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Crnag:

Jitoyi peyosuHn: candesartani cilexetitum, hydrochiorothiazidum,

1 TabneTka MiCTUTb KaHaecapTaHy LnekceTuny y nepepaxysani Ha 100 % pe-
4oBuHY 16 Mr, rigpoxnopTiasugy y nepepaxysanHi Ha 100 % peyosuHy 12,5 mr;
JIOMOMDKHI PE4OBMHM: NAKT03a, MOHOTAPAT; KpOXManb KyKYPYA3SHUIA; NOBILOH
(K-30); KanbLjito KapmMenoaa; marHito cteapar; TapTpasuH (E 102).

Jlikapcbka thopma. Tabnetku.

OCHOBHI ¢hi3nKo-XiMiyHi BRACTMBOCTI: XOBTI JOBracTi ABOONYKNI TabneTkn 3
PUCKOIO NS NOAiNY 3 OBHOMO BOKY.

(bapmakoTepaneBTHyHa rpyna.

Kom6iHoBaHi npenapary inri6itopis anriorexauty Il. Kog ATX C09D A06.
Dapmakonoriyxi BacTBocTi.

DapmakoguHamika.

KanzecapraHy Lunekcetun € nponikamu, Lo LUBUAKO NEPeTBOPIOITLCA HA ak-
TUBHY PEYOBUHY — KaHAECaPTaH — LUNAXOM CKNaaHOedipHOro rigponiay nig yac
abcopOui 3 TpaBHOro TpakTy. KaHhecapTaH € CeNekTUBHUM aHTaroHicTom AT1-
PeLenTopiB aHrioTeH3uHy Il 3 MiLHUM 38’A3yBaHHAM Ta NOBINbHOK ANCOLlaLliEr
3 HUM. BiH He Mae akTUBHOCTI aroHicTa. KangecapTaH He iHribye aHrioTeHavH-
NepeTBOpIoBaNbHM epMeHT (AMD), L0 NepeTBOPIOE aHTIOTEH3WH | Ha aHrio-
TeH3WH Il Ta pyitHye Gpaaukixin. Bnnusy Ha AM® Ta noTeHLil0BaHHS GpaANKiHIHY
ab0 cy6cTauuii P Hemae. Mpu nopiBHAHHI KaHaecapTaty 3 iHribitopamn AN®
PO3BUTOK KALLMO PifLLE 3yCTPI4aBCS Y NALIEHTIB, AKi OTPUMYBAIN KAHAECAPTAH.
KaHpecapTaH He 38'A3YEThCA 3 PELIENTOPAMY iHLLUX FOPMOHIB Ta He 6110KYE iOHHI
kaHanu, sKi, K BiOMO, BiZirpatoTb Pofb y CepLeBO-CyANHHIl perynaii. AHTaro-
Hiam AT, peLienTopis Npu3BoSNUTL 40 J0303NEXHO0 NiABULLEHHS PIBHA PEHiHY
NNa3Mu, PiBHIB aHriOTEH3IHY | Ta aHriOTEH3NHY II, @ TaKOX [0 3HUKEHHS PIBHS
Nbf0CTEPOHY Y NNa3Mi KpOBi.

Bnnue kaHpgecapTaHy Lunekcetny y 1o3i 16 Mr 0AuH pas Ha 06y Ha 3aXBopto-
BAHICTb i NIETANbHICTb Bifj CEPLIEBO-CYANHHMX 3aXBOPIOBAHb BUBYANACh Y PaH-
ZI0Mi30BaHOMY KAiHiYHOMY ZOCTIMKEHHI Y NaWieHTIB NITHBOTO BiKY 3 NIETKOH 4
MOMIPHOK apTepianbHOIo rinepTensieto. MawieHTn npuiMan kangecapTaH abo
nNaueoo 3 iHWMMI iNOTEH3NBHUMMU 3aco6ami y pasi NoTpebu. ApTepianbHiui
Tick 3Huausces 3 166/90 o 145/80 mm pr. cT. y rpyni kaHaecapTany, i 3 167/90
10 149/82 MM pT. CT. y KOHTPONbHIiA rpyni. CTaTMCTYHO 3HAYYLLLOT BIAMIHHOCTI Y
KinbKOCTi 3HAYHUX CEPLIEBO-CYANHHIX ABWLL He CMIOCTEpiranocs.
linpoxnopriasug 6rokye peaécop6Lito HaTpito, FONMOBHUM YMHOM Y AUCTANbHIAX HP-
KOBVX KaHambLIAX, Ta CIPUSE BUBEEHHIO HATPito, XNOpui8 Ta Boay. HupKoBe BuBe-
[IEHHA Kanito Ta MarHito NiaBULLYETLCS 3aNEXHO Bif 031 Npenapary, Togi Ak kanbLii
peabcopoyeTbCA BibLUOK MIpOt0. [iApOXIOpTasng 3HIMKye 06'eM niasmy i No3akni-
TUHHOI PIZVHY Ta 3MEHLLYE XBUTMHHWI CEPLEBNI BUKIL i apTepianbHInid TUCK (AT).
[pv TpvBaNft Tepanii 3HIKEHNI NepUCHepUIHII ONip CTIPUSE SHIDKEHHIO AT.
KaHpecapran Ta rigpoxnopTiasing MawTb afUTUBHUIA aHTUTINEPTEH3NBHUI
echekT. Y nauieHTiB, AKi CTpaXAalOTb Ha apTepianbHy rinepTeHaito, Kacapk® H
NPU3BOAUTH 0 [0303aNEXHOr0 Ta JOBrOTPUBANOTO 3HIKEHHS AT. AHTUrinep-
TEH3WBHA aKTVBHICTb 3yMOBMEHA 3MEHLLEHHSM CUCTEMHOTO NepudepuiHoro
onopy 6e3 pechneKTOpHOro MiABULLEHHS YaCTOTH CEPLEBUX CKOPOYeHb. Hemae
iH(hopmaLii LA THXKOI a60 HAAMIPHOI apTepianbHoi rin0TeH3ii nicns npuiiomy
nepLUoi 403 npenapary a6o CUHAPOMY BiAMIHM.

Micns npuitomy pa3oBoi fo3n npenapaty Kacapk® H noyatok aHTurinepTeHams-
HOro echekTy 3a3Biyait HacTae y Mexax 2 roguH. pu NoCTiAHOMY NiKYBaHHI
HaibinbLue 3HIKeHHs AT 3 Byab-AK0K 03010 AOCATAETLCA NPOTATOM 4 TUXHIB
Ta NiATPUMYETLCA NPU AOBrOTPMBANOMY MikyBaHHi. Kacapk® H npu npuitomi 1
pa3 Ha 06y 3ab6e3neyye echeKTUBHE Ta PIBHOMIPHE 3HWXKEHHA AT npoTarom 24
TOAVH 3 HEBEMMKOIO PISHULEIO MiX MAKCUMaNbHUM Ta MiHiManbHuM edpeKTamm
npOTArOM iHTEpBany n03yBaHHs. Kacapk® H ogHakoBO eCheKTUBHUI HE3anexHO
Bif BiKY Ta CTaTi nawieHTiB.

Ha Janwii yac Hemae JaHux LOKO 3aCTOCYBAHHS KaHZeCcapTaHy uunekcetuny/
riApoxnopTia3ndy navieHTam i3 3axBOPHOBAHHAMYM HUPOK/HE(poNaTie, 3HU-
KEHHAM  (DYHKL NIBOrO  LUMYHOYKA/3aCTIAHOK CEPLIEBOI0 HEJOCTATHICTIO Ta
CTaHOM MiCns NepeHeceHoro iHapkTy Miokapaa.

DapmakokiHeTuka.

Abcopbuis Ta po3nogin.

Kanpecaprany uunekcerun.

Kanpecaptany LunekceTun € nponikamu, ski MOXHA 3aCTOCOBYBaTM Mepo-
panbHo. BiH LWBMAKO NEpeTBOPIOETLCA B AKTUBHY PEYOBUHY KaHZECapTaH Luns-
XOM CKnagHoedipHoro rigponiay nig yac abcop6uii 3 TpaBHOMO TPaKTy, MILHO
3B'A3yeTbCsA 3 AT,-peuentopamu Ta noBiNbHO Aucouiioe. A6contoTHa 6iogoc-
TYNHICTb TaBNeTKy cTaHoBUTb 40 %. CepedHs Nikoa KOHLEHTPALA y cupoBaTL
KpoBi (C,,,) AOCAraeTbCA Hepes 3-4 rofmHy nicnd npuiomy Tabnetki. KoHueH-
TpaLjii KaHaecapTaHy y CUpOBATL KPOBI 3pOCTAKOTh NIHIHO 3 MiABULLEHHAM [03
Y MeXax TepanesTU4HOi J03M.

PisHuui y chapmakokiHeTuui kaHZecapTaHy, ska 6 6yna nog’s3ana 3i CTarTIo, He
cnoctepiraeTbes. Mpuitom i He Mae CyTTEBOTO BNAWBY HA NAOLLY Nif KPUBOK
KOHLeHTpavis-vac (AUC).

