IHCTPYKIIA

IJIsI MEIHYHOT 0 3aCTOCYBaHHsI JIIKapCHLKOT0 3aC0o0y

IIPECAPTAH® - 100
(PRESARTAN® - 100)

Cknao:

Oitoua peuosuHa: losartan potassium;

1 TabneTka, BKpUTA ITiIBKOBOIO 0007I0HKO0, MicTUTh 100 MT 5103apTaHy Karliio;

donomidcHi peyoguHU: KPOXMaJlb KYKYPYA3SHUY, IEJII0JI03a MiKPOKPHCTalidYHa, KPEMHII0
mioKCcHM KOJIOigHUY Oe3BOIHUM, HATPiI0 KPOXMaILITIIKOIAT (TUII A), MarHiio creapar, TaJlbK;

naiekoea 060/10HKa: TIIPOKCUIIPOIIIMETUIIIIENI0N03a, TuTany fmiokcup (E 171), Tanek,
IIOJIIe TUJIEHT JIIKOJIb.

JIikapcbka ¢opma. TabneTky, BKPUTI ITiIBKOBOIO 000JI0HKOIO.

OcHoBHI (hi3uko-ximiuHi 81acmueocmi: KpanjaeBUIHI IBOOMYKII TaONIeTKH, BKPUTI IIJTiBKOBOIO
000710HKOI0 6iy10r0 200 Maiixke 06is1oro Koiabopy, 3 TUCHEHHIM «100» 3 ogHOro 00Ky i «BL» 3
IHITIOTO.

®dapMakKkoTepaneBTUYHA I'pyna.

[IpocTi npenapaTy aHTAroHICTiB pelenTopis aHrioten3uny II. Kog ATX C09C A01.

dPapmakono2iuHi eaacmueocmi.
®apmakoOuHamika.

Jlo3apTaH - 1le CHHTETUYHUY aHTArOHICT pelenTopiB anriotreH3uny II (tuny A ) gns
TIePOPAJIBHOTO 3aCTOCYBaHHS. AHTiOTeH3UH I - TOTYKHUYU Ba30KOHCTPUKTOP - € aKTUBHUM
TOPMOHOM PEHiH-aHTiOTEH3WHOBOI CUCTEMHU i OMHUM 3 HaWBaXKJIMBIIIIAX (haKTOPiB
naTodiziosnorii aprepianbHOi rimepTeHsii. AHTioTeH3uH Il 3B’93y€ThCs 3 pelentopom A
SKU 3HalgeHo y 6araTh0X TKaHMHAX (HaPUKIIa[ Y IIafikuX M’s3aX CYyAUH, HaMHUPKOBUX 3aJ103aX,
HUPKax i ceplli), BU3HA4Yal0YX HU3KY BaKJIUBUX 6i0N0riyHUX ePeKTiB, y TOMY YUCI Ba30KOHCTPUKIIiIO
i 3BiIbHEHHS anbAoCTepoHy. AHTioTeH3uH I Tak0XK CTHMYITIO€E NpoJidepalio riagkoM’ i30BUX
KJITUH. JIo3apTad CeleKTUBHO 3B’I3YEThCA 3 pelentopoM A . B ymoBax in vitro ma in vivo
JI03apTaH Ta ¥oro (papMaKoJIOriYHO aKTUBHUM MeTaboiT KapbokcunbHa KucinoTa (E-3174) 6710KyIOTh
yci ¢iziomoriyno Baromi BiiuBY aHTioTeH3UHY 11 He3anmexkHO Bif mKepena abo MINSAXYy CUHTEY.



Jlo3apTaH YMHUTH arOHICTUYHOI Ail Ta He OJIOKYE iHIIi perenTopu TOPMOHiB ab0 i0HHI KaHasmu, SKi
€ BaXXJINBUMU 3 TOYKHU 30Dy PETYISIlil CepleBO-CyIUHHOI CUCTeMH. BifbIll TOTo, 103apTaH He
npurHiuye AII® (xininasy II) - pepMeHT, SKUM cpuse po3nany OpamukiHiny. BHacmimok
IIhOT'0 He BimOyBa€ThCS MOCUNIEHHS HeOaxXaHUX e(eKTiB, OII0CepeqKOBaHUX OpafiuKiHiHOM.

[Tim yac 3acTOCyBaHHS JI03apPTaHy YCYHEHHS HeraTUBHOI 000POTHOI peakxilii aHTioTeH3uHYy 11
Ha CeKpeLio peHiHy IPU3BOOUTE [0 MiABUILIEHHS aKTUBHOCTI PeHiHy y Iy1a3Mi Kposi (APII).
Take MifBUILIEHHS aKTUBHOCTI IPU3BOOUTH [0 3POCTAaHHS aHrioTeH3uHYy Il y mia3Mi Kposi.
Xoua BiiOyBa€ThCS TaKe 3pOCTAHHS, aHTUTINEPTEH3UBHA aKTUBHICTE i Ccympecis
KOHIIEHTpAIlil aJlbJOCTEePOHY ¥ IJIa3Mi KPOBi 30epiratoThCs, 10 CBIqYUTH PO e(EeKTUBHY
6rokany penentopiB anrioteH3uny II. ITicns BigMiHU 03apTaHy aKTUBHICTh PEHiHY Y IIJIa3Mi
KpPOBI 1 TIOKa3HUKY PiBHIB aHTioTeH3UHY Il npoTarom 3 AHIB IOBEPTAIOTHCS OO IIOYATKOBUX
3HAQYEeHb.

4K no3apTaH, Tak i #0r0 OCHOBHUI MeTa0OIiT MalOTh BUIIY CIIOPigHEHICTh 0 A -
perenTopis, Hik M0 A . AkTuBHME MeTabomiT y 10-40 pa3iB aKTUBHILINY, HiXK T03apTaH.

3acTocyBaHHS J103apTaHy 1 pa3 Ha mo0y malieHTaM 3 eCeHIliaTbHO TillepTeH3i€l0 TIeTKOro Ta
CepegHbOro CTYIEeHS CIPUYUHSIIIO CTaTUCTUYHO [NOCTOBIpHE 3HUKEHHS CUCTOJIIYHOTO Ta
[1aCTOJIIYHOr0 apTepiaJbHOTO TUCKY. BUMIpIOBaHHSA apTepialbHOTO TUCKY Yepe3 24 TOOUHYU MiCiis
IIPAUOMY AO3U OPIBHAHO 3 5-6 TOOWHAMH IIiCJIg IPUUOMY AO3U IPOAEMOHCTPYBAJIO 3HUKEHHSI
apTepianbHOTO TUCKY IPOTATOM 24 TOOWH; MIPUPONHUM 10060BUY pUTM 30epiraBcsi. SHUKEHHS
apTepianbHOTO THUCKY B KiHIi iHTepBany npuiiomy go3u ctaHoBuio 70-80 % edekTy, 110 Bif3HaYaBCA
yepe3 5-6 TOOUH IIiC/Ig IPUKAOMY [O3M.

BigMiHa 5103apTaHy y NaLi€HTIB 3 apTepiaJbHOIO rinepTeH3ielo He Ipu3Besia 10 PaliToBOro
MigBUIIEHHS apTepiasbHOTO0 TUCKY (pUKOLIETHUY CUHAPOM). He3BaxKauyy Ha 3HaYHE 3HUXKEHHSI
apTepianbHOTO TUCKY, T03apTaH He MPOSBIIAB KIIHIYHO 3HAYYIIIOT0 BIJIMBY Ha 4aCTOTY CEPLEBUX
CKOPOYEHb.

Jlo3apTaH Ma€ eKBiBaJleHTHY e()eKTUBHICTh ¥ YOJIOBIKiB Ta XKiHOK, @ TaKOXK Y IAI[iEHTIB 3
apTepiasbHOIO TimepTeH3i€10 MOIOAIIOTO (40 65 POKiB) Ta CTAPLIOTO BiKY.

dapmakoKiHemuxka.
Abcopbuis

[Ticns mepopasibHOTO IPUKOMY JI03apTaH f00pe BCMOKTYEThCS i mignsarae Mmetabomizmy
TIePIIOTO MPOXOMKeHHs 3 GOPMYBaHHSIM aKTUBHOTO MeTa00JiTy KapOOKCUIbHOI KMUCJIOTH Ta
HeaKTHBHUX MeTabomiTiB. CucTeMHa 0i0qOCTYNHICTh TaONETOK JI03apTaHy CTaHOBUTD
npubnu3no 33 %. CepefHi MiKOBi KOHIIEHTPAIlil 103apTaHy Ta KOr0 aKTUBHOT'O MeTabOoJIiTy
OOCATAITHCS BifNoBinHO Yepe3 1 roguny i 3-4 roguHu.

Po3nodia

Jlo3apTaH i 10oro akTUBHUM MeTaboIiT Ha 99 % 3B's3yI0ThCS 3 IPOTeIHAMH I1JIa3MH KPOBI,
nepepnycim 3 anpOyminoM. O0’eM PO3MOAiNy 103apTaHy CTaHOBUTHL 34 JI.

