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L HME HA JJEKAPCTBEHUA IPOAYKT

HOHTEA 2 mg/0,625 mg rabnerxn
HOHTEA 4 mg/1,25 mg TabaeTxkn

PONTEA 2 mg/0,625 mg tablets
PONTEA 4 mg/1,25 mg tablets

2. KAYECTBEH H KOJIHYECTBEH ChCTAB

2 mg/0,625 mg Tabaerkn

Beska rabnetka chabpika 2 mg Tepr-Gy THRAMHHOR NepUHAONPHN (perindopril tert-butvlamine),
eKBHBaNeHTeH Ha 1,669 mg nepunaonpun 1 0,625 mg unnanamux (indapamide).

IoMornn BemecTsa ¢ 13BeCTHO feficTBHe: Besika TaGneTka chabpika 58,47 mg TaKTO3a MOHOXHAPAT.

4 mg/1,25 mg TabaeTKn

Beska tabnetxa crbpia 4 mg Tepr-Gy THnaMuHOB nepuBIonpu (perindopril tert-butylamine),
eKBHBaeHTeH Ha 3,338 mg nepusnonpun u 1,25 mg wnnanamun (indapamide).

IMoMommuu BemecTBa ¢ W3BecTHO AeficTBUe: Beska TabneTka cbabpxka 58,47 mg nakTo3a MOHOXMApAT.

3a TBAHEA CTHCHK HA TOMOIMHATE BELIECTRA BIKTE TO4Ka 6. 1.

3.  JEKAPCTBEHA ®0OPMA

Tabnerxa.

2 mg/0,625 mg TabaeTkn: npoxnaropary, Genn TabneTky, rpagupann ¢ ,,P” u ,I” ot neere crpanu Ha
AeNUTeNHATA YePTa OT SAHATA CTPAHA C JENHTENHA Y€pPTa U OT APYraTa CTpaHa.

Tabnerkara moxe fa Obzie pasnenena na jpe paBHH LO3H.

4 mg/1,25 mg TaGnerxw: npoabarosaty, 6enu Tabnetxn, rpasupany ¢ ,,PI” camo ot €QHATA CTPAHA H
paBHH OT ApYTATA CTPAHA.,

4. KIMHHYHH JAHHH

4.1 TepaneBTHYHH NOKAZAHAN

Xutiepronus:
Jleuekine Ha eceHUMATHA XMIEPTOHMA [IPH NALMEHTH, MPH KOHTO KPBBHOTO HaNAraHe He ¢e KOHTPOIHpa

4J4CKBaTHO CaMO ¢ NEPHHACIPHI KATO MOHOTCpanus:,

4.2 Jlo3upoBKa H HAYHH HA NPRJICKERHE
HauuH Ha pHiIoxkeHHne: nepopanya ynotpe6a

Ipenopbusa ce npueM Ha enHa Tabnetka Ilonrea 2 mg/0,625 mg AHeBHO, 3a npenroy
npeay gaeHe.




Jlosara Tpa6ea na Ohae TUTpHpana cnope NPodKIA HA NAUKEHTA M KIMHHIHKL OTTOBCP OTHOCHO
TIOBJHABAHE Ha KPBBHOTO HaNAraHe. AKO KPhBHOTO HaNAraHe He MOXe 1a GhIe ONTHMANHO
KOHTpOJIMPaHoO, 103aTa MOXe 1a Obie yBenuuena 10 enna Tabnerxa [Tontea 4 mg/1,25mg nHesuo.

Koraro e xnunnuno neobxoaumo, Moxe 1a ce npHiIoKH JUPEKTHO TIPEBKIKYYBAHE OT MOHOTEPAITHA ¢
nepuHAcnpun kuM IonTea.
AKO e HeOOXORMMO MOXE Ja CC H3BBPUIH THTPHPAHE HA OTAETHHTE KOMIOHEHTH.

Cheyuarnu nonyaauuu
Crapyecka Bb3pacT (BUXKTe TOUKa 4.4)

JleuenneTo Tpabea 1a 3anouHe ¢ JHeBHa A03a oT 2mg/0,625mg B 3aBHCHMOCT OT O6b6peunara dyuxums 1
OTTOBOPA KbM IOBAHABAHE HA KPEBHOTO HAJATaHe,

Bubpeuno yrpexnare (Bk. Touka 4.3 u 4.4)

JleueHueTo € NpOTURONOKA3AHO [PH NALHEHTH ¢ Texka GpGPeuHa HeJOCTATEIHOCT (KpeaTHHHHOB
KIHpBHC <30 mi/min),

Tipn naupenTs ¢ yMepeno 6x6petHo yBpexkaane (KpeaTHHHHOB KIHPBHC 30-60 ml/min) ce npenopsysa
HAYaTHOTO IEYCHHE 1A 3alI04He ¢ NOAXONRIH 03K OT KOMOHHANHATA.

Ipu kpeatnauHos KIHPBHC Han 60 ml/min, He ce M3HCKBA NPOMAHA B JZO3HpPOBKATA.

MoRHTOpUpaHETO Ha CHCTOAHHETO Ha NANHEHTHTE TPAORA A BKITIOUBA J€CTO H3MEpBAHE Ha CepyMHHSA
KaJIAid ¥ HHBATa HA KpeaTHHHHA.

YepHoapobuo yepexnane (px. Touxa 4.3 u 4.4)

JleuenneTo e NpOTHRONOKE3AHO MPH TeXKKa “epHOAPobHA HenocTaThuHOCT. He ce Hanara KOpHI'Hpake Ha
A034TE NMPH MALKEHTH ¢ YMEPEHa YEPHOAPOOHA HENOCTATHYHOCT,

ITeduampuuna nonyrauus
[TonTea He ce mpenopbusa NpH AeUa ¥ IOHOWIM, THH KaTo edHKacHOCTTa B GE301MACHOCTTA KAKTO Ha
NepHHIONPI MOHOTEpANHA, Taka ¥ KOMOMHALIAATA He € NoOpe ycTAHOBEHA NIPH TasK rpyia.

4.3 INpoTuBONOKA3ABHS
Tiprnoxennero Ha [TonTea e npoTHBONOkasana NPH NALMEHTH ¢
* CBPBXIYBCTBHTENHOCT KbM AKTHBHHTE BellleCTBA HITH KBbM HAKOE OT IOMOLHHTE BEIeCTRa,
H30pOEHH B TO4YKa 6.1.

CBbp3aHH ¢ epUHAQIPHI

CBPbXYYBCTBHTENHOCT KbM Apyru ACE nxuGuTopH;

aHamHe3a 32 aHTHoeAeM (0ToK Ha KBHHKe) BHB BPnika ¢ npenuilko Jevenue ¢ ACE HHXHOUTOPH;
HAcneJCTBeH WiH HAHOMATHYEH AHIHOEAEM;

BTOPH H TPETH TPHMECTBP OT GPeMEHROCTTa {BHX pasfientt 4.4 1 4.6);

CNHOBPEMEHHATA yNoTpeda Ha TT0HTea ¢ anncKUpeH-ChABPKALM IPOAYKTH ¢ IPOTHBONOKA3aHA

IpH NAUMEHTH Che 3axapeH auaber umm GB6peuno yepexaane (GFR < 60 ml/min/1,73 mz) (Bx.
Touk® 4.5 H 5.1).

» CenpreTsaiya ynorpeQa npu Tepanus cue cakyGuTpw/Bancapran: [TonTea He TpadBa na ce
3an04Ba MO-PaHO 0T 36 Haca cieA nocneaHaTa 103a cakyOUTpUI/BacapTaH (BX. CHINO Touxy 4.4
" 4.5).

CeBp3aHH ¢ HHaanam

®  CBPBXYYBCTBUTENHOCT KbM HAKOH OT Ipymnata Ha cyIOHAMUIHTE;
® TexKa GbOpeyHa HeMOCTATBYHOCT (KPEaTHHMHOB KIMpbHC <30 ml/min);
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YepHOAPoOHa eHLedanonaTH;

TeXKKO HEPHOAPOGHO yBpexaane;

XHIOKATHEMES;

N0 NPHHLMN APHEMBT TO3H JIEKAPCTBEH TIPOAYKT He CE MPENOpPHYBa ¢ EAHOBPEMEHHO
TIpHNOXKEHEE HA aHTHAPHTMH'YHH CPENICTRA, THH KaTo npenu3pxkBar torsades de pointes (Buxre
paszen 4.5);

* KBbpMEHe (BHXTe pasnen 4.6).

Iopanu nunca ra noctaThuen TepanepTiyed onut, [TOHTEA He TpaGBa na ce npunara npu:
® IIA0HEHTH Ha XeMOonHANN3a,;
* MNALHEHTH ¢ HENEKyBaHa CHPACYHA ASKOMICHCALNS,

44 Coeusansn npegynpexIeHHEs B NPeANa3HA MEPKA Nps ynotpeba
Cnennaang npeaynpexienns

OO0y 32 nepHEIONPHI M HHAANAMHUS

JiuTui
OGHKHOBEHO He Ce NPENOphiBa KOMGHRAPAHETO Ha JINTHIH ¢ KoMOHHauwaTa [Teprrnonpwy/MunanaMua
(Buxrte pasaen 4.5).

CBEp3aHH ¢ TEpHHAOTIPHI

PHCK OT HeyTPONECHHA/ar paHyIOUMTO3a IPY AMYHOCYNPECHPAHH NALUeHTH

PHCKBT OT pasBuTHE Ha HeyTPONIEHHS ce CEbP3Ba C TUNA  [03aTa, U ¢ KIMHUYHMA CTATYC Ha MalieHTa.
Papxo ca nabmozapanu Npu nanueHTH 6€3 YCIOKHEHHA, HO MOXKeE /1A € TIOABH IIpH NALKEHTH ¢ HAKAKBA
cTeneH Ha 60peuno yrpexnane, 0co0EHO 8K TOBA € CEBP3AHO C KONAreHO3H, HAIPHMEP CHCTEMEH
JIyTlyC ePHTEMATO3yC, CKNlepojiepMa HAH ¢a OHiH OJIOXEHH Ha JICUEHHe C HMYHOCYIIPECHBHH CPEJICTRA.
Coerosiamero ¢ o6patumo cren campaue ha ACE naxubutopa.

CrpukrHOTO ChOGpassBane ¢ onpeeNieHHTe A03K € HAYHH 38 TIPEAOTBPATABAHE HA TAKHUBA chOUTHS. He-
34BHCHMO OT TOBA, PHCKBT H NIOJ3aTa TPAOBA BHHMATENHO Ja C& NPELEHABAT, KOTATO Ce IIaHHPa 12 Ce
M3M0/3BA aHMHOTEH3HH-KOHBEPTHPAL €H3NM HHXHOUTOP IpH Te3u TPYNH OT MALKCHTH.

CBpBXUyBCTBATENHOCT /aHTHOEAEM (0TOK Ha KBHHKE)

3a aHruoeaeM Ha JIMIETO, KpaiHuLKTe, YCTHITE, IMTABUIUTE, €3HKA, IIOTHCA W/ HIH JlapuHKCa HMA PeaKH
cbOOIEHNA NPH NAUKEHTH, NekyBauu ¢ ACE HHXHOUTOD, BIIIGUHTEITHO NEPHEAONPHI. Iipu Takuea
CIyHaH, JIYEHKETO ¢ NePUHAONDPUI TpAGBa 21a ce NMpexpaTth He3abaBHO, NaUKeHTHTE TPAORa fa GhIaT Mox
HabmoneHne o IMBJIHO U3Ye3BaHe Ha CHMNTOMHTE. QTOKLT HA MIIETO ¥ YCTHHTE KATO LANO [IpeMHHABA
Gea neuenue, BBIPExH, Y€ MOXKE J1a C¢ IpeAnHlle AHTHXUCTAMEHOB JIEKAPCTBEH MPOAYKT 3a 00/lexianaste
Ha Te3d CHMIITOMH.

AHTHOe/ieM, CEBP3aH C IapHHTeaIcH efieM MoXe A3 Gbae daTaneH, Thi KATO 3aCATAHETO HA E3HKa,
TIOTHCA WIH JJApDHHKCA MorarT ia A0BeaaT 10 o6CTPYKLHA Ha AKXaTENHATE THTAIA. B Takes cryuvaii
TpAGBa fia ce NpHAOKHA HezabasHo 0,3-0,5 ml pasTBop Ha anpenamun (1:1000) NoaxoXHO K A4 ce
NPEANPHEMAT APYTH MOIXONAINE MEPKH,

Jlevennero ¢ ACE unxuGuropu Tpadsa Ja ce NpeyCTaHOBH TIPH TAKABA TALHEHTH (BHX pasnen 4.3).
IauuenTtuTe, ¢ npenwecTramia anamMyue3a 3a 0Tok Ha KBuHKe, KoHTO He e cBBp3aH ¢ JeueHueTo ¢ ACE
MHXHOHMTOP Ca M3/I0XKeHY Ha IOBHILICH PHCK OT AHTHoeAeM, AoKaTo NpueMar ACE uHxuGHTOp.

