NACTOBKA 3A MALMEHTA

RAMITREN™
capsules

PAMUTPEH™
Kancysu

ramipril

Mons, nipoyeTeTe BHUMATESIHO Ta2u JINCTOBKA, APEHM [ia 3aro4yHeTe
npuemMaHeTo Ha HeKapcTBOTO.

3anaseme masu nucmoska. [o-KkbCHO Moxe Oa el ce Hanoxu 0a s npoYemerne
omHO80. AKO UMame HaKaKeu sbpocu, 3adaiime au Ha sawius fieKkap.

Toea nekapemeo e npednucaro NUYHO Ha eac. He mpsbsa da 2o dasame Ha Opyau
xopa. To moxe da um Haspedu, 0opu aKo CUMIIIMOMUME UM Ca Cbujume Kamo
gawume.

HaumeHoOBaHMe Ha 5IEKapPCTBOTO

WmeTo Ha nekapcTBOTO € Ramitren (Pamutpen ) nog diopmata Ha kancynin. Mma
YeTUpY BUAA Kamncynv Criope/] KonMyecTBoTo fieKapcTBeHo setyectso: 1,25 mg;
2,5mg; 5 mgun 10 mg.

KakBo cbabpiKa FieKkapeTBOTO

JlekapcTBeHOTO BelecTBO € ramipril.

Kancynute cbabpXaT U MOMOLLHN BEllecTea.

Ramitren 1,25 mg Kancysn CbAbpKaT: NpeXxenatuHUspano HuWecTe, XenatiH,
TetpasuH (E102), noHco 4R (E124) v Tutaros auokeng (E171).

Ramitren 2,5 mg Kancynm cbobpXaT: NPexenaTuHu3npato HULLECTE, XeNnatuH,
cbHeeT XxbaTo (E110), noHco 4R (E124) v Tutanoe guokeug (E171).

Ramitren 5 mg Kancyny ChAbpXaTt: NpexenatmHNaupaio HNUEeCTe, XeNnaThh,
kapmouauH (E122), nokco 4R (E124), 6punanTHo cuHbo (E133) 1 TuraHoB AMOKGHA
(E171).

Ramitren 10 mg Kancysnu ChbabpXKaT: NPEeXenaTnHU3npato HILLeCTe, XKenaiuH,
raTteHT cubo (E131) n Tutanos guokens (E171).

Me4yaTHOTO MacTUIIO 3a MapKUpaHe Ha KafcynuTe Cbabpka Lennak,
NPONUASHITIUKON, Kannues XUAPoKCcUA 1 YepeH xerneseH okeng (E172).

Ramitren kancynu ce npounssexgar ot Ranbaxy Laboratories Lid., Industrial Area
No.3, A.B. Road, Dewas - 455 001, India. lpuTexaresn Ha paspelleHmneTo 3a
ynotpeba e Glaxo Group.Ltd., Greenford, Middlesex, UB6 ONN, UK, npencrasnaBaH
B Bbrirapust ot GlaxoSmithKline Export Ltd. ¢ anpec: Codwms 1408, ka. VisaH Basos,
yri.dumnTep Manos, 6. 10.

Kakeso npepctaenasatT Ramitren Kancyny U 3a kKaKBo cé U3norseart.

Ramipril npyHaanexn KbM rpyna niekapcTea, KOMTo ca fo3Hatit KaTo ACE
WHXMOUTOPY 1 GeiRCTBaT Ha CbpLISTO U KPBBOHOCHNTE CbAOBE.

Bcsika kancyna Ramitren 1,25 mg cbabpxa 1,25 mg ramipril,



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

Ramitren 1,25 mg kancynu ca XbnTW 0T efHaTa cTpaHa, benu ot gpyraTa, ¢
Hapnuc ‘R’ ot egnata crpana u ‘1,25’ ot gpyrata. Beska kancyna cbgbpxa 6sro fo
cuBOBANO rpanynypaHo npaxoobpasHo BellecTBoO.

