauH (E122), noHco 4R (E124), 6punsinTHO cuHbo (E133) v TuTaHos Anokcun
(E171).

Ramitren 10 mg Kancynu cbAbPXaT: NPEXenaTuHnanpaHo HULecTe, XenatuH,
nateHT cuHbo (E131) v TutaHos gnokeung (E171).

MNMeyaTHOTO MacTUIIO 38 MapKupaHe Ha KancynuTe CbabpKa Luesiak,
MPONUITEHTINKON, KAaNMEB XUAPOKGUA U uepeH xenesed okcua (E1 72).

Ramitren kancynu ce npouasexgat oT Ranbaxy Laboratories Lid., Industrial Area
No.3, A.B. Road, Dewas - 455 001, India. llpuTexxaten Ha paspelieHneTo 3a
yrnioTpeba e Glaxg Group.Ltd., Greenford, Middlesex, UB6 ONN, UK, npeacrasnseaH
B Bunrapus ot GlaxoSmithKline Export Ltd. ¢ agpec: Cocpna 1408, ke. Visax Basos,
yn.Oummtep Manos, on. 10.

Kakso npegcraBnsieat Ramitren Kancysy U 3a KaKBO ¢e U3TION3BAaT.
Ramipril nputaanexu Kbm rpyia nexkapcrtea, kKouTo ca fiosHat xato ACE
MHXMBUTOPU Y JelicTBaT Ha CbPLETO U KPbBOHOCHUTE CbA0BE.

Besika kancyna Ramitren 1,25 mg ceabpxa 1,25 mg ramipril.



Besika kancyna Ramitren 2,5 mg ceabpxa 2,5 mg ramipril.
Besika kancyna Ramitren 5 mg ceabpxa 5 mg ramipril.
Beska kancyna Ramitren 10 mg cbabpxa 10 mg ramipril.

Ramitren 1,25 mg Kancyriu ca Kbl OT efHaTa cTpaHa, 6enu ot gpyrara, ¢
Hagnue ‘R’ ot egHata ctpada u ‘1,25 ot gpyrata. Beska Kancyna cbabpxa 6550 Ao
CMBOGSNO FpaHynmpaHo npaxoobpasHo BeLeCcTBO.

Ramitren 2,5 mg Kancynu ca opaHXeBu oT efgHaTa cTpaHa, benu ot gpyrata, ¢
Hannuc ‘R’ oT egHata cTpana u ‘2,5’ ot gpyraTa. Besika kancyna cbabpxa 6s1ro o
cnBobsNio rpanynupaHo npaxoobpasHo BeLUeCTBO.

Ramitren 5 mg kancynu ca yepeeHokadsiBu OT egHaTa cTpaHa, benu ot gpyraTa, ¢
Hapnuc ‘R’ oT egHaTta cTpaHa u ‘5’ oT gpyrarta. Beska kancyna cbabpia 6sno Ao
cusoBaAno rpaHynupatdo npaxoobpasHo BELLEeCTBO.

Ramitren 10 mg kancynm ca cuHW 0T egHaTa ¢TpaHa, benu ot Apyrarta, ¢ Hagnue
‘R’ o1 epxaTa cTpara 1 “10° oT Apyrarta. Besaka kancyna cbabpa 65an0 10 cuBobsno

FpaHynMpaHo npaxoobpasHo BeleCTBO.

Ramitren kancynu ca nokasaHu 3a eiH MK HSKOMKO OT CAegHUTE Chyvau:
- HamarnsisaHe Ha KpLBHOTO HandraHe, ako € npekaneHo BUCOKO (XMNepToHus).

- 3a fa NOMOFHE Ha CbPLETO BY Aa M3NOMIBa KPLB KbM TASI0TO, ako umare
CHLCTOSIHNE T03HATO KaTo CbpAleHHa HeL0CTaThYHOCT.

- 3a ga npennasy CbpLETo BU OT NO-HaTaTBILHO oTcnabsade, ako cTe npeXxuBent

nHdapKT.

NPEQU OA 3ANMOYHETE NPUEMA HA NEKAPCTBOTO

He ripuemaitte Ramitren Karicysnu, ako HsIKOe OT crieAHUTEe TBLPAESHUA ce

OTHacs HO Bac:

¢ Vimanu cre npenllecTBallia anepruyHa peakuyms koM Ramitren unm Hsikoe ot

[ocoyeHnTe No-rope NOMOLLHK BellecTsa. (AnepriyHata peakuys MoXe fa

BKIIOYBa 00puB, CbpbeX, napeHe, nogysaHe Ha NUUETO, YCTHUTE, pbUeTe Ui

KpakaTa, Urnv 3aTpyaHeHo guliaxe).