CempreTsawata ynotpe6a ra ACE uuxuGuTOpH ChC caKyBHTPUIL/BaNCapTaR € IPOTHBONOKA3aHa OPaIK
MOBKINEH PHCK OT aurHoeneM. JledeHue che cakyOUTpHIT BancapTad He TpAOBa 4a Ce 3al; ‘-/ e

36 vaca cnen nocnexnarta fo3a ACE unxuburop. Jleuenne c [TonTeke He TpaGBa 1a co/sh
OT 36 yaca cies| mocieaHaTa J03a CaKyOHTPIWL/ BaNcapTaH (Bx. ToUKH 4.3 u 4.5).
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Cobrersaimara ynorpeGa na ACE unxu6aTopu ¢ pauekanoTpun, mTOR nuxuGuropu (Hanp.
CHpONHMYC, €BEPONUMYC, TEMCHPOIMMYC) H BHIAATIHIITAE MOXKE /13 IOBEAE A0 NOBHIIEH PHCK OT
AHTHOENIeM (HaMp. OTOK Ha NMXaTe/IHHTE THTHINA HIH €3HKA, ChC Wik Ge3 HapyIIeHNe HA JHITAHETO) (BiK.
TouKa 4.5). Heo6xomumo e 1a ce mOAX0AM ¢ NORHINEHO BHUMANHE, KOATO CE 3aM0YBa NeHeHHE ¢
pauexazotpai, mTOR usxuburops (Hamp. cuporMyc, eBepoIHMyc, TEMCHPOIHMYC) H BUINAT A THH
NPy NalKenT, koHTOo Beve nphHeMa ACE wuxuburop.

Ennospementa ynotpeba Ha mTOR unxuburopd (Hanp. CHpOIIIMYC, EBEPONIUMYE, TEMCHPOIHMYC)
INanrenTH ¢bC cHITBTCTRALIO Nevenne ¢ mMTOR HHXHOHTODH (Hanp. CHPOIUMYC, EBEPOTAMYC,
TEMCHPOIEMYC) MOYe A €2 HIIOKEHN HA OBHINEH PHCK OT AHTHOEEM (HAIP.OTOK HA JUXATENHHTE
OBbTHINA WK €31Ka, ¢ HiH Ge3 pecniupaTopHo Bapyuienne) (B, Touxa 4.5).

AnapHIaKTHYHH peaklUMH IO BPEME Ha JeCeHCHORIM3ALMA

Hzonupany ciyday Ha HBOTO3CTpPAIIABALLH, NTPOXEIKHTEIHHA aHaUNAKTOHIHK Peakiny Ha CBPBX-
YyBCTBUTENHOCT Ca ChOOIMIABAHA NPH NALKENTH, Monyyapaimy ACE HHXHOHTOPH U NOJI0XKEHH Ha ae-
CeHCHOHIH3HPALIIO NIEYSHHE C OTPOBA OT MUIOKPHIH (II4eTH, ocu). 3atosa, ACE uHxuGuTopHTE TPA6GBa
Aa ce NpiAarart ¢ MOBHINECHO BHWMAHHE DK alIePrHURY NALMeHTH, TeKYBAHH ¢ JeCeHCHOHIN3aLuMS, HO
TpaGRa na ce u3GATBAT NO BPEMe HA HMYHOTEpPANTHA ¢ oTpoBa. Teay aHa(HNAKTOUHY PeakHK MOTaT aa
Obaar npeJloTBPaTeHH Ypes NpeKpariBaHe Ha Tepamusta ¢ ACE MHXHOHTOpa 24 yaca npenu aeceHcubu-
JH3aNHATA.

[TanuenTy, noanoxeny Ha XeMONHANN3A: AHADUIAKTOMTHY PEAKIUH 110 BpeMe Ha MeMbpanHaTa
EKCIO3ZHIMA

JKupoTozacTpaiiasamy, NPOABILKHTEHY AHAPUIAKTOHIHE PEAKIMK HA CEPBXYYBCTBHTETHOCT ca Ch00-
MaBsaHy NPy NauHeHTd nonysasaiy ACE HuxHGHTOPH Y MOLIOKEHH Ha AHATH3A ¢ BHCOKOTPOIY CKIHBH
memOpaun uin LDL-adepesa ¢ aeketpanos cyndiar. ACE uuxubuTopuTe He TPAGBA fa ce NPHAarar npH
TakuBa namuenTy, O6aye npH HeobxoARMOCT OT MpuiokeHne Ha ACE HHXKGHTOD B KoMGHRauHA ¢ LDL
adiepesa, anadunaKTOHIHHTE PeaKUUH MOTaT Aa GBAaT penoTepaTent NPy IpexpaTABaHe Ha JEHEHHETO
¢ ACE uHxuGuTopa 24 4aca Ipens NEYEHHETO Ha IALMHERTH, KOUTO CE Hy#aaqrT u ot Asere; ACE
HExubuTop # LDL-adepesa.

Kannfi-cpXpanssanty 1uyperniy, Kanuess coum
KoMOHH#paseTo Ha NePHHAOIPHI B KATHH-CHXpaHABATH NMYPETHLH, KaNHEeBY CONH He Ce NpenopLysa
(Bmk pasnen 4.5),

BpeMeHHOCT

ACE unxuburopu, He Tp6Ba fa ce HA3HAYABAT II0 BpeMe Ha Gpemennoct. OcBeH, ako IPOABIKABAKE Ha
Neuennero ¢ ACE vuxuburop He ce cunTa 32 JKH3HEHO HEOGXOIAMO, NAUNEHTKUTE, MLIAHAPAINY
OpeMeHHOCT, TpSGBa ja IPEMUHAT HA ANTEPHATHRHO EHTHXMIEPTEHIMBHO JIeUeHHe ¢ Ao0pe YCTaHOBeH
npodun Ha Gesonackoet npu Gpemennoct. KoraTo GpemeHnocrTa e nNoTBBpACHA, Nedennero ¢ ACE
HHXHOMTOPH TpabBa Jia ce NPeyCTaHOBY BEaHAra H aKO0 & HEOBXOIHMO, 1a ce NPEMHHE HA ANTEPHATHRHO
nedenne (BHKTE pasgen 4.3 u 4.6).

ABoliHo Gnokyupane Ha peHKH-AHTMOTEH3HA-ANIOCTEPOHOBATA CHCTEMA (PAAC)
HWma panun, qe enHoBpemensata ynorpe6a va ACE MHXHGHTOPH, aHrHoTeH3HH Il-peuentopur Groxepu
MIIH AJTHCKUPEH TIOBUINABA PUCKA OT XHIOTOHHS, XHIEPKANHEMHS ¥ HaMaNsBaHe Ha 6n6pednara dyHxuus
(BrowHTENHO OcTpa 6B0peuna HegocTarbunoct). [opan Tosa He ce IpenopsyBa ARoHHO OIOKHpaHe Ha
PAAC upes komGuuuparata ynotpeba ka ACE HHXHGHTODH, aNTHOTEH3HH Il-peuentopHH GJoKe
AAHCKHpPEH (BK. Toukd 4.5 1 5.1).
Ako ce npeuenH, ue TepanHaTa ¢ HBOHHO 6rOKHpaHe ¢ aGCOMOTHO HeoGXOMUMa, Tof
0aMo 110l HAOMIOAEHRETO Ha CHEHMANMCT M IDH YECTO BHMMATENHO MOHHTOD
byHKknuA, eIeKTPONNTHTE ¥ KPBBHOTO HAISFaHe.




ACE uHxn0HTOpM ¥ aHrHOTen3nH 1I-penenropun 6nokepn He TpaAGBA Aa ce H3NOI3BAT €HOBPEMEHHO
IpH NAIMeHTY ¢ AuabeTha Hedponatus.

CBbp3aHu ¢ MHIATAMEAN

Ilpn naupenTyTe ¢ HapylieHa YepHOAPOGHA GyHKIKS, THABHAHNTE HYPETHIM H TEXHWTE AHANIOIH MOrAT
Aa NPUYUHAT 4epHOApoOHa eHLedanonarua. AKO TOBa ce CIyuH, AUYpeTHLHTE TpiGBa Aa 6biaT
peKpaTeHH He3abaBHO.

Cynmronpua
KombuHamnata 0T HHAANAMBA H CYNTONPHA HE Ce APENOpsYBa, (BIK paszen 4.5).

XOpoKAanen U3NHB, OCTPa MHOTIMS U BTOPHYHA 3aXPHTOEIBIHA TAYKOMa

CyngoHaMuagTe HITH IEKAPCTRATA, TPOH3BOAHH HA CYAQPOHAMHIHUTE, MOTAT Ja MpeaAa3BUKAT
HABOCHHKPATHYHA PEAKLHA, BOACINA A0 XOPOHAANEH H3NMB ¢ AeheKT Ha 3pUTENHOTO TioNe, NPeXOaHa
MHOTHA ¥ OCTPa 3aKPHTOBIB/IHA rfaykoMa. CHMITOMHTE BKMIOMBAT OCTPa BayanHa ¢asa Ha TOHWKeHa
3pHTeNHA 0CTpOTa, 0ONKA B OKOTO, KOATO Ce IOABABA B PAMKHTE Ha 4acoBe N0 CEAMHIM OT HAYAIOTO Ha
neyennero. HenekyBaHara 3akpUTOBIBIHA MaykoMa Moxe Ja J0Bene 10 3aryba Ha spenyero. Karo
bPBOHAYANHA MAPKA, NeueHKeTo TpsbBa fa 6bae mpeycTaHOBEHO BBIMOXHO Hail-GBp30. HesabaBua
JeKApCKa MOMOLY ¥ XHPYPrHYHaA HaMeca MOXe 1A ¢ HAJ0XH, aKO MOBUIIEHOTO BhTPEOYHO HAIMTaHe He
Moxe a &ble KOHTPoNHpaHo. Karo pHckoB GakTop 3a nossa Ha 3aKPHTOBIBIHA FIAYKOMa MOXE 42 C&
CUdTa AHAMHE3a 34 anepruA KM cyIdhoHaMBAM HIH NEHALEINH.

Cuenuanng npegmazHA MEPKR

Crbpaanu ¢ [ToHTea

Br6peqno yspexkaaHe

JleveHHeTo € NPOTHBONOKA3aHO B CIly4aH BA Texka GBOpeyna HEOCTATRUHOCT (KPEATHHUHOB KIBPBHC
<30 ml/min).

Jleuennero Tpsbea fa ce npexpaTH, aKo IpH MOHHTOPHPAKE CE YCTAHOBH BJIOIIABaHe Ha GnOpeuHaTa
(yHKUBA MDA XUNEPTER3HBRA NALHEHTH Ge3s npeamecTsamo GpGpearo 3abonsBaxe IH TIPH KOHTO
KPBEHHTE NOKA3aTeNiH 32 PYHKIMOHATHOTO CHCTOARME Ha GBOpeunTe Nokaseat CroMHOCTH, XapaKTepHu
3a 6u6peuna renocTaThIHOCT. JieueHHETo MOXKE 3 3aN0YHe OTHOBO, HIH ¢ NMO-HUCKA 1032 HIW CAMO C
€/IMHHA OT KOMIOHEHTHTE,

Ilp TaKuBa NAUMENTH CepyMBHS KPEaTHHHE H HHBATA Ha Kanuit Tpa6Ba fja ce Npocneassar cien ABY-
CEAMHTHO JieyeHHe H TpAGBA N0 HATaThK N2 GhAAT MOHHTOPHpPAHH PENOBHO HA 2-MECEHM HHTEpRATH. 3a
GB0peyna HEZOCTATRHOCT € ChOOIIABAHO IIABHO IPH MAUMEHTH ¢ TEXKKA ChPAeYHAa HEAOCTATEYHOCT WK
TpH NAUHEHTH CbC CkpiTa Gb6pedna natonorud (Hanp. crexHosa Ha G0peunnTe apTepun).
JlexapcTBEHUAT MPOAYKT HE C& NPENOPLYBA PH CIyuanTe Ha GHnaTepaina cTeHo3a Ha GEGpeunnTe ap-
TEPHH HITH NIPA eAHHCTREH OBOPEK.

XHNOTOHHA, BOAEH H eIEKpONUTeH Jucbananc

WiMa pHCKk OT BHe3aNHa XHNOTOHYA NPH NALMEHTH C IPSAIIECTBAN] ENEKTPONHTEH W/YITH BOJIEH
AHcGananc (Hali-Bede [IPH TakuBa MAIMEHTH che cTeHO3a Ha GBGpeunute aprepwn). [Topany Toea e ne-
00X0ZHMO CHCTEMHO KOHTPOJHPAHE HA KITHHUMHUTE CHMITTOMB Ha 3ary6a Ha BOJA i eJIeKTPOHTH (Hanp.
TIpHYUHEHK OT MHTEPKYPEHTHA IHapHS WK NOBPBIIAHE), KaTo MIPK TAKHBA [TAMEHTH TPAGEA PElIOBHO Ja
¢e KOHTPOJIHPAT NIIA3MEHHTE ENICKTPOIUTH.

