36WUPEH U3BELUTAJ 3A OCOBUHUTE HA JIEKOT

WME HA NEKOT, JAYUHA N PAPMALIEBTCKA JO3UPAHA ®OPMA

Zofecard® 7,5 mg, punm-obnoxeHa Tabnera
Zofecard® 30 mg, ounm-o6noxeHa Tabneta
INN: 3ocheHonpun

KBAJTUTATUBEH U KBAHTUTATUBEH COCTAB

Zofecard® 7,5 mg, punm-o6510xxeHa mabnema

EgHa 3odekapa 7.5 mg ¢unm-ob6noxeHa Tabneta coapxu 7,5 mg 3oceHonpun-
KanuuyMm, LUTo oaroeapa Ha 7,2 mg 30peHonpun

EkcumunmeHcu co no3HaTo AejcTBO

Enva 3odekapa 7.5 mg cunm-obnoxena tabneta cogpxu 17,35 mg nakrosa
MOHOXWApaT.

Zofecard® 30 mg, ¢hunm-o6noxeHa mabnema

EnHa 3odekapa 30 mg cunm-obnoxeHa Tabneta coapxu 30 mg 3oceHonpun-
Kanuuym, WTo ogroeapa Ha 28,7 mg sodeHonpun.

ExkcuunueHcHn co nNo3HaTo AejcTBO

EaHa 3odekapa 30 mg dunm-obnoxeHa Tabnera coapxu 69.4 mg naktosa
MOHOXMApaT.

3a uenocHaTa nucTa Ha ekcuunueHcu, BugeTe Bo Aenot 6.1

®APMALIEBTCKA OJO3UPAHA ®OPMA

dunm-obnoxeHa Tabnera.

30cbe|<apq 7.5 mg cdunm-obnoxeHa Tab ., hunm-obnoxeHa

Tabneta co KOHBEKCHW NOBPLUWHMN.
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Zofecard® 30 mg, punm-06noxerHa mabsema

3ocekapa 30 mg dunm-obnoxeHa Tabneta: Gena, gonrHasecTa cunm-obnoxera
Tabneta co Aenbexa upTa o obete cTpaHw. Tabnertata moxXxe ga ce nogenu Ha

efqHaKken O03W.

KIMWHUYKKU NOOATOLUU
TepaneBTCKM MHOWKALMK
XunepmeH3uja

3ochekaps € uwHAWUMPaH 3a TpeTMaH Ha Gnara A0 YymepeHa eceHuujanHa
XunepTeHsuja.

AKymeH uHgapkm Ha Muokapoom

3ochekapa e MHauUMpaH BO TepanwujaTa koja ce 3anoyHyea BO NpBuTe 24 vaca Kaj
nauueHTUTe CO aKyTeH WHGAaPKT Ha MUOKapAoT, CO Unn fe3 3Hauu M CUMNTOMU Ha
cpueBa MWHcyduLMEHUWja, Ko Ce XemMOANHaMCKU ctabunHm 1 He npumaat

TpomMGonUTYHa Tepanuja.

[lo3aupakse U HauYuH Ha ynoTpeba

[osupawe

XunepmeH3uja

BospacHu

Mpunarogysateto Tpeba Aa 6uae oapedeHo crnopef W3MEepeHWoT NPUTUCOK
HernocpeaHo npea cnegHara Aosa. NosaTa Tpeba ga ce sronemysa BO uHTepBan oa
4 Hepenwu.

[MayueHmu Kaj Kou He mocmou 2y6umok Ha 80/TyMeH Uru Cof:
Tepanujata Tpeba fa ce 3anouHe co 15 Mg eAHal AHEBHO U fo3aTa nocreneHo aa
ce 3roriemyBa co Lien Aa ce NoCcTUrHe oNnTUMarnHa KoHTpona Ha KpBHUOT NPUTHCOK.

Boo6uyaeHaTa edukacHa AHeBHa Ao3a usHecyea 30 mg eaHall AHEBHO.
MakcumanHaTa go3a e 60 mg AHEBHO M ce ynoTpebyea kako eAvHedHa Aosa Unu

nopgeneHa Bo e A03K.

Bo criydaj Ha HecooaBeTeH OAroBOp Kaj NauneHToT, BO Tepanujata moxe fda ce
BKIYYaT U APYTY @HTUXUNEPTEH3UBHN NEKOBU, Kako WTO C& anypetuuute. (BUAETE BO
penot4.3,4.4,45n5.1)

; . ; . Zow N MEg N
Kaj nayueHmu kaj Kou rocmou coMHesatbe 3a 2yberbe Ha 80, ;&?\gt umppgﬁ%
Mo npBaTta Aosa Moxe Aa Aojae Ao XUNOTEH3uja Kaj BUC ) 39;1&141'@"41 eHTU

(eupeTe nop 4.4). OTnoyHyBaHeTO Ha Tepanujata co[ A
Kopekunja Ha HeAoCTaTOKOT Ha con U / wnu Bonyme



Tepanuja co AMypeTUUM ABa A0 TpU [AeHa npea noyeTokoT Ha ynoTpebarta Ha AKE
UHXxMBUTOpPUTE M NoYeTHa Josa oA 15 mg AHEBHO. [JOKonKy Toa He € MOXHO, Torall
noyeTHaTa fosa Tpeba ga usHecysa 7.5 mg AHEBHO.

MauneHTUTE CO BUCOK PU3WK OA MOjaBa Ha Tellka akyTHa XunoTteHsuja, Tpeba Aa
6upaT BHUMaTenHo cnenexun, npedepabunHo Bo BOMHUYKWM YCNOBU, Ce AOAEKa ce
oyekyBa MakcumaneH edekT no ynotpebaTa Ha npsBaTa [03a, Kako U Mpu cekoe
sronemyeame Ha aosarta Ha AKE nHxubutopu v / unu guypetnun. OBa UCTO Taka ce
ooHecyBa UM Ha NauUMEHTW CO aHrMHa nekTopuc wnu uepebpoBackynapHu
3abonysata, Kage NpekymepHaTa XUnoTeHsuja Moxe Aa pesynTupa co WHGaKT Ha
MWOKapAoT unu uepebpoBackynapeH akunaeHT.

PeHarnHo Hapyuwlysare U Qujanu3sa:

Kaj xunepTeHanBHUTEe nauueHTn co Gnaro Gy6pexHo HapyllyBare (KNMUpEHC Ha
KpeaTUHUHOT > 45 ml/muH), moxe ga ce ynoTtpebu ucrata Aosa U €4HOAHEBHUOT
pexum Ha nosupake co nekoT 3odekaph Kako W Kaj nauueHTUTe cO HopmarnHa
OybpexHa dyHKkuuja. Kaj nauueHTute CO YMEepeHO A0 TeWKO HapylyBawe Ha
BybpeanTte (KNUpeHc Ha kpeaTuHuHOT < 45 ml/muH), Tpeba aa ce ynoTpeOysa
nonoBMHAa of TepanuckaTa Ao3a o4 nekot 3odekapa u Hema notpeba of MeHyBawe
Ha eQHOAHEBHUOT PEXUM Ha A03Upak-e.

MNoyeTHaTa 4o3a U peXxum Ha Jo3vpake Ha nekoT 3odekaps 3a XUneTeH3UBHUTE
nauveHTu Ha aujanu3a Tpeba ga usHecyBa ¥ oA fosarta Koja ce ynoTtpebysa Kaj
naLlmueHTUTe Co HopMarnHa BybpexxHa yHKLuja.

HeogamHeluHUTe KIMUHUYKW UCNUTYBakba NoKaXkarne Aeka NnocTou BUCOKa MHUMAeHUa
Ha peakuuu HanuK Ha aHacunNakTougHW peakunuun kaj nauneHTuTe kou npumaat AKE
WHXUOUTOPY BO TEKOT Ha xemogujanusa co “high-flux" memBpanu unu Bo TekoTHa
NAN acepesata (Bugete nop 4.4)

[Noso3pacHu nayueHmu (Had 65 200uHU):
Kaj noBospacHUTe nauueHT Co HOpMareH KIWPeHC Ha KpeaTWHUHOT He e NnoTpebHo
npunarogysake Ha fJosaTta.

Kaj noBo3pacHuTe nauueHT! Co HamarneH KMpeHc Ha KpeaTUHUHOT (nog 45 mi/mMuH)
ce npenopadyyea noroBuHa o4 AHeBHaTa fo3a.

KnupeHcoT Ha KpeaTUHUHOT Ce NpecMeTyBa CO NOMOLL Ha BpeAHOCTa Ha CepyMCKUOT
KpeaTUHWUH no crnegHarta dopmyna:

KnupeHc Ha kpeaTuHUHOT (ml/mMuH) = (140-Bo3pacT) X TenecHa TexuHa (kq)
CEPYMCKM Kp

OBaa copmyna ro nokaxysa KIUPEHCOT |
npecmeTyBame Kaj eHute, aobueHaTa BpeaHp

XenamarHo Hapyulygeame:




Kaj xunepTeHauBHWUTE NaLueHT co 6naro A0 yMEepeHo HapyllyBawe Ha LPHUOT
[pob, nmouyeTHaTa fo3a Ha nekoT 3odekapA w3Hecysa NOnoBMHA oA fnosaTa 3a

NaLMeHTH Co HopMariHa (yHKUMja Ha LpHKOT Apob.
Kaj xunepTeH3WBHUTE MALMEHTA CO TeLKo HapylyBate Ha LpHWOT apo6, nekot

3odekapa e KOHTpauHauLMpaH.

[Medujampucka nonynayuja:
BesbegHocta unu edukacHocta Ha ynotpebaTta Ha nekot 3odhekapa kaj aeua u
agonecLeHT noa 18 roaniuHa BO3PACT ceyluTe He e BOCTaHOBeHa. Op Taa npuymnHa,

HeroaTa ynotpeba Kaj oBMe CTAPOCHU Ipynu He ce npenopaqysa.

AKYmeH uHhapKkm Ha Muokapdom

BospacHu

Tepanujata co nekot 3odekapa Tpeba fa ce 3anoyHe BO TEKOT Ha 24 vaca of
NPBMTE CUMNTOMM Ha aKyTeH MHMapKT Ha MWoKapaoT v Aa ce cnpoeegysa BO
nepwviog oA 6 Heagenw.

[NoavpateTo Tpeba Aa oau No CrneaHUoT PEXNM:
MpBYOT 1 BTOPMOT AeH: 7,5 Mg Ha CEKou 12 yaca
TpeTnoT 1 4eTBPTUOT AeH: 15 mg Ha cekou 12 yaca
Op neTTNOT AeH noHaTaka: 30 mg Ha Cexou 12 vaca.

[HeBHaTa fo3a He Tpeba Aa ce 3ronemysa BO crny4aj Ha HU3OK CUCTONEH MPUTUCOK
(€ 120 mmHg) Ha NOYeTOKOT Ha Tepanujata Unu BO TEKOT Ha NpBUTE Tpu AeHa OA
MHAPKTOT Ha MuokapaoT. Bo cryyaj Ha xunoTeHanja (£ 100 mmHg) TepanujaTa
MOXe Aa ce MPOAO/KW CO Ao3aTta Koja NauueHTOT NPeTXOoAHO ja Tonepwpan. Bo
cnyuaj Ha Tellka XunoTeH3suja (CMCTONHWOT KPBEH NPUTUCOK & NOHNU3O0K 04 90 mmHg,
BO [ABe nocrnegoBaTenHu Mepera, B0 Nepuoa oA Hajmanky 1 4ac), TepanujaTa co
3odhekapp Tpeba Aa ce NpekuHe.

Mo 6 Hepenu Tepanuja, Tpeba NOBTOPHO Aa ce NpoueHn cocTojb6aTta Ha nauneHToT U
Tepanwjata Aa ce NpekuHe Kaj OHue nauueHTh kou Hemaat 3HaUM Ha AucdyHKUmja
Ha neeaTa KomMopa unu cpuesa nHcyduuneHumja. Jokonky oBne 3Hauu ce MPUCYTHMU,
TepanujaTa Tpeba Aa ce NPOAOKM BO TEKOT Ha NOAONT NEPUOA.

