IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

NO3AM®
(LOZAP®)
Cknag:
Aitoya peyoBnHa: f103apTaH;
1 TabneTka MiCTUTb Nno3apTaHy Kasito 50 mr a6o 100 mr;
AOMOMI>KHI PeYOBMHM: LIENH0N03a MiKpOKpucTanivHa, MaHiT (E 421), KpocnoBifoH, KPeMHIt0 AioKcu, KONoiAHNA 6e3BOAHNIA, MarHito cteapaT, TaibK, 6apBHUK Ginnii
Sepifilm 752 (MiCTUTb rinpomenosy, Lentono3y MiKpoKpucTanivyHy, Makporony creapar, TutaHy giokeug (E 171)), makporon 6000.

JlikapcbKa thopma. Tabnetku, BKpUTI 060/10HKOHO.

OcCHOBHI (pi3MKO-XIMiYHI BNaCTUBOCTI:

No3an® (go3yBaHHa 50 Mr): oBanbHi ABOONYKNi TabNeTKM, BKPUTi 060/10HKOLO, 6ifloro abo Maiike 6ifloro Konbopy, 3 PO3nojibuyoto PUCKOH, PO3MiPOM NPUGIU3HO
11,0° 5,5 mm;

JNo3an® (go3yBaHHs 100 Mr): 0BanbHi ABOOMYK/i TabNeTKU, BKPUTI 060/I0HKOIO, 6i10ro a6o Maiike 6ifioro Konbopy, 3 PO3nojisbyoto PUCKO, PO3MiPOM NPUBIN3HO
14,0° 7,0 MMm.

dapmakoTepaneBTUYHa rpyna.
MpocTi npenapaTy aHTaroHICTIB peLenTopiB aHrioteH3nHy I1. Kog ATX C09C AO01.

dapmakosoriyHsnacTmBoCTI.
dapmakogmHamika.
Jlo3apTaH — Lie CUHTETUYHWIA aHTaroHICT peLenTopiB aHrioTeHsuHy Il (Tuny AT,) 418 NepopasbHOro 3aCTOCYBaHHS. AHFIOTEH3UH || — NOTY)KHWIA BA3OKOHCTPUKTOP

— € OCHOBHMM aKTMBHMM TFOPMOHOM peHiH-aHrioTeH3nHoBOI cuctemn (PAC) i € ofHMM 3 HalBaXNMBILLIMX (DAKTOPIB naTogisionorii apTepiasibHOT rinepTeHsii.
AHrioTeH3uH |l 3B°A3yeTbca 3 peLentopom ATy, AKUIA 3HaleHo y 6araTboX TKaHUHaX (Hanpukiag, y rnajeHbkux M’a3ax CyAuH, HaLHUPKOBMX 3a103aX, HUPKaX i
cepui), BM3HAYaOUM HU3KY BaXK/IMBUX 6IONOMIYHMX eEKTIB, Yy TOMY YMUCNi BA3OKOHCTPUKLIKO i 3BISIbHEHHS anbOCTEPOHY. AHFIOTEH3UH || TakoX CTUMYSOE
nponicepa,ito rnagKom’ a30BUX KMTUH.

INo3apTaH cenekTBHO 6/10KYE peuentop AT;. B ymoBax in vitro Ta in vivo f103apTaH Ta 1oro apMakonoriyHo akTMBHWIA MeTaboniT kapbokeunbHa Kucnota (E-3174)
— BNOKyHOTb YCi (i3i0N10riYHO Baromi BrvMBKM aHrioTeH3UHY || He3aneXxxHo Bif gykepena abo LWNAXy CUHTE3Y.

JlozapTaH He NPoOSBNASAE aHi aroHiCTMYHOT, aHi 6/710KyYOT AiT Ha XXOAHI IHWI ropMoHasbHI peuenTopy abo IOHHI KaHaiu, WO BIiAirpalTb BaXIMBY PO/b Y
perynoBaHHi YHKLiA cepueBo-CyAMHHOT cnuctemu. binblle Toro, nosaptaH He npurHidye AM® (kiHiHa3y |1) — epMeHT, Wo cnpusie po3nagy OpaguKiHiHy.
BignosigHo, He Bif6yBaETbCA MOCUIEHHA HebaXkaHNX edheKTiB, onocepeaKoBaHMX GpagnKiHIHOM.