KaHaecapTaH 3HayHOK MIpot0 3B'A3yeTbeA 3 Ginkami nnasmu kposi (6inblue
99 %). Buzumuii 06’eM po3nopiny kaaecaptady craHoBuTs 0,1 n/kr.
ligpoxnopriasua.

ligpoxnopTia3ug WeMaKo abcopbyeTbes 3 TPABHOMO TPAKTY 3 a6COMOTHOIO 6io-
noctynHictio 70 %. Mpuitom i nokpavye abcopbLito rigpoxnopTiasungy npu-
6n13HO Ha 15 %. BioAOCTYNHICTb MOXE 3HUXKYBATUCA Y NALIEHTIB i3 CEPLEBOID
HEAOCTATHICTIO Ta BUPXXEHUMIU HabpsKamu. 3B’'A3yBaHHA rigpoxnopTiasugy 3
NpOTeiHaMu Nna3mm KPOBi CTaHOBUTL 6a13bK0 60 %. Buaumuii 06’em po3nogi-
ny - 6nu3bko 0,8 n/kr.

Metaboniam 1a BUBELEHHS 3 OPraHismy.

Kanpecaptany uunekcerun.

KanzecapTaH, ronoBHUM YUHOM, BUBOSUTLCA 3 OPraHi3My 3 CE4eto Ta XXO0BYI0 B
HE3MiHEHOMY BUMNAGI Ta NINLLE HE3HAYHOKO MipOID — LUMAXOM MeYiHKOBOro Me-
Ta6onismy (CYP2C9). HasHi jocnimpkeHHs B3aeMOfii BKa3yloTb Ha BiCYTHICTb
BnnuBy Ha CYP2C9 ta CYP3A4. 3 ornagy Ha Zai in vitro, He 0YikyeTbCA B3a-
eMOii in vivo 3 nikapcbKumi 3aco6ami, METaboniam AKX 3aneXmTb Bif i30-
enaumi CYP1A2, CYP2A6, CYP2C9, CYP2C19, CYP2D6, CYP2E1 abo CYP3A4
uutoxpomy P450.

Mepiof HaniBeMBeAEHHS KaHAECapTaHy CTaHOBUTb MPMBAU3HO 9 roguH. Micns
npuiomy 6araTopasoBux f03 KyMyNALis npenapary B 0praxiami He Bif6yBaeTb-
cs. Mepios HaniBBUBEEHHS KaHECAPTaHy Nicns NPUAOMY KaHAecapTaHy Lunek-
CETINY Yy KOMOIHALi 3 rigpoXNopTia3naoM 3anLIaeTbCA HE3MIHEHNM.
CnocrepiraeTbes nigguenns nokastuka AUC (15-18 %) Ta G, (23-24 %)
kaHZecapTaHy npu 3acTOCYBaHHi Pa3oM 3 TiApOXNOPTIa3nEoM, ane Le He Mae
KMiHiYHOrO 3Ha4eHHs. Kpim Toro, nepef nepexooM Ha 3acTocyBanHs Kacapk® H
PEKOMEHAYETbCA TUTPYBAHHA OKPEMIX KOMMOHEHTIB. [10AaTkoBoi Kymynauii
kaHZecapTasy nicns npuiomy nOBTOPHUX L03 KOMOIHALii NOPIBHAHO 3 MOHO-
Tepanieto He BifbyBaeTbCs.

3aranbHuit  MNa3MoBWIA  KMIPEHC  KaHZecapTaHy —CTaHOBUTb  MPUOMM3HO
0,37 Mn/x8/Kr, @ HUPKOBMA KnipeHc — npubnuavo 0,19 ma/xe/kr. Hupkosa
eKCKpeLiA kaHaecapTaHy 3AiACHIOETbCS LWAAXOM AK FMOMEPYNSpHOI (inbTpa-
Ui, TaK i akTuBHOI Ty6ynApHoi cekpewii. Micna npuiiomy nepopanbHoi 1o3u
14C-Mi4eHOro KaHgecapTaHy WunekceTuny npuennaHo 26 % L03n BUBOJUTLCS
3 CEYeH0 y BUrNALI kaHaecapTaHy T1a 7 % — Y BUMAAAI HEaKTUBHOTO MeTaboniTy,
X042 Npu6AN3HO 56 % [03N BUABNAETLCA Y (DeKanisX y BUMNALI KaHZecapTaHy
12 10 % -y BUrAAAI HEAKTUBHOrO MeTaboNITy.

ligpoxnopriasug.

ligpoxnoptiasua He MeTaboni3yeTbcs i BUBOAUTLCA B OCHOBHOMY Y HE3MiHEHO-
My BUTASAI LUAAXOM FMOMEPYNAPHOI (hinbTpaLii Ta akTUBHOI TyGynApHOI Cekpewi.
KiHuesuit nepiog HanisBuBeaeHHs CTaHOBUTL 8 roguH. Mpubuaxo 70 % Fosu,
MPUARSTOI NEPOPabHO, BUBOAUTLCA 3 CEYet0 NPOTAroM 48 roauH. Mepiof Hanis-
BUBEIEHHA TIAPOXNOPTIa3ny 3anMLLAETbCA HE3MIHHIM NPU KOMOIHALLi 3 KaHze-
capTaHy uunekcerunom. Joaatkosoi Kymynavii rigpoxnoptiasugy nicns npuiomy
MOBTOPHUX [103 KOMBIHAL|ii NOPIBHAHO 3 MOHOTEPANiEto He BifOYBAETHCA.
DapmakokiHeTuKka B 0CO6/IMBIX KaTeropii nawieHTis.

Kanpecaprany uunekcerun.

V naujeHTiB niTHbOro Biky (B 65 pokis) G, Ta AUC KaHfecapTany nigsuLLeHi
npn6nuaxo Ha 50 % Ta 80 % BiANOBIAHO MOPIBHAHO 3 MONOAUMY NaLiEHTaMA.
Mpote peakuis AT Ta 4acToTa BUHUKHEHHS MOGIYHUX eCHeKTIB € OAHAKOBUMM
MicNA NPUIAOMY BCTAHOBNEHOI 40311 KaHAECAPTaHY Y MONOAMX NauieHTiB Ta na-
LiEHTIB NITHBOTO BIKY.

Y nauieHTiB 3 HUPKOBOK HEAOCTATHICTIO BiZ NErkoro 40 MOMIPHOTO CTyMeHs
TSKKOCTI MOPIBHIHO 3 MALiEHTaMI 3 HOPMaNbHOK HUPKOBOK (hyHKLieto G,
12 AUC KazecapTaHy nifBuLLYyeTbCA Nicns 6araTopasosoro NpuiAoMy 403 npu-
61130 Ha 50 % Ta 70 % BigNOBIAHO, TOAI AK NepioZ HaniBBMBEAEHHS Npenapary
3MLLAETLCA HE3MIHHMM. BignoBiaHi 3MiHM y NALEHTIB 3 TAXKOK HUPKOBOK
HEAOCTATHICTIO CTaHOBNATL Npu6AN3HO 50 % Ta 110 % BiANOBIAHO, a Nepiog
HaniBBuBeaEHHA npenapary 36inblWyeTbes y 2 pasu.

Mokaannk AUC kaHaecapTaHy y navienTi, siki nepebysatoTb Ha remogianiai, no-
Hi6HWA 10 TOrO, WO CMOCTEPIragThCA Y NALIEHTIB 3 TAXKOK HUPKOBOK Hefo-
CTaTHICTHO.

VY nauieHTiB 3 NeYiHKOBOK HEJO0CTATHICTIO Bif NErkoro 40 MOMIPHOMO CTYMeHs
TAKKOCTI CnocTepiranocs nigsuLleHHs nokasHuka AUC KanpecaptaHy Ha 23 %
B OHOMY BOCRimKeHH i Ha 80 % B iHLIOMY AOCAIMKEHHI. [J0CBIZ 3aCTOCYBaHHS
npenapary y NawieHTiB 3 THKKUM NOPYLUEHHAM (YHKLT NeYiHKu BifCyTHIM.
ligpoxnopriasua.

KiweBwit nepiop HaniBeuBeAEHHA riApoXN0pTia3ngy 36inblyeTbCa Y NaLieHTiB
3 HUPKOBOK) HEJOCTATHICTIO.

Kniniuni xapakTepucTuku.

Ioka3anns.

EceHuianbHa rinepTeH3is y OPOCHIX NALEHTIB Y BUNAAKAX, KONM MOHOTEpanis
KaHZecapTaHy LunekceTunom abo rigpoxnopTiasnzoM € HefoCTaTHbOK.

And MEANYHOIO 3ACTOCYBAHHSA

Casark H

KACAPK H
A

[inepyyTAUBICTL 10 Ait04MX PEYOBUH 260 A0 BYAb-AKOI 3 LONOMIKHUX PEYOBMH,
abo [0 noxigHux cynbainamigis (rigpoxnopTiaana € NOXigHuM cynbgaina-
Migis).