BpemeHHa cTe, onuTBaTe ce fa sabpeMeHeete Unv KbpMuTe.

+ limaTte 3aBornsiBaHe, NO3HATO KaTo aHMOHEBPOTUYEH efem, KONTO ce NposiesiBa ¢
rnofysaHe Ha NUUETO, YCTHUTE, pbLETe UK Kpaxkata, unr 3aTpyaHeHo Auane.,

+ [luarHocTMUMpaHo €, Ye umaTe creHo3a Ha Obbpevnara apTepus.

+ Wwmarte HUCKO KPBEBHO HasisiraHe (XUNOTOHUS).
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Bnpete BHUMAaTESHK, KOrato npuemate Ramitren, ako:

+ Wmare npobriemu cbe cbpueTo, 6b6peuunte vy yepHns apob. B Tosu criyyan
AeKapsT, NPoBeXAatl| NIeUYeHNeTo, MOXE Aa Hamany [o3aTa Ha JIeKapCTBOTO.

4+ Cre Ha Xemognanusa.

¢ E guarHoctuumpato, ye umare lupus erythematosus (5iynyc eputemaTosyc) nnu
sclerodermia (cknepogepmus).



¢ [Mpuemare guypeTtuun (OTBOAHSABALLM TaONETKN) WM CTE Ha AineTa ¢ HACKO
ChAbPXaune Ha roTeapcka CoJl, N CKOpo CTe uManu guapna wiunn
noBpbLiaHe.

Axo Tpsibsa fia Bv Obfie HanpaBeHa onepauKns UNK Aa BYU Ce Hafnpasy Yrioka,
KakeTe Ha nekapst un sbbonekaps 3a BalueTo JieKkapCcTBo.

Mons, KOHCVHTMpaVITe Ce C Baluna nekap, popu ako Te3l TBbpAeHNA Ca ce 0THacHNN
£0 BAaC 3a MWHan nepnoen ot BpemMe.

Ramitren Kafcynu morar ja ce npiemMar no BCHKO BpeMe Ha AeHA 6es BpBb3Ka C
npuemMa Ha XpaHa.

BpemenHocT
KoHeynimupalme ce ¢ ealuus riekap, ripedu da 3anoyHeme da npuemame
HeKapemsomo.

Kepmene
Koucynmupaiime ce ¢ eatuusi siekap, npedu 0a 3anoyHeme Oa npuemame
fleKkapemsomo.

|Hochupare U pabGota ¢ MalMHN

Ramitren moxe oa nosnusie BbpXY CnocobHOCTTa 3a Wwodupane 1 paboTa ¢ MalliHu
rpw HsKou Xopa. Toea ce Habnwpasa rMaBHo cnel NbpBara [o3a iy npu
yBENUYEHNEe Ha f03aTa U e4HOBPEMEHEH NnpUeM ¢ ankoxof. YeepeTe ce, ye 3HaeTe
Kak BU figiicTBa ramipril, npeam Aa wodupate, Aa pabotute ¢ Mallmun unu ga ce
3aHUMEBaTE ¢ AeHOCTU, KOUTO MOoraT Aa ca OnacHu.

Baxta uHdopmaLua 3a HAKOU OT ckCTAaBKUTE Ha Ramitren xancynu

BaiuieTo nekapcTeO ChAbpiKa U Malfky KONMYECTBA OT NMOMOLLHN BELLECTBA KaTo
poncead 4R, carmoisine, sunset yellow, tartazine. Toea ca oupeTUTEn® N MOFraT La
NPUYMHAT peakuny OT ariepruueH TIM, BKITIYUTENHO acTMa. Anepriuy ce
HabnoaaBaT o-4ecTo nNpy Xopa, anepritytn KoM acnvpuH.

TMekapcTBEHM B3auMOOECTBNA
Mons, nhdopmupaiiTe BalLvs fekap, ako NpUemarte Ui CKopo CTe fpuemany Apyru
NEeKapcTBa, JOPU Y TaKMBa, KOUTO CTe CU KyNunu cami.