Ramitren 2,5 mg Kancysu ca opaHxesn oT epHaTa cTpaHa, 6enu or gpyraTa, ¢
nagmue ‘R’ oT enxara ctpada u ‘2,5 ot gpyraTa. Beska karicyna ceabpxa bsno 4o
cUBOBSNO FPaHyMpaHo NpaxoobpasHo BEIeCTBO.

Ramitren 5 mg kancynu ca YepseHokadaBu OT efHarta cTpaHa, 6enu ot apyrara, ¢
Haamic ‘R’ oT epHata cTpaHa u ‘S’ ot gpyrata. Beaka kancyna cbabpxa 6sno Ao
cUBOBSANO rpaHynMpaHo nPaxoobpasHo BellecTBo.

Ramitren 10 mg kancynu ca cuHu OT efHara cTpaxa, 6enu ot gpyrara, ¢ Hagnue
‘R’ oT egHaTa cTpada # “10° ot gpyrata. Besika kancyna cbabpxa 65ro o cneobsno
rpaHynupaHo npaxoobpasHo BeLecTso.

Ramitren kancyny ca NoKa3aHW 3a eyH UMK HAKONKO OT CefjH1TE cryJyau:
- HamansiBane Ha KpbBHOTO HanaraHe, ako & NpeKaneHo BUCOKO (XUMEpTOHNS).

- 3a ga NoMorHe Ha CbPUETOo BY Ja M3NOMMNBa KPbB KbM TANOTO, aKo umMaTe
CBLCTOSHME MO3HATO KAaTO CbpLeYHa HEAOCTaThYHOCT.

- 3a ga npepnasy CbPLIETO BM OT NO-HATATLLUIHO OTCIabBakHe, ako CTe NpexuBen

KHAapKT.

APEAN JA 3ANOYHETE NPUEMA HA NEKAPCTBOTO

He ripyemaite Ramitren Karicynu, ako HAKoe OT CrigfiHWTe TBHLPASHNUS ce

oTHacs Ho Bac:

+ lmanu cte npeallecTaallia anepridHa peakums Kbv Ramitren nnu Hakoe oT

foCcoYEHnTE Mo-rope NOMOLUHY BellecTra. (AnepriuHaTa peakuusi moxe Aa

BKritouBa 00puB, cbpbeX, NapeHe, NofyBaHe Ha NuueTo, YCTHUTE, PbLeTe uim

KpaKkaTa, uny 3aTpygHeHo Autiaxe).

BpemeHHa cTe, onuTBaTe Ce ia 3abpeMeHeeTe i KbpMuTe.

+ Vmare 3abonssaHe, NO3HATO KaTo AHMMOHEBPOTUYEH €EM, KOWTO Ce NposiBABa G
NofyBaHe Ha NULIeTO, YCTHNTE, pbLETe Un Kpakara, unu 3aTpyaHeHo antiaHe.

+ [InardoctuumpaHo e, Ye mate cTeHosa Ha 6bbpeunara apTepns.

+ Vimate HUCKO KpBbBHO HansiraHe (XUNoToHUS).

+

BbaeTe BHUMAaTEIHH, korato npuemarte Ramitren, ako:

+ Wwmarte npobnemu cbe chplieTo, GuBpeumTte unk yepkns Apob. B Tosy cnyyai
rieKapsiT, NPOBEXAall FISUSHNETO, MOXE [a Hamanu fo3aTta Ha NiekapcTBoTo.

+ CTe Ha xemoguannaa.

+ E auarsoctuumpatio, Ye umarte lupus erythematosus (nynyc eputemarosyc) unu
sclerodermia (cknepopepmusi).



¢ Tpuemate anypeTtuum (OTBOHSBALLM TabneTkn) Wunu cTe Ha gUEeTa C HUCKO
CbAbPXaHWE Ha rOTBapPCKa COJ, NNk CKOpOo CTe umanu auapus n/unn
nOBpPbLUAHE.