Biompancgpopmauin



[Tpu6nu3no 14 % mo3apTaHy IPHU BHYTPIITHLOBEHHOMY BBeIeHHI a00 ITepopanbHOMY
3aCTOCYBaHHI TEPETBOPIOETLCS Ha aKTUBHUYU MeTabomiT. [Ticiig BHYyTPilIHROBEHHOTO i
TIepOPasIbHOTO BBe[eHHA JI03apTaHy Kajil, MideHoro ‘C, pafioakTHBHICT y IUPKYIIIOK0Yiin
n71a3Mi KpPOBi, K IIPaBUJIO, XapaKTEePU3YETHCS JI03apTaHOM Ta M0T0 MeTaboIiToOM.
MiHiManbHa KOHBEPCis JI03apTaHy A0 HOTO aKTUBHOTO MeTaboJIiTy CcliocTepiranacs
npubnu3Ho B 1 % BumaakiB. OKpiM akKTUBHOT'0 MeTa0O0JIITy, YTBOPIOIOTHCS i HEAKTUBHI
MeTabomiTH.

BugedeHHA

[11a3MOBH KITipEHC JI03apTaHy Ta HOro akTUBHOTO MeTabomiTy ctaHoBUTh 600 mn/xB i 50
MJI/XB BifimoBifHO. HUPKOBUY KJTlipeHC 103apTaHy Ta KOT0 aKTUBHOT'O0 MeTabO0JIiTy CTAHOBUTh
npuOIu3HO 74 M/XB i 26 MJI/XB BiAmOBimHO. fKIII0O T03apTaH 3aCTOCOBYBATH IIePOPAIbHO,
npu6u3Ho 4 % 003U BUMINMAETLCS ¥ HE3MIHEHOMY BUTJISAMI i3 cedelo, a mpubiu3Ho 6 % mo3u
BUIINAETHCS i3 CeYel0 Y BUTTISINI aKTUBHOTO MeTabomiTy. PapMaKOKiHETUYHI BIaCTUBOCTI
JI03apTaHy Ta MOr0 aKTUBHOTO MeTa0oIiTy NiHiMHI Tpu mepoparbHUX N03aX JI03apTaHy KaJlilo
1o 200 mr.

[Ticrist mepopanbHOTO 3aCTOCYBaHHS KOHIIEHTpAIlil y IIJTa3Mi KPOBi JI03apTaHy Ta MOT0
AKTUBHOTO MeTabOJIiTy 3MEHIITYIOThCS TOJTIeKCIIOHEHITIHO 3 TepMiHaJIbHUM 4acoM
HalliBBUBENEeHHS MPUOIM3HO0 2 roauHu i 6-9 roguH BigmosigHo. ITicis mepopanbHOTO
npuioMy '‘C-Mi4eHOro j103apTady Opu6Iu3Ho 35 % pafioaKTMBHOCTI 3HAXOAATS Y cedi, a 58
% -y xami.

dapMakoKiHemuKa 8 OKkpemux 2pynax nauieHmis

IlauieHmu AiMHbO20 BIKY

KoH1leHTpallil 103apTaHy Ta KOr0 aKTUBHOT'0 MeTa0bO0JIiTy y IJTa3Mi KPOBi MallieHTiB JIiTHHOTO
BIKY 3 apTepiaibHOIO TiepTeH31€0 3HaYyII0 He BiIPi3HATHCA Bifl JaHUX IIOKA3HUKIB Y
MOJIOUX ITALlEHTIB 3 apTepiajIbHOI0 TillepTEeH3IE0.

Cmamb

KoH1eHTpallil 103apTaHy y maa3Mi KpoBi Oynu y 2 pa3u BUII V¥ XKiHOK 3 apTepiaabHOI0
rinepreHsielo, HiX y 4onoBikiB. KoHLleHTpallil akTHBHOTO MeTa0OoJIiTy y YOJIOBIKiB i KiHOK He
PI3HUIIUCA.

ITopyweHHsA ¢pyHKUII nevyiHKu ma HUPOK

[Tpy npuiioMi BHYTPIIIHEO Y NALEHTIB 3 JIETKUM Ta IIOMipHUM aJIKOT'OJIbHUM I[PO30M
IeYiHKY KOHIIEHTpAIlil 103apTaHy Ta X0T0 aKTUBHOI'0 MeTabO0JIITy y Iy1a3Mi KpPOBi
BUSIBJIANINCS BiANIOBIAHO y 1,7-5 pasiB GinpmmMu, HiXK y MOIOAUX HOGPOBOJIBIIB YOIOBIYO0i CTATI.
KonneHnTpauii 103apTany y Ijaa3Mi KpoBi y NallieHTiB i3 KIipeHCOM KpeaTuHiny Buile 10 mMi/xB He
Bifipi3HsANMCS Bif Takux B 0Cib i3 He3MiHeHOI0 GYHKIIi€0 HUPOK. [Ipu MOpiBHSHHI IO i KPUBOIO
«KOHIeHTpalisg-9ac» (AUC) mo3apTaHy y Ialli€eHTiB i3 HOPpMalIbHOIO (DYHKIIIEI0 HUPOK
BUSIBUJIACS MPUOMM3HO y 2 pa3u OinbIloio, HiXK y MallieHTiB, sKi mepebyBaoTh Ha TeMOiatisi.

[11a3MOBi KOHIIEHTpAallil aKTUBHOTO MeTa00IiTy He 3MiHIOIOTHCS Y MAI[iEHTIB i3 IOPYILIEeHHAM



GbyHKIII HUPOK ab0 XBOpHX, SKi epe0yBaloTh Ha remMofianisi. JlozapTaH i 1Oro aKTUBHUMI
MeTaboIiT He MOXKHa BUIYYUTH 3a JOIIOMOI0I0 FeMOofiai3y.

dapmakokiHemuka y dimetu

Bigomo, mo (hapMaKoOKiHeTHKY J103apTaHy BUBYaX 3 y4acTio 50 [OiTel 3 apTepialbHOIO TinepTeH3ien
BikoM Bif 1 micss go 16 pokiB, skuit mepopaabHO 3acTOoCOBYBasu 1 pa3 Ha mo6y B mo3ax Big 0,54 mo
0,77 Mr/kr (cepenHi mo3u).

Pe3ynbTaTy MoKas3asnu, 1[0 akTUBHUN MeTa0OoJIiT 103apTaHy YTBOPIOETHCS Y MAIliEHTIB yCiX BIKOBUX
rpym. Pe3ynbTaTu BKa3yloTh Ha MTPUOIKM3HO aHaIOTiYHi TOKa3HUKYN (hapMaKOKiHETUKY JI03apTaHy
IIiCJIs IepopajIbHOT0 3aCTOCYBaHHS Y HOBOHAPOMXKEHUX 1 AiTel JOIMIKIIBHOTO i MIKIIBHOTO BIKY.
dapmakoKiHeTHYHI TOKa3HUKY MeTaboIiTy Bigpi3Hsanucs Oinbllle 3a7eKHO Bif BikoBol rpyni. [Ipu
TIOPiBHSAHHI iTe! MOIIKINBHOTO BiKY i mMigmiTKiB Taki BigMiHHOCTI 6y CTaTUCTUYHO 3HAYYIITUMHU.
Excro3ullis y HOBOHAPOIKEeHUX/HEeMOBIISAT Oyyia MOPiBHSHO BUCOKOIO.

Kniniuni xapakKTepuCTHKH.
IToka3aHHs.
- JIikyBaHHS eceHIlialbHOI apTePialbHOI rinmepTeH3il y JOPOCHNX, a TAKOXK HiTel BiKOM Bif 6 POKIB.

-JIiKkyBaHHS 3aXBOPIOBAHHS HUPOK V NOPOCIIUX MALIEHTIB 3 apTepiaJbHOIO TiepTeH3i€l 1 yKPOBUM
miabetom II Tuny 3 mpoTeinypiero = 0,5 r/moby SIK YacTWHA aHTUTIEPTEH3UBHOI Teparrii.

-JIlikyBaHHS XpOHIYHOI CepIieBOl HelOCTaTHOCTI (y MaIlieHTiB BikoM Bif 60 poKiB), Konu
3aCTOCYBaHHS iHTiI0ITOPIB aHTiOTeH3UHIIEPETBOPIOBANIbHOTO pepMeHTy (ATID) BBaKa€THCS
HEMOXKJIMBUM 3 IPUYMHYU HECYMICHOCTI, 0COOJTMBO IIPH Kallli, abo MpoTUII0OKa3aHe.
[TawieHTiB i3 cepIiieBOI0 HEMOCTATHICTIO, CTaH AKUX CTabii3yBaBCs MpY 3aCTOCYBaHHI
inribiTopa AI1®, He cIig MepeBOOUTH Ha JIIKYBaHHS JI03apTaHOM. Y TallieHTa ¢ppakilis
BUKHUY JIiBOTO IIJTyHOYKA ITOBHHHA CTaHOBUTH < 40 %, cTaH Ma€ OyTH KITiHIYHO CTa0iNbHUM,
TaKOXK TIalliEHTOBI CIIifl JOTPUMYyBaTUCS BCTAHOBJIEHOTO PEXKUMY JTiKyBaHHS IIOOO0 XPOHIUHOI
CeplieBOl HeIOCTATHOCTI.