Ilpy passuTue Ha XMNOTOHUS TPAORA Aa ce NPUIOKAT GUIUONOrMYHH CONEBH Pa3TBOPH KaTO HHTPABEHO3-
Ha HHOY3HA,

HPEXOI[,H&T& XHIOTOHHA HE € NPOTHBONOKA3AHHE 334 NPOALIKABAHE HA JCUCHUETO.
Ha A0CTAaTBEYEH KPBbREH obem H KPBEHO HANIAraHE, TeYCHHETO MOXKE N3 3aTOUHe ¢
HJIA caMo ¢ €Ha OT CBLCTABKHTE.
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Cro¥tuoctn na xanph

Kom6uuauusTa nepynnonpu/uHAaANAMMT, He MOXKeE Aa MPESACTBPATH PA3BHTHETO HA HAYANHA XU~
nokanuemus, ocofeHo NpH NANKEENTH CBC 3axapeH AHabeT WK ¢ 6B0peuna HefOCTATHYHOCT. 3aToBa
nonoCHO Ha IPYrH aHTHXHNEPTEHIHBHH KOMOYHALMH, CBABXAUIM AXYPETHK - HHBATa HA CEPYMHHAS
Kanuii Tps6sa 1a Ce MOHHTOPHPAT PEJOBHO N0 BPEMe Ha IEYeHHETO.

CRbP3aHH ¢ NEPHEAONPHI

Kamnuug

IIpu n3nonzsane va ACE uyxuGuTopH ce chobmasa 3a cyxa xauutpus, Ts ce XapaKTepH3HDPa CHC CBOSTA
DPOIBILKHTENIHOCT M ¢ HeHHOTO M3ue3BaHe ciie]] NPEKPATABAHETO Ha evueHHeTo. [Ipy BE3HMKBaHE Ha
TO3M CHMITOM TpAGBa /ia ce MM IIPeJIBHA ATPOreHHA eTHONOrHS. B ciysall, ve ce mpeanounTa npuema
Ha ACE HHXHOUTOD, NPOLIKABAHETO HA JICYEHHETO MPH TIOABATA HA KAUUTHIIA TpsOBa Ja ce
MpeolieHABA.

Hena
HiiMa nocTaThYeH KIIMHAYEH ONKT OTHOCHO e)MKACHOCTTA M HOHOCHMOCTTA Ha MEPHHAONIPHNT NpH Aela H
MOAPACTRALK KaTO MOHOTEPANUA HIH B KOMOHHALHA,

PHCK OT BHe3aNHa XUNOTOHRA /KT ocTpa GEOpeyna HenocTaATEMHOCT (IPH ChpEYHA HEOCTATHYHOCT, 2
ChILO H NPH NIALUHCHTH C €ICKPOHTEH WIH BOAEH OHCOaNnaHe).

3HaUMTENHOTO CTHMY/IMPAHE HA PEHHH-AHTHOTEH3UH-ANIOCTEPOHOBATA CHCTEMa Ce HaboaRa Ipy na-
IHEHTH C ENCKTPONINTEH B/ATH BOAEH qucOanale (MPUYAHEHH HATIP. OT HAMAIEH MPHEM Ha COJl B
PE3yATAT HA IHETA, IPEARLINO ARYPETUHNHO NEYEHHE), IPH NIAIHEHTH ¢ IbPBOHAYANIHO HYCKO KPHBHO
Hajsrane, py G60pevHa apTepualina CTeRo3a, IPY 3aCTONHA CHpP/eTHA HEIOCTATHYHOCT, 4 ChIIO H [IPH
YepHoApoOHa LUPO3a C OTOUH M ACLHT.

Cnepnosarenno 6noknpanero Ha Tasy cicTema ¢ ACE HHXHOHTOp W IMypeTHK MoXe na TIpeIH3BHKA,
0co0eHO 110 BpeMe Ha IEPBOTO NIPHEMaHe Ha J1eKAPCTBEHHA MPOYKT H [Ipes [TbpBYTE ABE CEFMMIA
BHE3AMHO CHAlaHe Ha KPHEHOTO HANAraHe, IORHIIABAHE HA HHBATA HA CEPYMHUS KPEATHHHAH, KOETO
TOBOPH 32 yHKumOHANHA 616pedna nenocTaThuHOCT. [ToRsKOra TOBA RACTHNBA OCTPO, HO PAAKO ¥ TIO
PaIUiRO BpEMe B XOJla Ha nieueHHeTo. B Takuea ciyvan e uenechobpasho ga o 3aN0YHE IEYEHHETO ¢
NEePHHAONPUI ¢ HUCKH J03M, KOHTO MOCTENEHHO Aa C¢ MOBYIIABAT.

Crapdyecka BB3pacT
Ipenu Havanoto Ha neuenneto TpAGBa Ka ce H3cnEABAT GB6PEUHATa (PyHKNHA 1 HUBATA Ha CEPYMHMT Ka-

nuit. Hayannara po3a Tpabsa BIOCHENCTRYS A2 CE ANaNTUPa CNOpes POMAHATA HA KPEBHOTO HAJIAraue,
ocoBeHO B cllyuanTe Ha 3ary6a Ha BOAA H €NEKTPOIHTH, ¢ Men 4a ¢e M36erHe MoABATa HA BHE3ANHA
XMIIOTOHHS.

[TaumenTH ¢ NOTEBPAEHA ATEPOCKIIEPO3A

Burpexn, 4e pHCK OT XHMOTOHHS CHINECTBYBA NPY ECHIKH ALMEHTH, CICIHANHO BHUMAHNE TPIOBa 1a ce
06BpHE Ha Te3M € HCXeMHYHA §ONECT Ha CHPUETO H MOIBLYHO-CHIOBH 3abonapanus. B Taxuea CIyyan
nedyeHueTo TpAdBa Aa 3aMo4He ¢ Hal-HHUCKATA BB3MOXKHE 1034.

PeHOBacKynapHa XHIEPTOHRA
JleueHMeTO HA PEHOBACKYJIAPHATA XHIIOTOHHSA C€ CHCTOH B peBackynapHsalvda. Brnpexu 1opa, HHXUGH-

TOPUTE HA aHrMOTEH3HH KOHBEPTUPALKHS EH3MM MOTar lia ObAAT MONe3HY TIPH MALH y-
Balna peHOBAcKyapHA XUTIEPTOHUSA, KOUTO 0YAKBAT XUPYPrUUHA KOPEKIHA HITH X
He & Bb3MOJKHA.




B cy4anre, xoraro [lonTea e npeanucan ka2 DALHEHTH ¢ M3IBECTHA WITH MONO3HPaHa Gb6peuna
apTepHalHa CTEeHO03a, JieyeHHeTo TpaGBa Aa 3anouse B GONMHEYHO 3aBe/ieHNe, ¢ HHCKA 003d 1 C
NPONBJDKHTEHO MOHNTOPHPaHE Ha GbOpeunata QyHKIMA U KaTWEBHTe HHBA, ThH KATO €HA YacT OT TE3H
HALMEHTH MOTAT 1a PasBUAT dyHKunOHanHA Grbpeuna HENOCTATEYHOCT, KOATO OOHKHOBEHO € obpaTHMa
Ce] npexpaTABaHe Ha ISYCHHETO.

EEEI‘H HnonynaiHy, HINOKEHH Ha PHCK

JleueHHeT0 Ha NAUMEHTH C TEXKA CHPAEYHA HEAOCTATEUHOCT (kiac [V) AIH HHCYNHHO-3aBHCHM 3aXapeH
AualeT (CBBP3AHH C €CTECTREHA TEHACHIHS KbM XHNEPKATHEMHEs) TpAGBA 14 3a09Ba MO CTPHKTHO
nexapcko HaG/oieHHe M ¢ HHCKa HavaHa 103a. TIpK NalyeHTHTe ¢ XUNEPTOHHS ¥ [IPH Te3H, ¢
KOpOHapHa HEACCTATHXHOCT He TPA0BA Aa ce Cupa IpHeMaHeTo Ha Gera-Gnokep: megenue ¢ ACE
HHXHOHUTODa TpAGBa fie ce A0GaBH KEM NieueHuero ¢ GeTa-G1okep.

Anemus

AHeMHs MoXe Ja ce pa3BHe IIPH DALHeHTH, ciiea 656peuHa TpaHILIaHTANMS WK Ha XeMognanusa, HaMa-
TIABAHETO Ha HABATA HA XEMOrnoGuua e Hai-CHIHO H3PA3CHO [IPH NALHEHTH C BHCOKH T PBOHAYATHH
crolinocty. To3y edexT He € [030-3aBUCHM, HO HEZABHCHMO OT TOBA TOH C& JH/DKH HAa MEXaHH3MAa Ha
neiictene Ha ACE unxuGraropa.

Jlexo monmkaBake Ha CTOHHOCTHTE Ha XeMOTIOGHHA FE3HUKBA B EpHoga 1™~ 6-Tu Mecel OT HauaJoTo
Ha JICYEHAETO K OCTaBa HEMPOMEHEeHa BNocaeACTBHE, JIeueHneTo MoXe 12 NPOTBIUKE NPH PEAOBHY
KPBBHH H3CHCABAHMS.

XHPYpPruvyHH HHTEPBEHLHH

ACE uHxHOuTOpHTE MOTaT Ja PHYHHAT XUIIOTOHHS N0 BpeMe Ha aHECTE3HA - Hall-Beye, ako ce OPUIIATAT
€AHOBPEMEHHO C aHECTETHLH ¢ XHITOTEH3HBeH noTeHrHan, Korato € BbaMoXHO, ¢¢ Ipenopr4sa 1a ce
NpeKpaTd NPHEMAHETO Ha IEPHHIONIPHT elHH A€H IPeiy ONepanuaTa.

AopTHA CTeHO3a/XHNIepTpOdNIHA KApIHOMKOTIATHSA
ACE nnxu6uTopute Tpatna fia ce M3NON3BAT ¢ NOBUINEHO BHUMAHHE NPH TALHEHTY ¢ oGCTPYKUHA Ha
HM3XOJHHA TPaKT Ha ITBaTa KaMepa.

YepuoapoGHa HELOCTATBUHOCT

Panko, ACE unxu6HTOpHTE Ce CBLP3BAT ChC CHHAPOM, KOKTO 3a104Ba ¢ XONECTATHYHE KhATEHHIA B
IPOTPECHPA IO OCTPA 4EPHOAPOOHE HEKPO3a M (TOHAKOra) CMBPT. MEXAHMIMBT Ha TO3H CHH/APOM € He-
nspectes. [Tauuenty, npueMany ACE HHXUOMTOpH, KOHTO Pa3BHAT KBITEHHLA HIH ce Habmoaasa
MOBHIIABAHE HA 4epHOAPOOHHTE eH3HMu TpabBa Ka npeKpaTAT npueManeto Ha ACE HHxu6HTOpa H A2
nony4aT NOAXOAAILO MEAULMHACKO Habmoaenue (Byx pasaen 4.8).

Cepymen xanuti

ACE uHXn6HTOPKTE MOTAT J1a NIPEIU3BHKAT XHIIEPKATHEMEA, Thi KaTo MHXUGHPAT OCBOGOXIABARETO HA
annocrepod. EdexTsT 06MKHOBEHO He € 3HAUMTENEH NPH NAUKEHTH ¢ HopManHa Gx6peuna GyHKUHA. Ipr
NAUMEHTH ¢ HapyweHa OB0peyHa dyHKIus obaye WHIH Opy NAYHEHTH, TPHEMAITH XPAHHTENHH A0OABKY,
CBABPXKAIM Kanuil (BKTIOUUTETHO 3aMECTHTENH HA CONITa), KanHH-ChbXPaHARAUIN JMYyPETHIH,
TPHMETONPHM MK KOTPHMOKCA30ll, H3BECTEH CBIIO KATO TPHMETONMPHM/CYI$aMETOKCa30I, H 0CODEH0
AHTArOHHCTH HA al0CTEPOHA HITH AHTHOTEHIWH-PELENTOPHE GlIOKEpH, MOXe 13 Rb3HUKHE
Xunepkamiemus. Kanuii-coxpandsamure 1uypeTHUM H aHTHOTEH3HH-PEENTOPHATe Gokepu TpabBa 1a
e MpuJaraT BHUMATENHO NpH naluueHTH, npuemMally ACE yHXuGHTOpH, KaTo CepyMHMAT Kamaii H
6vbpeunara Qynkuus TpaGea na ce mpocneassar (Bx. To4ka 4.5).

CBLp3ann ¢ HAJATIAMA]

Boano-enexTponuTer fananc




Huea na RaTpumit

Ilpeau nauanoTo Ha nedeHueTo TpSOBa 1A Ce H3MEPAT CTOMHOCTHTE Ha CepyMHNMS HATPHUIL H cliel ToBa Ja
Ce NpOCNeAABaT Ha peIOBHH HHTEPBAK, Beaka AuyperntiHa Tepanmus Moxke 1a NpeAH3BHKA NOHIKABAaHE
Ha CEpYMHHS HaTpHii, NOHAKOra ChC CEPHO3HHU Mochnenuuy. ITbpBOHa4ANHO MOHIKABARETO HA
CTOHROCTHTE Ha HATPUHA MOXe Aa 6ble aCHMIITOMATHYHO. 3aTOBA & HEOGXOAHMO PeJIOBHO MPOCHEAABAHE
u TpA6Ba Aa 6b1e No-4eCTO NPH NTAMEHTH B CTapuecka BE3PACT M NPH NAIMEHTH ¢ YepHoApo6Ha MHpo3a
(pux pasnens 4.8 u 4.9).