Ako Tpsibea ga B1 Obae HanpaBeHa onepauys WK fia BU Ce Hanpasy yriolika,
KaxeTe Ha nekaps vnu 3bbonexkaps 3a BalleTo NeKkapcTBo.

Mornig, KOHch'lTMpaI}'ITe CE C Baillld Nekap, BopK ako Te3k TBbpLeHWA Ca ce oTHacAanu
[0 Bac 3a MnHai nepvofn OT BpemMe.

Ramitren xancynu MoraT 4a ce npuemar no BcsKO Bpeme Ha fAeHs 6e3 Bpbaka ¢
npuema Ha xpaHa.

BpemeHHOCT
Korncynmupaiime ce ¢ eawus nexkap, npedu 0a saroyneme da npuemame
FIeKapcImsomo.

KtpmeHe
Koncynmupaiime ce ¢ salusi nexap, npedu da 3aroydeme 0a npuemame
JIeKapcmsoimo.

lLlodupare u pabora ¢ MaliMHN

Ramitren Moxe ga rioenuse BepxXy crocobHocTTa 3a wodmpaHe 1 paboTa ¢ MallmHy
npy HaKon xopa. Tosa ce Habrfgasa maBHo cnef Mbpeara fo3a uilk npu
yBENnUUeHne Ha fo3aTa v eHOBpEeMeHEH Npuem ¢ ankoxon. Yeepere ce, ue 3HaeTe
Kak B1 pelicTsa ramipril, npegw aa wodupate, Aa pabotnTe ¢ MatuiHu unn fa ce
3gHMMaBaTe ¢ AeHOCTK, KOUTO MOTaT [a ca onacHW.

BaxiHa MH(OpMALUS 23 HREKOW OT cbeTaBKuTe Ha Ramitren kancynu

BallleTo nekapcTBo ChabpXKa U Markn KorviecTsa OT NOMOLLHY BELLECTBA KaTo
ponceau 4R, carmoisine, sunset yellow, tartazine. Tosa ca olBeTuTEn U Morat aa
MPWUYKUHST Peakumi OT anepruieH Thi, BITIOHNTENHO actMa. Asleprny ce
HabrioaaBat rno-4YecTo npy Xopa, anepruiHi Kbm acrnvpuH.

FiekapcTBeHN B3aMMOJENCTBUS
Mons, vHchopMmupaite Baluvs fiekap, ako npuemMare Uim CKopo cTe npuemMany opyri
nekapcTsa, JoOpU W Takusa, KOUTO GTe CU Kynulin camu.

Heobxoanmmo e ocobeHo BHUMaHie, ako:

+ [puemaTte guypetuum u ocoGeHo Takuea, KOMTO Npeanassart oT 3aryba Ha kanni
¢ ypuHata (Hanpumep spironolactone, amiloride, triamterene).

+ [puemaTte gpymm nekapcrsa 3a neyeHne Ha BUCOKO KPBBHO HarnsAraHe.

+ [MpuemaTe uHeynuH WK nepopantn aHTuanabeTH npogykTn (Hanpumep
glibenclamide, metformin).

+ [puemare GonkoycnokosBaliy, N3BECTHU KATO HECTEPOULHN

NPOTUBOBBL3NANYTENHY MPOAYKTY (Hanpumep ibuprofen).

MpuemaTte muTuil (M3NON3BaH 3a SIEYEHNE Ha HAKOW NCuXuYHN 3abonssanus).

+ [puemare allopurinol (3nori3BaH 3a neyeHue Ha nojarpa) unm
KOPTUKOCTEPOUSN, NI APYT NIEKapCTBa, KOUTO NOLATUCKET UMYHHaTa cuctema.
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HauuH Ha MpunoxeHre Ha Ramitren Kxancynw

MpuremaiiTe ToBa NEKAPCTBO TOMHO, KAKTO BA € MHCTPYKTMpan BalMaAT nekap. He
fipuemMariTe no-ronemmn KonMyecTsa oT NpeanucaHuTe By oT nekaps. Bawmar nekap
MOXe [1a BU MOMOrHe, ako He CTe CUTYPHMN.