TAXKa HUPKOBA HEAIOCTATHICTb (KNipeHC KpeaTuHiHy < 30 mn/xs/1,73 M2 MNT).

TAXKa neviHKoBa HEOCTATHICTb Ta/ab0 3acTiil XOB.

Criitka rinokaniemis a60 rinepkanbuiemis.

Mogarpa.

[epioA BariTHOCTi abo royBaHHs rpyaAto.

[luTs4ui Bik fo 18 pokis.

MMauieHTam 3 LyKpOBAM ZiabeToM a60 NOpYyLIEHHAM DyHKWii Hupok (LLIK®

< 60 mn/xe/1,73 M?) npoTUNOKa3aHe CynyTHe 3acTocyBaHHA Kacapk® H 3 nikap-

ChK/MM 3aC00aMK, L0 MICTATL anickipeH (AvB. po3pin «B3aemopiq 3 iHwumu

NiKapcbKMy 3ac06amMu Ta iHLLI BUSW B3AEMORII»).

B3acmogia 3 iHLMMH RiKapcKumMu 3ac06amu Ta iHLLi BHAH B3AEMOLIA.

KniHiYHO 3Ha4yLLOi NiKapCbKoi B3aEMOAii KaHaecapTaHy 3i cnonykamm, ski mic-

TATb FiApOXNOpTiasug, BapdapuH, AUrOKCUH, NepopanbHi KOHTPALENTUBY (Taki

K ETUHINECTPAZI0N/NeBOHOPrecTpen), ribeHKkNamig Ta Hiesuni, He BuABNe-

HO.

[HWi aHTUrinepTeH3NBHI 3aC06M MOXYTb NOCWMIOBATIA AHTUTINEPTEH3UBHII

echekT Kacapk® H.

MoXHa 04ikyBaTi, L0 3MEHLUEHHS PIBHSA Kanito, WO XapakTepHo Ans rigpo-

XnopTiasugy, NOCUNKETLCA IHLMMYU NIKAPCbKUMK 32C00aMK, LU0 ACOLLiKOKTLCA

3 BTPATON Kanito Ta rinokaniemieto (Hanpuknag iHWuMu Kaniisoepiratyumu

LiypeTukamin, nocnabnosanbHUMI 3aco6amm, am@oTepuuMHoM, KapGeHoKCo-

NIOHOM, MeHiLniHoM G Harpito, NOXiAHUMM CaniLNoBOi KUCAOTH).

[locsig 3acTocyBaHHs iHWMX Nikapcbkiux 3ac06is, o BnanBatoTh Ha PAAC,

NpUNycKae, Wo cynyTHe 3acTocoByBaHHsa Kacapk® H i3 kaniit36epiratymmm

niypetukamu, Kanieumu fo6aBkamu, 3amiHHUKamin Coni, Lo MICTATb Kanii,

260 iHWKMN NiKapcbkumi 3aco6amu, SKi MOXYTb MiABMLLMTY PiBEHb Kanito

(Hanpuknag 3 renapuHOM), MOXe NPU3BECTU 4O MiABULLEHHS PIBHA Kanlilo B

CUPOBATLY KPOBI.

linokaniemis, cnpuyMHeHa AiypeTukamu, Ta rinomarHiemia CnpusioTb MoTeH-

LilHAM KapaioTOKCUYHUM eeKTaM MiKO3WAIB AuriTanicy Ta npoTUapuTMivHmX

3aco6iB. pu ofHOYacHOMY 3acTocyBaHHi Kacapk® H i3 uumu nikapcbkumu

3ac06amin PeKOMeHAyeTbCA NPOBOAMTI NEPiOANYHMA MOHITOPUHT PIBHA Kanito

CUPOBATKM KPOBI.

PekoMeHaYETLCA MOHITOPUH PiBHS Kanito B cpoBaTLi kpoBi, Ao Kacapk® H

MPU3HAYATY OFHOYACHO 3 TAKMMY NIKAPCHKVMIN 3aC06aMI1, A TAKOX 3 HACTYMHU-

Ml NiKapCbKUMK MpenapaTtamu, Lo MOXyTb CNpU4UHUTY torsades de pointes

(napoKcuamanbHy LWNYHOYKOBY TaxiKapzito TUNy «mipyer»):

- AHTUaPUTMi4Hi 3aco6yn Knacy la (HanpuKnaz XiHigwH, riAPOXIHiANH, an3onipa-
wig);

- aHTUapUTMi4Hi 3ac06m Knacy Il (Hanpuknag amioapoH, cotanon, AoceTunig,
ioyTUnia);

- JeAKi aHTUNCUXOTUYHI Mpenapatu (Hanpuknag TiopudasuH, XNopnpomMasmH,
NIeBOMENPOMA3IH, TPUCDTOPNEPa3H, LiaMeMasuH, Cynbmipig, CynsTonpug,
amicynbnpng, Tianpug, NMMo3ng, ranonepugon, Aponepuaon);

- [HwWi nikapcbKi 3aco6u (Hanpuknag Genpupun, Lusanpug, Avdemanin, epu-
TPOMIUMH NS BHYTPILUHBOBEHHOTO 3aCTOCYBAHHA, rano(haHTpUH, KeTauce-
PUH, Mi30M1aCTUH, NEHTaMiAMH, CNapgnoKcaLmnH, TeptheHaanH, BiHKaMiH Ans
BHYTPILLIHbOBEHHOTO 3aCTOCYBAHHS).

Moxnuse 060pOTHE NiABULLEHHS PIBHS NiTi0 B CUPOBATL KPOBI Ta iOr0 TOKCHY-

HOCTI Mifl 4ac 0AHOYACHOQ 3aCTOCYBAHHS iTito 3 iHribiTopamu AND a6o rigpo-

Xn0pTiauaoM. Mogi6HMi echeKT MOXKe BUHIKHYTIA 3 aHTArOHICTaMu peLenTopis

aHriotexamy Il (APA 1), i, 0TXe, npu 0ZHO4ACHOMY 3aCTOCYBaHHI PEKOMEHAY-

€TbCS PETENbHYIA MOHITOPUHT PIBHA NITit0 B CUPOBATLY KPOBI.

Mpw 0fH04acHOMy 3acTocyBaHHi APA Il 3 HeCTepOigHMMM NPOTU3aNanbHUMIA 3a-

cobamu (HM33, Hanpuknag cenekTusHuMK iribiTopamin LIOT-2, aueTuncaniuu-

NI0BOIO KMCNOTOHO (> 3 1/eHb) Ta HecenekTveHuMM HI33) Moxe Big3Havatmcs

nocnabneHHs rinoTeH3MBHOI0 eqeKTy.

K i npu 3acTocysanHi iribiTopia AM®, ogHo4acHe 3actocysaHs APA Il 3 HM33

MOXe 36iMIbLUMTI PU3NK PO3BUTKY HUPKOBOI HEAOCTATHOCTI, BKNKOYAK0UM rOCTRY

HUPKOBY HEJOCTATHICTb, @ TaKOX 30iMbLUEHHS PIBHIB Kanito CUPOBATKM KPOBI,

0C061BO Y NALEHTIB 3 NOPYLLEHHAMY (DYHKLLT HUPOK B aHamHe3i. [JaHy Kom6i-

HaLito Cnif 3aCTOCOBYBATH 3 06EPEXHICTI0, 0CO6ANBO Y NALIEHTIB NITHBOTO Biky.

[aLieHTV NOBUHHI OTPUMYBATYW OCTATHIO KINbKICTb PiAMHM, & TaKOX CNif Bpa-

X0BYBATU HEOOXIZHICTb MOHITOPUHTY (DYHKLIi HUPOK MicAs NOYaTKy CynyTHbOI

Tepanii Ta nepioAv4HOro MOHITOPUHIY 3rofoM.

HM33 3MeHLIYIOTb JiypeTuyHiA, HaTpillypeTMYHA Ta aHTUriNepTeH3VBHI

e(heKT rigpoxnoptiasugy.

XonecTunon a6o xonecTupamii 3MeHLLYHTb a6COP6Lto ripoxnopTiasugy.

[iApOXNOpPTia3ng MOXe NOTEHLitBATA e(IEKT HEMONApU3YIOYMX PenakcaHTiB

CKeNETHIX M'A3IB (HaNpUKNag Ty60KypapuHy).

Tia3naHi fiypeTuKM MOXYTb NiABULLYBATI PiBHI KanbLito CHPOBATKM Yepes 1oro

3HIKEHe BUBEAEHHS. [pu MpU3HaYeHHi Kanbuieux [06aBok ab6o BitamiHy D

HE0OXiSHO CTEXUTYU 33 PIBHAMY KanbLyil B CUPOBATLL KPOBI Ta BIJNOBILHO KO-

purysat fosy.

Tiasnan MoxyTb nocunioBaty rinepriikeMivyHni ediekt B-6nokaropis Ta fia-

30Keuy.

AHTUXONiHePrivHi npenapary (Taki sk aTponiH, 6inepuaeH) MOXyTb NiasuLLyBaTi

6i00CTYNHICTb AiypPETUKIB Tia3WAHOI0 TUMY, 3HIKYIYM MOTOPMKY LYHKOBO-

KWLUIKOBOrO TPAKTY Ta LWBMAKICTb CMOPOXHEHHS LUNYHKA.