[na3men kanuii

Tonam puCk Npu Nevenye ¢ THA3HAHHA AMyPETHIH ¥ TEXHATE AHAJIO3H € 3aryla Ha Kamuii u
XHIOKATHEMHATA. PHCKET OT NOHIKEHY CTORHOCTH HA cepyMHHA Kanu# (< 3,4 mmol/1) Tpa6ra ga Gbae
NIpeOTBPaTeH NPH BHCOKO PHCKOBHTE NAllHEHTH TAKHBA KATO: MALHEHTH B CTApYECKa Bb3PacT, W/IH
TaKHBa ¢ HEAOXPaHBaHe, MALMEHTHTE ¢ HPO3a C OTOK H ACLMT, MALMEHTH ¢ KOPOHAPHH 3a60/I9BaHHA U
NALMEHTH CBC CHPACYHA HEZOCTATPUHOCT - HE3ABHCHMO JANH NOMY4YaBaT HAH He ChIBTCTBAINO JeUeHHe.

Tlpn Taxusa MauMeRTH XUIOKATHEMHATA YBEIHY9ABA MHOKApAHATA TOKCHYHOCT HA CHPAEHHUTE NTHKOIUH
H pHCKa OT PUTHMHY HapYLICHHS.

Puckosu ca n nanmenTH ¢ yoemken QT uHTepBas, He3aBHCHMO AaNH € OT HACAEACTBEH HIIH ATPOTEHEH
npodsxofl, XHUMOKAIHEMHATA, KAKTO H OpafiMKapAUATa Ca IPeIUcNOo3NLMOHEH (PAKTODH 32 HAYANIO Ha
TEXKH, MOTEHLHAHO 3aCTpalIaBallH PUTEMHH HapylIeHH, Haii-Beve forsades de pointes, kouTo MOrar
Aa 6paar gaTtanuy,

ITpH BCHYKH MIOCOYEHH CITyHau € HeoOXOMMMO 10-YECTO NMPOCAensBaHE Ha CTOHHOCTHTE Ha CepyMHHA
Kanuii. [TepBoTo H3cnefiBane Ha cepyMHHS Kamnil ClieBa Jja Ce H3BLPIUK MPE3 MbPBATa CEIMHIA CIeN
HA4aJIOTO HAa JieYeHHETO.

AKO ¢e yCTaHOBAT HHCKH CTOHHOCTH Ha Kalui, Te Tps0Ba Aa 6bAaT Kopurupay. XHnokalueMus,
YCTaHOREHA 3a€/IHO ¢ HHCKA CEPYMHA KOHLIEHTpAKA Ha MarHe3HH, MOXe [ He CE HOBIHUAE OT JAeHCHUETO,
OCBEH axo cepyMHHAT MarHesrii Re 6bae KopHrHpaH.§

YinasMen marsesnii;
JlokasaHo e, ue THA3RIHTE i TEXHHTE AHANO3H, BITIOMHTEIHO HHAAIAMU/, TIORHIIABAT EKCKPEIMATA Ha
MarHesuit ¢ ypuHaTa, KOeTo MOXE A4 JOBE/e A0 XHIoMarHesueMas (BK.To4kd 4.5 u 4.8).

HuBa Ha Kamimii

TuazuaHNTe JHYPETHLN ¥ TEXHHTE aHATO3H MOTAT 132 MOKWKAT YPHHHATA eKCKPELHs Ha KAl U aa
NPSAH3BHKAT NEKO ¥ [IPEXONHO NOBNIIABAHE HA MIAIMEHMTE HHBA HA KANIHA,

3HauYMTENHOTO MOBMIICHHE MOXE /12 € MPH3HAK Ha He JHArHOCTHUMpAH XHHeprapaTHpeonau3sM. [Tpu
TAKHBA CYYaH, JISHEHHETO TpAOBa 1a ce CIpe Ipe/in H3CHeNBaHETO Ha apaTHpeouAHaTa dyHKIuA.

KpbaHa 3axap
IlpocneaspaHeTo Ha KPLBHATA 33Xap € BAXHO 33 AuabeTHLMTE, Hali-BeYe NpH HANHYHE HA XHIOKATHEMHUL.

ITukouna KHMcenHHA
PHCKBT OT Noarpa MOke J1a ce MOBHIIH MPH NALKEHTUTE ¢ XHIEPYPHKEMHS,

brbpeuna dyHkuma 1 AHypeTHLM
THazuaHuTE AMYPETHIIM ¥ TEXHHTE AHANO3H Ca HAITKIIHO IEKTHRHH CaMo Korato 6s6p
HOPMAJIHA HIH JIEKO HapyHIeHa (CTOMHOCTH HA CepyMeH KPeaTHHHH MO-HUCKH OT OKO
cepyMeH kpeatunmH <220 pmol/l npy Bb3pacTHK).




TIpH nauueHTH B cTapyecKa Bb3PacT, CTOHHOCTHTE HA CEPyMHBHS KPeaTHHHH TpaGBa 1a ce H3dHCHAT

¢B00pa3Ho BH3PACTTa, TENECHOTO TErNO H MONOBATA MIPHHAAJIKHOCT, H3MON3Ralka dopmynaTa Ha
Cockroft:

Cler = (140 - rogunn) x Tenecro Terno / 0.814 x crofHoCTH Ha cepyMHUA KPEATHHAH (KbAETO EE3pacTTa €
H3pa3eHa B FOIHHH, TENIECHOTO TEINIO - B KAJIOTPAMH U CTOMHOCTHTE HA CEpyMHHUA KPEATHHHH - B
micromol/1).

Tasu GopMyIa e MOAX0AAINA 32 MEKe B CTapuecka Bh3pacT. [TpH xeHu, CTONHOCTHTE e KayIKy THPAT Kato
ce H3nON3Ba ropuara ¢opmyna, Ho yYMHOXeHa no 0,85,

XHNoEONeMHATA, OSBHNA C& B Pe3yNTAT Ha 3ary6ata Ha BOJA M HATPHH, TIPSIW3RHKAHA OT JHYPETHKA B
Ha4a/10TO Ha ICICHHETO BOAH /10 BAOIIABaHE HA CROMepyaHata punrpanus. B nocaectsiie ToBa BOAR IO
MOBHIIABAHE HA yPEATa B KPHBTA M CTONHOCTHTE Ha KpeaTHHHHA. Tasu npexoaHa dyHKUHOHANHA
GBOpeyHa HEOCTATRHHOCT He BOAH [0 HEXEeNant NOCAEACTBHA NPH TIauHeHTH ¢ HOopManHa 6B6peyna
(hyHKLHA, HO MO3Ke Ja BIOLIM ChIIECTBYBaa GEGpeysa HelOCTATHYHOCT.

Cnopricra

Cropractate TpabBa fa 6uAaT NpedynpeneHHn, Ye NEKAPpCTBEHHAT NPOXYKT ChABPKA AKTHBHO BELIECTBO,
KOeTo MOXe Aa Aaae MONmKHTENHA poba PR JOTHHT TeCT.

IToMomnu BeuwrecTBa

To3n npopykT ChEBpXkKa aKTo3a MOHOXHApAT. [TaliHeHTH ¢ pe/Iki HACIEACTBEHH NPOGIEMH Ha
HEMOHOCHMOCT KBM TallaKTo3a, IbJIEH A2KTa3eH NePUIMT WK M0K030-raNakTo3Ha Manabcopbius He
TpaAGBa fa NpHeMaT TOBa JIeKapcTso.

4.5 BoaAmofelicTBHE ¢ IPYTH JIEKAPCTBEHH OPOJYKTH A APYTH $OPMHA Ha B3aHMOLelicTBHE

Carop3anu ¢ IToHTea
KomMGBERaNRAN, KOHTO He Ce OPENOPLUBAT

JuTwii

3a HeoGpaTHMO NOBUIIABANE Ha CTOHHOCTHTE Ha JHTHEBATA KOHUEHTPAIHA B CEPYMA M TOKCHYHOCT Ca
ChoGuIaBaHA MO BpeMe Ha EAHOBPEMEHHO NpHIIOKeHHe Ha NuTHE 1 ACE HHXuGHTOpH. EanoBpemenHOTO
HOPHICKEHHE ¢ THA3HAHH OHYPETHIH MOJXKE Ja JI0Belie IO HOBHIIABAHE HA INTHEBHTE HUBA B J3 NOBMIIN
pHCKa OT nuTHERa ToKCHUHOCT ¢ ACE HHXMOHTOpH. ENHOBpPEMERHOTO NPUIOKEHHE HA IEPHHAKONPU,
xOMOHHMpaH C UHKANaMuJL H JIMTHIT He Ce NPENopbuBa, Ho Ko ce Hajara npHeMane Ha ACE uEXubuTOP
H JIRTHH, TO CTORHOCTHTE Ha MHTRI TpAGRA CTPHKTHO 14 ce MOHUTOpHPAT (BIXK paszen 4.4).

EnnoBpeMenna ynorpe6a, Kofro H3IACKBA NOBKMEHO BHEMARHE

Baxnoden

ENHOBPEMEHHHMAT [IPHEM HA AHTUXHIIEPTEH3UBHY EKAPCTBA ¢ Gaknofer MOXKe /a 3aCHIH XANOTOHHATA.
Hosara na [IOHTEA Tps6sa na 6bae ananTtipana ¥ TpaGBa BHHMATENHO 13 ¢ IPOCTIEAABA KYbBHOTO
HAaJIATaxe.

Hecreponany npoTHBOBE3NANHTENHY IEKAPCTBEHH MPOLYKTH (HANpHMEp aLeTHICATMOUIOBA KMCETHHA
BbB BHCOKH JIO3H): NPUEMBT HM MOXe J1a HAMAIH JHYPETHYHUAT, HATPHYPETHUHHSA H
AHTHXMNIEPTEH3UBHHA eeKT IPH HAKOH nanneHTH. [IpH MallMeHTH B CTAPYECKA BE3
MoOXe Ja ¢4 AEXHAPATHPAHH, CHILECTBYBa PHCK OT OCTpa GEOpedHa HeTOCTATHIHO




3anoipaHe Ha JieucHHe, TpaGBa fa ce npocaenu 6u6pevunara PyHKUMA H MalHERTHTe a Ghaar
JOCTATHYHO XUAPATHPAHH,

Enmospementa ynorpe6a, KOATO H3IHCKBA HAKOH NPeANA3HH MEPKH

AHTHJENIPECAHTH, IPOH3BOIHH HA HMUIPAMHEHA (TPHLMK/IHYHE &HTHICTPECAHTH), HEBPOICTITHLH:
EnHOBPEMEHHOTO MPHIIOIKEHHE HA Te3H JIEKAPCTBEHA NMPOLYKTH NPeIH3BHKBEA 3aCH/IBAHE HA
aHTHXHNEPTEHIUBHYA KT - H PHCK OT OPTOCTATHYHA XUMOTOHHA (AAMTHBEH edeKT).

KoptukocTeponay, TeTpakozakTH
IoHmKaBa AHTHXHTIEPTEH3HBHHS e(eKT (KOPTHKOCTEPOHANTE MaraT Ja NIPeJIH3BUKAT 3aJpBiKKa Ha HaT-
puii 4 BOnA).

Hpyru aHTHXMIEPTEHIABHHH NEKAPCTREHH NPOAYKTH
EnnompemenHaTa ynotpe6a Ha nepiHAONPHI/AHAAIAME H APYTH AHTHXHIEPTEH3UBHY MPOLYKTH MOXKe
JOITBIHHTENHO [a IOHHXK KPEBHOTO HATATAHE.

BB3MOXKHH B3auMOICHCTRHA CBBP3aHE C NEPHHIONPHI

JlaHuu OT KTHHHYHH MPOYYBAHMA NOKAIBAT, 4e ABOHHOTO GIOKHpaREe Ha peHHH-AHIHOTEH3HE-
anfocrepoHoBara cHereMa (PAAC) upes komOunupanara ynorpe6a Ha ACE HHXHOHTOPH, AHTHOTEH3HH
II-petenTopHy GOKEPH MITH ATHCKMPEH Ce CBLP3Ba C [I0-BHCOKA YECTOTA Ha HEXENaHH ChOMTHA, KATO
HapUMep XHUNOTOHHA, XHIEPKATHEMHA ¥ HamalisBaHe Ha 6xOpeunaTa QyHKINA (BKIIOYHTENHO OCTpa
GuOpeuna HeaOCTATRIHOCT), B CPaBHEHHe ¢ ynoTpefaTa caMo Ha eIHO CPEJCTRO, AeficTBAINO BBDXY
PAAC (Bx. Touxu 4.3, 4.4 u 5.1).

KoM0nBanan, KOETO ¢a NPOTHBONOKA3ARHA

Jexapemeenu npodykmu, Koumo nosuMaBAm PUCKa 0m aHUOEDEM

CousrerBamara ynotpeta na ACE HHXHOHTOPH Che cakyGHTpHI/BaficapTal € NPOTHBONOKA3AHA, THH
KaTO TOBa MOBHLIABA PHCKA OT aHrHoeneM (Bxk. Touka 4.3 1 4.4).