HeoGxogumo e ocobeHo BHUMaHKE, aKo:

+ [puemarte guypetnum 1 ocobeHo TakuBa, KOUTO npednaseaT o7 3aryba Ha kanui
c ypuHata (Hanpumep spironolactone, amiloride, triamterene).

+ [lpuemate gpyrv nekapcTea 3a JieYeHNe Ha BUCOKO KP'bBHO HansAraxe.

¢ [MpuemaTs MHEynMH nrin nepoparsiHy aHTuanabeTHn NPofyKTK (Hanpumep
glibenclamide, metformin).

+ [lpremare GonkoycnokoABally, U3BECTHY KATO HECTEPOULHN

NPOTUBOBL3NanUTeNHu npoaykTty (Hanpumep ibuprofen).

Mpremate nuTwii (M3NoJI3BaH 3a fieMEHUe Ha HAKOW NCUXUYHK 3ab0naBanns).

¢ [puemare allopurinol (M3nonseax 3a nevyenne Ha NopAarpay) uny
KOPTUKOCTEPOWAN, Uil OPYIY NekapcTea, KOMTO NOoATUCKaT UMyHHaTa cucTema.

*



Hauymud Ha npunoxenuxe Ha Ramitren kancynu

Fprematite ToRa NEKapPCTBO TOYHO, KAKTO BU € VHCTPYKTMpan BalLumaT nekap. He
npuemManTe nNo-ronemMut Konuuecrsa oT NpegnurcasnTe By OT nekaps. BatlmsaT nexkap
MOXKe [1a B MOMOrHe, ako He CTe CUTYPHM.

+ 3a nevyeHne Ha BUCOKO KPbBHO HamnAraHe cTaHfapTHaTa mbpBOHa4YasnHa 40sa e
1,25 mg ramipril BeAHBLX AHeBHO. BbamoXHO e BalLmMAT nekap pna Tpsioea aa
YBENWYM [03aTa B 3aBUCUMOCT OT edhekTa Ha nedeHneTo. NoBeveTo xopa ce
NOBNUSiBAT OT AHeBHa fo3a 2,5 unu 5 mg. MakcumarniaTta gHeBHa [03a He
Tpsibea ga npeBuilasa 10 mg. AKo Beue npuemarte ANypeTuLy, BalumaT OKTOp
MOKe Aa BM NOCHLBETBA Aa rn cnipete 2 — 3 JHN Npeau HavanoTo Ha fieYyeHneTo ¢
ToBa nexapcTso. [ph HEOBXOAMMOCT BALLMAT flekap MOe Aa 3aro4He OTHOBO
nieyeHve ¢ SUYPEeTULYM NO-KLCHO. AKO CTpafarte oT CbpAeyHa HeLoCTaTbyHOCT,
CBbp3aHa ¢ BUCOKO KPBBHO HarisiraHe, BaLLMsIT fiekap Le 3ano4vHe fie4YerneTo ¢
Ramitren B 6onHunua.

+ 3a nedeHue Ha cbpAevHa HeqOCTaTHYHOCT CTaHfapTHaTa fosa € 1,25 mg
ramipril BeaHBXK oHeBHO. Bb3amokHo € BalumaT nekap Aa tpabea aa yeenuiu
fo3aTa B 3aBMCMMOCT OT OTroBopa KbM IneveHveTo. [iHesHa aosa ot 2,5 mg unn
rnoBeyde MoXe Aa ce fpMeMa B eauH unv gea npuema. MakcumanHarta fHeBHa
posa He Tpabea fa npeeuwasa 10 mg. AKo BeYe npuemarte BUCOKN Jo3Nn
oTBOAHSBALUM (AUypETULIK), BALWWKAT fieKap MoXe Aa BY NOCHBETRa fa HamanuTe
[o3aTta “M Npean HavyanoTo Ha neyexneto ¢ Ramitren.

4+ AXo cTe npeTbpnenu MHdapkT, neveHueTo Tpabsa Aa sanovHe 8 HonHuLa Mexay
311 u 10T gen cnep nHdapkta. CtaHgapTHarta fosa e 2,5 mg Asa kT JHEBHO.
BaluusT nexap e yTo4HU fo3ata No-KbCHO B 3aBUCMMOCT OT BaleTo
AOBRUSIBEHE OT NIEUEHWETO.

AKo cTe No-Bb3pacTHU 1 npuemMaTte AuypeTuly (OTBOBHSBALLM NekapcTBa) Unn
CTpapaaTe 0T CbphevHa HEA0CTaTLYHOCT, Ui 6bOpeyHn n YepHoapobHK
3abonsaBaHns, BaLLMST NeKap MoXe ga 3anoqHe NevyeHneTo ¢ Hucka fosa 1 fa s
yBenuuY npu HeobxoanMocT.