Jokonky e notpebHo, nauneHTuTe Tpeba aa npumaaT u ctaHaapaHa Tepanwja, Kako
WTO e Tepanujata co HUTpaTh, acnupuiH 1 R-6nokaTopu.

[TosoapacHu nayueHmu (Had 65 200UHU):
3ocdekapn Tpeba ga ce KopucTU BHUMATENHO Kaj na
MWOKapAOoT KOj UMaaT noeeKe of, 75 roanHu.

PewHanHo Hapywyeare u dujanu3sa:
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He ce BocTaHoBeHu edmkacHocTa u 6GesbegHocta Ha ynotpebara Ha nekoT
3ogekap Kaj nauneHTy co MHGapKT Ha MMOKapAoT Kaj Ko NOCTOU HapyllyBake Ha
6ybpesuTe unu ce Ha avjanusa. 3atoa 3odekapa He Tpeba aa ce ynotpebysa BO
NeKyBaweTo Ha OBUE NaLUeHTu.

XenamarHo Hapywysatbe
He ce BocraHoBeHM edmkacHocTa u 6GesbegHocTa Ha ynoTpebaTta Ha nekoT

3ochekap/ Kaj naumMeHT co MHMAPKT Ha MMOKApAOT Kaj KOW NoCTOU HapyLuyBakbe Ha
LUpHUOT Apob. 3atoa Toj He Tpeba aa ce ynotpebyBa BO NeKkyBakeTO Ha OBWE
nauueHTH.

Ha4yuH Ha ynoTpeba
3ochekapa Moxe da ce ynoTpebyBa npefd, BO TeKOT W Nno jageweTto. [losupareTo
Mopa Aa ce Npunaroau Cnopes oAroBopoT Ha NaUMEeHTOT Ha Tepanujara.

KoHTpanHaukauum

- [MpeyvyBCTBUTENHOCT Ha 30cheHonpun-kanuuym, Ha 6uno koj apyr AKE nHxubutop
UMW Ha HEKOj 04 eKCUWUNUeHTUTe HaBeadeHu Bo Aenot 6.1

- AHIMMOHEBpPOTCKM €AeM BO aHamHesaTa npeausBuKkaH of npeTxofHa Tepanuja co
AKE nHxubutopu

- WcroBpemeHa ynoTpeba co Tepanuja co cakybutpun/BancaptaH. TepanujaTta co
3odekaps He cmee fa ce uHuuMpa nopaHo of 36 4Yaca no nocnegHarta [o3a Ha
cakyouTpun/BancapTaH (Buaun aenosun 4.4 n 4.5).

- HacnepeH / nguonaTcky aHrMOHEBPOTCKU efem
- Tewwko xenaranHo HapyllyBake
- Brtopo 1 TpeTo Tpomeceune Ha BpemeHocT (BuaeTe BO genosute 4.4 n 4.6)

- XXeHu BO penpoayKTMBHUOT Nepuog, OCBEH BO cnyyaj Ha ynotpeba Ha edukacHa
KOHTpauenuuja

- BunatepanHa cTeHO3a Ha peHanHaTa apTepuja unuM yHunatepanHa CcTeHo3a Ha
peHanHaTa apTepwja, npu NocToexwe Ha eaeH bybper

- WcroepemeHaTta ynotpeba Ha 3ochekapd co NEKOBU KOW coApKaT arnuCKUpeH e
KOHTpanHauunpaHa Kaj nauueHTu co AvjaGetec MenuTyc WnNW CO peHanHo
HapywyBare (GFR<60 ml/MuH/1, 73m?) (BupeTe Bo aenosute 4.5 n 5.1).

Moce6Hu NnpeaynpeayBakba U MEPKU Ha NPeTNasnNUBOCT Npu ynortpeba

XunomeH3auja:

Osaa nojaea e NoBepojaTHO Aa ce Cryyu Kaj | Lﬂdekﬂi'M“KaJ}(O
BOMYMEHOT Ha TEYHOCTU W ENeKTPONUTU npu eﬁanﬁﬁ o nvg?uum, AueTeTcka
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peaykuuja Ha con, Aujanusa, Avjapea unu nospakare WUnu Kaj OHWE Kou umaart
TellKa peHuH-3aBucHa XunepTeHsvja (BnaeTe BO AENOBUTE 4.5n 4.8).

CuMmnTomaTcka xunoTeHsuja e 3abenexana Kaj naumeHTM CO  cpueBsa
uHcyduumeHumja co unu 6es npuapyxeHa peHanHa nHcyduumeHuvja. MosepojaTHa
e Kaj NauMeHTU KoM ce CO MOTexXOoK CTeneH Ha cpuesa nHcyduumeHumja, a Kou
ApUMaaT ronemMu A03N Ha AMYPETULM Ha jamka, kaj OHWe CO XunoHaTpuemuja unu
dyHKUMOHaNHO BybpexHo HapyllyBake. Kaj nauveHTMTE CO 3rofieMeH PU3vK OA
xanoTeHavja, Tepanvjata Tpeba Aa ce 3anoyHe noj CTpor MEeANUMHCKN Hag3op,
Hajno6po Bo GonHMua, Co Manu 031 U BHUMATENTHO npunarogyeare Ha gosaTa.

[I0KOMKY € MOXHO, Tepanujata co AUypeTuuu Tpeba NpuBpeEMEHO Aa Ce NpekuHe npu
3anoyHyBae Ha TepanujaTa co 3odekapa.

OBa WCTO Taka Ce OfHecyBa W Ha MNauMeHTU CO aHrMHa MekTopuc Win
LepeBpoBackynapHo 3abonyBarbe, kaj Ko NPekyMepHUOT naj Ha KpBHUOT MPUTUCOK
MOXe fa NpeAn3BIKa MHAapKT Ha MUOKapAOT vru LiepebpoBackynapeH akynaeHT.

[lokoriky ce pasBue XWNoTeHswja, MauueHToT Tpeba Aa ce cTaBu BO Nexeyka
nonox6a. Moxe aa ce nojan notpeba o4 HaaokHaga Ha TEHHOCTHU npeky
WHTPABEHCKO JaBake Ha (PU3NOonoLku pacTeop. MojaBaTa Ha XxunoTeHauja Mo
MHWLMjanHaTa 403a He o UCKNy4YyBa NoHaTaMOLIHOTO BHUMATENHO npwunarogyeate
Ha fqo3aTta Ha NeKoT.

Kaj Hekou of nauueHTuTe co Cpuesa WHCydUUMEHUMja KOW MMaaT HopManeH unw
HW30K KpBEH MPUTUCOK, MpK ynoTpe6ata Ha 3odekapa Moxe pAa nojoe oo
[ONOSIHUTENHO CUCTEMCKO Hamanyearkbe Ha KPBHMOT NPUTMCOK. OBoj edpekt €
oyekyBaH W BOOOMYAEHO He € MNpudnHa 3a npekMH Ha TepanwjaTa. [okonky
XunoTeHaujaTa cTaHe cumnrTomartcka, moxe aa ce nojaBu notpeda oa Hamanyeare
Ha Jo3aTta unu NpekuH Ha TepanujaTa co nekoT 3oekapa.

XunomeHsuja kaj akymeH uHgapkm Ha muokapdom

Tepanujata co nekoT 3odekapa He cmee Ha ce No4HyBa Kaj nauWeHTn CO aKyTeH
WHaApPKT Ha MUOKAapAOT AOKONKYy NOCTOW pu3nK O4 [OMNoNHUTENHa CcepuosHa
xeMoavHaMuyKa Aenpecuja no TPETMaHOT CO Ba3oAUNATaTOP. Toa ce nauueHTn co
cuctoneH kpeeH nputucok < 100 mmHg vnu BO KapAWOoreH LUOK. Tepanwjata co
nekoT 3odekaps Kaj nauveHTuTe CO akKyTeH MHPAPKT Ha MUOKapAOT MOXe Aa
[oBefe Ao Teluka xunoTeHsnja. Bo cny4aj Ha nepsvCTeHTHa XunoTeHsnja (cucTtoneH
KPBEH NPUTUCOK NMOHWU3OK OA 90 mmHg noaonro og 1 4ac), Tepanujara co 3odekapa
Tpeba aa ce npekuHe. Kaj naumeHTuTe CO Tellka cpuesa nHcyduumreHuuja no akyTeH
WHhapKT Ha MUokapaoT, 3otekapa Tpeba Aa ce NpuMeHn Camo AOKOMNKY NauneHToT
€ XeMoAUHaMU4KN cTabuneH.

He e BocTaHoBeHa edukacHocta U GesbegHocTa npu
3odhekapa Kaj nauneHTu co WHAPKT Ha MUOKapPAOT Kaj KOW.
upHnoT apo6. O Taa npuynHa Toj He Tpeba pa ce yn
oBMe NauueHTH.

;
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lMoso3pacHu nayueHmu

Sodekapg Tpeba Aa ce ynotpebysa co nocebHO BHUMAHWE Kaj NauLMeHTW co
WHGAPKT HAa MUOKApAOT Ha BO3PacT 2 75 ro4uHu.

[TayueHmu co peHosackynapHa xurnepmeHauja

Bo TekoT Ha ynoTpeGaTta Ha AKE mMHxubutopuTe Kaj nauueHTu co peHoBackynapHa
XunepTeHsnja 1 Beke noctoeuka GunatepanHa cTeHosa Ha OybOpexHaTta apTepuja
WNW cTeHo3a Ha ByBpexxHaTa apTepuja BO NpUCYCTBO Ha camo edeH Oybper, noctoun
3roneMeH pusMK OA Tellka XMnoTeHsuja u BybpexHa uHcyduumeHumja. Tepanvjara
CO AuypeTuumn Moxe Aa buae npuapyxeH akTop.

MyberweTo Ha BybpexHaTa yHKUMja MOXe Aa ce MaHudecTupa u camo co Gnaru
MPOMEHN Ha CEPYMCKWOT KpeaTWHWH, AypW U Kaj NauueHTuTe CO yHunatepanHa
cTeHo3a Ha BybpexHaTta apTepuja. [JOKONKy e ancoflyTHO HeonxoaHa, TepanujaTa co
3odbekapn Tpeba aa ce ornoyHe Bo GonHuua, NoA CTPOr Hag3op CO Manu 03U U
HMBHa BHMMaTenHa apantauuja. Tepanujata co guypeTuumn Tpeba npuspemeHo Aa
ce npekuHe Kora ke ce oTnovHe Tepanujata co 3odekapa n Tpeba BHUMaTENHO Aa
ce cneau cyHkuujata Ha OybpesuTe BO TEKOT Ha NPBUTE HEKOMNKY Heaenn on
Tepanwjara.