-3HUKEHHS PU3UKY PO3BUTKY IHCYNIbTY Y HOPOC/IMX MAlli€HTIB 3 apTepiabHOIO TinepTeHsi€ro i
rimepTpodi€ro TiBOro MUIYHOUYKaA, 10 HigTBepaKeHo EKT'.

IIpomunoka3aHHs.

-T'imepuyTnuBicTh A0 Aif040i pedoBUHU ab0 [0 Oymb-sIKOI JOTIOMiXKHOI PEYOBHHH, III0 BXOOUTH 10
CKJafdy mpemaparty (IuB. po3min «CKmam»);

-BariTHicTh ab0 IIaHyBaHHS BariTHOCTI (IUB. po3minu «OcoOIMBOCTI 3aCTOCYBAHHS»,
«3acToCcyBaHHS y IePiof BariTHOCTI ab0 rofyBaHHS I'PYOOIO»);

-TSIKKi IOPyIIeHHS (QyHKII] TeYiHKY;

-0JHOYaCHe 3aCTOCYBaHHA 3 IIperapaTaMy, 110 MICTATH aJliCKipeH, IPOTUIIOKa3aHe



malfieHTaM i3 IyKpoBUM fiabeToM a00 MOpyIIeHHSIM QYHKIIiI HUPOK (IIBUAKICTH KITyOOYKOBOI
dinpTpanii < 60 mMi/xs/1,73 M°) (muB. po3minu «B3aeMopis 3 iHIMMMY NTiKapCLKAMHU 3aC00aMu
Ta iHIIi BUAM B3aeMofi» Ta «OCcoOIMBOCTI 3aCTOCYBaHHS»).

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

[HIIIi TiMOTEH3UBHI NTpenapaTi MOXYTh IIOCUIIOBATH TiIOTEH3UBHUN e(EeKT 103apTaHy.
OpHo4YacHe 3aCTOCYBaHHS 3 iHIIMMU IpernapaTaMy, 0 MOXKYTh iHIYKyBaTH TaKy I00iYHY
peaxilito K apTepianbHa TinoTeH3isa (TPULUKIIIYHI aHTUAEeIPeCaHTH, aHTUIICUXOTAYHI
3acobu, 6akmodeH Ta aMiOCTHH), MOXKe MigBUITYBaTU PU3UK BUHUKHEHHS apTepiaabHOI
rimoTensii. JIo3apTaH MeTab0mi3yeThCs IIepeBaXkKHO 3 y4acTIO CUCTEMU UTOXpoMy P450
(CYP) 2C9 mo akTUBHOTI'0 KapOOKCHU-KHUCIIOT0 MeTaboiTy. V¥ xomi KIiHIYHUX HOoCTigXKeHb 0YI10
BCTAHOBJIEHO, 1110 pryKoHa30: (iHriditop CYP2C9) 3HMKYE €KCIIO3UIIil0 aKTUBHOTO
MeTabomity mpubnu3Ho Ha 50 %. BcTaHOBIEHO, 1110 OOHOYACHE JIIKYBaHHS JI03apTaHOM i
pudamninuHoM (iHOyKTOpP hepMeHTiB MeTabosTi3aMy) MPU3BOAUTH A0 3HUKEHHS Ha 40 %
KOHIIEHTpAllil aKkTUBHOTO MeTaloIiTy y mina3Mi KpoBi. KitiHiuHe 3HaueHHS IIbOTO ePEKTY
HeBimoMe. Hemae BiIMIHHOCTI B €KCIIO3UIIi1 IPY OHHOYaCHOMY 3aCTOCYBaHHI J103apTaHy i
dnyBacratuny (cnabkoro iuribitopy CYP2C9). Tak caMo, SIK i mpu 3aCTOCYBaHHi iHIINUX
Ipernaparis, gKi 6710Ky0Th aHTioTeH3uH II abo 110T0 e(peKTH, CYyIIyTHE 3aCTOCYBAHHS
Ipernaparis, 10 3aTPUMYIOTh KaJlili B opraHiaMi (Hampukiap Kajii30epiralouyux OiypeTukis:
CIIipOHONIAKTOHY, TpPiaMTepeHy, aMiiopuay) abo MOXKYTh IiABUIYBATH PiBHI KaJliio (Taki 9K
remnapuH), 0o6aBoOK, IO MICTSTh KaJliif, a0 3aMiHHUKIB COJIi, 1110 MiCTSATh KaJlili, MOxKe
IIPU3BECTHU [0 MiIBUIEHHS BMICTYy KaJlilo Y CUpOBaTLi KpoBi. OgHOYaCHEe 3aCTOCYBaHHSA
TaKMUX 3aC00iB He peKOMEHOBaHE.

[Ipo 000pOTHE MigBUINEHHS KOHLIEHTPAILIi} JIiTiI0 Y CHPOBATIIi KPOBi, a TaKOXK PO
TOKCUYHICTh TIOBIIOMJISIUCS IIPU OOQHOYACHOMY 3aCTOCYBaHHi JiTii0 3 iHribiTopamu AIID.
OpmHouacHe JIiKyBaHHS JIiTiIO i T03apTaHy CJlif TPOBOOUTH 3 00EepeXHICTI0. AKIIIO0
3aCTOCyBaHHS Takol KoMOiHallil BBaXKa€eThCsI HEOOXiIHUM, peKOMEHI0BAHO IIEPEBIPSATH PiBHI
JIITiI0 y CUPOBATI KPOBi MPOTATOM KOMOiHOBAHOTO JTIKyBaHHS.

[Tpu omHOYaCHOMY 3aCTOCYyBaHHI aHTAroHICTiB aHrioTeH3uHY Il i HecTepoigHUX
IIPOTH3AlaIbHUX MTPenaparTiB (TakKux SK CeJeKTUBHI iHTibiTopu 1uKInookcureHasu-2 (LIOT-2),
areTUICaIiIUIIOBa KMCIIOTa y [03aX, 110 YHHATE IPOTU3anabHy Aioo, HecenektusHi HIT3IT)
MOXKe TTocIa0MoBaTHCS aHTUTinepTeH3uBHUYN eekT. OmHOYaCHE 3aCTOCYBAHHSI aHTArOHICTIB
anrioren3uny II abo miypetukis i3 HII3I1 MoXXe IpHU3BOAUTH [0 MiABUIIEHHS PU3IUKY
moripmeHHs QYHKIIl HUPOK, BKIIOYAl0OYl MOXKIMBUM PO3BUTOK TOCTPOI HUPKOBOIL
HEJOCTAaTHOCTI, @ TaKOX IO MigBUINEHHS PiBHS KaJlilo Y CUPOBATII KPOBi, 0COOIIUBO Y
TAIli€HTIB 3 iCHYIOUMM IOPYIIEHHAM QYHKIII HUPOK. Taky KoMOiHallifo CIlif MpU3HadaTHy 3
00epexkHiCTI0, 0COONMMBO MallieHTaM JIiTHBOTO BiKy. [lalieHTaM CJIifi MPOBOJUTH BigIOBIIHY
merimpaTallito, TaK0X HeO0OXiTHO PO3TISHYTY MUTAHHS 1010 MOHITOPUHTY GQYHKIIIi HUPOK
icyig MoYaTKy CYIyTHBOI Tepallii, Hagarli - nepioguuno. BimoMo, 110 mopBiliHa 6710Kafa peHiH-
aHTi0OTEeH3WH-anbA0CcTepoHOBOI cucTeMu (PAAC) mpu KoMOiHOBaHOMY 3aCTOCYBaHHi
inribiTopis ATI®, 6moKaTOpiB penienTopiB aHrioTeH3uHy Il abo amickipeHy OB’ A3yETHCS 3
Oi/IBIII BECOKOIO YaCTOTO0 MOOIYHUX Peakllii, TaKKUX K apTepiajabHa TilloTeH3isd,
rimepkaiieMis Ta NOTipUIeHHSA (QYHKIIl HUPOK (BK/II0Yal4y rOCTPY HUPKOBY HEJOCTATHICTD)



IIOPIBHSHO 3 MOHOTEPAIIE0 IpenapaToM, 110 BriuBae Ha PAAC (guB. po3minu
«[IpoTumnokasanHsI», «OCOONMMBOCTI 3aCTOCYBAHHS»).

Oco6.1ueocmi 3acmocyeaHHsi.