Tia3nan MOXyTb MiABULMTA PU3NK NOBIYHUX ECDEKTIB, CIPUYMHEHNX aMaHTa-

IVHOM.

Tia3nan MOXyTb 3MEHLLYBATU HIPKOBE BUBELEHHS LIUTOTOKCUYHIX Npenaparis

(Takux K LMKnochoceamif, METOTPeKcar) Ta NoTeHLitBaTI ixHi Mienocynpe-

CUBHI eeKTI.

MoxHa 04ikyBaTy, LU0 3MEHLLEHHS PIBHS Kanito, L0 XapakTepHo Ana rigpo-

XNOpTiaauay, NOCUMIOETLCA IHWMMM NIKApCLKUMM 3aC06aMK, L0 aCOLII0TbCS

3 BTPATO0 Kanito Ta rinokaniemieto (Hanpuknag ctepoifamu, aapeHoKopTUKo-

TPONHUMU FOPMOHAMM).

(OpHoYacHmit npuitoM ankoronto, 6ap6itypatie a6o aHeCTETUKIB MOXe Cnpuyy-

HUTI NOCTYPaNbHY riN0TeHsito.

JIiKyBaHHS Tia3aHUMK SiypeTAKaMu MOXe NOripLUMTU NEePEeHOCUMICT FMHKO-

31, Moxe BUHUKHYTM NOTpe6a y KOpUryBaHHi 4031 NPOTUAIaBeTYHIX 3aC06iB,

BKITH04AK04M IHCYMIH.

MeTchopMmiH cnif npusHa4ati 3 06EPEXHICTIO, OCKINbKI MiABMLLYETBCA PUIMK

NaKTaLMA03y, CPUYMHEHOT0 MOXNBOKO (DYHKLIOHANbHOK HUPKOBOK HEAo-

CTATHICTIO, NMOB’A3aHOK0 3 FiAPOXNOPTIa3NZ0M.

[igpoxnoptiasuz MOXe CpUYUHUTI 3HIKEHHS PeaKLii apTepiil Ha NPECOpHi ami-

Hi (TaKi SK aapeHanin), ane Ub0ro HeAOCTATHbO ANS BUKMIOYEHHS NPECOPHOTO

echexTy.

[iapoxnopTiaang Npu 0JHO4ACHOMY 3aCTOCYBAHHi 3 O[0BAHOK) PEHTTEHKOH-

TPACTHOK PEYOBIUHOIO B BUCOKMX F03aX MOXE NiABILLYBATY PUNK FOCTPOI HUP-

KOBOi HeI0CTaTHOCTI.

[p1 0ZHO4ACHOMY NPU3HAYEHHI 3 LUKNOCMOPUHOM MOXE MifBULLYBATUCA PU3MK

rinepypuKkemii Ta ycknagHeHb Ha 3pasok noarpy.

(0pHoYacHe 3acToCyBaHHA 3 6aknodeHoM, amichoCTUHOM, TPULMKAIYHAMI aHTH-

[ZenpecaHTamin abo HeiponenTiukamn MOXe NPU3BECTI O NOCUNEHHS FiNOTEH-

3UBHOrO eCOEKTY | CNPUYMHITY apTepianbHy rinOTEH3It.

3riHO 3 JaHUMI KRiHiYHIX JOCTIMKEHb, NOABIAHA 6/10Kafja PEHiH-aHIi0TEH3NH-

anbaocTepoHoBoi cuctemin (PAAC), L0 BUHIKAE B Pe3ynbTari KOMBIHOBAHOMO

3acTocysanHa iHribiTopis AMN®, 6nokaropis peuentopis aHriotensuHy Il a6o
anickipeHy, NoB’a3axa 3 GiflbLL BUCOKOKD 4ACTOTOH) BUHUKHEHHS NOGIYHMX echek-

TiB, TaKiX fIK apTepianbHa rinoTeHsis, rinepkaniemis i 3HIKeHHS MYHKLT HUPOK

(y TOMY YnCAi FOCTPOI HUPKOBOT HEAOCTATHOCTI), MOPIBHAHO i3 3aCTOCYBAHHAM

0fHOr0 Nikapcbkoro 3aco6y, Lo Bnausae Ha PAAC (avs. posginu «[lpoTunoka-

3aHHs», «0cO6MBOCTI 3aCTOCYBAHHS»).

Mpuitom i He BNAMBAE Ha BiOROCTYNMHICTb KaHaecapTaHy. KNiHiYHO 3Hadywoi

B3AEMOi MiX TiApOXNopTia3naom Ta Keto Hemae.

Oco6nnBocTi 3acTOCYBAHHA.

[MogBiiiHa 6710Kajia pPeHiH-aHrioTeH3NH-abA0CTePOHOBOI cuctemu (PAAC)

ICHYIOTb fjaHi NP0 Te, L0 CYNYTHE 3aCTOCYBaHHSA iHribiTopi AN, aHTaroHicTis

PELENTOpiB aHrioTeH3uHy |1 a6o anickipeHy NifBuLLYE pU3NK PO3BUTKY apTepi-

anbHOT rinoTeHsii, rinepkaniemii Ta 3HKEHHS YHKLIT HUPOK (Y TOMY Yuchi ro-

CTPOI HUPKOBOI HEJOCTATHOCTI). B pe3ynbTari BuyKkae nopiiiHa 6nokaga PAAC,

came TOMy KOMGIHOBaHe 3acTOCyBaHH iHriiTopis AT®, 6nokatopis peLentopis

aHrioteHawHy Il a60 anickipeHy He peKOMeHAYETbCs (anB. po3ainy «B3aemogis 3

IHLLIMMY NiKapCKUMK 33C00aMM Ta iHLLI BUZN B3AEMOSiI»).

AKL0 a6CONOTHO HeobXiaHe 3acTOCYBaHHS Tepanii noagiiHoi 6nokaaw, ii cnia

NPOBOAUTY TiNbKK Nif HAMAZOM (haxiBUA i 33 YMOBYU 4acTOr0 PETENbHOMO

KOHTPOMO (DYHKLT HUPOK, PIBHS ENIEKTPONITIB Ta apTepianbHOro TUCKY. MavjieH-

Tam 3 1iabeT4HOK HehpONaTiErD He CAif OAHOYACHO 3aCTOCOBYBAT iHTIBITOPK

AN® i 6nokatopy peLenTopis aHrioTeHamHy Il.

BaritHicTb.

CneujansHux gocnimkeHs npenapaty Kacapk® H y nepioa BaritHocTi ao roay-

BaHHS rPYAAI0 He MPOBOAMAOCA. BnMBYM NOB'A3aHi 3 BNNMBAMU OKPEMUX KOM-

MOHEHTIB Npenapary.

Po3nounHaty nikysanHs APA Il y nepiog BaritHOCTI He cnid. OkpiM Bunagkis,

konu Tpueane NikysaxHs APA Il BBXAETbCA HEOOXIAHUM, NALIEHTKM, SKi nnaHy-

f0Tb BariTHICTb, MOBUHHI NEPEATI HA ANbTEPHATUBHI aHTUriNEPTEH3NBHI 3aC06M,
3aCTOCYBAHHA AKX € 683MEYHIUM Y NePioz BAriTHOCTI. Mpu BUSBIEHHI BariTHOCTI

CAifl HEraitHo NPUNUHUTY NIIKYBAHHS | Y Pasi HEOOXIZHOCTI po3noyaTy anbTepHa-

TUBHE NiKYBAHHA (BVB. PO3AinK «[IPOTUNOKa3aHH:» Ta «3acTOCYBaHHS Y Nepiof

BAriTHOCTI 260 rOAYBAHHS IPYALI0»).

3actocysanHs APA Il npoTvnokasaHe y nepiog BaritHocTi. lpu giarHocTyBaHHi

BariTHOCTI NPUIOM npenapary CNig HeranHo NPUNUHUTK. Tpu HeoOXiAHOCTI CNig

NPU3HA4ATI ANLTEPHATUBHY Tepanito (41B. po3ain «3acTocyBaHH: y Nepiog Ba-

FiTHOCTI 260 rOZYBaHHA rPyAAI0»).

JHLLI aHTUTINEPTEH3UBHI TIKAPCbKI 3aC00M.

EdhekT 3HIKeHHS apTepianbHOro TUCKY Npy 3acTocyBaHHi npenapary Kacapk® H

MOXe GyTI MOCUNEHNIA CynyTHIM 3aCTOCYBAHHAM IHLUMX aHTWTiNEPTEH3UBHIX

TiKapCbKX 3aco0iB.




HupkoBa He[oCTaTHICTS.

Lliin kateropii nawieHTiB 6aaHo 3acTOCOBYBATI METAbOBI AiYPETUKM, A HE Tia-
aum. Mpw 3acTocysaxi npenapary Kacapk® H naigHTam 3 HUPKOBOK Hepo-
CTaTHICTIO PEKOMEHAYETbCS NEPIOANYHIN MOHITOPUHT PIBHIB Kanito, KpeaTuHiHy
Ta CE40BOI KMCNOTY B CMPOBATL KPOBI.