MayueHmu co bybpexHa uHcyguyueHyuja:

3ogekapa Tpeba BHUMaTenHo ga ce ynotpebyBa kaj naumeHTute co BybpexHa
WHcydyuyeHumja, Gugejku kaj HUB ce noTpebHu peayuvpaHu Ao3n. Bo TekoT Ha
TepanujaTa Tpeba ga ce BpLUM BHUMATENEH MOHWUTOPUHT Ha OybpexHaTa dyHKumja
kora Toa ce cMmeTa 3a coofBeTHO. 3abenexaHu ce criydan Ha nojasa Ha OybpexHa
nHcyduumneHumja npu ynotpedarta Ha AKE mHxubutopuTe, rmaBHO Kaj nauneHTu co
Telwka cpuesa WHCydMUMeHuuja unu co Beke noctoedkn OybpexxHu 3abonysatba,
BKNy4yBajkm U CTeHo3a Ha BybpexHaTa apTepuja. Kaj Hekon naumeHTn 6es ounrneHo
npeTxogHo noctoevyko OybpexHo 3abonyBawe gowno Ao  nopacT  Ha
KOHLeHTpauujaTa Ha ypea W KpeaTWHWH BO KpBTa, ocobeHo npu WUCTOBpeMeHa
ynotpe6a Ha auypeTuk. Moxe ga 6uae HeonxoaHo fa ce Hamanu gosata Ha AKE
WHXMBUTOPOT WunNn Aa ce npekuHe Tepanujata co Auypetukot. Ce npenopavysa
BHUMaTeneH Hagsop Ha BybpexxHaTa yHKUMja BO TEKOT Ha NPBUTE HEKOMNKY Heaenu
o4 Tepanujara.
He e BocraHoBeHa edukacHocta u OesbegHocta Ha ynoTtpebaTta Ha nekoT
3odekapa Kaj naumeHTn co UHMAPKT Ha MUoKapAoT

M
3aroa 3ocpekapa He TpeGa Aa ce ynoTpeGysa A Oﬁgwﬁﬁ%\co 6y6pexHo
HapyllyBakse (CepyMCKMOT KpeaTuHuH = 2,1 mg/dl Q%%M/ﬂyp_mfd’
WHAPKT Ha MUOKaPAOT. Y U)

A

lMayueHmu Ha dujanu3a:




MauueHTUTE Ha Aujanusa co “high-flux" nonMakpunOHNTPUIHN membpanu (Ha np. AN
69) n TpetupaHn co AKE NHXMBUTOPN MOXaT, BO MPBUTE HEKOMKYy MUHYTW OA
OYETOKOT Ha XemogujanuaaTta, Aa npojasat aHadpunakTonaHN peakumm KaKo LWTO ce
oTeKkyBawe Ha IUUETO, LPBEHUNO, xunoTeHanja u gucnHea. Ce npenopayyea
ynotpeba Ha anTepHaTUBHW MemOpaHi WM anTepHaTMBHU aHTUXUNEPTEHINBHY
NeKoBw.

He e BocTaHoBeHa edwukacHocTa u 6GesbepgHocta Ha ynotpe6ata Ha nekoT
3ochekapa Kaj nauueHTuTe co MHapKT Ha MMOKapAOT KOW ce Ha avjanusa. 3aTtoa Toj
He Tpeba fa ce ynotpebysa BO NeKyBakbeTO Ha 0BUE NALINEHTH.

Mayuemu Ha 14J1 agpepe3sa:

MauueHTuTe Ha Tepanuja co AKE nHxubutopu Kou ce Ha NAnN acepesa co AeKCTpaH-
cyndar moxat ga npojasat aHaunNakToNgHN peakuum CnuyHu Ha OHKne Kaj
nauvMeHTUTE Ha Aujanusa co high-flux” nonuakpunoHUTPUNHN membpaHu (Bugete
norope). Kaj oBue nauueHTH ce npenopaqysa ynotpeba Ha pJpyra rpyna
aHTUXWUNEPTEH3NBHN NEKOBU.

AHacghuriakmuyku peakyuu 80 Mmekom Ha deceHaubunuszayuja unu no y6od od
UHceKkm:

PeTko, nauuMeHTUTe KOW ce noA Tepanuja co AKE UHXMBUTOPKM BO TEKOT Ha
Tepanujata Ha JeceHsubunusaumja (Ha np. n4yenuH oTpos) unu no ybon oA WHCEKT,
MoXaT Aa npojasaT aHauNakToMAHW KWBOTO3Arpo3yBatki peakuuu. Bakeute
peakuunm mMoxar Aa ce n3berHat co NpMBpeMeHO NpeknHyBake Ha TepanujaTa co
AKE nHxwbutopu, HO ce BpakaaT BO cnyyaj Ha NOBTOPHO BOBeJyBat€ Ha NEKOT.
Mopaau Toa e notpebHo Aa ce fuae MHOry BHUMATeNeH Kaj nauneHTuTe kon ce Ha
Tepanuja co AKE nHxubutopi, a NOMUHYBaaT HIA3 Tepanuja Ha JeceH3nbunusaumja.

TparcnnaHmauuja Ha 6ybpea:

He nocTojaT WckycTBa KoM ce ofAHecyBaaT Ha ynotpebara Ha nekoT 3odekapa Kaj
nauMeHTH Kaj kon HeodamHa e u3BpLueHa TpaHcnnaHTauuja Ha byoper.

[MpumapeH andocmepoHu3am:

MauueHTUTe CO MpUMapeH anfocTepoHu3am reHepanHo Hema ga pearuwpaaT Ha
Tepanujata Co aHTUXUNEPTEH3NBHW NEKOBU KOW fgenyeaaT npeky uHxubuuvja Ha
PEHWH-aHTMOTEH3NH CUCTEMOT. Mopaan Toa, ynotpebaTa Ha 0BOj neK He ce

npenopavysa.

XunepceHaumueHocm / AHeuoedem:

Kaj naumeHTuTe kon ce Ha AKE NHXMBUTOPY, HAJHECTO BO TEKQW Wa BUTE HEAENN
Ha TepanujaTa Moxe Aa fojae Ao rnojaea Ha aHrvoeaem H gﬂgevb‘f, euéj'p% uTeTtuTe,
yCHUTE, MYyKO3HUTE MeMOpaHy, jasukoT, rnoTUcoT WAV NaprHKCOT, BY  peTku

. . {
cnyyau, Moxe aa 4ojae Ao nojaea Ha TEXOK aHrnoegem/

n%floqf'g'gga}gﬂa fepanuja co

Aficdins  AD



WHXMBUTOPW HA aHrMOTEH3UH KOHBEPTMPaukuoT eH3um. Ynotpebata Ha AKE
UHXWBMTOPUTE MOpa BeAHall Aa ce NpeknHe U Aa ce 3aMeHU CO Tepanuja co nek Koj
npunara Ha gpyra rpyna aHTuXunepTeH3nBu.

AHroenemoT Kkoj ro sadaka jasukoT, TMOTUCOT WNW NapUHKCOT Moxe Aa Guae
caTaneH. BegHalu TpeGa fa ce NpUMEHW ypreHTHa Tepanuja, Koja BKiy4yyBa (HO He e
orpaHuyeHa camo Ha) cyGkyTaHa ynotpeba Ha pactsop Ha agpeHanud 1:1000 (0,3
no 0,5 ml) unu cnopa WHTpaBeHcka ynoTpeGa Ha agpeHanud 1 mg/ml (ce
pasbnaxysa cnopef ynaTtCTBOTO) CO BHWMaTeneH Hagsop Ha EKI-To n kpBHWOT
nputucok. MaumeHToT Tpeba fa Guae xocnuTanuaMpaH u oncepsupaH Hajmanky 12
Ao 24 yaca un He Tpeba aa Guae oTnywTeH ce A0 NOTMNOMHOTO MOBMNEKyBake Ha
CUMNTOMMUTE.

Jypu ¥ BO cuTyauuja kage MoOCTOM CaMO OTOK Ha jasukoT, Ges pecnupartopeH
auctpec, nauueHToT Tpeba aa Guae sagpxaH v cnefeH Buaejkm TpeTMaHoT co
aHTUXUCTAMUHULIA U KOPTUKOCTEPOUAMN MOXe Aa He Buae [oBOneH.

Kaj naumeHtTuTe co upHa 6oja Ha koxata AKE uHxubutopute novecto
npeLu3BUKyBaaT aHrMoeaeM OTKOMKY Kaj ocTaHaTuTe.

MauneHTUTEe CO aHrMoedeM Bo aHaMHesaTa, koj He 6un npegusBuKaH o Tepanuja Ha
AKE nHxubutopmn, MOXe Aa ce nog norofiemM pusuk of rnojasa Ha aHrnoegem agogeka
ynotpebysaaT AKE uHxubutopu (Buaete Bo aenot 4.3 KoHTpanHaukauuu).

NctoBpemeHata ynotpeba Ha AKE wuHxubutopu co cakybutpun/BancaptaH e
KOHTpauHAuUMpaHa nopagu 3rofieMeHuoT PU3UK of aHrnoefem. TpeTMaHoT co
cakybuTtpun/eBancapTaH He cMee Aa ce 3anoyHe nopaHo of 36 yaca no nocnegHarta
no3a Ha 3ocekapa. TpeTmaHoT co 3ocekapa He cMee [a ce 3ano4yHe nopaHo of 36
Yyaca no nocrepHaTta gosa Ha cakybutpun/sancapTaH (BuaeTe nornasja 4.3 n 4.5).

WctoBpemeHaTa ynotpe6a Ha AKE wHxwbutopn co pauekagotpun, mTOR
UHXMBUTOPK (Ha np. CUPONUMYC, €BEepOnvMMYyC, TEMCUPONUMYC) W BUNAArnMUNTUH
MOXe [a AoBefe A0 3rofieMeH pusnK o4 aHrnoeaem (Ha np. oTekysame Ha AULIHUTE
naTuiTa WNM jasukoT, co unu 0e3 pecnupaTopHO Hapylysawe) (Buaete BO
nenot4.5). [lloTtpebHa e npeTnasnuMBOCT nNpu 3anovyHyBawe Tepanuja co
pauekagotpun, mMTOR  uHxubutopu (Ha nNp. CUPONMUMYC, EBEPONUMYC,
TEMCUPONUMYC) U BUNJArMUNTUH Kaj nauueHT Koj Beke npuma AKE nHxubutop.

Kawnuuya:

Bo Tekor Ha Tepanujata co nekoT 3odekapn, MOXe [a ce nojaBu cyBa
HenpoAYKTUBHA Kalunuua Koja McYesHyBa CO NPeKWH Ha Tepanujata co 3odekapa.
Kawnuuarta npeavssukana og AKE nixubutopute Tpeba ga ce uma Bo npeasua npu
nocraByBake€ Ha AudpepeHuymnjanHara gujarHosa Ha Kawnuuara.

WHeygpuyueHyuja Ha upHuom dpob

AKE wHxubutopuTte, BO peTku crnydyam ce foseaysad OYHAPOMOT KOj
3ano4yHyBa CO XOnecTaTcKa »onTtuua v HanpeayBsa _ JNoT Apob K
(noHekoraw) Ao cMpT. MexaHUSMOT Ha OBOj CUHEPOM ceylTte jaceH. Kaj




nauMeHTuTe Kou ce Ha Tepanuja co AKE uHxubutopu, a gobujaT xontuua unu
NopacT Ha eH3UMUTE Ha LPHWOT Apob, Tpeba pa ce ucknyyat AKE MHXUbUTOPUTE M
[a ce BKIyun COOZABETHA Tepanuja.

CepymcKu Kanuym:

AKE vHXv6UTOpUTE MOXAT fa npeaussnkaar nojasa Ha xunepkanuemuja, buaejku ro
nHxubupaat ocnoboayBakeTo Ha anAoCTePOH. EdektoT 06MYHO HE e 3HajaeH Kaj
nauMeHTn co HopmanHa GybpexHa dyHkumja. MeryToa, kaj naLueHTn co HapyleHa
GybpexHa yHKUMja Wunu Kaj nauueHTn kou 3semaar gopaTtoum Ha  Kanuym
(BknyuyBajku 3amMeHu 3a CoOM), AMYpPETULN  KOU WwTenaT Kanuym, XenapuH,
TPUMETONPUM uwnu KO-TPMMOKCas30/, ncTo Taka nosHaTu Kako
TpumeTonpumM/cyrndameTokcason, a ocobeHO aHTaroHUCTW Ha anpocTepoH Wnu
GrnokaTopy Ha peuenTopuTe Ha aHrMoTeH3uH, Moxe Aa cé nojaeu xunepkanemuja.
[uypeTuunte Kou LITEAAT Kanuym W BrnokaTopuTe Ha aHrMOTEH3UH-peLenTopoT
Tpeba Aa ce KopucTat €O MpPeTnasnmeBocT Kaj nauweHTn Kou npumaat AKE
WHXUBUTOPY, @ CEePYMCKNOT Kanuym u 6ybpexHata cyHkuuja Tpeba aa ce cneaat
(sugeTe Bo Aenot 4.5).