Kak ga npuemarte Ramitren kancynu
Kancynute ce normbslUaT LIEnu ¢ yallia Boga ¥ MoraT Aa ce npuemar npeaw, o
BpEME Ha Uny crneq ajgeHe.

OnuTaiiTe ce ga npuemarte NeKapCTBOTO NO €AHO U ChiLo Bpeme Bcekv AeH. Toea
e BM noMorHe fa He 3abpasute ga ro npuemere.

MNpuemaiitTe xancynuTe KakTo 1 3a KaKkLBTO NEPUOA OT BpeMe BU € npegnucaHo; He
rv cnyipaitte, 4OPU aKo ce nouyecTeare no-aobpe, 3alloTo B NPOTUBEH Criydai
CUMPATOMWTE MOraT ba ce NnosiBaT OTHOBO.

Koxcynmupalime ce ¢ eawius siexap, ako cyumaime, ye echekmbm Ha Ramitren
Karicynu e mebpde cunied unu mebpde criab.

Kakeo na HanpaeuTte, ako nporycHeTe npuem
Axo 3abpapnte fa npuemeTe Ramitren Kancynute cy B NRaBUNHOTO BpeEME,
NpUeMeTe i, KOoraTo ce cetute. Bupekn ToBa, ako BeYe & NoYTH BpeMe 3a
chnefpaliaTa 4033, He npuemaliTe nponycHataTa [03a, a NPoAbIbKeTe Mo



npepnMcaHarta cxema. He npuemalite fBoliHa [03a, 33 Aa HaBaKcaTe NPonycHaTH
eAVHAYHYN JO3MN. .

Kakeso aa HanpaBuTe, aKO NpUeMeTe HOBeYe OT NPednucaHoTo
Axo npuemeTe noseve Ramitren Kkancynu, oTkonKoTo Tpsibsa, HeaabasHo ce
KOHCYSTMpaliTe ¢ Baluus nekap urn ce o6bpreTe Ha bbpaa NoMoLLl.

B13MOXHM HeXenaHu fTeKapcTBeHu peakuuy |,

lMonobHo Ha BCUYKY nekapceTea Ramitren xancynu Moxe fa posefie [o nosBarta Ha
HEeXernaHn nexkapersern peakuuu. HabniogaesaHuTe Takusa peakunu rpu neveHue ¢
Ramitren ca rnaeHo neku u npexofHu. Hai-yecto HabriogasaHnTe HeXenanu
nekapcTBeH peakLuu ca rageHe, 3amasHocT 1 rnasobonuve.

AKO Hofyyume HAKOs O CrieGHUMe peakyuu, crpeme npuema Ha Ramitren u
yeeBomeme HesabagHo satuus fiekap unu ce oobpHeme KoM bbp3a nomMouy.

+ OB6puBn, ypTuky, cbpbesx, nputuckane B obJiacTTa Ha rbpanTe, 3aTpyaHeHo
AviiaHe, noAyBaHe Ha MMLETO, YCTHUTe, pbLETE Wnni kpakaTa, npunagbiin,
BUCOKa TEMREpaTypa.

ToBa ca MHOTO CEPMO3HU HEXXENaHy NeKapcTBeHN peakuu. AKO ce nosaBaT npu Bac,
Moxe Aa ca 6erier 3a cephosHa anepryHa unm pyr Tun peakuust Kem Ramitren.
Moske fia ce Hy)KpaeTe ChiellHO OT MeAULUHCKa MOMOLY Ny OT HOCTLNBaHE B
donHuua.

Kaxeme He3abaeHG Ha saluusi nieKkap unu ce obbpHeme Ha bpp3a rnoMow, ako

3abenexume HAKOU om criedHume cumiimomu:

+ 3amasHoct unu cniabo onmsaHenne, cnabocT, 3aryba Ha ch3HaHWe (maBHo crnej
mbpBarta /033 WA NPY YBENNYeHne Ha fo3aTa)

¢ [pbaHa Gonka, 6bp30 U HEPUTMNYHO CbpAeYHO BueHe

+ UyscTBo 33 060 OHEpa3nonoxXeH e, NpuapyXeHa ¢ Tpecka, 3aryda Ha Terrio u
nvdyaHa bornka (nopaay Bb3naNeRneTo Ha KpbBOHOCHUTE ChlIOBE)