+ 3a neveHne Ha BUCOKO KPBEBHO HarfraHe cTanfapTHaTa MbpBoHavania 4osa e
1,25 mg ramipril BeaHBX gHEBHO. BramoXHO € BalumaT nekap aa Tpadea Aa
yBENU4M 103aTa B 3aBUCUMOCT OT edhekTa Ha neveHuneTo. lNoseveTo xopa ce
MOBMUABaT OT AHEBHa fo3a 2,5 vnu 5 mg. MakcumarnHaTa gHeBHa [03a He
TpsiOBa Aa npeenitasa 10 myg. AKO Beye npuemaTe ANypeTrLn, BallmAT JOKTOP
MOXXe A2 BU NOCBLBETBE fla M cnpeTe 2 — 3 [IHM Npefy HayanoTo Ha NMevyeHneTo ¢
TOBa fiekapcTeo. [pK HeobXOAMMOCT BaLUMAT NIEKap MOXe Aa 3anoyHe OTHOBO
fieYeHne ¢ auypeTuLiv no-KbCHo. AKC CTpaaare OT CbpAeYHa HEQOCTAaTBLYHOCT,
CBbp3aHa G BUCOKO KPpbBHO HansiraHe, BalLMUAT fieKap Lie 3arnoYHe NievyeHneTo ¢
Ramitren B SonHuua.

¢ 3a rieueHne Ha CLpOeYHa HEOCTaTbYHOCT CTaHfapTHaTa aosa e 1,25 mg
ramipril BegHbX AHEBHO. Bb3MOXHO € BalumsiT nekap Aa Tpsbsa aa ysenuqu
[03aTa B 3aBUCAMOCT OT OTroBOpa KeM fNiedeHueTo, [iHeBHa Aosa ot 2,5 mg unn
riosede MoXe fa ce nprema B efiuH uiv Asa npuema. Makcumarnuara gHeBHa
[o3a He Tpabsa ga npesuitasa 10 myg. Ako Beue npuemate BUCOKM 403K
OTBOOHSIBALUM (AMYPETULM), BALLUAT fiekap MOXe Aa B NOCHBETBa Ja Hamanure
[o3arta UM npean HavanoTo Ha nevexueTo ¢ Ramitren.

+ Axo cTe npeTbprenu nHpapkT, revenneTo Tpabsa Aa sanodHe B bonHMLa Mexay
3tn v 10Tu gex crieg nHdapkra. CtaHgapTHata fosa e 2,5 mg ABa fTH SHeBHO.
BalumaTt nexap wWe yTodHn Jo3aTa Nno-KbCHO B 3aBUCUMOCT OT BalleTo
NOBNUABaHE OT JIEYEHNETO.

AKO CTe No-Bb3pacTH 1 npuemare uypeTuuy (OTBOQHABALUM FIEKapcTBa) Wik
cTpafare OT ChbpfiedHa HEQOCTaTbYHOCT, Ui GLEPEUHN 1 YepHoapobHK
3ab0nsBaHNs, BaLLMAT JIeKap MOXE Aa 3anoyHe NeYeHueTo ¢ HACKa f103a U Aa
yBenuy1 npyu HeobxonuMocT.

Kak na npuemarte Ramitren kancynu
KancynuTe ce normbLUyaT Uenn ¢ Yyallia Bofia 1 Morar ga ce npuemar npeau, no
BpeMe Ha unu crnef sineHe.

OnuTalite ce fa npyemare feKapcTBOTO N0 eA4HO U Cbllo BpemMe BCekn feH. Tosa
Ule BY NOMOTHe Aa He 3abpaBuTte [ia ro npuemeTe.

MNpuemaiiTe KancynuTe KakTo 1 3a KAaKbBTO NEPUO OT BpeMe BU € MPEATcato; He
rv crivpaiiTe, JOpY ako ce novyecTeaTe no-fobpe, 3alloTo B NPOTUBEH crlyyai
CUMMNTOMUTE MOFaT Aa ce NnosBaT OTHOBO.