[lsojHa 6rniokada Ha peHUH-aHaUOMeH3UH-ardocmepoH cucmemom (RAAS)

MocTojaT Aokasu [JeKka ucToBpemeHara ynoTtpe6a Ha AKE-uHxubutopw, BnokaTopw
Ha peLenTopu Ha aHrMOTEH3WH |l nnn anuckpeH ro 3ronemyBa pu3NKOT OA
XWNOTEH3Mja, XuMepkanemuja u HamaneHa BybpexHa dyHkuuja (BKNy4YUTENHO U
akyTHa 6yBpexHa nHcyduumeHumja). 3atoa, He ce npenopa4ysa [BojHa Bnokagda Ha
RAAS npeky KombuHupaHa ynoTpeba Ha ACE-nHxubutopu, 06nokatopu Ha
peLenTopy Ha aHrMoTeH3uH Il unn anuckupeH (euaeTe Bo genosute 4.5 u 2.1}

Ako TepanwjaTta co ABojHa 6rokaja ce cMeTa 3a ancoslyTHO HEONXoAHa, Tad Tpeba
[la ce cnpoBeAyBa caMo Mo CNeLmjanucTkiA HaAa3op ¥ Npy NOANOXEHOCT Ha HYECTO
1 BHAMATEenHo cregdewe Ha OybpexHarta yHKUMja, enekTponuTuTe U KPBHWOT
NPUTUCOK.

AKE-nHxu6uTopuTe 1 6riokaTopute Ha peLenTopoT Ha aHrMOTEeH3NH Il He Tpeba Aa
ce KopWUcTaT MCTOBPEMEHO Kaj NauneHTn co aunjabeTndHa HedbponaTyja.

Xupypwku rpoyedypu / AHecmesuja:

AKE vHxubuTopuTe MOXaT Aa npeaussukaat XUNoTEeH3nja unu Aypu U XunoTesnseH
LIOK Kaj naLMeHTUTe BO TEKOT Ha noronema xupypluka MHTepBEeHUUja unu Bo TeKOT
Ha aHecTeaujata, "co ornejg Ha TO0@ LWTO TO 6riokmpaaTt copmupaweTo Ha
aHrMOTEH3MHOT |l MO KOMNEH3aTOPHOTO 0cnoboayBaHeTO Ha PEHNHOT. [okonky He e
MOXHO ga ce npekuHe Tepanujata co AKE nHxMbuTopw, Tpeba BHUMATENHO Aa ce

AopmHa cmeHo3a, CmeHosa Ha mumpanHume sa;'
kapduomuonamuja:
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AKE nHxubutopute Tpeba Aa ce ynoTpebyBaaT cO BHUMaHue Kaj nauueHTuTe co
CTeHO3a Ha MUTpanHWTe 3anucTouM U COo OnCTpyKuuja Ha oAnuBOT oA nesaTa
komopa.

HeymponeHuja/AepaHynoyumo3sa:

Kaj naumeHTtute Kou npumaatr AKE wuHxubutopw, 3abenexaHu ce cnyyaun Ha
HeyTponeHuja/arpaHynounTosa, TpombouuToneHuja u aHemuja. Pusukor oA
HeyTponeHuja 3aBucK of Jo3aTa W TUMOT Ha NEeKOT, Kako W of KrMHuYKaTa coctojba
Ha naumeHToT. PeTko ce 3abenexyBa Kaj HEKOMNMUKYBaHUTE NauneHTn, HO MoXe Aa
ce nojaBu Kaj OHWEe CO W3BECEeH CTeneH Ha Hapylwysawe Ha 6yBpesnte, ocobeHo
[IOKOMKY € NMPUAPY)KEH CO KomnareHcko BacKynapHo 3abonyeawe, Ha np. CUCTEMCKU
nynyc epumaTosyc, CKnepogepmuja 1 kaj Tepanuja co UMyHOCYrnpecusu, Tepanuja co
anonypuHONn WMV npokamHamua Wnu npu KombuHauuja Ha OBME KOMMIIMKYBauku
chaktopu. Hekou of OBME nNaUMeHTU pasBuUe TelKU WHGEKUUn Ko BO HEKOM
MHCTaHUW He pecnoHaMparne Ha UHTEH3UBHaTa aHTUBUOTCKa Tepanuja.

[okonky 3odeHonpun ce ynotpebysa Kaj BakBuTe nauleHTu, ce npenopayyea ga ce
yTBpAu BpojoT Ha Genu KPBHU KNeTKM 1 Aa ce npasu AudepeHumnjanHa KpeHa cnvka
BO 0JHOC Ha cocTojbaTa npea NOYeTOKOT Ha TepanujaTa, CEKOU ABe Heaenn Bo TEKOT
Ha NpBUTE TPU MECeLW o4 TepanujaTta, a nogouHa nepvwoguyHo. MauveHTute Tpeba
fAa 6uaart npeaynpegeHy ga npujaBaT 6uno KakoB 3HaK Ha WHGEKuMja BO TEKOT Ha
Tepanujarta (Ha np. 6onka Bo rpnoTo, rpo3Huua) npu WTo Tpeba Aa ce Hanpaeu TecT
Ha AudepeHunjanHata coctojba Ha Genute KpBHU KneTku. 3odeHonpun Kako u
apyrata Tepanuja koja ce ynoTpebyea uctoBpemeHo (Buaete Bo aenot 4.5) Tpeba
[la ce npekuHe AOKOSKY Ce OTKpWe nojaBa Ha HeyTponeHuja (nomanky oa 1000/ mm 3
HeyTpoguUnImn) unu SOKONKY MMa COMHeBaHEe 3a HejsuHa rnojasa.

Taa e peBep3auGunHa no npekWHoT Ha ynotpebaTa Ha AKE nHxubutopor.

lMcopuja3a:

AKE wnHxubutopute Mopa pa ce ynotpebyBaaT co nocebHO BHUMaHWE Kaj
nauneHTuTe co ncopujasa.

lMpomeuHypuja:

MpoTeunHypujaTta ce nojaByBa 0co6eHO Kaj NauMeHTUTE CO NOCTOEYKO HapyllyBare
Ha OybpexkHaTta dyHKUwWja, unu npu penaTueHo ronemu fo3n Ha AKE nHxnbutopw.
Ha naumeHTuTe co npetxodHo OybpexHo 3abonyeame,~ ~a UM ce yTBpAau

lMayueHmu co dujabemec:
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4.5.

Bo TekoT Ha NpBMOT MeceL, oA Tepanujara co AKE wHxubutopu (BuaeTe BO AenoT
4.5) Tpeba BHUMATESHO Aa ce Criean HUBOTO Ha rmuko3ara kaj aujabernyapuTe Kou
ce Ha Tepanuja co opanHu aHTanjabeTuLn Nn NHCYNH (uaete Bo AenoT 4.5).

Tumuym:

leHepanHo He ce npenopavysa komBuHaumja Ha Jiutnym u nekot 3odekaps (BupeTe
non 4.5)

EmHuYKU pasnuku:

Kako W OCTaHATUTE MHXMBMTOPU HA aQHTMOTEH3UH KOHBEPTUPAUKWOT EH3NM,
30cheHonpUn Moxe Aa UMa nomana epukacHocT BO Mornej Ha HamanyBaweTo Ha
KPBHWOT MPUTUCOK Kaj NpUNagHULMTE Ha LpHaTa paca, OTKOMKY Kaj ocTaHaTuTe.

Kaj nauueHTuTe CcO LpHa Goja Ha KoxaTta, WHXMOUTOpPUTE HA AHTNOTEH3VH
KOHBEPTUPAYKMOT E€H3UM MOo4YecTo npeausBukysaat aHrnoegeMm OTKOMNKYy Kaj
ocTaHaTuTe NauueHTw.

BpemeHocm.

AKE nHxubuTopute He Tpeba Aa ce BoBe/yBaaT BO TEKOT Ha BpemeHocTa. [oKomnky
Tepanuwjata co AKE uHxnbutopute He ce cmera 3a HeonxoAHa, NauMeHTKUTE KOW
nnaHupaaT 6GpemeHocT Tpeba aa ce npecprnaT Ha Apyra aHTUXUnepTeHsnBHa
Tepanuja koja “Ma BOCTaHOBEH nobap 6esbefHoceH npogun 3a ynotpeba 3a Bpeme
Ha B6pemeHocT. Kora ke ce ycTaHOBU GpemeHocT, Tepanujata co AKE MHXUBbuTOPU
Tpeba BeAHAL Aa ce NpeknHe 1 Aa ce 3ano4He anTepHaTUBHa Tepanuja (BuaeTe BO

penosute 4.3 1 4.6).

HeTonepaHuuja Ha HEKOW 0 EKCUUMUEHCUTE.
NekoT coapxw naktosa. [launeHTuTe CO peTka HacneaHa HeTonepaHuuja Ha
ranakTos3a, AeduunTt Ha Lapp nakrasa wiu mManancopnuuja Ha rmuKo3Ha ranakrosa

He Tpeba aa ro ynotpebysaat 0BOj Nnex.

OBOj Nek cogpXxu nomarnky oA 1 mmol Hatpuym (23 mg) no [osa, WTOo 3Ha4M
CYLUTUHCKK € ,6e3 HaTpuym".

WNHTepaKLuu cO APYrv NeKoBU 1 ApYyrv hopmu Ha WHTepakumja
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WctoBpemenata ynotpeb6a Ha AKE uHxuGutopu co pauekagotpun, mTOR
WHXWGUTOPU (Ha Np. CUPOMMMYC, €BEPONMMYC, TEMCUPONUMYC) W BUNAArIUNTUH
MOXe Ja AoBefe A0 3rofieMeH pusuk o4 aHrvoeaem (Buau agen 4.4).

KombBuHaunm Kou He ce npenopadyyeaar:

[luypemuuu kou wmedam Kanuym u CynieMeHmu Ha KanuyM. Kou coopxam 3ameHu
3a Ccos1 unu Opyau aseHcu Kou 20 320/1eMmysaam CepyMCcKUom Kanuym

Mako cepyMCKMOT Kanuym oBGuU4HO OCTaHyBa BO HOPMarlHW rpaHuuu, xunepkanemuja
MOXe Ja ce nojaBu Kaj HeKou MauWeHTW TpeTupaHu co 3odeHonpun. Juypetuuure
KoW WTedaT Kanuym, (Ha np. CMWPOHONAKTOH, TPWaMTEpPeH Wunu amwiopua),
CynnemMeHTU Ha Kanuym Wnu CyncTUTYEHTU Ha COMW KOWU COApXKaT Kanuym, moxaT Aa
gosedaT 4O 3HAYMTENleH mopacT Ha CepyMckuoT kanuym. McTo Taka, Tpeba aa ce
BHUMaBa Kora 3ogeHonpun ce agMUHUCTpUpa NCTOBPEMEHO CO APYIU areHCHU Kow ro
sronieMyBaaT CepPyMCKMOT Karuym, Kako LWTO ce TPUMETONPUM U KOTPUMOKCasor
(TpMeTonpum/cyndameTokcasorn), buaejkn e nosHaTto Aeka TpumeTonpum Aenyea
Kako AUYPeTUK KOj LUTEAM Kanuym Kako amunopwi. 3artoa, He ce npenopavysa
komBuHaumja Ha 30¢heHonpun co ropeHaBedeHUTe nekosu. [oKonky € HeonxoAHa
HWBHA uctoBpemeHa ynoTpeba, Tpeba ga ce ynotpebyBaaTt co BHUMaHue, Co YecTa
KOHTpOna Ha cepyMckuoT kanuym u EKI, nopagm moxHaTta nojasa Ha xunokanuemuja

(enaete BO genot 4.4).
AKE-uHxubumopu, 6510kamopu Ha peyenmopom Ha aHauomeH3uH Il unu anucKupeH:

KnuHuykute McnuTyBaka nokaxkaa geka ABojHaTa 6rokasa Ha peHWH-aHrMOTEH3WH-
angocrepoH-cuctemotr (PAAC) npeky komGuHupaHata ynoTtpeba Ha AKE-
WHXWBUTOpKU, GrOKaTOpU Ha PeLenTopM Ha aHrMoTeH3nH |l unu anuckupeH e
nospsaHa co norofiema peKkBeHUMja Ha HecakaHW [ejcTBa Kako LWTo ce
XUNoTeH3nja, Xunepkanemuja W HamaneHa OybpexHa ¢yHKUWja (BKIYYUTENHO K
akyTHa GybpexHa uHcyduumeHuwmja) Bo cnopeaba co ynortpebara Ha eduHeYeH
PAAC areHT (Bugete Bo genosute 4.3, 4.4 n 5.1).