[inepyyTauBICTL

AHTiOHEBPOTUYHUYN HaOPSIK

Crim 9acTo KOHTPOJIIOBATH CTAH MAlliEHTIB 3 aHTIOHEBPOTUYHUM HaAOpPSIKOM (HaOpsKu
o0nuyus, ry0, ropna Ta/abo si3ukKa) B aHaMHE3I.

ApTepianbHa TinoTeH3is i BOGHO-eJIeKTPOJIiTHUHN nucOamaHc

CuMITOMaTH4YHA apTepiajbHa TinoTeH3is, 0co0IUBO MiCIsg 3aCTOCYBaHHS MEPIIOL 03U
npemnapaty abo micns migBUIEeHHS 003U, MOXKe BUHUKATH Y MAIliEHTIB 3i 3HUKEHUM
BHYTPIIIHbOCYOUHHUM 00’€MOM ab0 medinuToM HATPil0, COPUYUHEHUMU 3aCTOCYBaHHSIM
CUJIbHUX OiyPETUKiB, JIETUYHUM 00MeXeHHSIM CII0XKUBaHHS COJI, fiape€io abo OII0BaHHSIM.
Taki ctanu noTpeOyIOTh KOPEKIIil Tepef] moYaTKoM JiikyBaHHS [IpecaptanoM® - 100 abo
3HMXKEHHS II04YaTKOBOI 103U Npenaparty (auB. «Crocid 3acToCyBaHHS Ta [03u»). TakKi K
PeKoMeH[allil CTOCYIOThCS IiTel BikoM Bif 6 1o 18 pokis.

EnexkTponiTHui grcbaiaHc

EnekTponiTHuY aucOanaHC YacTO CIIOCTEePIra€ThCs y Malli€HTIB i3 MOpyIIeHHIM (PyHKIIi1
HUPOK (3 abo 6e3 1yKpoBoro miabeTy), 110 ciig 6paTy m0 yBaru. Y Xofi KIiHiYHOTO
MOCITIIXKEeHHS 3 Y4acTIO XBOPUX Ha IIyKpoBuit miabert II Tuny Ta 3 Hedpomartieio yacTora
BMHUKHEHHS Trinepkariemil Oyna 0inbioio mpu nikyBaHHi [IpecapTanoM® - 100 mopiBHAHO 3
TAKOIO IIPX 3aCTOCyBaHHi nnanebo (muB. po3min «I1obivHi peakiii»). ToMy ciif 9acTo
IIepeBipATH KOHI[EHTpallil Kaliio y Ija3Mi KPoBi i MOKa3HUKYU KIiPeHCY KpeaTHHiHY,
0Cc0o0/IMBO Y TAIiEHTIB i3 CepleBOI0 HEIOCTATHICTIO i KilipeHcoM KpeaTuHiny 30-50 mi/XB.

He pekoMeH0BaHO OJHOYACHO 3aCTOCOBYBaTH Ipemnapat [Ipecaptan® - 100 i
Kasii30epiratoui giypeTuku, noOaBKM KaJlilo i 3aMiHHUKHU COJIi, IIJ0 MiCTATh Kajlii (IuB. po3min
«B3aeMopmis 3 iHIMMH JTiKapChbKUMHK 3aC00aMHM Ta iHIINI BUOM B3aEMOIii»).

ITopyweHHA GYHKUII neYiHKu

Bepyuu mo yBaru papMakoKiHeTUYHi faHi, 1110 BKa3yI0Th Ha iCTOTHE MigBUINEHHS KOHIIeHTpallil
JI03apTaHy y IUIa3Mi KPOBL XBOPUX Ha LUPO3 [IE€YIHKY, CIIiJ PO3IJIAHYTH IUTAHHS [P0 3HUXKEHHS 03U
[J1s1 TIallieHTiB 3 HasBHICTIO B aHAMHe3i nopylieHs QyHKII1 nediHkyd. HemMae 0oCBimy 3aCTOCyBaHHS
pernapary NalieHTaM 3 TSKKUMU MOpYIIeHHAMY (YHKIIII IediHKyu, TOMY JI03apTaH He MOXKHa
IpUMMaTy TakKUM HallieHTaM (OuB. po3ain «IIpoTunokalaHHsa»). [IpecapTan® He
PEKOMEeHIOBaHUH [JIs 3aCTOCYBAHHS OiTSIM i3 mopyuieHHsaMu (GyHKIi medinku (OUB. po3min «Crociod
3aCTOCYBaHHS Ta AO3U»).

ITopyweHHA hYHKUII HUDOK



[ToBimoMmsIuCs PO BUHUKHEHHS 3MiH (QYHKII1 HUPOK, BKIII0Yal0Ul HUPKOBY HEOCTATHICTE,
1110 TTOB'SI3yBa/Iu 3 MPUTHIYEHHSIM PEeHiH-aHTi0TeH3UHOBOI CUCTEMH (0COOIUBO Y MAIliEHTIB i3
3aJIeXkHICTIO QYHKIIII HUPOK Biff CHCTEMU PEHiH-aHTi0TeH3UH-aIbI0CTEPOH, TOOTO ¥ pasi
TSKKUX TIOPYIIeHb PyHKIII cepils abo Ipu HasIBHOCTI MOpyIIeHb QYHKII HUPOK).
[Ipenapaty, 110 BIIMBAIOTh Ha PEHIH-aHTi0TEeH3UH-anba0CcTepoHOBY cucteMmy (PAAC),
MOXYTh CIIDUYMHSATY MiIBUIIIEHHS PIBHIB CEYOBUHU KPOBIi Ta KPEaTUHIHY CUPOBATKYU KPOBL y
TAIliEHTIB 3 IBOOIYHUM CTEHO30M HHPKOBUX apTepili abo 3i CTEHO30M apTepil eNUMHOl HUPKHU.
Lli 3Miau y QyHKIII HUPOK MOXKYTh OyTU 000POTHUMM IIiC/Isl IpUNUHEHHS Teparil. Crif 3
obepexkHicTIO0 3acTocoByBaTH IIpecapTan® - 100 namieHTam i3 mBOOIYHUM CTEHO30M
HUPKOBUX apTepilt abo 3i cTeHO030M apTepil EAUHOI HUPKMU.

3acmocysaHHA 0imaM i3 nopyweHHAMU (pYHKUiI HUPOK.

[TpenapaT He PeKOMEHIOBaHUM [I7Is 3aCTOCYBaHHS [iTSIM, V SKUX IIBUOKICTb KITy004YKOBOI PinbTpatiii
< 30 mn/xB/1,73M°, OCKiNBKM HeMae BifIOBiIHMX HaHUX IIONO 3aCTOCYBaHHA (AUB. po3fin «Croci6
3aCTOCYBaHHS Ta JO3W»).

[TpoTsirom 3acTtocyBaHHS npemnapaty [Ipecaptau® - 100 ciig peryasgspHO nepeBipsaTu
(GYHKIII0 HUPOK, OCKiTbKY MOXKJIMBE ii moripimeHHs. OcoBIKUBO 1Ie CTOCYEThCA CUTYallil, KOIu
JI03apTaH 3aCTOCOBYIOTh IPU HASIBHOCTI iHIINX ITATOJOTiYHUX CTaHIB (rapsdka,
merigparaliis), SKi MOXyTb BIJIMBAaTH Ha HUPKOBY (YHKIIIIO.

OmHoYacHe 3aCTOCYBaHHS JI03apTaHy Ta iHribitopis AITI® moripiye QyHKIII0 HUPOK, TOMY
TakKa KoMOiHaIlisg He peKOMeHI0BaHa.

TpaHcnnaHTalid HAPKMN.

HeMmae mocBiny 11opo 6e3meku 3aCTOCYBaHHS IIpenapary MallieHTaM, IKUM IIOMHO IIPOBENeHO
TPaHCIJIAaHTAIlil0 HUPKMU.

[TepBUHHMY Tinepaabo0CTEPOHI3M.

Y naifieHTiB i3 NEPBUHHUM TinepaabIoCTEPOHI3MOM, K IPaBUJIO, HE CIOCTePIraeThCcsa
edeKTy mpu 3aCTOCYBaHHI Mpemnaparis, 110 [i0Th IIJITXOM iHTi0OyBaHHS peHiH-
anrioren3nHoBol cucteMu (PAAC). Tomy [IpecapTau® - 100 He peKOMEHOBaHUM OIS ITi€l
TPYIIX IALi€HTIB.

3axBOPIOBAHHS KOPOHAPHUX apTepil Ta 11epe6poBaCKYASIPHI 3aXBOPIOBAHHS.

4K 1 Ipu 3aCTOCYBaHHI IHIIWX aHTUTINEPTEH3UBHUX IIpelapaTiB, HagMipHe 3HUXKEHHS
apTepiajibHOr0 TUCKY y IAlleHTIB 3 illleMiYHUMU 3aXBOPIOBAaHHAMU KOPOHAPHUX apTepii Ta
11epe0pPOBacCKyIAPHIMY 3aXBOPIOBAHHSIMU MOXKe IIPU3BONUTH 0 PO3BUTKY iHPaApKTy
Miokapaa abo iHCYIbTY.