PR

Koucynmupalime ce ¢ eawus iekap, ako cyumaime, Ye eghexmbm Ha Ramitren
Karicynu e mespde cusieH unu mespode cnab.

Kakeo Aia HanpaewuTe, aKo fponycHeTe npuem
Ako 3abpasuTe ga npvemeTte Ramitren xancynute cu B NpaBUiTHOTO BpeMe,
npuemeTe M, KoraTo ce ceTute. Bbnpekn ToBa, ako Beue € NoYTH Bpeme 3a
crienBalliaTa 4osa, He Npuemaliite nponycHaTaTa 03a, a NPoAbIKETE no



npegmcaHaTa cxema. He npvematite goiliHa 4osa, 3a Aa HaBakcaTe nporycHaTi
eOVHUYEN J03W.

KakBo aa HanpaBuTe, aKo nNnpyuemeTe noBeYve OT NpeanmucaHoTo
Ako npuemeTe noseye Ramitren kancynu, oTkonkoTo TpsbBa, HesabasHo ce
KOHCyrTHpanTe ¢ Baluns fiekap unu ce obspHeTe Ha bbpaa nomoty.

BB3mMOXKEY HeXeraHu NeKapCTBeHU peakuumn

Mopnobxo Ha Bevyky nekapcTea Ramitren kancynu moxe fa posefe Jo nosisara Ha
HeXenaHu nekapcTeeHn peakuuun. HabniogasaHuTe Takuea peakiyuy npy neveHne ¢
Ramitren ca rnasro nekun 1 npexopgxn. Haik-4ecto HabnioaaBaHnTe HexenaHy
NeKapCTBEHW peaxkuuu ca rafeHe, 3amMmasHoCT 1 rmasobonue.

AKo riofiyyume HsKosi om cfieGHuUme peakuyuu, crnipeme npuema Ha Ramitren u
yeedomeme HezabasHO ealuus fiekap unu ce oObpHeme kbM Bup3a nomoly.

¢ OG6puBy, ypTuKK, cbpbEX, NPUTUCKaHe B 0BnacTTa Ha rbpauTe, 3aTpyaHeHo
OuaHe, noflyBaHe Ha ANLIETO, YCTHUTE, pbleTe uunn kpakaTa, npunagbuy,
BUCOKa TEMAepaTypa.

ToBa ca MHOFO CEPUO3HU HEXENAaHN AEKapcTBEHN peakunin. AKo ce NosBAT Npu BaC,
MOXe fa ca Derer 3a cepuo3Ha anepriiiHa Unm Apyr Tun peakums kM Ramitren.
Moxe [a ce HyaaeTe CHELUHO OT MeANLMHCKa FIOMOLL, MU OT NOCTBMBAHe B
donHuua.

Kaxeme He3zabasHO Ha eauwius nekap unu ce obupHeme Ha brp3a romouw, ako

3abenexume HsKol om criedHUmMe cuMImomu:

+ 3amasHoct unn cnabo onuaneHne, cnabocT, saryba Ha cbaHaHue (TMaBHo crnes
fibpBaTa [03a Unn NpU yeennyeHne Ha fosarta)

¢ [pwvaHa Borika, 6LP30 Y HEPUTMMHHO CBPAEUHO BreHe

+ UYyscTBO 3a 0610 OHEPa3NONoXEHNE, NPUAPYHEHa ¢ TPecka, 3aryba Ha Terrno u
nAndbyana Bonka (nopaay Bb3naneHneTo Ha KPbBOHOCHUTE CbL0BE)

+ [logysaHe Ha NMUETO, IME3SHUTE U APYIA YacTh OT TANOTO C BHE3ANHO
yBennyeHne nni HaManeHne Ha KonM4ecTBoTO ypuHa

+ HeHopmarnHo KbpBeHe Uiy yeernuueHa CKNoHHOCT KbM KbpBeHe, NoCTOAHHO

BB3NaneHo MPo 1 YecTy UHekumun u/unn aHemms

BHeszariHa nosiea Ha ocTpa KopemHa Borika ¢ nospbliake

¢ [lMoxwbATABaHE Ha KOXaTa U CKNepuTe Ha OUMTE G Hamariel anetuT n bonku 8
Kopema.