WcroBpeHeHa ynoTpeba koja bapa BHUMaHue
Luypemuyu (muasudHu unu duypemuyu Ha jamka):

MpeTXoAHWOT TpeTMaH CO BWUCOKW [03M Ha AuypeTuun MOoXe Aa pesyntupa co
ryBUTOK Ha BOMYMEH M PU3NK O XMMOTEH3Uja MO 3anovHyBaHeTo Ha TepanwujaTa co
3obeHonpun (BuaeTe Bo AenoT 4.4). XMNoTEH3NBHO AEjCTBO MOXe Aa ce Hamanu co
YKWHYBame Ha AMypeTuumnTe, 3roneMyBake Ha BHECOT Ha TEeYHOCTM UMK COMn Unn co
3anoyHyBake Ha TepanujaTa co noManu 4o3u Ha 3odeHonpun.

uctoepemeHara ynotpeba Ha nutuymoTr co AKE "
ynotpeba co TMasuaHu AUYpPEeTULM MOXe yLiTe Nnose
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TOKCMYHOCTA Ha NUTMYMOT, KOj € BO OCHOBa 3roniemeH co ynotpe6ata Ha AKE
MHXUGuTOPUTE.

Op Taa npuunHa He e npenopaynuea UCToBpemeHata ynotpe6a Ha nekoT 3odekapa
¥ NUTUYMOT,a AOKONKY WCTOBpEMeHaTa ynoTpeba ce nokaxe HeornxoaHa, notpe6Ho
e BHUMATENHO Crneaetbe Ha HuBoaTa Ha CepyMCKUOT TIUTUYM.

3namo:

HuTponaHa peakuuja (CMMNTOMK Ha BasoAunaTauuvja Koy BKNy4yBaaT LpBEHWUIO Ha
nULETOo, MayHuHa, BpTOornasuua u XWUMOTEH3ja, Ko MoXaT aa buaaT mHory TeLUKK)
no ynotpebara Ha WHjeKLUMOHO 3MaTo (kako Ha np. HaTpUym aypotuomanart) e
noyecTo sabenexaHa kaj nauMeHTuTe Kou fobusaart U AKE nHxunbutopw.

AHecmemuyu:

AKE uHxubutopuTe MoXaT Aa ro sacunart XunoTeH3UBHOTO [lejcTBO Ha oApeneHu
aHecTeTULW.

Hapkomuyu / TpUYUKnu4HU aHmudenpecusu / AHmuncuxomuuu / bapbumypamu:
Moxe Aa Aojae A0 NocTypanHa XunoTeH3uja.

OcmaHamu aHmuxunepmeH3ugHU nekogu (Ha np. 6ema-6rokamopu, anga-
6r10kamopu, Kanyuymosu aHmagoHucmu):

Co ynoTpebaTta Ha OBUE NEKOBU MOXeE Aa nojae po goaaTteH XunoTeHauseH edekr
unu noteHuwjauuja. MotpebHO e BHUMaHWE nNpw ucroepemeHaTa ynoTtpeba co
HWUTPOTNULIEPVH, OCTAaHATUTE HUTPATN UK BasoanNnaTaTopy.

L{umemuouH:
Moxe Aa ro aronemu pusuKoT 0f XUNOTEH3NBEH edhexT.

L{uKnocnopuH:

Mpu uctoBpemeHa ynoTpeba Ha AKE uHxubuTopuTe CO LIMKNOCMOPUH,MOXE Aa.
fgojae no nojasa Ha xunepkanemmja. Ce npenopadysa cnefere Ha CepymCcKuoT
Kanuym.

XenapuH

Mpu uctoBpeMeHa ynotpeda Ha AKE unHxubutopu co Xensg
nojasa Ha xunepkanemuja. Ce npenopadysa cneaer-e Ha CE
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AnonypuHos, npokauHamud, yumocmamuyu unu UMyHOCYNpecueu, CUCMeMCKU
Kopmukocmepoudu unu npokauHamuo:

NcToBpemeHaTa ynotpeba co AKE wHxubutopuTe ro 3sronemysa PpusnkoT OA
XvunepceHsMmBHa peakuuja. MictoBpemerarta ynotpe6a co AKE MHXMOUTOPK MOXe Aa

gosepge Ao sronemMeH pUsnK o J'IGYKOI'IeHI/Ija.

AHmudujabemuuyu:

Bo peTku cnyyau AKE nHXxMGuUTOpUTE MOXAT Aa ro noTeHuupaart XvunornukemnuckoTo
[€jCTBO Ha UHCYNMHOT 1 OparH1Te aHTuAnjabeTMLM Kako LWTO e cyndoHunypeara Kaj
anjabetuuapute. Bo Bakeu cnyyau, Moxe Aa ce nojasu notpeba of Hamanysahe Ha
nosata Ha aHTMawjabeTukoT gopeka Tpae wWcToBpemeHarta ynotpeba co AKE
MHXUBUTOPOT.

Xemodujanusa co “high-flux” membparu:

NctoBpemeHaTta ynotpeba co AKE wuHxuGuUTOpM ro 3ronemysa pUSUKOT oA
aHauNakTouaHU peakumnn.

[a ce 3eme BO npeasua Npu napanenHa ynorpeba:

HecmepoudHume aHmuuHgnamamopHu Jiekosu (sknyuysajku  ja u
ayemuncanuyunHama KucenuHa = 3 e/0eH):

Ynorpe6aTta Ha HeCTepouaHUTE aHTUMHNaMaToOpHU NEeKoBKU MOXe Aa ro peayuvpa
aHTUXUNepTeH3uBHOTO AejcTBo Ha AKE nHxubutopute. McTo Taka, HeBeAEHO e feka
HCAUN n AKE nHxubuTopuTe nokaxkyBaaT aAWTUBHO [ejCTBO Ha 3ronemMyBare Ha
CEepyMCKMOT Kanuym, gogeka GybpexHaTta cyHkuuja moxe ga ce Hamanu. Osue
edhekTn ce, BO NpUHLUMN, peBep3nbunHu, a ce nojaesyeaar kaj nauneHTu co 3arposeHa
6ybpexkHa dyHKuuja. Bo peTku cnyyau Moxe Aa ce nojaeu akytHa OybpexHa
WHcyduMumeHuuja, ocobeHo Kaj nauueHTu co 3arposeHa OybpexHa yHkuMja, Kako
LUTO Ce NMOBO3pacHUTE UNu AexuapupaHnTe nauneHTu.

AHmauyuodu:
Ja penyuupa 6uopacnonoxusocta Ha AKE nHxubutopuTe.

Cumnamomumemuyu:

MoxaT [a ro peayuupaaTt aHTUXWNEPTEH3WBHOTO OEjCTBO M MEXUOUTOpUTE:
nauveHtute Tpeba Aa OupaT BHUMATENHO ChnefeHu ’
MOCTUrHYBaH-ETO Ha CaKkaHUTE edekTu.

XpaHa:
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4.6.

4.7.

Moxke Aa ja peayumpa 6psuHara, HO He U CTeNeHOT Ha pecopnuuja Ha 3odeHonpun-
Kanumymor.

QOHOHHHTGHHM UHd OpMaLUK:

He ce pacnonoXwsBy AUPEKTHW KIMHAYKM nojatoun 3a WHTepakuuuTe Ha
30¢beHoNpun co ApyruTe nekosu Kou ce metabonusupaat npeky CYP eHsumuTe. /n
vitro meTaGonUTUYKUTE CTyAUKM co 30peHOoNpuUn nokaxane Aeka HeMa noTeHuujanHu
WHTEpaKLWN CO feKoT Koj ce MmeTabonuanpa npeky CYP eH3aumure.

MnogHocT, 6peMeHOoCT U fgoee

Ynotpe6ata Ha AKE wuHxubuTopute He e npenopaunuea BO TEKOT Ha NpBOTO
Tpomeceune o GpemeHocTa (BuaeTe nog 4.4). Ynotpebara Ha AKE nHxubutopute e
KOHTpaMauLuMpaHa BO TEKOT Ha BTOPOTO W TPETOTO Tpomeceune oA BbpemeHocTa
(upeTeTe BO AenosuTe 4.3 n 4.4)

[lokasuTe O €enuAeMUonoLwkKuTe CTyAWW, KoM ro ucnutyeane pU3NKOT OA
TepaToreHocT no Tepanujata co AKE uHxubutopute BO TEKOT Ha MpPBOTO
Tpomeceuvne of GpemeHocTa, He ce ybenanuew, meryToa Mano 3rofiemMyBakbe Ha
PU3NKOT He MOXeE Ja ce UCKy4u. MNaumneHTkuTe Kon nnaHpaar 6pemeHocT Tpeba aa
ce npedpnaT Ha anTepHaTUBHa aHTUXUNEpTeH3nBHa Tepanuja cO [O0KaXKaHO
noeoneH OesbegHoceH npodun 3a ynotpeba BO OpemeHOCTa, OCBEH [OKOJIKY
NPOAOMKXYBaHETO Ha TepanvjaTta co AKE uHxubutopmn He e HeonxogHo. Kora ke ce
BocTaHoBN GpemeHocTa, Tepanujata co AKE uHxubutopn Tpeba BegHaw pa ce
NpeKuHe 1 AOKOMKY € Toa COOABETHO, ja Ce 3anoyHe anTepHaTusHa Tepanuja.

Mo3HaTo e aeka umanoxeHocta Ha ¢etycot Ha AKE MHXMBUTOPWU, BO TEKOT Ha
BTOPOTO W TPETOTO Tpomeceune, uma (heTOTOKCMYHO AejcTBO (Hamanysawe Ha
BybpexHaTa dyHKUMja, ONnUroxnapoamHnoH, AedopMUTETH Ha YepenoT) 1 Nokaxysa
HeoHaTanHa TOKCUYHOCT (bybpexHa WHCcyduumeHumja, XUNOTEH3Wja,
xunepkanvemuja) (eupgete Bo Aenot 5.3). Kaj nauueHTKuTE KOWU Ce W3NOXeHW Ha
pejctoto Ha AKE WHXMBUTOp BO TEKOT Ha BTOPOTO W TpeToTo Tpomeceuue Ha
BpemeHocTa, ce npenopadvysa fa ce Hanpasu exo Ha By6pexHaTa yHkumja u Ha
yepenoT. HoBopoAeHuutbaTa, 4un majku semane AKE nHxubutopm, Tpeba aa Gupar
BHUMATENHO CNeJeHu 3a nojaBa Ha XunoTeHsuja (BuaeTe BO AenoBuTe 4.3 n4.4)

Hoene

Co orne Aeka Hema uHgopmauuy 3a ynotpebara Ha nekot 3ochekapa BO TEKOT Ha
NepuoaoT Ha Aoete, HeropaTa ynorpeba Bo OBOj NepvoA He e npenopaynuea, Tyky
ce mpenopauyyBa anTepHaTMBHa Tepanuja co nopobap 6esbegHoceH npocun BO
TEKOT Ha NepuoaoT Ha Aoete, WTO 0coGeHo ce oAHEecyBa Ha MaLUMEHTKI Kou pojat
HOBOPOAEHYMHbA NN NpegBpemMeHo poAeHN Bebura. Q\“;\‘MEQH

EchekTi Ha NeKoT BP3 CNOCOGHOCTa 3a BO3eH:e U P )
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4.8.