ToaHcnnanTawis HUPOK.

Hemae nocBiny 3acTocyBaHHs npenapaty Kacapk® H navjienTam, siki HeLL0aBHO
NEPEHECN TPAHCTINAHTALIII0 HIPOK.

CTeH03 HnpKoBoI apTepi.

[HWi nikapcbki 3aco6u, o BnauBaoTh Ha PAAC, Hanpuknag, iHribitopu AMD,
MOXYTb NifBMLLYBATH PiBEHb CEYOBUHM Ta KPEATUHIHY CUPOBATKM KPOBI Y na-
LieHTiB 3 6inatepanbHiiM a0 MOHOMATEPanbHIM CTEHO30M HUPKOBOI apTepii.
Mogi6Huit eCheKT MOXHA 04ikyBaTv npu 3acTocyBaHHi APA .

3meHwenns OLK.

Y nauienTis 3i 3meHiweHHsaM OLIK Ta/a60 rinoHaTpieMieto MOXe BUHUKHYTH CuMN-
TOMATUYHA FiNOTEH3IA, AK | NPK 3aCTOCYBAHHI iHLLWX 3aC06iB, LU0 BNANBAIOTb HA
PAAC. Tomy He pekomeHzyeTbes 3actocoByBati Kacapk® H, noku OLIK He 6yze
CKOPUTOBAHMIA.

AHecTesis Ta Xipypri4Hi BTDYYaHHS.

Y naujenTis, Aki ofepxyloTb nikyBanHs APA Il, apTepianbHa rinoTeHsis Moxe
PO3BUHYTHCA Nifl Yac aHecTeaii Ta xipyprivHux BTPy4aHb Yepe3 6nokaay PAAC. Y
MOOAVHOKIX BUNAZKAX apTepianbHa rinoTeH3is MOoXe 6YTU HACTINbKN TAXKOH,
L0 MOXe BUHMKHYTW NOTPe6a 3aCTOCYBAHHS i30TOHIYHMX COMbOBIX PO3YMHIB
BHYTPILUHbOBEHHO Ta/ab0 Ba3oNpecopis.

[TeyiHKOBA HEAOCTATHICTS.

Tiaauan cnig 3 066PEXHICTIO 3aCTOCOBYBATY MALiEHTaM 3 MEYIHKOBOK HeJo-
CTATHICTI0 260 3 NPOTPECYHO4MIA 3aXBOPHOBAHHAMY NEYiHKM, OCKINbKN HEe3HA4HI
3MiHU BOZHO-ENEKTPONITHOrO 6anaHcy MOXYTb CPOBOKYBATU NEYiHKOBY KOMY.
KnikiyHoro ocBiny 3acTocyBaHHA npenapary nauieHTam 3 neviHkoBoK Hefo-
CTaTHICTIO HEMae.

CTeH03 aopTu abo MITPanbHOro Knanawa, 00CTPYKTUBHA rinepTpoghiyHa kapai-
omionaris.

K | npu 3aCTOCYBAHHI IHLUIMX CYAMHOPO3LLMPIOBANbHIX 3aC06iB, HEOOXIAHO AO-
TPUMYBATUCA 0COBNMBOI 00EPEXHOCTI NP NiKYBAHHI NALIEHTIB 3 reMOZMHAMIY-
HO 3Ha4yLLM CTEHO30M a0pTi a6 MITPANbHOTO KNnanaHa abo 06CTPYKTUBHOK
rinepTpoivHOK Kapaiomionatieto.

[TepBuHHMI rinepansA0CTEPOHI3M.

MauieHTn 3 NepBUHHIAM FiNepanbAOCTEPOHI3MOM 3a3BMYall He pearyloTh Ha aH-
TUrinepTeH3mBHi NikapcbKi 3aco6y, o AitoTb WASXOM npurkiveHHs PAAC. Tomy
3aCTOCYBaHHA Npenapary TakiM NawieHTam He PekOMEHLYEThCA.

[TopyLLIeHHS ENEKTPOMITHOrO 6anaHcy.

AK iy 6yab-AKIX NauieHTiB, SKi OfePXYIOTb Tepanito AiypeTukami, Yepes Bif-
NOBIfHI iHTEpBANK Yacy cnif NPOBOAMTI NEPIOLNYHE BU3HAYEHHS ENEKTPONITIB
CIPOBATKM KPOBI.

Tiasnan, BKIOYK0UM rigpoxnopTia3nd, MOXYTb CPUYUHUTIA MOPYLUEHHS BOA-
HOro a6o enexkTPONITHOro 6anaxcy (rinepkanbLiemito, rinokaniemito, rinoHarpie-
Mito, FinOMarHiemito Ta rinoxnopemiyHuit ankanos).

TiasnaHi JiypeTinku MOXYyTb 3HUXYBATIA BUBEJEHHS KaNbLlito 3 CEYEt0 Ta Cripuyu-
HATU MUHYLLE T HE3HA4YHE NIABULLEHHA PIBHS KaNbLLitO Y CUPOBATLY KPOBI.
MomiTHa rinepkanbLieMis MOXe 6yTH 03HAKOK NPUXOBAHHOTO rinepnapaTupeo-
3y. [1o npoBe/eHHs nepesipkin (YHKLi NapaiuToBMAHOI 3203 3aCTOCYBAHHS
Tianaie CAig NPUNMHATA.

ligpoxnopTiasna 40303aNeXHO NOCUAIOE BUBEAEHHS KaNilo 3 CeYelo, L0 MOXe
Np13BeCTI 40 rinokaniemii. Lieit echekT rigpoxnopTiasngy MeHL BUPAKEHWI Npu
3aCTOCYBaHHI /0ro B KOMGIHALi 3 kaHaecapTaHy LUNeKceTnoM. Puauk rinoka-
niemii MoXxe OyTi NiABMLLEHAM Y NALEHTIB 3 LMPO30M MEYiHKN, 3 MOCUAEHNM
Ziype3om, 3 Hel0CTaTHIM NepopanbHIUM NPUAOMOM eEKTPONITIB Ta Y NaLieHTiB,
AKi 0ZePXYHOTb CYNYTHIO Tepanito KOPTUKOCTEPOiZamin a60 apeHOKOPTUKOTPON-
HIUM TOPMOHOM.

Cnuparoymch Ha 0CBIA 3aCTOCYBAHHS iHLIAX NiKapCbKMX 3ac06iB, L0 BMNMBA-
toTb Ha PAAG, cynyTHe 3acTocyBatHs Kacapk® H Ta Kaniit36epiratouux fiypetu-
KiB, KanieBix LO6ABOK 4¥ COMbOBMX 3aMiHHMKIB 60 iHLIX 32C06iB, LLO MOXYTb
MiABULLMTI PiBEHb KamTito Y CUPOBATL KPOBI (HANpUKaZ renapuy), Moxe npu-
3BECTY [0 MiABULLEHHS PIBHSA Kanito B CMPOBATLY KPOBI.

JlikyBaHHs iHribitopamin ANI® a60 APA |l Moxe CpuiuHUTI rinepkaniemito, 0C0-
6n1BO NPy HAsABHOCTI CEPLIEBOI HEA0CTATHOCTI Ta/abo HUPKOBOI HEAOCTATHOCTI.
Tiaguau NigBULLYIOTL BUBEAEHHA MArHilo 3 CeYeto, L0 MOXe NpU3BecTH Ao ri-
nomarHiemii.

Brnue Ha MeTabosiam Ta eHOKPUHHY CUCTEMY.

JliKyBaHHS Tia3uZHUMu LiypeTKaMu MOXe NOPYLUIMTI NEPeHOCUMICTb MOKO-
3n. Moxe 3HagoBUTUCH KOPUTyBaHHS [O3YBaHHA NPOTUAIabETMYHUX 3ac06iB,
BKI0YaK04M iHCYMiH. Mig yac Tepanii Tiaangamn MoXe NpOSBUTUCH NATEHTHUI
LyKPOBWIA fiabeT. 3 Tepanieto Tia3ngHUMu AiypeTukamin acowitoBanocs nigsu-
LLIEHHS piBHIB X0NeCTepUHY Ta TpUrniLepuais. Mpote npu Zo3i rigpoxnoptiasuay
12,5 Mr, o MicTUTbCA Y Npenapari, No6ivHi echexTh MiHiManbHi abo ix Hemae.
Tia3nHi BiypeTuku NigBULLYIOTh KOHLEHTPALI Ce40BOI KUCNOTU Y CvpoBaTL
KpOBi Ta MOXYTb CNPOBOKYBATI PO3BUTOK NOAAIPH Y CXUMbHUX A0 Hei NaLlieHTiB.
CBITROYyTNBICTH

M1ig yac Tepanii Tia3uaHUMK AiypeTUHAMU Bif3Ha4anuUCs BUNAAKKM NOSBY peakLii
CBITAOYYTAMBOCTI. TP BUHUKHEHHI peakLii CBITNOYYTANBOCTI PEeKOMEHL0BAHO
NPUNUHATI TiKyBaHHA. AKLLO € HEOOXIAHICTb 3HOBY MPU3HAYUTI [iyPETUKIA,
PEKOMEH[I0BAHO 3aXUCTUTK BPa3NuBi AINSHKY Bif BNAUBY COHUA a60 LKepen
LUTYYHOrO ynbTpachionety.