-

Kaxxeme Ha eatuusi niekap, ako 3abenexume HsKoll om clnedHume CumMnimomuy:

+ FapeHe vnu noBpbitare, NpobnemMu ¢ xpadHocMunaHeTo, donku B kopema,

JUapua Ui peXaBy U3NpaXxHeHus, sanek, cyxoTa B yCTaTta, Bbananexsue Ha

ycTaTa, 3aryba Ha aneTuT, Teualy nnm sanyliex Hoc

CBpbX4yBCTBUTENMHOCT HA KOXaTa KbM CBETNMHA

+ BpemeHnHU NpoMeHn B LBeTa Ha koxara (6ana fo cuHs uiin yepseHa) u
TemnepaTypara (ycellaHe 3a cTya) Ha pbUeTe Wunu Kpakarta (M3BeCTHO KaTo
theHomeH Ha PeitHo)

+ BrnusHue Bbpxy HoKTuTe (0TCnabeake)

*



OnnewmssaBaHe

Cyxa kawnuua

{ nasoOonne, HapylieHo pasHoBecke, 6&3NOKOACTBO, TPEMOP (HEKOHTPONUPaHO
TpenepeHe), oObPKaHOCT, HapyLleHusi Ha cbHS (MPOBMEMHO 3acnusaHe nnn
npexkoMepHa MPOALIMKUTENTHOCT HA CbHA), HEPBHOCT, MYCKYFIHI cliasmMu,
HanperHaTocT

CekcyariHa HecnocoBHOCT rnpy MbXKeTe, HaMalleHo CeKCYartHo XenaHue
CraBHy 1 MyckyfHu 6onku

HapyLueH unv HamarieH BKyC

ViaTpbrBaHe unim CKoBaHOCT

Henpecusto HacTpoeHue
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Moxe da ce Habriro8asam ripoOMeHU U & pesymmamume om HsaKou j1abopamopHu
mecmoee;

+ AGHOpMarHWn CTOMHOCTH Ha fokasaTenuTe 3a YepHoapobHara dyHKUuA

+ YBennyenue Ha ypeiiHus asoT B KPLBTA W Ha CEPYMHUSA KpeaTUHWH

+ BrowasaHe Ha npegxoxpaila npoteuHypus (yBenuuekue Ha GentbUunTe B

ypuHara)
+ HamaneHo cbabpXaHne Ha HaTpuil B KPLBTA, YBENMYEHO ChAbpXaHue Ha Karnui

+ YsenuueH Opoit Ha BUA KPbBHNA KPETKY, HapeyeHhyn eosuHogunu (€o3nHouus)

IMpw HsAKOW NALMEHTY MoraT Aa ce NOSsIBST U APYM HEXeraH peakumnmn, HecriomeHaTu
no-rope. KoHcyrntupaiite ce ¢ BalMs fiekap, ako 3abernexuTe Apyri peakumi.

Cbxpanenme Ha Ramitren kancynn.
[la ce cuxpaHgaBar B opurnHanHarTa onakosBka. [la ce nasAaT BbB BbHUIHATE

KapTOHEHa OfaKoBKa.
[a ce cbxpaHsiBaT Ha MSICTO, HeIOCTHLITHO 3a Aeua.
a He ce npuemar crnief Aararta Ha U3TUHaHe Ha CPoKa Ha FOAHOCT, Ioco4eHa BBpXy

oriakgBKaTa.
Mocnegna penakums va nucroskarta: 04/2003

Ramitren (PamMuTpeH) e 3anaseha Tbproscka mapka Ha GlaxoSmithKline Group of
companies.