Hema cTyauu 3a BnujaHueTo Ha nekot 3odekapn Bp3 cnocobHocTa 3a BO3eH:e U
pakyBate CO MawwuHu. [pu Bo3eHe U pakyBare MalluHu, Tpeba ga ce uma BO
npeaswa Aeka noHekorall Moxe ga ce nojaBu 3allemMeTeHOCT, BpTornasuua unu

3amop.
HecakaHu pejcTBa
TabenupaHa nNucTa Ha HecakaHu aejcTea

Tabenata NoAony r NpuUKaxyBa CWUTE HecakaHu AejcTBa kou ce 3abenexaHu BO
TEKOT Ha KNWHMYKATa npakca Kaj nauueHTuTe TpeTupaHu co nekoT 3odekapa.
HaBegeHw ce cnopes CUCTEMOT Ha OpraHu U paHrupaHu cnopes gpekseHuunjaTa Ha
nojaByBarse: MHory yectu (> 1/ 10); yectu (> 1/ 100, < 1/ 10); HeBoOOU4AEHU
(>1/1,000, < 1/100); petku (>1/10,000, < 1/1,000); mHory peTku (< 1/10,000),

MedDRA  «knacudukaumja  Ha | Hecakanu gejctea dpekBeHLW|a
CUCTEM Ha OpraHu

HapywyBsawa Ha HEPBHUOT BpTornaeuua YecTto

cucrem nasobonka YecTo
PecnupaTtopHu, TOpakanHu u Kawnuua YecTu
MeAUCTU[arnHN HapyLllyBaka

[[acTpOUHTECTUHANHU apewe YecTo
Hapyllysakba [NoBpakame YecTto
Hapyuwlyeata Ha KoxxaTta U1 Ocun HesoobuyaeHo
NOTKOXXHOTO TKUBO Axrvoegem PeTko
Myckyno-ckeneTHu U HapyllyBahwa | MyckynHu rpyeBu HeBoobuyaeHo
Ha CBP3HOTO TKMBO

OnwTK HapyLlyBaka 1 cocTojoun 3amop Yecto

Ha MEcTOTO Ha agMUHUCTPpauuja AcTteHuja HeBoobuyaeHo

3abenexaHn ce cnejHWTe HecakaHu fejctBa Bo TekoT Ha Tepanujata co AKE
UHXMBUTOPU

HapywyBama Ha KpBTa U TMMGpHUOT CUCTEM
Kaj man 6poj Ha nauveHT MOXe Aa ce NojaBu arpaHynouuTosa u naHuMToneHuja.

Kaj naumeHTuTe co AedvunT Ha rnykoso-6-cpocat aexnaporeHasa sabenexaHa e
XEeMONUTUYHA aHeMuja.

HapywyBawa Ha MeTabonuM3mMoT U UCXpaHaTa
MHory peTko ce nojaByBa Xunornukemuja

EHOOKPUHU HapyllyBatba
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McuxmujaTpuckn HapylulyBaka

Bo peTku cnyyau sabenexana e Aenpecuja, MPOMEHN Ha PacnoNioKeHUeTo,
HapyLLyBake Ha COHOT, cocTojba Ha KoHdpy3uja.

HapywyBata Ha HepBHUOT CUCTEM

MoBpeMeHO ce rnojaByBa napecTeauja, YyBCTBO Ha rajete, nopemeTtyBawe Ha
pamHoTexara.

HapyuwyBata Ha BUAOT
PeTko ce nojasyea 3amarneH suj.

HapylwyBake Ha LieHTapoT 3a paMHOTeXa U yBOTO

PeTko: TUHUTYC

Kapauonoluku HapylwyBakba

3abenexaHu ce WHAuBMAyanHw cnyyau Ha Taxukapauvja, nannutauuu, aputMmuu,
aHrMHa neKTopuc, MHMapKT Ha MWOKapAoT Mnpu ynotpe6a Ha AKE uHxuGutopu
NPUAPYKEHO CO XUnoTeHsuja.

BackynapHu HapyluyBaka

3a6enexaHa e nojasa Ha Tellka XMnoTeH3uja no 3ano4HyBameTo Ha TepanujaTta unu
npu 3ronemyeare Ha posara. OBa e ocobeHo 3abenexaHo Kaj oapeaeHv pU3n4HNn
rpynu (Bugete Bo Aenot 4.4). MoBp3aHO CO XUNoTeHswjaTa, moxat Aa ce nojasat
CMMATOMM Kako LITO ce BpTornasuua, 4yBCTBO Ha cnabocT, ocnabeH BUA, PETKO CO
nopemMeTyBak€e Ha cBecTa (cuHkona). PeTko ce jaByBa LIPBEHMO Ha NULIETO.

PecnupaTopHu, TopakanHu 1 MeaujacTMHanHu HapylyBaka

PeTko ce 3abernexaHu AUCNHEA, CUHYCWUTUC, PUHUTUC, TMOCUTWC, BpOoHXUTUC U
GpuHxocnasam. Kaj man 6poj nauneHTu, ynotpebata Ha AKE wHxubutopute
npeawaBukana rnojaBa Ha aHMMHEBPOTCKM efem Koj rm 3adarun nuueTo W
opochapeHrnanHoTo Tkuso. Bo nsonupanu cny4aesu Ha aHrMHEeBPOTCKM efeM Koj T
uma 3adaTeHo ropHUTe AULLHW NaTULITa NPU4UHYBa 1 HUBHA chaTanHa oncTpykuuja.

FacTPOMHTECTUHANHM HapyllyBaka

MoBpemeHo ‘MOXe gna [ojae [o nojaea Ha ab,
KOHCTMNALMja 1 CyBOCT Ha ycTaTa.
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Bo TekoT Ha ynotpebara Ha AKE uHxubutopuTe, 3abenexaHu ce MHAMBMAOYyarnHu
cnyvaum Ha naHkpeaTuTuc M uneyc. MHory peTko Moxe Aa Aojae Ao nojaBa Ha
aHrnoeaem Ha TEHKOTO LipeBo.

XenaTtobunujapHu HapywyBaka

Bo TekoT Ha ynoTtpebata Ha AKE uHxubutopute, 3abenexaHu ce WHOMBUAYanNHU
crny4aum Ha XonecTasHa XonTtuua n XxenaTuTuc.

HapywyBata Ha KoXaTa U NOTKOXHUTE TKMBA

MNoBpemeHo MOXAT f[a ce nojaBaT anepruckM peakuunm U peakuum Ha
XUNEPCEH3UTUBHOCT, KaKo LUTO Ce MpypuTWUC, ypTukapuja, epytema Myntudopma,
Steven-Johnson-oB cMHAPOM, TOKCUYHA HEKPOMNW3a Ha ennaepmoT, edriopecLieHuuja
Cnu4Ha Ha ncopwjasa v anoneyuja.

MoxaT aa 6uaat npocneaeHn co rposHuua, mujanruja, aprpanruja, eosuHodunuja
w/vnu co sronemysawe Ha AHA-TutapuTe.

PeTko ce nojaByBa xunepxuaposa.

HapymyBal-ba Ha MYCKYITHO-CKeneTHoTO, CBP3HOTO U KOCKEHO TKUBO

[MoBpemMeHO MOXe Aa ce jaBu Mujanruja.

HapywyBata Ha 6y6pe3ute U ypuHapHUOT CUCTEM

Moxe na ce nojasu unu aa gojae Ao sacunyeawe Ha BybpexxHaTa uHcyduumeHuwja.
3abenexaHa e nojaBa Ha akyTHa OybpexHa WHcyduuueHuunja (BuaeTe BO AenoT
4.4).

PeTko Moxe Aa Aojae A0 nojaBa Ha HapyluyBaka Ha MOKPEHEeTO.

HapywyBara Ha penpoayKTUBHUOT CUCTEM U HA OOjKUTE
PeTko ce cnyyyea Aa aojae A0 epekTunHa AuchyHKUuja.

OnwTK HapyllyBala U peakUuuu Ha MecToTo Ha ynoTtpeba
MHory peTko e 3abenexaHa nojasa Ha nepudepHu otouun u Gonka Bo rpaguTe.

NabopaTtopucku ucnutyBama

Moxe pna [fojoe [0 nopacT Ha ypeaTa U KpeaTUHU
peBep3nbunHa nojasa Koja ce NoBMekyBa Mo NPeKuHOT
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4.9.

5:1:

nocroewe Ha OybpexHa uHcyduumeHumja, Tewka cpuesa WHcyduumeHumja u
peHoBackynapHa XunepTeHsnja.

Kaj Hekonky nauveHTH npujaBeHo e Hamanysakbe Ha XeMOrfnoBWHOT, XEMaTOKpUTOT,
TpomBoumTUTe 1 HenuTe KpBHU 3pHLA.

3a6enexaH e u nopacT Ha BPeAHOCTUTE HA eH3UMUTE Ha LIPHVOT Ap00 U CepyMCKNOT
BUNUpPYOUH.

MpvjaByBatbe Ha HecakaHu AejcTBa

MpujaByBareTO Ha HecakaHUTe AejcTBa perucTpyupadu no nobusarse Ha opobpeHue 3a
cTaBake Ha NeKoT BO NPOMET € OA ronema BaxHoCT. Ha oBoj HauuH ce obesbeayea
KOHTWHYMPaHO Crefet-e Ha KopycTa HacnpoTA PUINKOT on ynoTtpebata Ha NneKoT.
3npascTBeHuTe paboTHULM MOXe Aa ro npujaBaT cekoj COMHeX 3a HecakaHo AejcTBO 04
nekoT Bo HauvoHanHWoT LeHTap 3a apmakoBurinaHLa npu AreHuujaTa 3a NekoBu 1
meauLmHeky cpeacTsa (yn.Ce.Kupun n MeToauj 6p.54 kat 1) unv No eneKTpoHCKK nar npeky

Be6 cTpaHaTa Ha AreHuvjaTta http://malmed.gov.mk/

Mpeno3supake

CuMnTOoMMTE Ha NpefosnpaHocT ce Tellka XWNOTEeH3Wja, LOK, CTynop,
6paavkapavja, Hapylwysake Ha enektponuTtute 1 BybpexHa WHCyduLmeHuyja.

Mo nporonTyBatbe Ha nperonema Aosa, nauveHToT Tpeba Aa ce Apxu noa cTpor
HaA30p, Hajaobpo Ha oAAeneHueTo 3a WHTEH3uBHa Hera. Tpeba 4ecTo Aa ce
KOHTPONMpaaT CepyMCKUTE enekTponuTh 1 KpeaTWHWHOT. TepanuckuTe MepKu
saBucaT og npupogaTta W TeXuHaTa Ha CUMNTOMWTE. Bo crnyyaj Aa He nomuHano
MHOTYy Bpeme Of WHrecTujaTa, moxart Aa Ce npuMeHaT Mepku 3a npeeeHUMja Ha
pecopnuujata, Kako WTO Ce racTpuyHara nasaxa W ynotpe6aTta Ha ancopoeHT
HaTpuyMm cyndat. [JoKomnKy Aojae 4o XvnoTeHswja, nauneHToT Tpeba Aa ce nocrasu
Bo nonoxba Kako npu WOK U Aa ce pasrneaa ynoTpe6aTa Ha ekcnaHiepv Ha
BONMYMEHOT W/Mnn Tepanuja co aHrMoTeH3NH . Bpagukapaujata U eKkcTeHsuBHaTa
BarycHa peakuvja Tpeba pa ce TpeTupaaT CO aTpomnuH. Moxe ga ce 3eme BO
npepsua ynotpebara Ha nec mejkep. AKE nHxubutopute moxar Aa ce oTCcTpaHaT OA
UMpKynauujaTa co npuMeHa Ha xemoaujanusa. Tpeba aa ce nabernysaart “high-flux’
NonVakpunoOHUTPUITHUTE MembpaHu.