KoM0BRAIMH, KOHTO He Ce NPENOPLIBAT

Kanuii-coxpannsauume ouypemuyy (CnUuposonaxmon, mpuammepen, CamoCIoAmMenHo wil 8 KOMOUHa-
Bonpexu 4e cepyMHnsT kanuii OGHKHOBEHO OCTABA B PAMKHTE Ha HOPMAIHHTE TPAHKIH, IPH HAKOH
nanueHTH, nexypaHd ¢ ACE HHXuGHTOD, MOXe Ja Bh3HUKHE XHIEPKaNHeMHA. YnoTpeGaTa Ha Kamnii-
ChXPAHABAIIH JUYPETHLHN (HANp. CIHPOHONAKTOH, TPUAMTEPEH Ml aMUIOPHI), XPAHHTENHH T0GABKH,
ChABPKAINH KAMWi HIH Kanui-ChABPAKALIH 3aMECTHTEIH Ha CONTA MOXe Ja JOBeIe 10 SHAYHTETHO
TIOBHLICHAE Ha cepyMHHs kanuii. Tpaba cpiio Aa ce BAAMaBa, KOraTo QUIA3AnpHA ce IPHIara
€IHOBPEMEHHO ¢ APYTH CPEACTBA, KOMTO NOBHILABAT CEPYMHHA KANAH, KATO HANP. TPHMETOPHM H
KOTPHMOKCA30J (TPEMEeTonprM/cynhaMeToKcason), Thif KaTo e H3BECTHO, e TPHMETOIPHM AeHicTBa KaTo
KaTHA-ChXpaHABAIN AWy PeTHK Nono0H0 Ha aMHIoprA. [Topaay ToBa He ce mpenops4Ba KOMOHHHpPaHETO
Ha [HJIA3aNPHI ¢ TOPECIIOMEHATHTE JIEKAPCTBA. AKO € MOKa3aHa ChITRTCTRAINA ynoTpeda, e Tpabsa fa ce
H3N0N3BAT ¢ MOBHUILEHO BHHMAHHE H NPH YECTO NPOCIEAABAHE HA CEPYMEHS Kammih.

Jlexapcmeenu npoOyKmu, ROSUULABAIYYU PUCKA OM GHZUOEOEM

mTOR naxubuTOpH (HANP. CUPONHMYC, EBEPONHMYC, TEMCHPOJIHUMYC)
CrrwrerBamara ynorpeba Ha ACE muxuburopy ¢ pauekagorpun, mTOR uHxu6HTOPH (Hanp.
CHPONHMYC, €BEPOTHMYC, TEMCUPOIHMYC) H BRJJATTHNTHH MOXKE 13 JOBEAE AQ NOBHLIEH PHCK OT
aHrHoeneM (BRx, Touxa 4.4).

Eanoppemenna ynoTpefa, H3UCKBAINA CICIHATHO BHAMaHHE

Anmuduabemny nexapcmeeny nPOOYKM (UHCYAUN, XUNOSRUKEMUYHY BPOOYKMY O,
OOKNGOBANHY NPU YROMPEHA HA KANMORPUR U eHANANPUN
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ACE nnxuGHTOpHTe MOTAT Jia 3aCHNAT XHIOTIAKEMHYHHS eeXT NpH AMabeTHIH, KOUTO npHeMar
HHCYJIHH H XHIOTJIHKEMHYHH cpencTea (CyndoHaMuau). MHOro paaka e nossaTa Ha XHMOTTHKEMAYHH
€NH301H (nogobpsaBaHe Ha INTIOKO3HUA TONEPAHC ¥ TOHIDKABAHE HA HYXIHTE OT KHCYJIHH).

Kom6aHannn, koAT0 H3ACKBAT CHeHHAIHO BAAMARHE

AnecreTHUR

ACE HHXu6MTOpHTE MOTaT J2 3aCH/IST XUIOTEH3UBRHA eeKT Ha ONpe/le/IeHH AHECTETHIIH. [Topans Topa
KOMOHHALUATA IEPHANONPHI/HHAANAMEL TPAGB2 Ja ce HIBATBA B TAKHBA CITyYAH.

AJOTyPKHOJ, UHTOTOKCHHHY HITH UMYHOCYTIPECHBHH CPEACTEA, KOPTHKOCTEPOUIH (CHCTEMEa yroTpea)
HITH TTPOKaHHAMMU]L

Ennospementara ynorpefa na te3n sekapersenn npoxyxts ¢ ACE uEXn6mTOpY noBHmABAT PHCKA OT
JIeBKOTICHHS.

HuaypeTHUR (Tua3uAHu I GPUMKOBH)
Tlpepectsalllo NevenAe ¢ BUCOKH ZO3H AHYPETHIUH MOXKE A4 AOREAE ACXAAPATALHA H PHCK OT
XHIIOTOHUA NPH 3aTI0YBARE HA JIEYEHHE C NEPHHAONPILL.

LluKnocioprH
I1pu cbmhTeTBama ynoTpe6a Ha ACE HHXHGHTOPH C UHKJIOCTIODHHE MOXeE 13 Bh3HHKHE XHNEPKATHEMHS.
Ilpenoprusa ce NpocneAsBane HA CEPYMHHA Kamwii.

Xenapux
Tlpu cemeTeTBama ynorpe6a Aa ACE HHXHGHTOPH ¢ XenmapuH MOXeE 13 BEIHHKHE XHIIepKATHeMHus.

Chhbp3aHy ¢ HHAANAMUT
Kom6EHaNHA, KOHTO HE ce NPENOPLYBAT

Cynronpuz: [lopHimen puck oT KaMepHa apuTMus, 0coBeR0 torsades de pointes (XUTIOKATHEMHATA
YTIECHSABA NOABATA Ha TA3W HeXeJlaHa peakuud) (BHKTe TOuUka 4.4).

Kombusanss, H3BCKBAING CRENHANHE NPeANAIHE MEPKH

JlexapcTrenn npofyKTH, nipenu3BUKBaly "torsades de pointes”

Tlopany puck ot xuMokameMus, HENATAMH] Tpa6Ba 42 Ce NPEANACEA ¢ BHEMAHHe, KOMATO ce IpHIara ¢
JI€KApCTBERA NPOAYKTH, KOHTO IPERH3BHKBAT lorsades de pointes kato: kiac LA aHTHapHTMHEIH
(XHHHAMH, XURPOXHHUAKH, AM3ONUpaMUL); Kiac I @HTHAPHTMHUIH (aMHOAAPOH, JodeTHInA, uSyTHIN],
GpeTHTHyM, COTAIION); HAKOH HEBPOMENTHIH (XITOPIPOMA3HH, HHAMEMA3HH, ICBOMENPOMA3HH,
THOPHNA3HH, TpH(IIyonepasiK), Gen3amuy (AMHCYNIPHA, CYINpHA, TpHANpHA), GyTRpodeHOHH
(ApomepHoN, XanoNepHAON), APYTH HEBPONENTHUH (THMO3HL), APYTH cyGcraniue Karo Genpuamn,
IH3aNpPHA, AHGEMAHI, HHTPABEHORIEH EPUTPOMHLIMH, Xano(aHTPHH, MHIONACTHH, MOKCHGIOKCALIRH,
NEHTAMHAMH, CIapIOKCaUMH, HHTPABEHO3CH BUHKAMHH, METAJIOH, 2CTeMU30J, TepdieHaHH,
IIpenopbysar ce NpeaNazni MepKH M KOPEKIUA HA HUCKUTE CTORHOCTH Ha KAy, IpH HEOBXOTKNMOCT -
MouuTopHpaHe Ha QT uHTEpRana.

JlekapcTseHH NPOAYKTH, MOHMXKABALIM Kanus (MHTpaBeHO3eH amdoTepuny B, CHCTEMHHE ITIOKO~ H
MHHEPATKOPTHKOWIM, TETPAKOCAHTHI, CTHMY THPAIIH JIAKCATHEH )
IMoByIeH pHCK OT XUIIOKANHEMHA (AKHTHBEH edexr).

KouTpon u mpu Hyx/1a KOpeKLHs Ha XHIOKaTHeMuaTa. CIeIMalHO BHHMAHNE Ce H3HCKBA IPH HAIHeHTH
Ha JICYCHHE CEC ChPeYHH MHko3uAd. Tpabea aa ce n3amon3eaT JaKCATHRHHE CpPENCTBa (V]
neficrBue,

JMIruTANMCOBH NpenapaTy:
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XHNOKATHEMHATA B/UAE XETOMATHE3HEMANATA TIPeIpA3Noara KpeaApasuoJaraT KsM AUTHTANHCOBA
TOKCHMHOCT.

IMpenopeusa ce Aa ce npocieasa UTa3MeHHs kanuil, Maraesait H EKT™ u, ako € reo6xoaumo, neueHneTo
Jia 6bie KOpUTHPAHO.

EnnoppemMenna ynorpeda, KOfTo H3HCKBA OPEANA3HE MepPKH

Mertdopmun

Metdiopmun Moxe fa npeau3Brka 6p6pedro yBpeXaane, KOETo Aa AOBEAE JO NaKTaTHA aHuao3a, Topa
CBCTOSHHE € CRBPAaHO ¢ ynotpeba Ha JuypeTHuy (OCHOBHO OpUMKOBH).

TpaGBa na ce u3barea ynoTpebara Ha MeThOPMHEH IIPH NNa3MEHH CTOMHOCTH HA KPeaTHHHMHA
npesuirasamy 15 mg/l (135umol/l} mpu meiere u 12 mg/l (100 pmoVl) npy xennrte.

Hon-chasp:kaiy KoHTpacTHHE CpeiCTBa

B ciyyaii Ha ReXHApaTAMA, IPETUIBHKaHA OT AHYPETHLH, CHIIECTBYBa NOBULIEH PHCK OT OCTPa
OnbOpeuna HenocTaTbuHOCT, Hali-Bede NpH ynoTpelaTa Ha BUCOKH J03H HOA-CHABPXKAIIMN KORTPACTHH
cpenctpa. Tpabsa fa ce nmpoBejie peXHAPATALMA OLIE NpPell BhBEXAAHETO Ha HOI-ChAbPKAIHA
fipenapar.

Kanuuit (conm) :
PHCK OT XHTiepKaILHEMHR, XB/LKAIL C& Ha IOHMKEHATA EKCKpelN HA KANLKH B YPHHATA.

Lluknocnopan
Prck ot nopHilaBane Ha CEPYMHHAS KpeaTHHMH Ge3 NPOMAHA B IUIAZMEHNTE HHBa HA [HKIOCHIOPHHAE, JOPH
NOpH OTCECTBHE HA 3a1"y6a HA COJTH H ROJA.

4.6 @epraantet, GpeMeHAOCT H KhpMeue

Ynotpebara na ACE uHXMOMTODH He e NpenophuBa [0 BPeMe Ha ITbPBUS TPHMECTLD OT OpeMEeHHOCTTA
(eix pasnen 4.4). Ynorpebara na ACE uaxn6utops € NpoTHRONOKA3aHA N0 BpeMe Ha BTOPHS U TpeTus
TpEMecThp Ha OpeMeHnocTTa (BK. To4kH 4.3 1 4.4),

Bpemennoct

Hsgma ybennTennn enBaeMHONOrHYHETE JOKA3ATENCTBA N0 OTHOMIEHHKE HA PHUCKA OT TEPATONereHHOCT,
cpbp3ana ¢ ekcnosning ¢ ACE HHxubKTOPH No BpeMe Ha MbpPBHA TPHMECTHP HA GPEMEHHOCTTA, HO
BBIPEKH TOBA HE MOXKE Ja Ce H3KTIOUH BEPOATHOCTTA 38 MHHHMANEH PHCK,

Ocpen ako Tepannara ¢ ACE srxa0GHuTop He ce cunTa 32 XH3HEHO HEOOXONUMA, NAIMEHTKHTE, KOHTO
IIaHHpaT GpeMeHHOCT TpAGBa Ja MpeMUHAT KbM ANTEPHATHBHO AHTHXHIICPTEHIUBHO NcueHne ¢ nobpe
ycTanoBeH npogus Ha GesonacHocT 3a ynorpeba npu Gpemennoct. [Tpu yeranossBaune Ha GpemMeHHOCT
neqenneto ¢ ACE unxuburop TpabBa na 6p0e NpeycTaHOREHO He3a0aABHO ¥ ako € HeoOxoaumo Tpadea aa
3amnovHe aITSPHATHBHO JieYeHue.

WMzBecTHO e, ye excno3nmmata Ha ACE-HHXHOUTOPHO neveHHe 1o BpeMe Ha BTOPHA Y TPETHS TPUMECTEp
HHIYLHpPa NPH Y0BeKa (peToTokcHuHOCT (0TcnabBane Ha Op0peunaTa (hyHKIMA, ONMTOXuAPaMHHO34, 3a-
HaBeHa yepenHa ocudHkalMa)} 1 HeOHaTaTHA TOKCHIHOCT (OBGpEeYHA HEAOCTATEYHOCT, XHIOTOHNS, XH-
nepKanueMusn) (BUKTe Touka 3.3.). B ciyuali, ue uznaranero Ha ACE MHXUGHTOP € BE3HHKHANO Tpes
BTODHA TPHMECTHP Ha OPEMEHHOCTTA, € NPenophuHTelHa YITPa3ByKoBa IpoBepKa Ha Gu0peunara
dynxuua u vepena. BeGera, unuto Maltku ca npuemann ACE unxu6Guropn Tpa6Gea 13 ObAaT BHUMATENHO
HabnogaBaHH 3a XHIOTOHHA (WK. Touky 4.3 u 4.4).