Mg yac 3aCTOCYBaHHA /103apTaHy YCYHEHHS HeraTMBHOT 060POTHOI peakL,ii aHrioTeH3nHY 1l Ha cekpeLito peHiHy NPU3BOAMTL A0 NiABULLEHHSA aKTUBHOCTI PEHIHY Y
nnasmi KpoBi. Take NiABULLEHHA aKTUBHOCTI MPU3BOAWTL A0 3pPOCTaHHA aHrioTeH3unHy Il y nnasmi Kposi. Xouya Bif0yBaETbCA Take 3pOCTaHHA, aHTUriNepTeH3BHA
aKTUBHICTb | Cyrnpecisd KOHUeHTpauii afbAoCTepoHy Y nia3mi KpoBi 306epirarTbCs, WO CBIAYNTL NPo edeKTUBHY 610Kagy peuenTopiB aHrioteHsuHy Il. Ticns
BIAMIHW N03apTaHy aKTMBHICTb PEHIHY Y N1a3Mi KPOBI | MOKa3HWKKM PiBHIB aHrioTeH3nHy |1 npoTarom 3 AHiB NOBEPTakOTbCA 40 NOYATKOBMX 3HAYEHD.



$K nosapTaH, Tak i M0ro OCHOBHWIA MeTaboNIT MalTb BULLY CMOpigHEHICTb Ao AT, peLenTopis, HX AT,. AKTUBHMIA MeTaboniT y 10-40 pasiB aKTUBHILIWMA, HIX
nosaptaH (y nepepaxyHKy Ha mMacy).

3acTocyBaHHSA N03apTaHy 4ae 3MOry 3MeHLUUTY 3araibHy KifibKiCTb IeTa/IbHUX BUMAAKIB i3 CEPLEBO-CYAUHHUX NMPUYMH, IHCYNbTY Ta IHapKTy MioKapaa Y nauieHTiB
3 apTepianbHOLO TinepTeHsieto 3 rinepTpPodieto NiBOro WAyHOUKa, 3abe3neyye 3aXncT HUPOK Yy XBOPMX Ha LlYKPOBMIA diabeT Il Tuny 3 NpoTeiHypieto.
dapmakoKiHeTVKa.

Abcop6uis. Micna nepopanbHOro NpMinoMy no3apTaH 4o6pe BCMOKTYETLCA | Nignsirae MetTaboniamy nepLuoro NPOXoMKEeHHs 3 (hoOpMyBaHHSIM aKTUBHOIO MeTaboniTy
KapOOKCUNBbHOT KUC/IOTK Ta HeaKTUBHUX MeTaboniTiB. CucTeMHa 6i040CTYNHICTb TabMeToK /103apTaHy CTaHOBUTL Npun6an3HO 33 %. CepefHi NiKOBI KOHLUEHTpauit
no3apTaHy Ta noro akTMBHOIO MeTaboNiTy AOCAraroTbCs BIAMOBIAHO Yepe3 1 roanHy i 3—4 roguHu.

Posnogin. Jlo3apTaH i AOr0 aKTUBHMIA MeTaboniT Ha 3 99 % 3B’A3yHOTbCA 3 MPOTeiHaMKM NNa3my KpoBi, nepeayciM 3 anbbymiHom. O6’eM po3noginy nosaptaHy
CTaHOBUTL 34 1.

bioTpaHcgopmauis. MpnbnnsHo 14 % nosapTaHy Npu BHYTPILLHLOBEHHOMY BBefleHHI abo nepopasibHOMY 3aCTOCYBaHHI MEePETBOPHOETLCA HA aKTUBHWUIA MeTaboNiIT.
Micns BHYTPILIHLOBEHHOIO i MepopasbHOrO BBEAEHHS N03apTaHy Kanito, MiueHoro 14C, pafioakTVBHICTb Yy LMPKY/IOKOYI/ nna3mi KpoBi, SK MpaBuno,
XapaKTepu3yeTbCs N03apTaHOM Ta oro MeTabonitom. MiHiManbHa KOHBEPCisi 103apTaHy [0 Oro akTMBHOrO MeTaboniTy cnoctepiranacsd npuénusHo B 1 %
BUNaaKiB. OKPiM aKTUBHOIO MeTaboniTy YTBOPKOKOTLCA | HEAKTMBHI MeTaboNITL.