®APMAKONNOLLKM CBOJCTBA

dapmakoanHaMCKH cBojcTBa
dapmakoTepaneBTcka rpyna: AKE nHxmbuTtop
ATC kon: CO9AA15

MoBoONHOTO AejcTBO Ha 3odekapAoT Ha XWNEpTeHs 'ngémﬁdﬁ MHGAPKT Ha
MUOKapAOT Ce nojaByBa NPUMapHO Kako pesynTar Hz%@Begmigga fia ghasmaTckuoT
PEHUH-AHMMOTEH3UH-anA0CTEPOH CUCTEM. Muxnbupmara ;;i_iig,.A’_EgE ;:ﬂKd;‘;A nM 3a

apriHUHCKUTE COMM Ha 30cheHonpunaToT Bo 6enmr'§@6qgﬁftlé§§pjagqy) pesynTupa
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BO HamanyBatbe Ha aHrMoTeHauHoT Il Bo nnasmara, WTO foBedyBa HamanyBawbe Ha
Ba30NpPEeCcoPHUTE aKTUBHOCTK U pedykuuja Ha cekpeuujaTa Ha angocTepoH. M nokpaj
Toa WTO TOa HamanyBake € Mmano, Moxe fAa Aojae Ao 6naro sronemyeatbe Ha
CepyMCKUOT KanuyM 3aefHO CO rybemerto Ha HaTpUymoT U TEHHOCTUTE. MNpeknHOT Ha
HeraTUBHaTa nospaTHa Crpera Ha aHrMoTe3nHoOT |l Ha cekpeuujaTa Ha peHUH uma 3a
pesynTaT 3rofieMyBatbe Ha aKkTWBHOCTA Ha PEHWHOT BO nnasmarta. AKTMBHOCTa Ha
AKE Bo nnasmata, 24 yaca no ynotpe6arta Ha eauHeuHa gosa og 30 mg, 0AHOCHO
60mg 30cheHoNpUn-Kanuuym, e cynpumupana 3a 53,4%, oqHoCHO 74,4%.

WHxnbuumjata Ha AKE pesyntupa BO 3ronemyeate Ha akTMBHOCTa Ha
UMPKYMUPAYKMOT U JIOKASHUOT KanMKPeMH-KMHWH CUCTEM KOj CO akTueaumjata Ha
NpocTarnaHAMHCKMOT CUCTEM MpWAOHecyBa 3a nepudpepHaTta BasoaunTauuja.
MoXHO e TOj CUCTeM [a € BKIYYeH BO XUMOTEH3UBHOTO AEjCTBO Ha 3odpeHonpus-
KanuuyMoT, Kako 1 Aa e OAroBOPEH 3a 0ApefeHN HecakaHu aejcTsa.

Kaj nauveHTUTE CO xunepTeHauja, ynotpebarta Ha nekoT 3ochekaph AoBeaysa A0
HamanyBawe Ha KPBHUOT MPUTUCOK BO Nexeuka W ctoedka nonoxba, ckopo BO UCT
cTeneH, 6e3 koMneH3aTopHo 3abp3yBake Ha cpueBnoT putam. CpegHNOT CUCTEMCKN
BackynapeH OTNOp WMa TeHAeHUWja Ha onarawe Mo ynotpebata Ha nekoT
3ochekapa.

MoCTUrHYBakETO Ha OnTUManHa pegykuuja Ha KPBHWOT MPUTMCOK Kaj MOOAEenHu
naumeHTM Moxe pga Oapa Tepanuja BO Tpaewe 04 HEKONKy Heaenu.
AHTUXUNEPTEH3UBHOTO [1€jCTBO CE OAPXKYBa BO TeK Ha JONroTpajHa Tepanuja.

HarnoTto npekvuHyBake Ha Tepanujata He € MOBP3aHO CO Harno 3ronemyeare Ha
KPBHMOT NPWUTUCOK. 3a cera He nocTojaT nojaTtouu Kou ce ofdHecyBaaT Ha
BNWjaHMeTo Ha nekoT 3odekaps Ha MopbUAMTETOT M MOPTanuTeTOT  Kaj
XUNEePTEeH3VBHUTE NaLUEHTW.

M nokpaj Toa WITO aHTUXWNEPTEH3UBHOTO AEjCTBO € 3abenexaHo BO CTyauuTe Ha
cWUTE pacu, XWUNepTeHsWBHUTE NauueHTU oA LpHaTa paca (BOOOWYAEHO HUCKO-
PEeHMHCKaTa XUNnepTeH3uBHa nonynauuja) umane MoHU3OK NPOCEK Ha OAroBop Ha
MoHoTepanujata co AKE uHXMGUTOpM OTKONKY nauueHTute oa Apyrute pacu. Osaa
pasnuka uc4yesHyBa AOKOIKY BO TepanujaTta ce Aodaaat Anypetuuu.

KnuHuukoTo [AejcTBo HacTaHaTo npu paHata ynotpeba Ha nekoT 3odekapd no
WHaPKTOT Ha MUOKApPAOT Moxe Aa Buae noBp3aHo Co MHOrY (haKTopu, Kako LUTO ce
pefykuMjaTa Ha HMBOTO Ha aHruoTeHsuH Il Bo nnasmata  (Ha OBOj HauwH
NUMUTVPA]jKN O NPOLIECOT Ha BEHTPUKYNAPHO PEMOAENUPaH-e, LITO MOXe HeraTuBHO
Aa Bnujae Bp3 quod vitam nporHo3aTa Kaj MoCTUHaPKTMHTE NauneHTn) n nopact Ha
KOHLEHTpauujaTa Ha BasoAWNaTaTOpHM  CyncTaHuuM BO  Mnasmarta/TkusaTta
(npocTarnaHgnH-KWHWUH CUCTEMOT).

CnpoBefeHo € paHAoMu3upaHa, nnauebo-KoHTponupaHa KnuHuYKa cTyanja Ha
AejcTBOTO Ha 3ocbeHonpun Bp3 1556 nauweHT co MHGApKT Ha NpeAHWOT suA Ha
MUOKapAOT KOW He npumane TpomGonuTuyHa Tepanuja. Tepanujata e 3ano4Harta Bo
pamkuTe Ha 24 4yaca M NpoAorkeHa BO TekoT Ha 6 Hepenu. MHumpeHuaTa Ha

NpUMapHO KOMOGMHUPAHUOT Mcxoph (Tellka cpuesa MHCypuuue ul_aja\mlunm CMpT BO
\ Hu 3o0ceHonpun

(3ochpeHonpun 7,1%, nnauye6o 10,6%). CtankaTa Ha np
rogvHa e aroneMeHa Bo rpynara Ha Tepanuja co 3ogka
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5.2.

OcTaHaTh uHopMaLuu:

[lee rofiemn paHAOMU3MpaHW, KOHTpONupaHn  CTyAun (ONTARGET (Onning
Telmisartan Alone u Bo komBuHaumja co Ramipril Global Endpoint Trial) u VA
NEPHRON-D (The Veterans Affairs Nephropathy in Diabetes) ja wucnuTane
ynotpebarta Ha komGuHauuja Ha AKE-uHX1BUTOp CO BroKaTop Ha aHrvoTeHsuH I
peuenTop.

ONTARGET e cTyauja cnpoBefeHa Kaj nauneHTn co ucTopmja Ha kapauoBackKynapHu
unu LepebpoBackynapHu 3abonysaka Wu Avjabertec menuTyc TUN 2 NpuapyxeHa
co nokaau 3a owTeTyBawe Ha opraHn VA NEPHRON-D e cTyauvja kaj nauueHTu co
avjabetec MenuTyc TUN 2 1 AnjabeTnyHa HedponaThja.

OBve CTyAWU He mokaxane 3HayuTeneH KOpUceH ecekT Bp3 GybpexHuTe U / Unu
KapAWOBacKynapHW WCXOAW M MOPTanMTeToT, @ BO UCTO BpEME 6un sabenexaH
3roneMeH pPW3MK Of Xunepkanemuja, akyTHu nospean Ha 6ybpesute 1 [/ unu
XWNoTeH3uja BO OAHOC Ha MOHOTepanujaTa.

Co orfea Ha HWBHUTE CrMYHKM hapmMakoAMHaMCKW CBOjCTBa, OBWE pe3ynTat ce
peneBaHTHM u 3a Apyrute AKE-uHxubutopn GnokaTopy Ha peuenTopu Ha
aHrmoTeHsauH Il

Mopagu Toa, AKE-uHxnbutopute n Grnokatopute Ha peuenTopoT Ha aHrnoTeHsuH |
He Tpeba Aa ce KopucTaT MCTOBPEMEHO Kaj NauneHTy co nujabeTnyHa Hedpponartuja.

ALTITUDE (AnuckpepeH cTyauja kaj TpeTMaH Ha avjabetec Tvn 2 co ynotpeba Ha
KpajHUTEe MCXOOW Ha KapAuoBacKynapHuTe W 6ybpexHuTe 3abonyeawa) e cTyauja
HaMeHeTa 3a TecTupawe Ha npuaobuskuTe of AoAaBare Ha anuckpepeH Ha
cTaHaapaHata Tepanvja co ACE-uHxubutop wnnm 6nokatop Ha peuenTopu Ha
aHrMoTeH3uH |l kaj naumeHTw co Anjabetec menuTyc Tvn 2 U XpOHWYHO 3abonyeare
Ha 6ybpesuTe, KapawnoBacKynapHU sabonysawa unu u geete. Cryavjata buna
npekuHaTa fnopaHo nopagu 3ronemMeH pusvK of HecakaHn NCXoaM. CV cmpTHOCTa U
MO304HUTE yaapu Gune GpojHO No4vecTu BO rpynarta Ha ankuCkMpeH OTKOMKY Kaj
nnaue6o rpynaTta, a MCTO Taka W HecakaHuTe AejcTBa W Cepuo3HUTe Hecakahy
AejcTBa Of WHTepec (xunepkanemuja, xunoTeHanja n BybpexHa aucdyHkumja) Gune
noyecTo 3abenexysaHn BO rpynaTa Ha Tepanuja co anuckupeH OTKOIKY kaj nnauebo
rpynara.

dapMaKOKUHETCKU CBOjCTBA

3odeHoNpUn-kanuuymoT e npornek, a akTMBHWOT uHxubuTop € cnobogHo
CyncXvapUn CoeanHeHWe, 30theHonpunar, Koe HacTaHyBa CO XWAPONU3a Ha Tho-
ecTepor.

Pecopnyuja:

3odeHonpun-kanuuymoT no opanHata ynotpeba 6p3o 1 KOMMNNETHO ce pecopbupa un
NOANeXyW Ha CKOpO KOMMNeTHa KOHBep3uja BO 3ogheHonpunat, Koj AOCTUrHyBa

MaKcUManHa KoHLeHTpaumja Bo kpBTa no 1,5 yac of npymakero HaopanHara 4o3a

Ha 3odekapa. KuHeTukaTa Ha eauHevHaTa Aosa e Nnpesa Syarse.gfreshoa 10-80 mg
3odeHonpun-Kanuuym u Hema akymynauuja noy Q?@Tgeéaxa “g-f‘af_ 15-60 mg

A

3ocbeHonpuUn-kanuuym BO TEKOT Ha 3 Heaenw. ,-ﬁpjcyg'Teojrdg H& XfpaHaTa BO
AN

REY
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racTPOWHTECTUHANHMOT TPakT ja Hamanysa ©OpsuHaTta, HO He U CTeneHoT Ha
pecopnuuja u BpeaHoctute Ha AUC Ha 3opeHonpunaToT ce CKOpo WAEHTUYHU Npu
BO3[pXKyBake 0f XpaHa u Bo cocTojba Ha CUTOoCT.