HHpanamun e cyndoHaMHuaeH AMYPETHK H NPHNIOKEHHETO My NP OpeMERHH XeHH Tpab, 305TRa.
Juypernuy He TpabBa fa ce HalHauaBaT IPH (GHIHOSOTHYEH OTOK ITPH GpeMeHHH (T
H3HCKBA JIEYCHHE).
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ITpORBAKUTENHOTO HINON3BAHE HA THASHAHH JHYDETHIIH MO BpEME HA TPETHA TPHMECTBP OT
GpeMeHROCTTa MOXKe Aa pelyuupa nnasmeHns obem npu Malikara, a ChII0 H MATOUHOINIALIEHTAPHO
KpBBooOpalleHre, KoeTo MOXKE 1a IoBeze 0 HheTo-IITaueHTHa HCXeMMs 1 3a0aBsiHe Ha pacTeKa.

Ocpen ToBa MMa cHOGLIEHUS 32 PEAKH CIYYaH Ha XHNOTTIMKEMHA ¥ TPOMOOLMTONEHHSA IPH HOBOPOJAEHH
clie/l TpHeMaHe OKOJIO TePMHHA,

Knpmene

TpH kaTo HaAMa uaGoOpMaLMs 3a EKCKPELHATA HA NEPHHNONPHN B MalYMHOTO MIAKO, TOH He ce
fipenopbysa U [0 BpeMe Ha Kppmere. IIpenopbypa ce aTTepHATHBHO JieUeHHE ¢ IPORYKT ¢ no-gobpe
ycranopen npoun Ha 6esomacHocT, ocofeHo B ciyvali Ha KEPMEHE Ha HOBOPOAEHO WK
NpeXKISBPEMEHHO POJICHO JETE.

WnpanaMun e npoTHBONMOKA3aH NpH KbpMeHe. MiHaanamuy ce ekckperupa B MaiiyuHoTO Misko. Tofi e
TACHO CBBP3aH C THA3HAHHTE Uy PETHIM, KOHTO NPEAH3BHKBAT O BpeMe Ha KbPMEHE HaMalIaBaHe HIH
NOTHCKAHE Ha KbpMara. MOTaT 12 Bh3HHKHAT peaklH¥ Ha CBPEXYYBCTBHTENHOCT KbM cyndioHAMHIH,
XHITOKANHEMHA ¥ SAPEH ukTep. Thii KaTo U ABATA NEKaPCTBEHHA NMPOJYKTA MOTAT a OPEAH3BHKAT TEKKH
HEXKEJIaHH peaKuuH y KbpMayero, Tpabea na ce pens AanH Ia ce MpeKpaTH KbpMEHeTo IR Aa ce
IpeKpaTH TepannATa, KaTo ¢€ B3UMa MpelBHl BOKHOCTTA HA TEPANTMATA 3a MalfkaTa.

4,7 BausngBe BbpXY cnocoGRocTTa 32 Modupane u pabora ¢ MAIAKA

TMMOHTEA nesHauKTeNHO HIH B yMepeHa cTened cnocolHOCTTa 33 wodHpaHe M paboTa ¢ Mamuuy. Haro
€IWH OT ABATA JIeKAPCTBEHM NMPOJAYKTA HE NOBIUABA HA BHHMAHUETO - HHTO 110 OTAENHO, HHTO B
xkoMOHHALMS, PH HAKOH NMau#eHTH ofade MOTaT Aa Bb3HHKHAT HHAMBHIYATHY PEaKUMH, CBBP3aHH ¢
NOHMKABAHE Ha KPLBHOTO HalAraKe, Hafi-Beve B HAYANOTO Ha NEYEHHETO HITH IIPH AHOBPEMEHHA YOT-
peba ¢ Apyru aHTHXUIePTEH3MBHY NEKaPCTBEHH IPOAYKTH. B pesyaTar Ha TOBa, CIOCOOHOCTTa A2 ¢e
modupa H fa ce paGoTH ¢ MAIHHYA Moxe Aa OhAe HapymeHa.

4.8 Hexenans JeKapcTBeHH PeARIHAR

O606mexn npoduin Ha Gesomacuocr

[Tepunmonpun HEXuGHpPa PeHHH-AHTHOTEH3HH-ANKOCTEPOHOBATA CHCTEMA B HAMAJIABA 3arybarta Ha kammit,
npHYAReHa OT HHAanaMHA. XHIoxanneMus {CepyMHH HHBa Ha Kannii <3,4 mmol/1) ca nabmonasanu mpu
okono 4% oT NauHMeHTHTE, KOMTO MpHeMaT KOMOHHAUMA ePHHAONPHA M HHAANAMUA,

Haii-uecto crobmaBannTe HexeNaHK peakiMy ca XHOOKAJNHEMAS, PEAKLHH Ha CBPBXHYBCTBHTEAHOCT,
IJTaBHO JCPMATONOTHYHH, TIPH THIA, NPEAPAINON0KEHH KbM AIePTHYEH ¥ ACTMATHYHE PEaKLHH H
MaxynonanynapHi oOpHBH.

TabnyveH CIHCHK HA HEXENAHHTE PEAKIIHH
HexenaHuTe NeKapeTBEHW PEAKLHH, KOUTO MOTaT A4 BBIHHKHAT 10 BpeMe Ha NEPRHAONPHS B UHAANaMHiJ

ce KnacuduIppaT B cIeJHATE rPyNH B 3aBHCHMOCT OT CIELHATA YECTOTA:

MHoro uectH (>1/10), gecru (>1/100 ao <1/10), nevectr (>1/1000 10<1/100), penxu (>1/10000 zo
<1/1000), mHOrO peaku (<1/10000), ¢ Heu3BeCcTHa YecTOTa ~ He MOXe 1a Ob/e HaNpaBeHa OLEHKA OT
HAMHYAATE 1AHHH.

Ennokpunnu HapymeHus
Penxu: CHHAPOM Ha Henooxozslla CeKpelns Ha aHTHANYpeTHaHHA xopMou {SIADH)

Hapyuieniie Ha MeTaboaH3Ma H XpaHEHETo
Yecrn: XunoxanneMua (BX.To4ka 4.4)
Hedgecti: Xunorarpremus (Bx.Touka 4.4)
Penxu: Xunoxnopuemus
XunoMarsesHeMnsa
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Hapyuienus na neuxwxata
HeuecTu: nenpecns

Cha0BU HapyDIENHA
Hedecrn: XHNOTORUA(OPTOCTATHYHA HIIH HE)

Perikn: 3aueppiBane
C vemasectHa uectota: MeHomer Ha Raynaud

Ha CHHA Ha BTa ¥ AUMDHATA CHCTEMA

MHoro peakn: TpomGolnTonenns, NEBKONEHHA, ArpaHyJIOUHTO3, AIUTACTHYHA AHEMHS, XEMOITKTHYHE
AHEMHA.

AxeMHa (BrxTe pasaen 4.4) e 6una noknansana ¢ ACE vHXHOHTOp TIpu OMpPEAeeHH OGCTOATENCTRA
(manneHTH ¢ 6B6peucH TpaHCNIAHTAHT, MAIHEHTH NOANIOKEHH Ha XEMONHATH3A).

HapviueHns Ha HepBHATA CHCTEMA
Heuecrn: I'napoGonne, acTeHnd, YyBCTRO Ha 3aMAgHOCT, IPOMAHA B HACTPOESHMETO H/MIIY HAPYIICHHE Ha
ChHA, [TAPECTE3HA.

Hapymenus Ha ounre:
C HeM3BECTHA 4ECTOTA: XOPOMAANEH U3NHB, OCTPa MHONHA, OCTPA 3aKPHTOBIBIHA TAZYKOMa

Pecniuparopnu, rpeaHE 1 MEAHACTHHATHE HAPYUISHHS
Yectn: Jloknansano e 3a CyXa KalllHua nps ynorpeba ua ACE unxuburopn

CTOMAIHO-YPERHN HapyileHKs
Yectu: 3anek, CyXoTa B yCTaTa, raneHe, enuractpanta Gonka, aHopekcid, abiomuuanda Goska,
HapylzeHHs Ha BKyca

Mroro peaxr: Nankpeat!T, B cryyalt Aa YepHoapobHa HENOCTATHYHOCT; HMA BEPOATHOCT OT PA3BUTHE HA
uepHoapoGHA eHnedanonathd {BikTe pasaen 4.3 u 4.4).

HapymeHud ua kKOKATA H NONKOXKHATA ThKAH
Heuectu: Peakiiun Ha CBpLXMYBCTBHTENHOCT, [MABHC AEPMATONOTHYHE IPH HHAHBUAH,
NpespaznoNoKeHy KEM aileprHYHH aCTMATUYHH PEakIHH

Makynonamynaphy epynuuy, myprnypa, BIOIIABAHE HA ChUTECTRYBADI AMCEMUHUPAY YMyC
epuTeMaTojec.

Koxen obpus.

Pemxu: O6ocTpaHe Ha ICOPHAINC
Msoro penku: AardoeaeM (eaeM Ha KeaHKe) —BixTe pasznen 4.4

HapyineHdd Ha MYCKYJHO-CKENEeTHATA CHCTEMA M CheRHHUTEANATA ThKaH
Hegectn: Kpammma

Hapynienna Ha Gr0pelidTe H MMKOYHHTE NHTUINA
Peaxu: Octpa 6p6peusa HeQOCTATHYHOCT, aHy PH3/OMUTY pHS

Hapyinenus Ha penpoayKTHBHATa CHCTEMa M MbpIaTa
Heuectn: Epextunna nucdyHkous

Hacnenpamus:
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- TlopnmanaHe Ha HEBATA HA MAKOYHA KMUCENUHA H KPBBHA 3aXap 0 BpEME HA JIEYEHHETO;

- Jleko MOBHUIABAHE HA HHBATA Ha YpeATa H HHBATA Ha KPEaTHHHH B I71A3MaTa, XOETO e 0DpaTHMO
IIpH IpeKpaTABaHe ua NeueHHeTo. ToBa MOBHINABaHE ce Cpellia NI0-4ecTo B Cydali Ha CTeHo3a Ha
Oubpednarta apTeprs, apTepualHa XHNEPTOHHS, 1EKYBaHa ¢ JUYPETHIH, 66peuna
HeJIOCTaThYHOCT;

- TMopumeny HHBa Ha KATUi, KOETO OOHKHOBEHO € MPEXOAHO.

Penxn (> 1/10,000, xo < 1/1,000):
- VBenHYeHH NiasMeHH HHBa HA Kaiamui

OnHcalye Ha HIOpaHUTe HEXENAHY PEKIIH

Tlo Bpeme Ha npoyusanuaTa dasa Il u II], cpasnssamu ukaanamug 1,5mg ¢ 2,5mg, ananusute Ha
nj1a3MeHus Kalni ca NoKasaiH K0303aBHCHM edeKT OT HHAanaMua;

- Henanamup §,5mg: mwrasmen kamuii <3,4 mmol/l e habmofasan nmpu 10% or nanenTaTe # <3,2 mmol/!
npu 4% ot naunentute ciex 4 1o 6 cepMuny nedenre. Crnell 12 ceAMIYHO leUEHHE, CPETHOTO
MOHWKCHKE Ha TWIasMeHHs Kamui e 6150 0,23 mmol/l.

- Mupanamuz 2,5mg: nnasmer kanul <3,4 mmol/l e nabmoznasan npu 25% ot nammentuTe u <3,2 mmol/1
npu 10% oT nannenTHTE CheX 4 N0 6 ceaMuUIM NedeHune. Cnex 12 ceqMUYHO NedeHue, CPEAHOTO
NOHIDKEHHE Ha Ia3MeRna Kammii ¢ 6umo 0,41 mmol/l.

CpobiiiaBate Ha NONO3UPAHY HEXKENAHH PEaKIIHH
CrofimasaneTo Ha MOAO3MPaHH HEXENAHN PEaKUMH Cliell paspellaBaHe 3a YIoTpela Ha neKapcTBeHHs

IPOAYKT € BaKHO. T'0Ba MO3BONABA 1a NPOABIDKY HabMIONEHHETO Ha CHOTHOWEHHETO NOA3a/PHCK 3a
NeKAPCTBEHHA NTPORYKT. OT MEIMUHHCKHUTE CIIEHMAIHCTH 8 M3UCKBA A2 cho0INasaT BCAKA N0J03UpaHa
HexeNaHa peakuud 4pes;

HamsnHATENHA arednna 1o IeKapeTBaTa

yir. ,, Jdamsan [pyee” Ne§

1303 Cognn

Ten.: +3592 8903417

yebceaiit; www.bda.bg

4.9 Iipenosmpane

Hafi-yectaTa MposABa Ha NpeO3HPAHETO € XUIIOTOHUATA. MOraT Ja BL3HHKHAT JOIBIHUTENHO rajeHe,
NOBPBINaHe, MyCKYJIHH KPaMIlH, 3aMaiiBate, ChbHIHBOCT, ICHXHYHH HapYIIEHHS, OJIHTYPUS POrpecHpa-
13 A0 aaypHs (TbKaINa ce HA XHIIOBOAEMHATA), HAPYIIEHHs HA eNEeKTPONUTHAA W BOHHA GanaHc
(XAMOAATPHEMHS H XHITOKATHEMIA ).