CepileBa HEIOCTATHICTE.

4K i mpu 3aCcTOCYyBaHHI IHIIKX IIpenaparis, 1110 BIauBaloTh Ha PAAC, y nami€eHTiB i3 ceplieBoo
He[IOCTaTHICTIO 3/6e3 MOPYIIeHHST PYHKIIil HUPOK iCHYE PU3UK PO3BUTKY TAKKOI
apTepiaybHOI rinmoTeHsil i (4acTo rocTporo) MopyIieHHs QyHKIIil HUPOK.



Hemae mocTaTHBOrO TepaneBTUYHOr0 AOCBIAY 3aCTOCYBaHHA JI03apTaHy MallieHTaM i3
CEepLEeBOI0 HeIOCTATHICTIO i CYIYTHIM TSXKKUM IOPYIIEHHSAM (QYHKIII HUPOK, MallieHTaM i3
TSI2KKOI0 CepPIIEBOI0 HemocTaTHICTIO (Kimac IV 3a NYHA), a TakoX mmallieHTaMm i3 ceplieBoio
HEJIOCTaTHICTIO i CAMIITOMATAYHOI0 HEOE3MEeYHOI0 ISl KUTTS CEPLIEBOI0 apUTMi€l0. Tomy
JI03apTaH CJIif 3aCTOCOBYBaTH 3 00epexKHICTIO TaKil rpymi namieHTiB. Crif 3 00epexkHiCTIO
OIHOYaCHO 3aCTOCOBYBATH J103apTaH i b-6mokaTopwu.

CTeHO3 a0pTAIbHOIO i MiTPaIbHOI0 KilallaHiB, 00CTPYKTUBHA TrinepTpodiyHa KapmioMionaTis.

4K i mpu 3acTOCyBaHHi iHITMX Ba30UIaTaTOPiB, 3 0COONMMBOIO 0OEPEKHICTIO CIIif
IIpHM3HAYaTH IIpernapar IMallieHTaM 3i CTEHO30M aOpPTaJIbHOTO i MiTPalbHOTO KilamaHiB abo
00CTPYKTHBHOIO TinepTpodiuHoio KapaioMionaTielo.

BariTHicTBb

3acToCyBaHHS JTI03apPTaHy He CJIifl PO3MOYMHATH Y Iepiof] BariTHOCTI. 3a BUHATKOM BUIIA[IKiB, KOJIU
IIPOMIOBXKEHHS Teparlil BBaXKa€eThCS HEOOXiMHUM, TallieHTKaM, SKi JIaHyI0Th BaTriTHICTD, CITif
IIPU3HAYUTH aJlbTePHATUBHY aHTUTINEPTEH3UBHY Tepalliio 3i BCTAHOBIEHUM IIPodinem
Oe3meKku 100 3aCTOCYBAHHS Y Iepio BariTHOCTI. fAKIIO miarHOCTOBAHO BaTiTHICTS,
JIIKyBaHHS JI03apTaHOM CJIi] HeTalHO MPUNMHUTH i, SIKI0 HEOOXiIHO, PO3MIOoYaTH
anbTepHATUBHE JIIKyBaHHS (OUB. Po3finu «IIpoTunoka3aHHsS» Ta «3aCTOCYBaHHSA Y Iepiof
BariTHOCTi abo romyBaHHS I'PYIOI0»).

[HIITI 3aCTEepEeREHHS Ta MOIePeIKEeHHS.

4K BCTaHOBJIEHO CTOCOBHO iHTiOITOPIB aHTi0TEeH3UHIIEPETBOPIOBAILHOTO (PEPMEHTY, 103apTaH Ta iHIIi
AQHTATrOHICTU aQHTiOTEH3UHY MeHIN e()eKTUBHI 11 3HUKEHHS apTepiajbHOr0 TUCKY Y Malli€HTiB
HETPOIHOI Pacy, HiX B IHIIUX MAIli€HTiB, MOXK/INBO, Yepe3 HU3bKY aKTUBHICTh PEHIHY Yy IPYIIi TaKUX
IAIliEHTIB 3 apTePiabHOIO TillepTeH3i€l0, IKi € MpeicTaBHUKAMU HErPOIAHOI PacH.

IToositiHa 6.10ka0a PAAC

Bimomo, 1110 ITpy OMHOYACHOMY 3aCTOCyBaHHi iHTibiTopiB AII®, 6710KaTOPiB PElenTOPiB aHTiOTEH3UHY
I abo amickipeHy MiIBUINYETHCS PU3UK PO3BUTKY apTepianbHOI TinoTeH3il, rinepkanieMii Ta
moripmeHHs QYHKIII HUPOK (BK/II0Yal0Ul TOCTPY HUPKOBY HEIOCTATHICTH). Y 3B'sI3Ky 3
nongsitiHoio 6;mokamoo PAAC ogHOYaCHe 3aCTOCYBaHHS aliCKipeHy Ta aHTaroOHICTiB PelenTopiB
anriorensuny II a6o inribitopis AII® He pekoMeHAYEThCS (IUB. po3min «B3aemonis 3 iHIIUMU
JiKapChKUMH 3aco0aMu Ta iHIIi BUIKM B3aEMOIiN»).

fkmo moaBiitHa 6710Kafa BBaxKaeTHCS aOCOIOTHO HEOOXigHO0, 1i CITim TPOBOAUTH JIHIIIE TTiJ] HATISAOM
CIleIfiajicTa i3 4aCTUM PeTeJIbHUM MOHITOPUHTOM (YHKIIl HUPOK, €JIEKTPOJIITiB Ta apTepialbHOTO
THUCKY.

[uribiTopu AII® Ta 610KaTOPH PEIENnTOoPiB aHTioTeH3uHY I He CIlifg 3aCTOCOBYBATH OJHOYACHO
maIfieHTaM 3 giabeTUYHOI0 HedpomaTiero.

AHTiOHEeBPOTHYHHH HAOPSAK KHIIEYHUKY

IToBigoMIs1710CsI MPO BUNAAKH aHTiOHEBPOTHYHOI 0 HAOPSAKY KHIIEYHUKY Y Mali€HTIB, sIKi
3aCcTOCOBYBa/Iu 0JI0KaTOpPH penenrtopis anriorensuny I, (BKi1o4Yauu 103apTaH) (IUB.
po3min «ITob6iuni peakiii»). ¥ mux mamieHTiB cmocrepiraBcs 0ib y XKMBOTi, Hyi0Ta, O/II0BaHHS



Ta giapesi. CHMITOMH MHHa/IM IicjIs BigMiHu 0/10KaTOpiB penentopiB anrioren3uny II.
SIKIIO AiarHOCTOBAHO aHTiOHEBPOTHYHHH HAOPSAK KHIIEYHHKY, 3aCTOCYBaHHsI JI03apPTaHy
CJIil IPUMIHHUTH Ta PO3MOYATH BiJMOBiTHHE MOHITOPHHI 10 IOBHOr0 3HUKHEHHSI
CHMIITOMIiB.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

BaeimHicms. He peKoMeHyeThCA 3aCTOCYBaHHSA JI03apTaHy IIPOTAroM [ TpuMecTpy
BariTHOCTI Ta nmpotumnoka3aHe y II Ta III TpuMecTpax BariTHOCTI.

EnigeMiosioriysi faHi CTOCOBHO PU3UKY TEPATOI€HHOI'0 BIIJIMBY BHACIIILOK 3aCTOCYBaHHS
inriditopis ATI® npotsirom I TpuMecTpy BariTHOCTI He TEPEKOHIIMBI; OMHAK HEBEJINKE
3POCTaHHS PU3UKY He BUKIIIOYeHe. OCKIIbKY HeMa€e KOHTPOJIbOBaHUX eMifieMiOIOriYHuX
NaHWX LIOA0 PU3UKY IIPX 3aCTOCYBaHHI aHTAroOHICTiB penienTopiB aHrioTeH3uny 11 (APAII),
nofiOHi pU3UKK MOXKYTh iCHYBaTH i 71 IIbOT0 KJIaCcy IpelaparTiB. 3a BUHSITKOM BUIIAOKIB,
KOJY ponoBxKeHHs Teparii APAII BBaxka€eThCcs HEOOXiTHUM, MAIliEHTKaM, SKi IIaHYIOTh
BariTHICTS, CIIi IPU3HAUYUTU albTEPHATUBHY TilIePTEH3UBHY Tepallilo 31 BCTAaHOBIEHUM
npodinem 6e3meKHu 100 3aCTOCYBaHHS Y Iepiofd BariTHOCTI. fAKINO OiarHOCTOBAHO
BariTHiCTh, MiKyBaHHS APAII ciig HerallHO IPUNUHUTH i y pa3i He0OXigHOCTI po3moYaTu
aJbTepHaTUBHE JIIKyBaHHS.