Luempubyyuja:
MpubnuwxHo 88% 04 UMpKynupaykata pajuMoaKTUBHOCT MepeHa ex Vivo no
ynotpebaTta Ha paguoakTMBHO OGENexeHUoT 3oeHonpun-kanuuym ce Bp3ysa 3a

nnasMeHuTe NPOTEMHWUN U BONMYMEHOT Ha AUCTpubyLMja BO COCTOj0a Ha paMHoTeXa
usHecysa 96 nuTpu.

BuompaHcgopmayuja:

Bo 76% op ypuwHapHaTa pagvoakTMBHOCT MO NpUMeEHa Ao3a of pajvoakTUBHO
obenexeHnoT 30deHoNpun-kanuuyMm Bo ypuHaTa Ha YOBEKOT WAEHTU(UKyBaHM ce
ocym meTtabonuTu. naBHWoT meTabonuT e 3ocpeHonpunat (22%), koj notoa ce
MeTabonmanpa Ha HEeKOMKy HauWHW, BKITyqyBajku rnykypoHcka Kowjyrauuja (17%),
uMKnNM3aumja u rnykypoHcka KoHjyrauuja (13%), umcrenHcka koHjyrauuja (9%) u S-
MeTunauuja Ha Tuoncka rpyna (8%). [lonyBpemeTo Ha enuMuHauwja Ha
3ogbeHonpunaTtoT usHecyea 5,5 yaca, a HEroBMOT BKYNEH KITMPEHC oA OpraHu3MoT
naHecysa 1300 ml/muH no opanHaTa ynotpeta Ha 3oheHonpun-kanuuymor.

Enumunayuja:

PaguoakTueHo oGenexeHWoT 3odeHonpunat ynotpebeH WHTpaBeHCku, ce
enuMuHMpa npeky ypuHata (76%) v deuecot (16%), Aoaeka no opanHa ynotpeba
Ha [03a paavoakTUBHO obenexeHnoT 3oceHonpu-kanumym, 69% ogHocHo 26% of
paavoaKkTUBHOCTa Ce Haola BO ypuHaTa 04HOCHO BO (heLiecoT, ykaxyBajkvu Ha ABOEH
naTt Ha envMuHaumja (npeky 6ybpesuTe u LpHUOT APOD).

MapmaKkoKuHemuka Kaj noeospacHume nayueHmu:

Kaj noBospacHuTe nauueHTn He e noTpebHO npunarogyBare Ha Aos3aTa LOKOSKY
BybpexHaTa yHKuMja e HopmanHa.

dapmakokMHeTuKa kaj cneunduyHn nonynauuu

DapmaKoKuHemuKa Kaj 1o803pacHu nuya:

Kaj nosospacHume nuya, He e nompebHo npunagodysare Ha do3zama Koea
b6ybpexHama yHKyuja e HopmariHa.

®apmakokuHemuka npu 6ybpexHa ducgyHKyuja:

Bps ocHoBa Ha cnopeafata Ha KiyyHuTe hapMaKkoOKWHETUYKM napameTpu Ha
30¢heHONpUaToT U3MEpPEHH No oparnHaTa ynotpeba Ha paanoakTUBHO 0GenexeHnoT
3oceHonpun-kanuuym, nauveHTute co énaro Hapymyaal-be Ha e3unTe (KIMpeHc

(anpeHc Ha KpeaTuHUHOT > 90 ml/MuH).
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Kaj nauueHTMTe CO yMEepeHo A0 TELKO HapyllyBarbe Ha OybpesuTe (KNUpPEeHC Ha
KpeaTUHWHOT 7 - 44 mi/MuH), BpauHaTa Ha enuMUHUpaKEeTo e peayunpana 3a oKkory
50% op HopmanHata. OBa ykaxyBa Ha Toa AeKa kaj oBue naumeHTn Tpeba aa ce
ynoTpebysa nornosuHa of BoobuyaeHarta no4eTHa 403a o/ NEKoT 3odhekapa.

Kaj nauveHTvTe BO TepMUHANeH cTagnym Ha zabonysare Ha OybpesuTe kou ce Ha

xemogujanusa u nepuToHeanHa aujanusa, bpauHata Ha envMuHaLmja e pegyuupaHa
Ha 25% op, HopmanHaTa. OBa ykaxysa Ha T0a Aeka kaj oBne nauneHTn Tpeba pa ce

ynoTpebysa YeTBpTUHA off BoOOM4YaeHaTa noyeTHa Ao3a oA NeKoT 3odekapa.

®apmakoKuHemuka Kaj nayueHmu co duceyHKyuja Ha upHUom Opob

Kaj naumeHTuTe co Gnara Ao ymepeHa AMCYHKLUMja Ha LpHKOT Apob, no ynotpebaTa
Ha eauHEuHa [03a PaauoakTMBHO obenexeH 3ogeHonpurn-kanuuym, Cmax W Tmax
BpeAHOCTUTE Ha 30(peHonpunaToT 6une NpuBAVXHM A0 BPeAHOCTUTE Kaj nuuata co
HopmanHa cyHKuUMja Ha LpHUOT apo6. Mefytoa, AUC BpeaHocTute Kaj uMpoTU4HUTE
nauveHT Gune okony Asa naTu noroneMu of osne BPEAHOCTH Kaj 3gpaeuTe nvua,
LWITO YKaxyBa Ha Toa [eka MHUuMjanHaTta 4osa Ha nekor 3odekapa 3a nauueHTuTe
co Bnara A0 ymepeHa XxenaTtuyka avceyHkumja, Tpeba aa Guge nonosuHa of
WHMUMjanHaTa fo3a 3a nuuata co HopmanHa thyHKLUMja Ha LpHKOT Apob.

Hema dapmMakoKMHEeTWYKU noaaToun 3a 3ocheHONpUNoT 1 30cheHonpunaToT Kaj
nauMeHTUTe CO Telwka AMCHYHKUMj@ Ha LPHUOT apo6 u 3aTtoa 3odeHonpun e
KOHTpanMHAWLIMPaH Kaj OBUE NaLmneHTw.

MpeAKNnMHUYKKU NoaaTouu 3a CUTypHOCTa Ha neKkoT

Bo CTyAuMTE 3a TOKCUYHOCT CO MOBTOPEHYU OpasHu 031 KoW Ce cnpoBefeHn Ha Tpu
BUI0BM LMLauK, edekTuTe of TPeTMaHoT Bune BornasHO OHNE KOU BooGU4aeHo ce
jaByBaar kaj AKE nHxuburopute. OgBa BKydyBa W HamanyBakbe Ha napameTpute Ha
epuTPOLMTATE, MOPACT Ha KOHLiEHTpaLujaTa Ha CepyMCKioT ypea a30T, Hamanysame
Ha TEXWHaTa Ha CPLETO U XMneprnasuja Ha jykcrarnomepynapHute Knetku LWTo ce
nojaByBa Npw 4031 3HAYUTENHO NOronemMu oA MakcMmanHo npenopaYaHuTe Jo3u 3a
nyfeto. Bo cTyauuTe 3a opanHa TOKCUYHOCT CO MOBTOPEHW A03N Kaj Kyuurba, npu
ronemn 403v AOWSOo A0 nojaBa Ha MMYHOMOLKW-NOCpeAyBaHa KpeHa avckpasmja
cneuundnyHa 3a BpcTaTa Ha Koja ce npaBeHu UcnuTyBamarta.

Bo TeKoT Ha eQHOroAulHATA CTYAMja Ha TOKCMYHOCT CO MOBTOpeHa opanHa Ao3a
u3BeAeHa kaj MajMyHu, He ce 3abenexaHn 3HaUNTeNHN NPOMEHU BO SHIVMCKATE

aKTMBHOCTM Ha uuToxpom P450.

Bo cTyauuTe Ha penpoAayKTuBHa TOKCUYHOCT, 3ocheHoNpunoT npeavssukan Ao3HO-
saBucHa pefykuuja Ha 6GpanHaTa Ha pacToT Ha noTomuute, a UCTO Taka W
HedpoOTOKCMYHOCTA U peaykuujaTa Ha nocTHatanHarta g FOONAGH, 3 HKUBOT Npw
. : [T
noau oa 90 go 270 mg/kg kaj ¢ reHepauujaTa. TpeTma &Qwﬁcbw’;j‘ig BO TEKOT
Ha BpemeHocTa Npeaussukan getanHa n pa3BojHa T/ muuTe Ha
. \
cTaopuuTe, Kako 1 embpuo- 1 heTo-ToKCUYHOCTa Ka ! pvu [o3u
TOKCWYHM 3a MajkaTa. \
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CTyAMMTE Ha reHOTOKCUYHOCT MoKaxane Aeka 30(heHONpunoT He e HUTY MyTareH
HUTY KNacTOreH.

CTyaunTe cnpoBeAeHW Kaj rmyBuUM W CTAaopuuM HE OTKpune HWUTY edeH Aokas Ha
kaHueporeHocT. Camo BO cTyaujata co rnyBuuW ce nojaBun nopacTt Ha WHUMAeHUa Ha
aTtpoduja Ha TECTUCUTE, HO KITMHNYKOTO 3Ha4YeHe Ha OBOj NoJaToK He € MOo3HaTo.

®APMALIEBTCKW OCOBEHOCTHU

INucta Ha ekcuunueHcu

Jagpo Ha TabnerarTa:

Llenynosa, mukpokpucrtanHa

JNakTtosa, MoHOXMuapaT

Kpockapmenosa HaTpuym
MarHesunym-cteapaTt

Cunuunym-guokeung, konongeH, 6essoaeH

dunm-obBrBKa Ha TabneTarta:
Xvunpomenosa
TuTaH-anokecua

Makporon 400

Makporon 6000

MHKkoMnaTuOunHocTH
He ce nosHaTw.

Pok Ha Tpaewe
3 roanHNn

HauyuH Ha yyBaH-e
Hema nocebHu Gapara 3a YyBakwe Ha NekoT

MakyBawe
3odekapg 7,5 mg, hunm obnoxeHun Tabnetu

HenocpegHoTo nakyeare e MBLY/MBAL/ANYMuHuym 6rnimctep unu
Aknap/AnymuHnym 6nuctep co 14 pum-obnoxeHn Tadbnetu.

HapBopellHOTO nakyBawe e KyTuja Ha npekron, co 2 6nuctepu og no 14 dunm-
obnoxeHu Tabnetu (BkynHo 28 ounm-obnoxeHn Tabnetu), co ynaTcTeo 3a
nauuneHToT.

SocbeKap,d 30 rﬁg, dunm obnoxeHu Tabnetu

Henocpe,qHOTo . Nnakyeame e nBL/MBAL/AnyR nnu

Axnap/AnymuHuym 6nuctep co 14 counm-obnoxeHu Ta




6.6.

HapBopelwHoTo nakyBawe € KyTMja Ha npeknon, co 2 6nuctepu og no 14 dunm-
oBnoxeHy TaéneTu (BkynHo 28 unm-o6noxeHu TabneTn), co ynaTcTBo 3a

nauueHToT.

Moce6HM MepKN Ha NPeTNa3nMBOCT 3a OTCTPaHyBak-€ Ha npousBoaoT

Hema noce6HM 6Gapara 3a KOpUCTEHe, paKyBambe U oTcTpaHyBate. CeKoj
HEUCKOPUCTEH MeAULIMHCKN NPOM3BOA WnK  OTnaaeH maTepujan Tpeba pa ce
OTCTpaHyBa BO COIMACHOCT CO JIOKarHUTE perynarnem

HOCUTEN HA OQOBPEHUETO 3A CTABAHE HA NEK BO NPOMET

BepnuH - Xemu / A. MeHapuHu MakegoHuja gooen Ckonje,
V. MeToguja LWatopos LWapno 6p.1/2-15 Ckonje - Kucena Bopaa, Ckonje,

P. C. MakepoHuja

BPOJ U JATYM HA OOOBEPEHUETO 3A CTABAHSE HA NNEK BO NPOMET
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