+ TlopyBaHe Ha AMLETO, IMEe3eHUTE Y iPYIK YacTi OT TANOTO C BHE3anHo
YBESIMUEHNE UV HamaneHue Ha KoImM4ecTBOTO ypuHa

+ HeHopMarHo KbpBEHE UK YBENUUEHa CKITOHHOCT KbM KbpBEHE, MOCTOAHHO
BBL3MANEHO MBPAo K YecTy uHtekumun u/unn aHemus

+ Buesarnha nosBa Ha ocTpa kopemHa Gorika ¢ noBpblliane

+ TloxbnTABaHE Ha KOXXaTa 1 CKISpUTE Ha ouMTe C HamasieH anetit n Gonku B
Kopema.

Kaxeme Ha sawius nexkap, axko 3abenexume Hsikoll om cnedHume cumMrmomu:

+ [apene unv noBpbllaHe, Npobnemy ¢ xpaHocMunaseTo, bonkn B Kopema,
AVapust Uik pexaBy U3NpaXkKHeHNs, 3anek, cyxoTa B ycTaTta, Bb3naneHve Ha
ycTaTa, 3aryfa Ha aneTuT, Teyall] Unv sanyLueH Hoc

+ CBpbX4yyBCTBUTENHOCT Ha KoXaTta KbM CBETINHA

+ BpemeHHn NpoMeHn B LBeTa Ha Koxara (0sna 40 GUHS uny YepBeHa) u
Temneparypara (ycellaHe 3a CTyA) Ha pbleTe Wunm kpakarta (USBECTHO KaTo
cheHoMeH Ha PeitHo)

+ Brusine Bupxy HoxTuTe (OTCnabeaHe)



OnnewmssieaHe

Cyxa kawnuua

+ [narobonne, HapyilueHo paBHoBecke, 6€3MOKONCTBO, TPEMOP (HEKOHTPONUPaHO
Tpenepexe), 00bPKaHOCT, HapylueHUs! Ha cbHA (MpobReMHo 3acnBaHe nnu
npekoMepHa NPoAbINKATENHOCT Ha ChHS), HEPBHOCT, MYCKYIHU cnasmu,
HarperHaToct

CekcyariHa HecnoCcODHOCT NPy MBXETE, HAManeHo CeKcyanHo XenaHue
Crashu ¥ MycKynH1 Borku

Hapywen wrnv Hamaner BKyc

MaTpbnBaHe nnu cKOBaHOCT

[enpecyBHO HacTpoeHne

* @
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Moxe 0a ce Habmodasam MPOMEHY U 8 pe3ymmamuimne om HfKoU JiabopamopHu
mecmose:

+ ABHopMmarnHu CTOWHOCTU Ha NokasaTenuTe 3a YepHoapobHaTta hyHKLKs

+ VYBenuueHue Ha ypeliHus a30T B KPLBTA U Ha CEPYMHUS KpeaTuHuH

+ Briowasaude Ha npepxoxaaiia npotenHypus (yeenudeHue Ha GenteluTe B

ypuHaTta)
+ HamarneHo cbabpxaHne Ha HaTpuil B KpbBTa, YBENUYEHO ChAbpXKaHKe Ha Kanuii

+ YBenuueH 6poii Ha BUEL KPbBHU KPETKKM, HapeueHu eoaiHodurin (€03nHopunuA)

[Npu HsIKOM NaLMEHTI MOTaT A Ce NOABAT W APYIMA HeXenakn peakumy, HecriomeHaTy
no-rope. KoHcynTupaiite ce ¢ Ballmsl nekap, ako sabenexuTe Apyri peaxunn.

Ctxpatenne ra Ramitren kancynu.

Ha ce cbXxpaHsBaT B OpurMHanyara anakoska. [la ce nasar BbB BbHWHATA
KapTOHEHA OnakoBKa.

Ila ce cuxpanaBaT Ha MSCTO, HE[OCTRINHO 33 Aela.

[la He ce npuemat cned AaraTa Ha W3TUMaHe Ha Cpoka Ha rofHOoCT, Noco4eHa BbPXY

onakoBKata.

IocnegHa pepaxuus Ha nuctoekarta: 04/2003

Ramitren (PamuTpeH) € 3anaseHa TeproBcka mapka Ha GlaxoSmithKline Group of
companies.