3ararnbHi Bifomocri.

V nawieHTis, YU CYSUHHIIA TOHYC Ta DYHKLIS HUPOK 3anexartb NepesaxHo Bif
akTueHoCTi PAAC (Hanpuknag, nauieHTyt 3 THKKOK 3aCTiliHOK0 CEpLEeBOI Hedo-
CTATHICTIO 260 i3 3aXBOPHOBAHHAMY HUPOK, BKJTHO4AK04M CTEHO3 HUPKOBOI apTe-
pii), NiKyBaHHS HLLMMW NiKApCLKMMM 3aC00aMK, LLIO BNAMBAIOTH HA LD CUCTEMY,
acoLitoBanocs 3 rocTpoK apTepianbHOl rinoTeH3ien, azotemieto, onirypieto
a60, 3pifKa, 3 FOCTPOK0 HUPKOBOKO HEAOCTATHICTH0. MOXNMBICTb MOAIGHMX edhek-
TiB HE MOXHA BIKNK04ATK U 3acToCyBaHHi APA Il.

Ak iy Bunaaky 3 6yab-AKUMIA iHLIMMI aHTUTINEPTEH3UBHUMIA NpenapaTamu, Haf-
MipHe 3HIKeHHs AT y nauieHTiB 3 ilWeMIYHOK KapgionaTiel abo iLwemivHuMmn
Liepe6poBackynspHIMU 3aXBOPIOBAHHAMYU MOXE NPU3BECTU [0 iH(APKTY Mio-
kapaa abo iHcynbTy.

Peakuii rinepyytnusocTi fO rigpoxnopriasugy MOXYTb BUHUKHYTIA Y NaieHTIB
3 260 663 aneprii, 411 6POHXIANbHOI aCTMU B aHaMHe3i, NpOTe BinbLL IMOBIPHI Y
NaLieHTiB 3 TaKUMM 3aXBOPIOBAHHAMY.

MoxnuBe 3arocTpeHHs abo akTUBaLis CUCTEMHOTO YePBOHOT0 BOBYaKa Npv 3a-
CTOCYBAHHI Tia3UAHNX AiypeTuKis.

Mpenapar MiCTUTb NaKTO3y AK JOMOMDKHY PE4OBUHY, TOMY /Or0 He Cnig npu-
fiMaTiA naujeHTam 3 pigKicHAMM CNAZKOBUMM CTaHAMM HENEpPEHOCMMOCTI ranak-
T03M, NaKTa3HoI HegocTatHocTi Jlanna a6o ManbabcopOLIi rMIOK03u-ranakToau.
lpenapar MiCTUTb TapTPa3H, TOMY MOXE CIPUYMHIATY BIUHUKHEHHS aneprivHmux
peakLin.

3actocyBaHHs y nepiog BariTHoCTi a60 rofyBaHHs rpyaako.

BariTHicTs.

[CHYI0Tb [iyXKe 0OMeXeHi JaHi o0 3acTocyBaHHs Kacapk® H BariTHuM XiHkam.
Linx faHmx HepsocTatHbo, W06 3p06UTM BUCHOBKM LLOAO MOTEHLIAHOMO pu3u-
Ky 4ng nnoda, AKILO npenapar 3acTocoysatiA nig yac | Tpumectpy. Y niogen
N1070Ba HUPKOBA Nepdy3is, AKa 3aneXuTb Bif PO3BUTKY PEHiH-aHTiOTEH3NH-
aNb/0CTEPOHOBOI CUCTEMM, NOYUHAETLCA Y Il TpUMECTpi. OTXe, pU3KK Ans nnopa
niaBuLLYeTbeS, sKWo npuiimary Kacapk® H nig vac Il a6o Il Tpumectpis Barit-
HocTi. 3acTocyBanHs npotarom Il i lll TpuMecTpiB BariTHOCTI NikapcbKux 3ac06iB,
L0 JitoTb 6€3M0CEPeaHbO Ha PEHIH-aHTIOTEH3MHOBY CUCTEMY, MOXE CNPUYUHM-
TV LUKOAY NNOAY T HOBOHAPOMKEHOMY (FiNOTEH3IK0, HUPKOBY AMCKYHKLtO, 0ni-
rypito Ta/abo aHypito, ONirorigpamHioH, rinonnasito Yepena, 3aTpUMKY BHYTPILL-
HbOMATKOBOr0 PO3BMUTKY) Ta NETaNbHMiA HacigZok. Onucani Bunaaky rinonnasii
Nereis, aHOManii 06711445 Ta KOHTPAKTYP KiHLiBOK. [lOCTIKEHHA Ha TBapUHaX
i3 3CTOCYBAHHAM KaHAeCAPTaHy LUNEKCETNY NPOJEMOHCTPYBAMM YLIKOMKEH-
HSl HMPOK Y NN0Ja NPOTArOM Mi3HiX TEPMIHIB BAriTHOCTI T2 HOBOHAPOLKEHMX.
Llei mexaHism BBXAETbCA (hapMakonoriyHo ONOCEPEAKOBAHUM Yepes3 BB Ha
PEHiH-aHriOTEH3IH-arbJ0CTEPOHOBY CUCTEMY.

AHTAroHICTI PeLENTOPIB aHrIOTEH3NHY |
Kacapk® H npoTinokasaHo 3acTocoByBaT BariTHUM a60 XiHkam, ki nnaHytTh
3aBAriTHITIA. AKLLO Nig Yac NikyBaHHs Npenaparom MiaTBepMKYETbCA BAriTHICTb,
0ro 3acTOCYBaHHA HEOOXIBHO HEraitHo MPUMMHWTIA | 3AMIHUTY IHLLKM fikap-
CbKIMM 3aC060M, SO3BONEHIM AN 3aCTOCYBAHHS BariTHUM.

ligpoxnopriasug

ligpoxnoptiasud NpOHUKAE Kpi3b nnaveHTapHuit 6ap’ep. Ha nigctasi hapma-
KONOriYHOr0 MexaHiamy Aii rigpoxnoptiasuy #oro 3actocysanHsa npotarom Il
Ta Il TpUMecTpiB BAriTHOCTI MOXeE NOPYLIMT (DETONNALIEHTAPHMIA KPOBOOGIr Ta
MOXeE CPUYUHUTY TaKi (heTanbHi Ta HeOHaTaNbHI YCKNALHEHHS AK XOBTAHULA,
MOPYLUEHHS eNeKTPONITHOrO 6anakcy Ta TPOMOOLMTONEHIS.

He cnif 3acTOCOBYBATY TiAPOXOPTIa3ng Npu recTawiiiux Habpakax, recrauin-
Hiil rinepTeHsii y BariTHUX a60 Npe eKNamncii y 38'43Ky 3 PUUKOM 3MEHLUEHHS
006’eMy nnasmu Kposi i po3suTKy rinonepdpysii NaueHTy i BIACYTHICTIO Oyab-
AKX NO3UTUBHUX eIEKTIB 400 Nepediry 3axBOPHOBAHHS.

He cnig 3actocosysatu rigpoxnopTiasud npu ecexuianbHiin rineprensii sarir-
HIIM, 32 BUHATKOM PiZKWMX BIANAJKiB, KONM ANS TaKWX NALiEHTIB HEMae iHLLOrO
IbTEPHATUBHOIO MTiKYBaHHS.

TonyBaHHs rpyaat.

HeBigomo, i NPOHIKAE KaHAecapTaHy LMAEKCETUN Y MOMOKO, ane 4Yepes Ha-
SIBHICTb MOTEHLAAHOT HebaxaHoi Aii Ha rpyaHux HemoBnsT Kacapk® H e cnip
3aCTOCOBYBATY Y NEPiOA rOfyBaHHS PYLAL0.

3patHicTs BNMBATY HA LIBUAKICTb PEAKLIT MPY KEPYBAHHI aBTOTDAHCMOPTOM 460
[HLLIAMM MEXaHi3Mamu.

Bnnue npenapary Ha 3aTHICTb KepyBaTu aBTOTpaHCNopToM abo po6oTi 3
iHLUMMU MEXaHi3MamMi He BUBYABCS, MPOTE, BPAXOBYH4M (hapMaKoAMHaMiYHi
BNACTMBOCTI KaHAecapTaHy, BMAUB ManoiMoBipHUA. TIpi KepyBaHHi aBTo-
TpaHcnopTom abo po6oTi 3 iHLWUMU MeXaHi3MaMu Cnif 6paTy [0 yBaru MOX-
NMBICTb BUHMKHEHHS apTepianbHOi rinoTeHaii nig yac nikyBaHHs npenaparom
Kacapk® H, sika moxe CynpoBoKyBaTMCA 3anamMopO4EHHSAM Ta MiABULLEHOK
BTOMMOBAHICTHO.