[IupBuTe MepkH, KOHTO TPAOBA 1a GBAAT B3€TH Ce CHCTOAT B hP30 eMMMHHUPAHE HA IPOTYKTHTE upes
CTOMALIHA MPOMKBKA H/HITH MpHeMaHe Ha aKTHBEH BHITIEH, EAHOBPEMEHHO ¢ BE3CTAHOBSBAHE Ha
TEUHOCTHTE U eNIEKTPOIHTHAA GaNaHC B CEHHANCH HEHTHP A0 MBAHOTO HM HOPMATHIHpDANE.

Ipu pasBHTHE Ha XMIIOTOHHA, TAMEHTET TPAOBA Ja IeTHe, KATO [NaBATa € Ha Hal-HUCKa ITO3ULHA
CIIPAMO TANOTO M AA C¢ BIIEAT BEHO3HO M30TOHHYHH COJICBH Pa3TBOPH WM A C& TIPHIIOKH Apyra dopma
3a yBeau4apane Ha obema. [TepuHaoNpunaT Moke Aa ce OTCTPAHK 4pe3 QHATH3a (BHX pasaen 5.2).

5. ®APMAKOJIOTHYHH CBOMCTBA

5.1 @apMakoAREIMHYAM cBOHCTBA
DapmMakoTepanebTHusa rpyna: ACE HHXuOMTOD U AHYPETHK.
ATC xon: CO9BAO4
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IlonTea &€ xoMGHHaInA OT con Ha TepT-0yTHIAMHHOB NEPHHOONPHA Y WHAANAMHKJ, MPeAHASHAUEHH 32
DAIHEHTH, YHETO KPEBHO HANATaHe He MOXE A2 Objie afleKBATHO KOHTPONHPAHO CAMO ¢ MOHOTEpANHS ©
neprHAonpua. Conra Tepr-GyTHAAMHEOR NEPHHEAONPUN € HHXUOHTOP HA AHTMOTEH3NH KOHBEPTHPALTAS
ensuM. Mufanamun e xnopocyrpamMonnos AuypeTk. PapMakonornyHute CBOKCTRA Ce ONpeaensT o1
BCEKH eIUH OT TE3H KOMMNOHEHTH B3STH MOOTAENHO, & CEHIO H Ha JOTRIHWTEITHOTO CHHEPIHMHO AeHCTBHE
Ha J[BeT¢ AKTHEHH BElSCTBA B KOMONHAIHATA.

PapMaKkoJOrAYeH MEXAHHIBM Ha JelicTBHE
Cerpaan ¢ I[Torrea
[Montea npuTexapa AOIMBIHATENCH CHHEPIA3bM Ha AHTHXMIIEPTEH3NBUATE e(eKTH HA IBATA KOMIIOHEHTA.

CBbp3aH ¢ NEPUHIOTIPHA
[Tepanaonpun € MHXHOHTOP HA AHTAOTEH3HH KOHBepTHpamus ex3uM (ACE HHXu6UTOp), KOHTO NpeBps-
1ia aHrHoTeH3HuH | B anruoTeniuH 11, cyGeTanuus ¢ Ba3sOKOHCTPHKTOPHO JehACTRIE,
ACE nuxu6HTOpHTE peLyLMpaT HHBATA Ha aHTHOTEH3MH II B Mna3MaTa ¥ AHrMOTEH3NHKOHBEPTHPAIIHA
€H3AM CTHMYJIHPA CEKPelHATa Ha anJocepOH OT HaxOBOpedHara kopa H CTHMY.THPa PasTpaxIaHeTo Ha
OpanuKHHVH- BEIMECTBO ¢ Ba3oAMiIaTaToper ediekT, 10 HeakTHEHH XeftanentnaH. Tosa Boau Jo:
¢ HAMAINBAHE HA &TNOCTEPOHOBATA CEKPEIIH
* [TOBHINABAHE HAa AKTHBHOCTTA H& TJI23MEHHA PEHHH, Thil KaTO ATN0CTepOHa HAMA KAK M0BEYE Ja
VIOPaKHABA CBOR HEraTHBeH eexT
* noHWXapaHe na 00moTo NeprdepHo CHNPOTHRACHNE ¢ TNpedepeHnuanHo ASHCTBHE BBPXY
CBAOBETE B MyCKy/IUTE H OBOpeimTe, 6€3 NpHAPY X ABAIIHA 3aLPEKKA Ha CON H BOAA MK
pednekcHa TaXuKapAus NpH NPOLABMKUTENHO NeUCHHE,
AHTHXUTIEPTEH3NBHO AeliCTBHE Ha MEPHHIONPU ¢ NPOABARA CHIIO M NPH NALMENTH ¢ HHCKA HIH HOp-
MallHa PEeHHHOBA KOHLEHTPALHA.
[lepunaonpun neiicTpa upe3 HEroBHA aKTHREH MeTabonHT NepuuAonpwiatr. OcraHanuTe My MeTaboIHTR
Ca HeaKTHBHH.

INepurzonpun HaManaBa paboTarTa Ha CHPLETO :
¢ upes Ba30AHNATAaTOPEH edEKT BHpXY BeHHTe, Hali-BePOATHO MPUYHHEH OT POMEHH B
Meraboni3Ma Ha MPOCTArTaHAWHHUTE: HAMATABA NPe/l-HATOBAPRAHETO,
¢ upe3 pefyunpane Ha 061I0TO nepHbePHO CHIPOTHBIEHHE: HAMANABA CNIEA-HATOBAPBAKETO.

ITpoyuraHnaTa NPOBE/IEHH BHPXY MALHEHTH ChC CHPAEYHA HEAOCTATEYHOCT €A TIOKA3ANH:
HaManfBaHe HA HAJTAHETO NPH HAITLIIBAHE HA JIABATA M JACHATA KAMEpH;
HamaniBaue Ha o6moTo NepudpepHO CHAOBO CENPOTHRICHHE,

yBenMuaRaHe HAa YAapHHA obeM Ha CHPIETO M ¢e moaobpsisa KapAUATHAS HHACKC,
yBeNnut4aBa C¢ PETHOHANHAA KPBBEH TOK B MyCKYIIUTE,;

nonoGpaBaT ce ¥ pe3ynTaTHTe Clael PUIUIECKO HATOBapBaHe,

CBbp3aHH ¢ HERANAMH

Hupanamua e cynpoHaMBIHO IPOU3BOAHO ¢ HHAONOB IPBCTEH, (GapMAKONOrHYHO CBBP3aH ¢ TpynaTa Ha
THA3WAHATE AnypeTHUH. MHaanamun noTrHoka peabcopbuiata Ha HaTpuii B KOPTHKATHAS AHTYIIHOHEH
cerMeHT. ToBa NOBHILABA EKCKPEHATA HA HATPHH H XJIOP C YPHHATA, 4 B II0-Malka CTENEH - €K-
CKPEeLMATa Ha KaTHi H MarHesHH, ¢ KOeTo ce [OBUIUABRA JUYPe3aTa B OKa3Ba AUTHXHIIEPTEHIHBHO
neHcTBHE.

XapaxTepHCTUKA HA AHTHXUNEPTEHIUBHOTO AeiCTBHE

Cavpsaro ¢ [lonmea
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Tlpu xuniepTeH3HBHA NAMEATH, HE3aBUCHMO OT Bh3PACTTa HM, AEKAPCTBEHUAT MPOAYKT YIIPaXKHABA aH-
THXHMIIEPTEH3HRHO JeHCTBHE, B 3WBUCHMOCT OT /103aTa, BEPXY IWACTOIHYHOTO M CHCTONMYHOTO apTepu-
aJIHO HANATaHe, H ABETE U B JErHaN0 U B H3NpaBeHo nonoxenue. HeroBoro aH THXMNEPTEH3HBHO AelicT-
BHE OPOAB/LKaRa 24 yaca. [ToHMKABAHETO Ha KPBRHOTO HANIATaHe C& NOCTHIA 3a N0-MAIKO OT 1 Mecer |
Ge3 TaxngHIaKCHA; CIHPAHETO Ha eHEHHETOo HAMA edekT Ha BpbUIaHe Ha cEMnToMuTE (rebound effect).
Ilo BpeMe Ha KIHHH9HH H3NHTBAHHA €HOBPEMEHHOTO NPIIMKERUE HA NIEPHHAONPH H HHAAIAMH, J0-
BeJle 10 aHTHXUIIEPTEH3UBHO NeHCTRHE ChC CHHEPrHYEH XapaKkTep Ha JelicTBHE OT CTpaHa HA BCEKU eHH
OT NPOAYKTHTE, TPHIQKEH NOOTACNHO.

CeBp3aHu ¢ NEpPHHIONPHI

Hepuuaonpun e aKTHBEH MPH BCHYKH CTENEHH HA XHNEPTOHMATA (OT Nexa no Texka). HamanasaHe Ha
CHCTOSHYHOTO ¥ JHACTONHYHOTO KPBBHO HaldraHe ce Habmopaaea KakTo B JIETHANO, TaKa H B U3MpPaBEHO
NOJNOXKEHHE.

AHTHXHNIEPTEHINBHOTO JecTBRE ClIe/l eJHOKpaTHA J03a AOCTHrA CBOSt MAKCHMYM MExXIy 4 1 6 yaca H ce
NoAAbLPXKa noeede oT 24 yaca. Crenenta Ha ACE-nnxubnpane e npubnusurento 80% ot MHKOBOTO CH
JelicTBue fopn ciied 24 yaca.

[Tpu nauKeHTHTE, OTrOBAPAIIE Ha TEPaNUATa, Pery/THPaHeTo Ha KPHBHOTO HANATAHE CE MIOCTHTA B CPOK OT
1 Mecen; H ce 3ana3pa Oe3 moABaTa HA TaxUHNAKCHA.

[TpexbCBaeTo HA NEYSHAETO HAMa eIeKT Ha BPhiNaHe HA CHMITTOMHTE HA XHIICPTEHIHA.

[lepuHAoNpHN HMa CHACPA3LIMPABAIIM CBOUCTBA U BH3CTAHOBARA €1aCTHMHOCTTA HA IJIABHUTE APTEPHH,
KOpUTMpa XHCTOMOPHOMETPUYHHTE IPOMEHH B Pe3UCTEHTHHTE APTEPHX H BOAH 0 HAMATABAHE HA XH-~
neprpoduaTa Ha NABaTa CEpAeYHa Kamepa. Ako € Heo0X0AuMO, 106aBAHETO HA THA3HICH AHYPETHK BOAH
JO JOOBLIHUTENCH CHHEPIrH3BM.

Kombunauusra or ACE-HHX#GHTOP ¢ THA3HIACH JHYPETHK HAMAIABA PHCKA OT XUNOKAIMEMHS, CEBP3aH C
JHYPETHKA, NMPUIAral KaT0 MOHOTEPATHA.

CepBp3aHu ¢ HHAANAMT

HHxanaMu, KaTo MOHOTEpANHA, HMA BHXUIIEPTCHIHBHO AelicTBHE, KOETo NpoxbKaBa 24 daca, Topa
Achcrere ce Habmozasa npM J03H, NPH KOUTO OHyPETHUHATE CBOKCTBA ca MUHEManHK, HerosoTo
AHTHXHICPTEH3UBHO NEHCTBHE € TPOTIOPIHORANHO Ha NOAOOPERHETO B APTEPHANHATA CHBMECTHMOCT M
HaMallaBaHe Ha of1maTa A apTepHonapHaTa nepudepHa ChA0Ba PEIUCTEHTHOCT,

HunanamMun HaMansea XUTNepTpodnaTa Ha JABATA ChPAEYHE KAMepa.

Koraro nozara Ha THa3HIeH AUYPETHK ¥ NOKOOHNUTE ANYPETHIM, OBIE IPESBHIEHA, AHTHXHNEPTEH3KBHO-
TO AclCTBHE AOCTHTA IATO, AOKATO HEKEIIAHHTE PEaKL|H IPOIBIKABAT Jla Ce YBE/IHUABAT, AKO Jeve-
HHETO & Hee)eKTHBHO, A03arTa He TpAOBA Aa ce yBenu4asa.