BueeeHHS. Mna3MoBuWil KNipeHe no3apTaHy Ta MOro akTMBHOIO mMeTaboniTy ctaHoBUTbL 600 mMn/xB i 50 MA/XB BignoBigHO. HMPKOBWIA KNipeHC no3apTaHy Ta 1oro
aKTMBHOIr0 MeTaboniTy CTaHOBUTb MPUBAN3HO 74 MN/XB | 26 MNI/XB BiANOBIAHO. Ko/n no3apTaH 3acTOCOBYBaTW NnepopasibHo, NpnbnnsHo 4 % Ao3u BUAINSETLCS Y
He3MiHeHOMY BUTISiAI i3 ceyeto, a NPM6AN3HO 6 % J03M BUAINAETLCA i3 CeYeto Yy BUMNSAAI aKkTUBHOIO MeTaboniTy. dapMakoKiHETUYHI BNaCTUBOCTI /103apTaHy Ta 1oro
aKTMBHOI0 MeTaboniTy NiHilHI Npy NepopanbHMX A03ax no3apTaHy Kanito o 200 mr.

[icng nepopasbHOro 3aCTOCyBaHHSA KOHLEHTpaLiT y niasMi KpoBi 103apTaHy Ta MOro akTMBHOrO MeTaboniTy 3MEHLLYHTLCA NOMNIEKCNOHEHUIMHO 3 TepMiHa/IbHUM
YaCcOM HamMiBBMBEAEHHS MPUGAM3HO 2 roauHW i 6-9 roauH BignosigHo. Micns nepopanbHOro npuitomy 14C-mapkoBaHoro nosapTaHy npu6nmsHo 35 %
pafioakTUBHOCTI 3HaX0A4ATb Y cedi, a 58 % — y Kai.

dapmakKoKiHET VKA B OKPEMUX rpynax naLieHTiB

MayieHTn NiTHLOrO BiKY.

KoHUeHTpauii no3aptaHy Ta MOro akTMBHOrO MeTaboniTy Yy nnasmi KpoBi MauieHTiB NiTHLOrO BiKy 3 apTepiasibHOK TiNepTeH3iel0 3HaYyLLO He Pi3HATLCA Bif
[AaHNX MOKAa3HUKIB Yy MOMOAMX MaLieHTIB 3 apTepia/ibHOK TinepTeHsiero.

CTaTs.

KoHUeHTpauii no3apTaHy y nnasmi KpoBi 6ynn y 2 pa3v BULLI Y XIHOK 3 apTepiasibHOK TinepTeH3iel0 MOPIBHAHO 3 4Y0/0BikaMK. KOHLUEHTpauil aKTUBHOIO
MeTaboNiTy Yy YOMOBIKIB i XXIHOK He PI3HUINCA.

MMopyLUeHHS PYHKLIT NEYiHKMA Ta HUPOK.

Mpy NpWinOMI BHYTPILLHLO nMauieHTaM 3 NIErkKUM Ta NOMIPHUM a/IKOrofibHUM LMPO30M MEYiHKM KOHLUEeHTpauil no3apTaHy Ta MOro akTMBHOIO MeTaboniTy y
nnasmi KpoBi BUABNANNCA BignosigHO y 1,7-5 pasu GinbwnmMmK, HIX Y MOMOAMX AOOPOBO/LLIB YO/OBIYOI CTaTI.

KoHUeHTpauii no3apTaHy y nnasmi KpoBi Y NauieHTIB i3 KMIPeHCOM KpeaTuHiHY Bue 10 MI/XB He BIAPI3HANNCA Bif TakmMX B 0Ci6 i3 HE3MIHEHOK (DYHKLIIED HUPOK.
Mpn NopiBHAHHI Maowi nig KprBok KoHueHTpauil (MMK) y nauieHTiB i3 HOpMasbHOK HMPKOBOK (hyHKUieto MIMK nosaptaHy y XBopux, fKi nepedysBaroTb Ha
romMoTpaHcnnaHTauii, suasunaca npuéamsHo y 2 pasn 6inblworo. [Mna3mMoBi  KOHUEHTpauil akTMBHOIO MeTaboniTy He 3MIHIOWTbLCA Yy NauieHTiB i3
MOPYLLEHHAM (YHKLIT HAPOK abo XBOpUX, SIKi nepebyBatdTb Ha remopianisi. Jlo3apTaH i KOro akTUBHWUIA METabONIT HE MOXYTb OYTU BUYYEHI 3a AOMOMOrOH
remogianisy.

dapMaKoOKIHETUKA Y AITEN.