Cnoci6 3acTocyBaHHs Ta JO3H.

Llo3yBaHHs.

PekomeHzoBaHa noyaTkoBa Ta 3BMYaiiHa MiATPUMYOYA Zo3a npenapary Ka-
capk® H ctanoButb 16 Mr/12,5 mr (1 Tabnetka) Ha 06y.

Tepanito cnig Kopurysar BianoBiZHO [0 PeaKLii apTepianbHOro TUCKY.
MakcuManbHui aHTUriNepTEH3NBHIA eOEKT LOCArAeTbCA BNPOJOBX 4 TUXHIB
Bifl M0YATKY NiKyBAHHS.

Mepen nepeBefieHHAM nauieHTa Ha Kacapk® H 103y KaHaecapTaHy LMnekceTuny
CIify TUTPYBATH 3 ypaxyBaHHam AT.

Tpw KNiHIYKIA QOLINHOCTI MOXNMBO PO3INAAATM NPSAMUIA Nepexif 3 MOHoNpe-
naparis Ha kom6iHoBaHwii npenapat Kacapk® H.

3acTocyBaHHs.

Mpenapat Kacapk® H cnig npuitvatia 1 pa3 Ha 100y He3anexHo Bif npuitomy ixi.
biogoCTyNHICTb KaHAECAPTAHY He 3aNeXwTb Bif NPUIAOMY iXi.

BiacyTHI AaHi CTOCOBHO KNIHIYHO 3HAYYLLOrO 38'A3KY MiX FipOXN0pTia3naom 1a
NPUAOMOM XK.

[TayieHT NiTHBOrO BIKY.

KopuryBaHHs no4aTkoBOi 403V NaLjieHTam NiTHbOTO BiKY He NOTPi6He.

[1auieHTn 31 3MEHLLEHHAM 06°EMy LmpKymior4oi kposi (OLIK).

[lns navjienTis, y AKuX iCHye puanK apTepianbHoi rinoTeHsii, Hanpuknag ana na-
LIiEHTIB 3 MOXJTMBMM 3MEHLLEHHAM 06’eMY LMPKYI0K04Oi KPOBI, CAid po3rnaaath
M04aTKOBY 03y KaHZECApTaHy LunekceTuny 4 mr. Takum nawieHTam He peko-
MEHAYETbCS NPU3HAYEHHA KOMBIHOBAHOMO npenapary y Ao3i 16 mr/12,5 mr a6o
32 mr/25 mr. Takum navieHTam Cnig NpU3Ha4aTV MOHONpenapar KangecapTaHy
unnekcetuny (Kacapk®) y 1osi 4 Mr a6o 8 Mr, 3anexXHo Bify CTyNeHs TAKKOCTI
Ta MePeHOCMMOCTi, 3 JOAABAHHAM BIAMOBIAHOI J03W TiAPOXNOPTIa3Ngy y pasi
HeobXigHoCTi.

[1aLieHTV 3 HUPKOBOK) HEAOCTATHICTHO.

[lanii kaeropii nawieHTis 6axaHo 3aCTOCOBYBATM METNLOBI, A HE Tia3uaHi Ai-
ypeTukn. Kacapk® H He cnig 3acTocoByBaTv Ans NikyBaHHS NaLieHTiB 3 TK-
KOK HUPKOBOK HefoCTaTHiCTIO (KnipeHc kpeaTuivy < 30 mn/xe/1,73 m?
MMT). PekomeHAYETbCA TUTPYBAHHS AO3M KaHZECApTaHy Uunekcetuny Ans
NALEHTIB 3 HUPKOBOK HELOCTATHICTIO, KNIPEHC KPEATUHIHY Y AKMX CTaHOBMUTb
> 30 mn/xe/1,73 m? MNT no noyatky nikysanHs npenaparom Kacapk® H (ans na-
LliEHTIB 3 HUPKOBOIO HEOCTATHICTHO Bify NErKOro 4O NOMIPHOMO CTYMEHS THXKOCTI
PEKOMEHZ0BaHMil NOCTYNOBUIA NigBip FO3YBaHHS).

[lauieHTn 3 NeYiHKOBOK HEAOCTATHICTIO.

PeKomeHayeTbCA TUTPYBAHHA 1031 KAHAECAPTAHY LMAEKCETUY ANA NaLiEHTIB 3
MeYiHKOBOI HEOCTATHICTHO Bif IErKOro 40 MOMIPHOTO CTYMEHS TAXKOCTI 40 no-
yarky nikysaHHsa Kacapk® H (pekoMeHL0BaHuil NOCTYNoBIIA Ni6ip L03YBaHHS).
[lo3y MOXHa KopuryBatu 3 ypaxysaHsm AT.

Kacapk® H He cnig 3acTocoByBaTit Ans NikyBaHHS NALEHTIB 3 TAXKOK MeYiHKo-
BOIO HEJOCTATHICTIO Ta/ab0 X0NecTasom.

Jitn.

besneka 1a epeKTMBHICTb 3aCTOCYBAHHA Npenapary AiTaM He BCTAHOBNEHi, TOMY
100 He CNif NpU3Ha4aTK Liit BIKOBIN KaTeropii nauieHTis.

[Mepefo3yBaHHs.

Cumnromm.

[lo 0CcHOBHUX NPOABIB NEPe0o3yBaHHA KaHAECAPTaHY LMNEKCETUNY MOXHA Bif-
HECTI CUMNTOMATUYHY FiNOTeH3il0 Ta 3aNaMOPOYEHHA. B OKpeMuX 3BiTax LLOAO
BUNafKIB NePefO3YBaHHA (80 672 Mr KaHZECapTaHy LWNEKCeTUNY) BiGHOBNEHHS
navjieHTa Bifbynock 663 yCkNagHeHb.

(OcHoBHMM NPOSABOM Nepefo3yBaHHs rigpoXopTia3ny € rocTpa BTpara piguHu
Ta eNeKTPONITIB. TaKOX MOXYTb CMOCTEPIraTucs Taki CUMATOMI K 3anamopo-
YeHHS, apTepianbHa rinoTeH3is, cnpara, Taxikapais, WayHo4KkoBa apuTMis, cefa-
Lis/BTpara CBigoMOCTi Ta M'S30Bi CyAOMM.

JlikyBaHHs.

CneuudpiuHoi iHhopmaLii LWoAo NikyBaHHs Nepefo3yBaHHs npenapary Hemae.
lpoTe y BUNaaky nepeao3yBaHHs NPONOHYHTLCA Taki 3axopu. HeobxigHo Bu-
Knukatin 6110BaHHA a60 NPOBECTM LNYHKOBUIA NaBaX. Mpu BUHWKHEHHI cvmn-
TOMATWYHOT apTepianbHoi rinoTeH3ii cnig po3noyarn CUMNTOMATUYHE TNiKyBaHHS
Ta MOHITOPUHI XWTTEBO BXNMBUX (DYHKLIA. MawieHTa cAig NOKNACcTH Ha CrIHY,
MIGHATY ROMY HIDKHI KiHLiBKM. AKLLO UbOr0 HEAOCTATHbO, CNif 36iNbLUNTH 06'eM
KpOBI LUNAXOM iHCpY3il, HANpUKNag, i30TOHIYHOTO COMbOBOrO PO34MHY. Mpu
HE0OXiAHOCTI CRif NepeBipuTIA Ta BiAKOPUryBATH NEKTPONITHUIA Ta KICNOTHI
6anaHc cMpoBaTKI KPOBI. AKILO BLLE3a3HAYEHNX 3aX0ZiB HELOCTATHBO, MOXHA
BBECTYU CUMNATOMIMETHKN.

KanaecapTat He BUAanAeTbCcA 3a JONOMOrOH remopianiay. Takox Hesifomo, 40
AKOro CTYNeHs BUAANAETLCA MiAPOXNOPTIa3ng 3a JONOMOrOK reMogianiay.
[obiyHi peaxyii.

3rifHO 3 ZaHUMU KOHTPOMbOBAHMX KNIHIYHMX AOCAIMKEHb, MPW 3aCTOCYBAHHI
KoMGiHaLii kaHgecapTaHy LUNeKceTUNY/riapoxnopTiasnay nobiyHi peakwii 6ynm
NErkuMI T2 TUMYACcoBUMY. TTPUNUHERHA Tepanii nig Yac JOCNiLKeHHs Yepes no-
6i4Hi ethekTv Byno NOAIGHAM MPI 3aCTOCYBAHHI KOMGIHALT kaHaecapTaHy uu-
nekceTuny/rigpoxnopriasugy (2,3-3,3 %) i nnaue6o (2,7-4,3 %).

3rifHO 3 JaHUMK KNIHIHUX JOCAILKEHb, NP 3aCTOCYBAHHI KOMOIHOBAHOTO Mi-
KapcbKOro 3aco0y KaHzecapTaHy LunekCeTuny/rigpoxnopTiasndy HecnpuaTAvBi
peakLii 6ynu TakUMI X, AK | NPY 3aCTOCYBAHHI KaHAECapTaHy LNNeKCeTUny i/abo
rigpoxnoptiaangy.