Bigomo, mo 3acTocyBanHS APAII npotsiroMm II Ta III TpuMecTpiB iHAYKY€E (GETOTOKCUYHICTD
(mocnabmeHHs GQYHKINI HUPOK, OMNirorigpaMHioH, 3aTprMKa ocudikarlil KiCToK depera) i
HeOHaTa/IbHy TOKCHYHICTh (HUPKOBa HEAOCTATHICTh, apTepiasibHa TiloTeH3is,
rimepkamieMis). ko npotsarom Il TpumecTpy BariTHOCTI 3acTocoByBanu APAII,
PEKOMEHI0BAaHO IIPOBECTH YIIbTPA3BYKOBE 00CTEXKEHHS IJIs IepeBipKu QyHKII HUPOK i
CTaHy KiCTOK uyepemna. CTaH HOBOHAPOIXKEHHUX, MaTepi AKux 3actocoByBanu APAII, cmif
YacTO MEePEBIPATU CTOCOBHO PO3BUTKY apTepianbHOI TiMOTeH3ii.

['odysaHHA 2py00. OCKinbKY HeMa€e iH¢popMaliil 010 3aCTOCYBaHHS JI03apTaHy Y Iepiof
TOOyBaHHS T'PYAII0, He PeKOMEHIYEThCS IPU3HAYATH IIeH Ipernapar XiHKaM, sIKi TOTy0Th
rpynnio. baxkaHo MpU3HAYUTY allbTePHATHBHE JIIKYBaHHS MTpenapaTaMy 3 Kpallle BUBUEHUM
npodinem Ge3mneku 0[O0 TOOYBaHHS TPYAII0, 0COOIMBO Y ITepio HOBOHAPOAXKEHOCTI abo
SIKIII0 QUTHHA HEOOHOIIEHa.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizMmamu.

He mpoBoaunmy HOCHiAXKEHHS 1I0O0 BIIMBY MpelapaTy Ha 3JaTHICTh YIPaBIATH
aBTOTPAHCIIOPTOM Ta MpalfoBaTU 3 IHIMMMU MexaHi3MaMu. OfHaK CHif maM’ iTaTy IIPo
MOXKJIUBICTh PO3BUTKY TaKUX IMOOIYHUX Peaklliit K 3aliaMOPOYEeHHS Ta COHJIMBICTh, 0COOIUBO
Ha II0YaTKY JIiIKyBaHHS Ta IIPU MifBUIIEeHHI 03U IIpenapary.

Cnoci6 3acmocyeaHHs1 ma 0o3u.

Ta6netku ITpecapran®-100 MoXHa 3aCTOCOBYBATH He3aJleXHO Bifl IPUIOMY 1Xi, 3anuBa0dn



CKJITHKOIO BOOH.

EceHuiaabHa apmepia/ibHa 2inepmeHsia

3a3Buyail MoyaTKOBa i MigTpuMYy0da fo3a Ajs OimbIIOCTi XBOPUX CTAHOBUTH 50 MT
npenapaty 1 pa3 Ha go0y (1 TabneTka IIpecaprany”® 50 mr). MakcuManbHAMR
AQHTHUTINEPTEH3UBHUYN e(eKT NOCATAETLCS Ha 3-6-if TUKMIEHD Bif MOYATKY JIiKyBaHHS
HpecapTaH0M®. Ilng mesdKyX Malli€HTIB MOXe BUSBUTUCS CUPUSATIUBIIINM HiOBUIEHHS 003U
npemnapaty fo 100 mr 1 pa3 Ha goOy (Bpanmi). [IpemapaT MoXkKHa 3aCTOCOBYBaTH y IIOENHAHHI 3
iHIIMMU aHTUTINEPTEH3WBHUMY IIperapaTaMu, 0COOIMBO 3 iypeTUKaMu (HampuKias 3
TiAPOXI0POTia3ugoM).

ITauieHmu 3 apmepidabHOM 2inepmeH3ieo ma uykposum diabemom II muny (npomeiHypis

biavwe 0,5 2/006y)

3a3Buyal I0YaTKOBA f03a CTaHOBUTHL 50 Mr 1 pa3 Ha no0y. o3y MoxHa 30inbmmTu o 100 Mr 1 pas
Ha o0y 3a/7eXHO Biff TOT0, SKUMHU € ITOKa3HUKHU apTepialbHOTO TUCKY yepe3 1 Micslp Mmics movYaTKy
nikyBaHHs. [Ipecapran®-100 MOXHa 3aCTOCOBYBATH 3 iHIIMMHY aHTHUTINEPTEH3UBHAMY IIperapaTaMu
(HampuKIan miypeTrkaMu, 6I0KaTOpaMy KaslbllieBUX KaHauliB, 6710kaTopamMu o- a00 B-perentopis,
IpenapaTaMy IIeHTPalbHOL fil), a TAKOXK 3 IHCY/IIHOM Ta iHIIMMM TilOTTiKeMiYHUME [IpenapaTaMy,
SIKi IIMPOKO 3aCTOCOBYIOTHCS (HAMPUKIIAL i3 CyIbGOHIIICEYOBUHOMW, TTiTa30HaMM Ta iHribiTopaMu
TJIIOKO3UTIA3HU).

Cepuesa HedocmamHicmb

3a3BUYail MoYaTKOBA [103a JI03apTaHy OJjIs Nalli€HTiB i3 XPOHIYHOI0 CEPLIEBOI0 HEJOCTAaTHICTIO
cTaHoBUTH 12,5 Mr 1 pa3 Ha 000y . AK mpaBuiio, [03a TUTPYETLCI 3 TUKHEBUM iHTepBaioM (To6TO
12,5 Mr Ha mo0y, 25 Mr Ha go0y, 50 mMr Ha goOy, 100 Mr Ha goOy i o MakcuManbHOI mo3u 150 mr 1
pas3 Ha 700y) 3 ypaxXyBaHHSIM iHAWBiAyaIbHOI IEPEHOCUMOCTI IIpenapary.

3MeHWeHHA Pu3uKy po38UMKY iHCY/1bmy Yy 00POCAUX NAUIEHMIB 3 ApmepidAbHOK
2inepmeH3i€ro i ecinepmpogiero 1i8020 WAYHOYKA, niomeepddiceHoro Ha EKT

3a3Buyail moyaTkoBa fio3a cTaHoBUThL 50 Mr [Ipecaptany® 1 pa3 Ha 700y. 3anexkHo Bif 3MiH piBHS
apTepianbHOTO TUCKY [0 JiKyBaHHS CIIiJ AOMATH TiApOXIOpOTia3uf y HU3bKil 003i Ta/ab0 30inbIIuTH
no3y IIpecaptany® - 100 mo 100 Mr 1 pa3 Ha goOy (muB. po3ainu «OcoOIMBOCTI 3aCTOCYBaHHSA» Ta
«Bzaemogis 3 iHIIUMY JTiIKapCHKUMHU 3aco0aMu Ta iHIIM BUIU B3aEMOII»).

OKpeMi rpymy Nali€eHTiB.
ITauieHmu 3i 3HUACEHUM 06’EMOM UUDKYAHOKYO0I KPO8i

[TarienTam 3i 3HUAKEHUM 00'€MOM LUPKYITIOI0Y0I KPOBi (HampuKiIaf, YHACIINOK TiKyBaHHS
BHCOKMMH [103aMU [iyPeTHUKiB) PO3MOYMHATH Tepariio HeoOxigHo 3 mo3u 25 Mr 1 pa3 Ha fo0y.

ITauieHmu i3 nopyweHHAM (YHKUII HUPpOK md y nauieHmis, AKuM npogodams 2emo0iais

[Tpu npusHauenHi [Ipecaprany® - 100 namierTam i3 nopymeHHEAM QYHKII1 HUPOK, a TAKOXK
nali€eHTaM, SKUM IIPOBOASATh reMofiiaii3, I04aTKOBY KOPEKIIil0 031 IIPOBOAUTH He MOTPiOHO.

[Mayienmu 3 nopyweHHAM GYHKUII NeviHKu



[71g nauieHTiB i3 mopymeHHSIM QyHKIII TeYiHKY B aHaMHe3i CJIiff PO3T/ISHYTH IUTaHHS 11010
IIpU3HAYEeHH [Ipenapary y MeHWiu no3i. Hemae gocBiny /iKyBaHHS NALi€HTIB i3 TAKKUMU
TOPYLUIeHHSIMY QYHKINI IeYiHKY, TOMY JI03apTaH MPOTUIIOKA3aHu# I1iif rpyIIi manieHTiB (IUB.
po3pinu «[IpoTunokasanHsa» Ta «OCcoBIUBOCTI 3aCTOCYBaHHI»).

imu

IaHi om0 eeKTUBHOCTI Ta Oe3MeKu 3aCTOCYBaHHS JI03apTaHy AiTSAM BiKOM Bif 6 pOKiB mis
JMiKyBaHHS apTepianbHOI rinepTeHsii 00MexkeHi. Takoxk € Mao JaHUX MO0
(dhapMaKOKiHETUKHM Y HiTel 3 apTepianbHOIO TiepTeH3i€lo BikoM Bif 1 MicAIs.