Coilo Taxa € J0Ka38HO, Y€ B KPaTKOCPOUEH, CPERHOCPOMEH H ABNTOCPOYEH [IIAH NPH XHIEPTEH3HBHH
NaLFCHTH MBJATIaMAT;

- H¢ TIOBMABA MeTaboMu3Ma Ha unvauTe: Tprruuepuny, LDL-xonectepon 1 HDL-xonecrepon;

- HE MTOBMHABA METa00IN3MA HA BEIVIEXHAPATHTE JOPY TIPH XHIEPTEH3UBHY NAUHEHTH ¢ quaber,

CREp3aHl ¢ NepHHAOIPHTT
HBe roemn panjoMusnpanu KoHTponvpanyu npoyysanus — ONTARGET (ONgoing
and in combination with Ramipril Global Endpoint Trial - Texymo rno6anso usnuTeatg
Ha TeNMUCAPTAH, CAaMOCTOSTENHO M B KomOuHalws ¢ pamunpun) i VA NEPHJ
IPOy4YBaKe CBBP3AHO C Pa3BHTHe Ha HedponaTug npu quadeT, npokeasHo 0T MunUCT
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Ha BeTepaHMTe) — MpoyuBar ymoTpebara Ha xomOumamata or ACE wHxuGHTOp M anruoteHsun II-
penenropen Gnokep.

ONTARGET e npoyuBaHe, NpoBeAcHO NpPH NAIMEHTH C AHAMHE3a 33 CBPACYHO-CHAOBA WM
MO3BYHOCHAOBA Gonect, Wi 3axapeH auaber THN 2, TPHAPYXEHH C JAHHM 32 YBpeXaaHe Ha edeKTOpHK
oprana. VANEPHRON-D e npoyusaHe np nauueHTH ¢be 3axapeH auaber THn 2 u AHateTHa sedyponarus.
Te3H mpoyd4BaHHN He NMOKa3BaT 3HayHM OnaronpuaTeH edekT Bbpxy ObOpeuHHTe WHIM CHpAEYHO-
CHIOBHTE TMOCNEAMIHK M CMBPTHOCT, KATO CHINEBPEMEHHO ca HAOMONABAHM MOBUILIEH PHCK OT
XHTIEPKATHEMHS, OCTPO YBpexJaHe Ha 6b0peLTe W/ XUIIOTOHHA B CpaBHEeHHEs ¢ MOROTepanusTa.Kato
ce MMaT NipeBHI CXOAHHTE HM JapMakoNHHAMHYHH CBORCTBA, TE3H PE3YATATH Ca MPHAOKHMH H 38 APYTH
ACE uBxubutopy u anrnotensut ll-peuenropau Gnoxepy.

ACE wnxubutopu B anrnotensuH II-penentopuu Gnokepu cnepnosarenso we tpabBa Ja ce HAMNON3BAT
€XHOBPEMEHHO NpH NanueHTH ¢ nyafeTHa HedponaTHi.

ALTITUDE (Kaunu'io npoyvBaHe NPOBEAEHO C AMMCKAPEH NPH NALKEHTH Che 3aXapeH AHabeT THI 2 ¢
H3MI0/13BAHE Ha CHPACIHO-ChAOBH U GE6peuny 3ab0NsBanus KaTo KpaliHy TOUXH) € IpoyBaHe,
IpenHa3HAYEHO Ja H3CIEABA NI0I3aTa OT JobaBAHETO Ha ANKCKUPEH KbM CTanapTHa Tepamid ¢ ACE
HHXHOHTOD HIIH aHTHOTEH3MH [I-penentopen Gliokep npy MAHEHTH ChC 3axapeH AHabeT THI 2 ¥
xponuuHo 6EOpeuHo 3abomipaHe, ChpAEYHO-CBAOBO 3ab0nABaHe unH u asere. [Ipoyupanero ¢
MPeKpaTeHo NPeXAeBPEMEHHO MOpaay MOBHINEH PHCK OT HeOnaronpuaTHE nocneautiy. Kakro cpaeyHo-
CBLAOBATA CMBPT, Taka H HHCYJITET Ca [0-Y€CTH B IPYNAaTa Ha anucKHpPeH, OTKOJIKOTO B rPpyNaTa Ha
nnae6o, a APeACTaBIABAIMETE HHTEPEC HEXENaHH CHOUTHA M CEpHO3HN HeXenan ChonTHs
(xumepxanueMns, XMNOTOHNs H Gp0peuHa AHchyHKUNA) ce chobmaBarT no-4ecTo B rpynaTa Ha
AIIMCKMPEH, OTKOJKOTO B IpynaTa Ha miane6o.

5.2 dapMakoKHHeTHYHH CBOHCTRA

Cabpaany ¢ [TonTea

KoMOuHalHSTa Ha NepHHAONPHI ¢ HHIANaMy] Be IPOMeHs TeXHUTe (apMAKOKMHETHYHH CBOHCTBA B
CpaBHEHUE ¢ IPHIIOAKEHHETO HM OTAENHO,

CBBbp3any ¢ TepHHAOIPHIT

Crexn opaiHO mpunoxeHue, abcopbuuaTa Ha IEPHHAOIPUI € B33 W MHKOBH KOHIECHTPAIMH C& JOCTUTAT
3a He 1oseue oT 1 vac. [InasMeHUAT oAy XHBOT Ha NEpHHIONPAN e | qac.

lepunaonpun € nposnexapcTro. [(BajseceT H CeAEM NPOLEHTA OT GPUETHA MEPHHAOIPHI JOCTHIA A0 Kpb-
Boobppmennero noz bopmara Ha axTHBHEA MeTabomuT neprHRonpunar. OCBEH aKTHBHHUS
[EPHHAOMPKIAT, TEPHHACIPUI HMA NIET APYTH MeTaboMuTa, BCHYKH HeAKTHBHH. [1rkoBa nnasmMena
KOHIEHTpanus Ha NEPUHIOTPUIAT Ce OCTHTa 3a 3 Jo 4 vaca.

IIpuemareTo Ha Xpana HaManABa NPEBPHIIAHETO O NEPHHAONPHIAT, CEA0BATENHO GHOHANHIHOCTTA, H
3aTOBa NEPURAONPHI TepT-OyTHIAMHHORBA con TpabBa Na ce MpUNara OpajHO B eJHOKPATHA JHEBHA 4032
CYTPHH NpEAR XpaHEeHe.

I(eMonchnpaHa € THHEApHATa BPE3Ka MeXKAY J03aTa HA NEpHHIOIPHI H HEroBaTa MAaiMeHa
eKCIo3nuns.

ObeMbT Ha pasnipeneneHye e npubnusurento 0,21/kg 3a HeCBLPaaHHA NEPHYIONDLI IEPUHIOIPHIIAT ¢
mnascHuTe npoTeHHy e 20%, rMaBHO ¢ AHrHOTEH3HH KOHBEPTHPAIIMA eH3UM B 3aBUCHUMOCT OT
KOHIIEHTPaIUATA.

[MepuHAONpPKAAT C& NHMKHMPA YPE3 YPHHATA M BPEMETO Ha TIOMY>KHBOT Ha HECRLP3aHAaTa (GpaKums e
npubaH3nTenHo 17 qaca, peduekTHpaliky BLpXy paBHOBECHATA KOHUEHTpAUA K0 4 AHH,

EnuMMHMpaHETO HA EPHHAOIIPUT Ce HAMATABA NIPH XOPa B HANpeJHaNa Bb3pacT, a Cb
TH CbC ChpAedHa 1M Gp0peuna HepocTaThunocT. KOpHripane Ha 03MPOBKATa € X
MOCT OT cTeneHTa Ha 060pcuno yBpexiane (KPpeaTHHUHOB KIHPBHC), JUany3HusT,
TIEpHHACTIPUNAT € Ao 70 ml/min.
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Kunerukara Ha nepusaonpun ce MpoMeHs NpH MAHEHTH ¢ HHPO33: YePHOAPOOHHAT KIHPBHC HA OCHOB-
HaTa MOJIEKY/Ia ce PeAylLHpa Ha nojoBHHa, Obave, KOMHYECTBOTO Ha 0OpasyBamua ce TIEPUHAONPHIAT He
Ce penyLpa i 3aTOBA He C& HANara KOpeKUnA Ha gosara (Bix pasgenn 4.2 u 4.4).

Cep W ¢ HHOATAMH

AbcoplGuns

Huganamun 6Bp3o 1 HABENIHO ce a6cop0Hpa 0T XPAHOCMUIATEHHES TPAKT.

TIpu xopaTa IMKOBH MIIA3MEHH HARA Ce JOCTHraT NpROIH3UTENHO 38 elHH Yac CIeX OPaNHO MPHACKEHHE
Ha JTIeKAPCTBERHUS MPoAYKT. CBbp3BaHETO ¢ IIasMeHHTe poTenny e 79 %,

EnsMunaupane

Bpemero Ha nomyxwusot e Mexay 14 m 24 daca (cpemno 18 4aca). [ToBTOpHOTO IpHNOXKEHKE HE BOTH JO
KyMynupane. EnmMMHHEpaHeTo e riasHo Ypes ypunara (70 % ot aosara) u pexamte (22 %) non dopmaTa
Ha HeaKT#BHYU MeTaGoNMTH.

Cnenuanna monyJiauns

BrbpeyHa HeIOCTATHYHOCT
(DapMakOKMHETHKATE Ca HEIPOMEHEHY NPH naunenTy ¢ (u0peyuno yBpexaaue.

53 [peaxauunqaan JsHAH 38 Ge30MACHOCT

KoMOHHAUHRTA OT TEpUHACTIDHI H HHAANAMH HMa MAJIKO NO-BUCOKA TOKCHYHOCT B CPABHEHUE ¢ T3 HA
OT/lenHuTe koMnioHeRTH. [Ipu mbXoBe He ce HabmONaBa MOTEHIMpPAHE HA PEHANHATA CHMIITOMATHKA.
Obaue, koOMOHHALHATA, KOATO TIPEAN3BHKBA FACTPORHTECTHHATHA TOKCHYHOCT IPH KY4E€Ta B TOKCHYHUTE
edexTH BRpXY MalikUTe ca MOBHINEHH MPM IUIBX0BE (B CPABHEHHE ¢ NEPHHAOTPHI).

Bounpexs ToBa, Te3H HEKEIaHH peaklLuy ce HabMoNaBaT NpH NO3H, B CPABHEHHE C KOUTO, HAMOI3BAHUTE
TEPAIEBTHHHHE J03M CE& HAMKPAT B rpanfAluTe Ha OelomacHuTe.

[peakNHANYHATE W3CTIEABAHUS IPOBEACHH OTUEIHO ¢ NEPUHAOIPHA U HHAATIAMHJ He [TOKA3BAT FeHO-
TOKCHYHOCT, KAPUHUHOICHEH ¥ TePATOreHeH HOTCHITHAN,

6. GAPMAIEBTHYHN JAHHU

6.1 Cpacbk HA HOMOMBATE BelllecTBA

CHNHIMEB THOKCH], KONOHARH, Xuapodoben

MHKpPOKpHCTAIHA LeIyI03a

Jlakro3a MoHOXHADAT

Marnesner cTeapar

6.2 HecnBmecTAMOCTH

Henpunoxumo

6.3 Cpox na rogaOCT

2 ronvHA
2 mecena criefl IEPBOTO OTRAPAHE Ha ONIHCTepHATA NIEHTA.

6.4 CpenHajJHaHd YCIORHSA HA chHXpaBeHie

19




Ha ce chxpaHaBa B OPrHHANHATA ONIAKOBKA 33 3AIUHUTA OT BIAra.

Koraro He e 0TBOpEHa OMAKOBKATA, TO3H JEKAPCTREH NPOAYKT H H3HCKBA CNIEI{HATHE YCNOBHA HA
ChXpaHEHHe.

Beaumbk cnen xaTo ¢e OTBOPH TaMHUEHPAHOTO MOKPATHE Ha GaKcTepa, GaucTeparte nenTd Tpadsa aa ce
chxpausgar noj 30 °C.

6.5 JlaHHH 32 ONaKOBKATA
Tabnetkure ca onakosanu PVC/PVDC-Anymusnit Gnucrepu, NOCTaBeHd B 33iIMTHA JIAMHHHPAHA
TopOHYKa, ¢ AECHKATOP 24 3alIMTA OT H3ChXBaHe H Biara. JecHKaropsT He TpAGEa Ja ce MOTTBIA,

PazMmep Ha OnakoOBKHTE:
30,90 u 100 TaGnetkn.
He BcHYKY BHAOBE ONAKOBKH MOrar Ja O63aT MycraTH B npogaxba.

6.6 ChenEalHH HpeaANA3HH MEPKH OPH H3XBLPISHE

HsaMa crienHaiHH M3HCKBAHNY,

Hensnonssanyuat NpooyKT UM OTHATKYHATE MATEpHaiy OT HEro TPsi6Ba a ¢€ M3XBBPIAT B CHOTBETCTRHE
¢ MECTHHTE HIHCKBAHHA.

7. TIPHTEXATEJ HA PAJPEIIEHHETO 3A YIIOTPERA
Stada Arzneimittel AG

Stadastrasse 2-18, 61118 Bad Vilbel

lepmanns

8. HOMEP(A) HA PASPEIIERHETO 3A YIOTPEGA
20110359
20110360

9. JATA HA IIBPBO PASPEINABAHE/MMOJHOBABAHE HA PASPEIIEHUETO 3A
YUOTPEBA

06.06.2011/28.03.2018

10. JATA HA AKTYAJIH3HPAHE HA TEKCTA
13/9/2021

20