HacToTa nobivHmMX peakwiil Taka: ayxe Yacto (> 1/10), vacto (> 1/100 go <1/10),
Heyacto (> 1/1000 po <1/100), pigko (> 1710000 go <1/ 1000), myxe piako
(<1/10000), T2 He BIZOMO (He MOXH OLHUTY 32 HASBHUMM JaHUMK).

MoxnuBi HK4Ye3a3Ha4eHi NOLWMpPeHi No6i4Hi peakLii:

Kanzecaprany uunekceTun/rigpoxnopriasug.

3 60Ky HEPBOBOI CHCTEMM. HaCTO — 3aNaMOPOYEHHS/BEPTUIO, TONOBHMIA 6iflb.
Kanpecaprany umnekcerun.

[pn MOHOTEpANii KaHAECAPTaHY LWNEKCETUOM CrocTepiranucs Taki no6ivHi
peakLii:

iHGheKyii Ta iHBa3il: 4acTo — iH(EKLIT AMXAnbHIX WNAXIB;

3 60Ky cuCTeMM KPOBI Ta JTIMGPATUYHOI CHCTEMM: BYXKE PILKO — NEVKONEHis, Heil-
TPONEHif T2 arpaHynoLnTo3;

CYAMHHI PO3aAu: LyXe PifKO — apTepianbHa rinoTeHsis;

3 60Ky pecripatopHoi CUCTEMM, OPraHiB rpyaHOI MOPOXHNHN Ta CEPELOCTIHHS:
LYXKe PifKo — KaLllenb;

3 60Ky HEPBOBOI CHCTEMM; 4ACTO — 3aNaMOPOYEHHS, FOSI0BHUI BiNb;

3 60Ky LLMTYHKOBO-KMLLKOBOTO TPAKTY: BYXKE PifKO — HYZOTa;

3 60Ky LUKIpY Ta NIGLKIDHOT KIITKOBUHM: LyXe PIBKO — aHTIOHEBPOTUYHII Ha-
OpAK, BUCVNAHHS, KDOMUB'AHKA, CBEPOIX;

3 00Ky M'A30BO-CKEIETHOrO anapary: fyXe pigko — 6ifb y CNWHI, apTpanris,
Mianris;

3 60Ky CeY40BUZINLHOI CUCTEMN. LYK PIAKO — NOPYLLEHHS (OYHKLT HUPOK, BKAHO-
4210411 HUPKOBY HEJOCTATHICTb Y CXWbHUX [0 LibOT0 NaLieHTiB;

3 00Ky renarobiniapHoi cucTemu: Lyxe piko — NiABULLEHHS PIBHIB DePMEHTIB
neYiHKu, NOpyLUeHHs (YHKLIT nediHki a6 renatur;

METabONIYHI 3MiHN Ta MOPYLUEHHS XapdyBaHHS: DyXe piako — rinepkaniemis,
rinoHaTpiemis;

ligpoxnopriasug.

[pu MoHOTEpanii rigpoxnopTia3uaom, f03n AKOro, fK Npasuno, CTaHOBAATH
25 Mr a60 6inbLue, MOXYTb BiIBHa4aTUCA HIKYE3a3HAYEHI NOBIYHI peaKLii:

3 60Ky cUCTEMU KPOBI Ta MiMGhaTYHOT CrCTEMM: PIAKO — NEKONEHI, HelTpone-
Hifl, arpaHynouuTo3, TPOMBOLMTONEHIA, aNNacTIYHA aHeMist, MPUTHIYEHHS KiCT-
KOBOrO MO3KY, FeMONITUYHA aHEMis;

3 60Ky iMyHHOI cHCTEMM: PIBKO — aHADINAKTUYHI peaKLi;

METabONIYHI 3MIHN Ta MOPYLLIEHHS XapYyBaHHA: YacTo — rinepriikemis, rinepy-
PUKEMifi, NOPYLLEHHS eNEKTPOMITHOrO 6anaHcy (BKMKOYaoW rinoHarpiemito Ta
rinokaniemio);

TICUXIYHI PO3NAZN: PIRKO — NOPYLUEHHS CHY, AENPECiS, HECTOKIN;

3 00Ky HEPBOBOI CUCTEMM: 4ACTO — 3aNaMOPOYeHHs, BEPTUO; PiaKko — napec-
Te3is;

3 60Ky OpraHig 30py: PiKO — TUMYacoBa PO3NANBYATICTb 306paXeHHs, roctpa
Mmionis, rocTpa 3aKpUTOKYTOBA rMaykoMma;

3 60Ky CepyA; PiaKo — NOPYLUEHHS CEPLEBOr0 pUTMY;

3 60KY CyMH: HE4acTo — NOCTYpanbHa riNOTEH3IS, PIKO — HEKPOTUIYKOYMI AHTTTT
(BackyniT, LWKipHWil BaCKynNIT);

3 BOKY PECTIpaTOPHOI CUCTEMH, OPraHiB rPyAHOI MOPOXHNHN Ta CEPEROCTIHHS:
PISKO — MOPYLUEHHS 30BHILLHBOTO AMXAHHS (BKMIOYAIOYW MHEBMOHIT Ta HabPsaK
Nereis);

3 00Ky LUTYHKOBO-KULUKOBOTO TPAKTY: HEYacTO — aHOPEKCif, BTpata aneTuty,
M0APa3HEHHs CIM30B0i 060NMOHKI WAYHKA, Aiapes, 3anop; Pifko — NaHKpearwT;
3 00Ky renaro0iniapHoi cuctemu: PILKO — XOBTAHULA (BHYTPILUHBOMEYIHKOBA
X0NeCTaTUYHA XOBTAHILLA);

3 BOKY LUKIpU Ta MGLIKIDHOI KNITKOBUHM: HEYaCTO — BUCUNAHHS, KPOMUB'FHKA,
peakuii hoToceHcubinidauii; pigko — TOKCUYHWIA enifepManbHIii HEKponia,
LUKipHI peakLii, Nogi6Hi 40 CUCTEMHOT0 YepBOHOTO BOBYAKA, PeaKTMBALA LWKIp-
HOi DOPMU CUCTEMHOrO 4ePBOHOIO BOBYAKa;

3 60Ky 0MOPHO-PYXOBOro anapara: Pifko — M’'S308uil cnas;

3 60Ky Ce40BUINbHOI CHCTEMM: HACTO — IMIOKO3YPIS; PiAKO — HUPKOBA AUCHYHK-
Llif T2 iHTepCTIALianbHI HedpwT;

3arainbHi pPO3nagn 1a 3MiHK Y MiCLi 3CTOCYBAHHS: 4acTO — CNABKICTb; Pigko —
rapsyka;

BIUMB Ha PE3y/bTaTy 1a60PaTOPHUX Ta iHCTPYMEHTAbHUX JOCTI[KeHb. 4acTo
— NiIBWULLEHHS PIBHIB X0NECTEPUHY Ta TPUINILEPUIB; HEYACTO — NILBMLLEHHS
PIBHIB a30Ty CE40BMHY Ta KpeaTUHiHY CMPOBATKM KPOBI; € ZaHi Npo BUNajKi nip-
BULLEHHS PIBHIB CEYOBOI KMCNOTH, MMHOK03N Ta AJTT, He3Ha4HE 3HUKEHHA PIBHS
remorno6iny Ta nigsuiLierHs ACT, NiBULLEHHS PIBHIB Kanito Ta 3HIDKEHHS PiBHSA
HaTpito Y CUPOBATL KPOBI.

TepmiH npuaaTHocTi, 2 POKK.

YMoBM 36epiranHs.

36epiraty B OpUrianbHiit ynakoswi npu Temnepartypi He suie 30 °C.

36epirati B HeAOCTYNHOMY ANA AiTedt Micui.

Ynakoska.

Mo 10 Tabnetok y 6nicTepi; no 1 a6o 3 a6o 10 6nicTepis y KApTOHHil kOPOOLI 3
MapKyBaHHSM YKPAiHCbKOK MOBOK.

Kateropis Bignycky. 3a peuentom.

BupoGHuK.

EepTomke Jlaitd Caenena Nlimiten/

Evertogen Life Sciences Limited.

Micue3aHaxomxeHHs BUPO6HUKA Ta afpeca Micus npoBagXeHHs ioro ianbHoc-
Ti.

Mnot Ne: Ec-8, Ec-9, Ec-13/Mi a Ec-14/Mi Ti Ec Ain Ait Gi, ®apma Ec | 3er, IpiH
IHgactpian Mapk, Monenanni (Bi), €adepna (Em), Maxaby6Harap, Tenaxraxa, IH
-509 301, IHgis.

Plot No: S-8, S-9, S-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park,
Polepally (V), Jadcherla (M), Mahabubnagar, Telangana, IN-509 301, India.
[lata octanuboro nepernagy. 22.10.2018.
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