Inst mitTed, SIKi MOXKYTh KOBTaTU TabyeTKM i Maca Tina skux 6inbire 20 Kr Ta MeHte 50 Kr,
PEeKOMeH/I0BaHa [103a CTaHOBUTE 25 Mr 1 pa3 Ha f00y. Y BUHSATKOBUX BUIIafiKaxX H03y MOXKHa
36inpmuTH Mo 50 Mr 1 pa3 Ha goOy. 103y Cilig KOpUTyBaTH 3aJIe’KHO Bifl BINIMBY Ha PiBeHb
apTepiaabHOTO TUCKY.

[l maIieHTiB 3 Macoro Tijla moHan 50 Kr 3a3BUYau pa3oBa go3a ctaHOBUTH 50 Mr 1 pas Ha
no6y. Y BUHSITKOBUX BHITafIKax 03y MOXKHa 30inbKUTH J0 MaKcuMaibHoi - 100 Mr 1 pa3 Ha
no0y. 3acToCcyBaHHS HiTAM H03, 110 IepeBullyoTh 1,4 Mr/kr (abo Ginbine 100 Mr) Ha moby, He
BUBYAINCH.

Jlo3apTaH He PeKOMEHOOBaHUM [JI1 3aCTOCYBaHHS HiTSIM BIKOM [0 6 POKiB, OCKiIbKY AaHUX
010 3aCTOCYBaHH4 IIpenapaTy Ly I'PyIi ali€HTiB HeJOCTaTHhO.

[IpemapaT He peKOMEHOYEThCS 3aCTOCOBYBATH HiTAM, Y SIKUX IIBUAKICTh KITyOOYKOBOI
dinbTpanii < 30 mn/xB/1,73 , oCKiNbKY HeMae BifMOBITHUX JAHUX IIO0 3aCTOCYBAHHS
Ipernapary il KaTeropii mamieHTiB (quB. po3min «Oco0IMBOCTI 3aCTOCYBaHHS»).

Jlo3apTaH TakKOX He PEKOMEHAYETHCS AJIs1 3aCTOCYBAHHS IiTAM i3 IOPYIIEHHSAM (PYHKI] IeYiHKI
(muB. po3min «OcoBGIMBOCTI 3aCTOCYBaHHS»).

ITayieHmu AiMHbO20 BIKY

4K mpaBuio, HeMa€ oTpebu y KOPUTYBaHHI MTOYaTKOBOI 103U [JIg MAalli€HTiB JIiTHHOTO BiKY,
X04a CJIil BpaXxOByBaTU MOXKJIUBICTh IPU3HAYEHH [IpenapaTy y [104aTKOBi# [03i 25 Mr ans
TALiEHTIB BIKOM BiZl 75 POKIB.

Himu.

Besneka Ta epeKTUBHICTL 3acToCcyBaHHA [IpecapTany® - 100 giTsaM BikOM 70 6 POKiB He
BcTaHOBNEeHi. HasiBHI Ha JaHUY 4ac JaHi HaBefeHi y po3aiii «PapMaKoJIoridyHi BIaCTUBOCTI»,
IIpOTe XKOOHUX PpeKOMeHalli 100 A03yBaHHA IIperapaTy OiTAM BiKOM 0 6 POKiB He MOXKe
OyTH HagaHo.

ITepedo3yeaHHs.

He moBigomnsinucs Ipo BUMAAKY Iepeio3yBaHHS IIpelapary.

Cumnmomu iHmOKCUKau,ll.



HaiiMOBipHIIIMMY CUMIITOMaMH, 3aJIeKHO Bif] TIXKKOCTi Iepefo3yBaHHs, € apTepiajbHa rinoTeH3sid,
Taxikapmisi. bpagukapmis MoxKe BUHUKATH IIPU ITapaCUMITaTU4HiN (BarajabHili) CTUMYISIIIL.

JIiKyBaHHA IHMOKCUKAUI.

[Ipy BUHUKHEHHI CUMIITOMATAYHOI apTepiaabHOI TiMOTEeH3ii CITifg MPOBOAUTH IiATPUMYIOUY
Teparito. JIikyBaHHS 3a/1eXKUTh Bil TPUBAJIOCTI Yacy, 110 MUHYB IIiC/Ig IPpUUOMY [Ipernapary, a
TaKOX Bil XapaKTepy 1 TAXKKOCTL CUMIITOMIB.

[IpiopuTeTHUM 3axX0[0M ITOBHMHHA OyTH cTabimizamis QyHKIIii cepiieBo-CyIMHHOI CUCTEMU.
[Ticris mepopabHOTO MIPUKXOMY IIpeliapaTy oKa3aHe 3aCTOCyBaHHS aKTUBOBAHOTO BYTLIIA y
BimmoBigHi#M go3i. [Ti3Hime ciif 4acTo KOHTPOJIIOBAaTH OCHOBHI MMOKA3HUKU XKUTTETISITBHOCTL
OpraHi3My Ta KOpUTyBaTu NpU HeoOXimHOCTi. JIo3apTaH Ta aKTUBHI MeTaboIiTH He
BUMAJIAIOTHCS [IPU IPOBEeHHI reMoiani3y.

ITo6iuni peakuii.

[ToOiyHOIO peakKIli€lo, PO Ky HaldacTille MoBifoMIsAnucs, 0yIo 3anaMopoYeHHs.

YacToTa nobiyHUX peaklliii, BKa3aHUX HUXK4Ye, BU3HaY€eHa K TaKa: AyXKe 4acto: >1/10;
yacTo: Bim >1/100 go <1/10; HewacTo: Bim >1/1000 mo <1/100; pimko: Big >1/10000 mo
<1/1000; myxe pigko: <1/10000; gacToTa HEBIAOMO (He MOXKHa BU3HAYUTH 3a HAIBHUMU

OaHUMH).

YacTtoTa mobGiyHUX peakilili, BUSBIEHUX V I1alle00-KOHTPOIbOBAHUX KITIHIYHUX JOCTIIXKEHHSIX Ta Y
IIOCTMapKETUHTOBUY TTepiof

Tabmuns 1.
[To6GiyHi peakrii HacToTa mobGiuHMX peakiin [H1IE
3a KjlaCaMHU CUCTEM [lamieHTy 3 TTarieHTH 3 [TamienTu 3 TTamieHTH 3 [TocTMapKeTUHTOBi
OpraHis apTepianpHO0 apTepianbHO0 XPOHIYHOIO apTepianbHOI0 CIIOCTEPEXKEHHS
rinepTeH3i€n rillepTeH3i€l0 Ta |CepleBOi0 rinepTeH3i€lo Ta
rinepTpodieto HEeIOCTaTHICTI0 |IyKPOBUM
ITiBOT0 IIJTyHOYKa miabeTom
cepis [I Tuny 3
HUPKOBOIO
HeIOCTaTHICTIO
3 60Ky cucmemu Kpoei i simpamuyuHoi cucmemu
aHEeMis HacTo [4acToTa HeBifoMa

TPOMOOITMTONEHIs

yacToTa HeBigoMa

3 60Ky iMYyHHOI cucmemu

[peakilii
Tinep4YyTIuBOCTI,
aHahimakTUYHi
[peaxirii,
QHT1I0HEBPOTUYHUU
HaGpaK Ta
BaCKyJIT

PiOKO

ITCUXiYHI NOPYWEeHHA

menpecis

[yacToTa HeBimoMa




[To6iuHi peakirii HacToTa mobiyHNX peakuin [H11IE
3a KJlacaMH CUCTeM [TarieHTH 3 [TamienTu 3 [TamieHTH 3 [TamienTH 3 [TocTMapKeTUHTOBI
OpraHiB apTepianpHO0 apTepianbHO0 XPOHIYHOIO apTepianbHO0 CIIOCTepeXeHHS
rimepTeH3i€l0 riepTeH3i€0 Ta |cepleBoio rinepTeH3i€lo Ta

rinepTpodiero HEeIOCTaTHICTIO [|IyKPOBUM

ITiBOT0 IIJTYHOYKA miaGeTom

cepiist I Tumy 3

HUPKOBOIO
HeIOCTATHICTIO
3 60Ky Hepeosoi cucmemu
IM's130B1 cymoMu 4acTo
3arraMoOpPOYeHHS 4acTo [4acTo YacTo 4acTo
COHTTHBICTD HEe4acTo
rOJTOBHMIA 0iNlb HEe4acTo HEe4acTO
03J1a[ik CH
?6e3co§m;{) Y HEHacTo
mapecresis Pigko
[mMirpess JacToTa HeBigoMa
mucreB3is [yacToTa HeBimoMa
3 60Ky opaaHie cayxy ma aabipuHmy
BEPTUTO 4acTo [4acTo
I3BiH ¥ ByXax yacToTa HeBigoMa
3 60Ky cepus
Taxikappis 4acTo
TTaJTbITiTallis HEe4YacTo
CTeHOKapLis HEYacTo
CUHKOIIE Pinko
iOpumALis .

g)ep%nceﬁub Pinxo
IHCYJIBT Pigxo
3 60Ky cyOuHHOI cucmemu
(opToCcTaTHYHAa)
apTepianbHa
rinoTeH3iq (y T.4.
03038 e AT HEYacTo HacTo 4acTo
OPTOCTaTUYHUU
edekr)!
3 60Ky pecnipamopHo20 Mpakmy, opaaHie 2py0HOi KAimKu ma cepe0oCcmiHHs
MUCITHOE HEeYacTo
Kalenb HEeYacTo [HacToTa HEBimoMa
HEXUTh 4acTo
CUHYCUT 4acTo
bapuHriT 4acTo
iH(beKIlis BepXHiX
JIH(i))(aHII;[HI/IX HI:.)U'IHXiB [1aCTO
3 OoKy mpasHo20 mpakmy
aOmoMinanpHuy Oib  [HewacTo
3amnop He4acTo
miapest He4acTo yacToTa HeBigoMa
HyIoTa HEYacTo
011I0BaHHST HEYacTo
MUCIIencis 4acTo
QHriOHeBPOTHYHHUI ,
[HaOpsIK KUIIEeYHUKY PIAKO
3 60Ky 2enamobisiapHoi cucmemu
TaHKpPEeaTUT [HacToTa HEBioMa
TeIllaTUT iIKO
Egg?;ZHHH byl [4acToTa HeBigoMa
3 60Ky wkipu ma niOwWKipHOi cnoy4HOI MKAHUHU
KPOTIMB' STHKA HEYacTo [JacToTa HEBimoOMa
cBepOik HEeYacTo [yacToTa HEBimoMa
BUCHUITAHHS HEYacTo HEeYacTo [JacToTa HEBimOMa




[To6iuHi peakirii HacToTa mobiyHNX peakuin [H11IE

3a KJlacaMH CUCTeM [TarieHTH 3 [TamienTu 3 [TamieHTH 3 [TamienTH 3 [TocTMapKeTUHTOBI
OpraHiB apTepianbHOIO apTepiaabHOIO XPOHIYHOIO apTepiambHOIO CIIOCTEPEKEHHS
rinepTeHsi€r TiMEepPTEeH3i€0 Ta |CepLEeBO0 rinepTeH3i€r Ta
rinepTpodiero HEeIOCTaTHICTIO [|IyKPOBUM
ITiBOT0 IIJTYHOYKA miabeTom

cepisa I Tumy 3
HIPKOBOIO
HEeJ0CTaTHICTIO
CBITJIOUYTJIMBICTh yacToTa HeBigoMa
3 60Ky CkeslemHo-M 530801 cucmemu ma CnoayyHoi MKAHUHU
Imianriga yacToTa HeBigoMa
apTparisa [uacToTa HeBifoMa
[pabmomionis HacToTa HeBijoMa
3 60Ky HUPOK i ceyosuBiOHUX WsXi8
mopyIneHHs QyHKMil
HIPOK

HIPKOBA
HeIOCTaTHICTh

3 60Ky penpodykmueHoi cucmemu i MOJAOYHUX 30103
epEeKTUIbHA
mucyHK1is/ yacToTa HeBigoMa
IMIOTEHIIIST
3azanvHull cmaH ma nopyweHHs, noe’s3axi 3i cnocobom 3acmocys8aHHs npenapamy
acTeHis HEYacTo gacTo HEYacTo JacTo
c1abKicTh HEYacTo gacTo HEYacTo 4acTo
HaOPSKU HEYacTO
He3OyXaHHS [uacToTa HEBigoMa
/Tocai0xceHH
rimepkaieMis 4acTo HedyacTo' gacTo
TiIBUILIEHHS PiBHSA
anmaHiHaMiHOTpaHCheED [pimko
asu (AJIT)®
TTiIBUIIEHHS PiBHS
CEYOBHHU B KPOBI,
KpeaTUHIHY Ta KaJliio B
CUpOBaTIi KPOBI
rinoHaTpiEMis [yacToTa HeBimoMa
CinorIiKeMis 4acTo

YacTo

YacTo

YacTo

*. . . . .

Y Tomy uucyi HaOpsSK ropTaHi, TIOTKY, 061uy4s, Ty0, ro10COoBOI IinuHY Ta/abo s3uKa (10 MPU3BOAUTD [0
0OCTPYKIIil gUXabHUX IUISIXIiB); Y HesSKUX IAIli€HTiB B aHaMHe3i OyB aHTiOHeBpPOTHYHMM HAOPSK (HaOpsk KBinke),
II0B’sI3aHUY i3 3aCTOCYBAHHAM iHINMX IIpelaparis, y ToMy yuchi inribitopis AIIO.

"Bkmouatouu nypnypy lllennsiina-Tenoxa.

I 0co6muBo y TaIiEHTIB i3 BHYTPIIIHbOCYOUHHOIO JleTimpaTalli€io (Hanpukiiag, v pasi TaKKol cepiieBol
HEeJ0OCTAaTHOCTi abo Mpu JIiKyBaHHi AiypeTHKaMu Y BUCOKHX [03aXx).

"JacTo crmocTepiracThCs y MaIieHTiB, 9Ki npuitManu 150 Mr 103apTaHy 3aMicTh 50 MT.
'V kriniyHOMY HOCTIIKeHH], IPOBEEHOMY 3 YYaCTIO XBOPHX Ha IyKpoBuii miabeT B II Tumy 3 Hedpomariero,
rinepkamiemis > 5,5 MMoIb/1 criocTepiranacs y 9,9 % nauieHTis, sKi oTpuMyBanu jo3apTaH, Tabnetky, Ta B 3,4

% maIrienTiB, Ki OTpUMyBaH IIameto.

* Ik mpaBuyI0, 000POTHI IpK MPUIKHEHH] Teparmii.

Huxxue3a3HaueHi qoaTKOBI m0o6iYHi peakilii BUHMKAIM YacTillle y MaIliEHTiB, SKi OTPUMYBajIu



JI03apTaH, HiX myarebo (YacToTa HeBimoMa): 0inb y CIIuHI, iHQEKIIii CEYOBUBITHUX IIISIXIiB Ta
TPUNONONiOHI CHMIITOMH.

3 60Ky HUPOK i ceuosuBiOHUX W1AXi8: K HACTINOK iuribyBanus PAAC, MOBiJOMIISIIMCS PO 3MiHK
GYHKIIT HUPOK, BKITI0Yaloul HUPKOBY HEIOCTATHICTE, ¥ MAllieHTiB I'PyIX PU3UKY; TaKi 3MiHU
HUPKOBOI QYHKIIil MOXYTh OyT 000POTHUMMU IIPU MPUNMHEHH] Teparmii (auB. po3ain «OcobnuBocTi
3aCTOCYBaHHS»).

iTn

[Tpodinb mobivHUX peakifiil y giTer nmomiOHUM 0o nMpodinio y AOpOCIuX malieHTiB. [laHi om0
no0iYHUX peaklill y AiTelt oOMexkKeHi.

3BiTHICTH PO Mif03pIoBaHi MO6IYHI peakirii

[ToBimomeHHS PO Migo3pioBaHi Mo6GiYHI peakii TikapcbKoro 3acofy Ma€e BaxKJiBe 3HaueHHS. Lle
3abe3neyye Oe3nepepBHUY MOHITOPUHT CIIiBBiIHOIIEHHS KOPHUCTH/PU3UK JIiIKapChKOTO 3ac00y.
MepuuHUX ITPaLiBHUKIB IPOCSATH MOBIJOMIISTH NP0 Oyab-gKi Mifo3pioBaHi Mo6iuHI peakiiil uepes
HalllOHa/JIbHY CUCTEMY 3BITHOCTI.

Tepmin npudamHocmi. 3 POKH.

YmMmoBH 30epiranssi.

30epiraTy B OpUTiHa/IbHIN yIAKOBIIi IIPK TeMIlepaTypi He Buille 25°C y HEIOCTYITHOMY [JIS
OiTey MicIi.

YnakoBka.
[To 14 Ttabnetok y 6micTepi. [To 2 GicTepu y KapTOHHIN MMaYIli.

I[To 10 TabneTok y GmicTepi; mo 3 6micTepu y KapTOHHIM Haylii.

Kareropis Bigmycky.

3a perenToM.

BupoOHHUK.
Inka JIabopatopia Jlimiten, Iamis/Ipca Laboratories Limited, India.

Micue3HaxoaKeHHsI BUPOOHHKA Ta afipeca Micls MpoBaIXKeHHS HOTr0 Tis/IbHOCTI.



[Tmot Ne 255/1, Binagx - Atan, FO.T. [lagpa Ta Harap Xaseni, 396230 CunsBacca, [Hpis.