dapMaKoKiHeTVKa No3apTaHy BrBYanacs 3 yyacTo 50 fiTeld 3 apTepia/sibHOO rinepTeHsieto, BikoM Bifg 1 micausa Ao 16 pokis, nicnis nepopasbHOro 3acTocyBaHHA 1




pa3 Ha fo6y y fosax Big 0,54 no

0,77 mr/kr (cepefgHi Ao3n). Pe3ynbTaTi nNokasanum, WO aKTUBHWUIA MeTaboniT no3apTaHy YTBOPHETLCA Y NaUieHTIB YCiX BIKOBMX rpyn. Pe3ynbTaTu BKa3ytTb Ha
NPUGAN3HO aHaNOriYHi NOKAa3HWKM (PapMakOKiHETUKWM No3apTaHy Micns MnepopaibHOr0 3acTOCYBaHHSA Yy HOBOHAPOMKEHUX i [AiTeil BikOM 2-3 poKw, [AiTein
AOLLKINBbHOrO, LWKINbHOMO BiKY i Y MigNiTKiB. ®apMakoKiHETUYHI NOKa3HMKN METaboNiTy BiApI3HANMCA Gifblue 3a1eXKHO Bif BiKOBOI rpynu. Ipn NopiBHAHHI AiTel
[OLLKINbHOrO BiKY i MiANITKIB, TaKi BiAMIHHOCTI 6y CTATUCTUYHO 3HAYYLLUMMMW. EKCNO3ULIS Y HOBOHAPOMKEHMX | AiTel BIKOM 2—3 POKM 6yna NopiBHSHO BUCOKOHO.

KniHIYHI XapaKTepuUCcTUKMN.

Noka3aHHA.

NikyBaHHA eceHLianbHOT rinepTeH3ii y LOPOCAnNX, a TaKoX AiTei i NigNiTKiB BikoM 6—18 pokiB.

JlikyBaHHS 3aXBOPIOBaHHA HUPOK Y [OPOCAMX MauieHTiB i3 rinepTeHsielo i UykpoBuM Aiabetom Il Tuny 3 npoTeiHypieto = 0,5 r/goby — AK 4acTuHa
aHTUrinepTeH3NBHOI Tepanii.

JlikyBaHHSA XPOHIYHOI CepueBOi HefOCTAaTHOCTI Yy AOPOCAMX MaLieHTIB, KOMW 3aCTOCYBaHHA IHri6GITOPIB aHrioTeH3VHNepeTBOPHOBa/IbHOIO (epMeHTy (AlP)
BBaXKAETbCA HEMOX/IMBUM Yepe3 HeCYMICHICTb, 0C06/IMBO NpU KaLwni, abo npoTunokasaHe. MayieHTiB i3 CepLeBor0 HeOCTATHICTIO, CTaH AKMX CTabinizysascs npu
3acTocyBaHHI iHribiTopa AlN®, He cnif NepeBOAUTU Ha NiKyBaHHA 103apTaHOM. Y nauieHTa (pakuisa BUKMAY NiBOro LWIYHOYKa Mae CTaHOBUTU < 40 %, CTaH Mae
Oy TV KNiHIYHO CTabiNIbHUM, TAKOX MaLiEHTOBI CNif AOTPMMYBATUCS BCTAHOB/IEHOI0 PEXXUMY NiKYBaHHS LOA0 XPOHIYHOT cepLieBOT HeA0CTaTHOCTI.

SHVKEHHS PU3NKY PO3BUTKY IHCY/IbTY'Y AOPOCANX NaLIEHTIB 3 apTepia/ibHOK rinepTeH3IErD | rinepTpodieto NiBOro WAYHOUKa, Wo nigTeepaxkeHo EKI.

MpoTunokasaHHs.

inepyyTAMBICTb A0 AiHOUOI PEYOBUHM Ta 40 6y Ab-AKOT 4ONOMIDKHOI PeYOBMHM, LLLO BXOAMTH [0 CKIady npenapary.

I1i 1l TpumecTpm BariTHOCTI.

TXKKI NOPYLUEHHA PYHKLUIT NeYiHKN.

[MpoTunokasaHe OfHOYaCHe 3aCTOCYBaHHA N03apTaHy 3 NiKapPCbKMMM 3ac06amMu, AKI MICTATb aliCKipeH, nawieHTaM 3 LyKPOBUM fiabeToM Ta MOPYLUEHHAM (YHKLIT
HUPOK (LUK ® [wBnAaKicTb Kny6ouKoBoi (inbTpauii] < 60 mn/xs/1,73 mM2).

B3aemogisi 3 iHLUMMM NiKapcbKUMKM 3acobamm Ta iHLWi BUAN B3aEMOAIN.

IHLWI rinoTeH3MBHI NpenapaTy MOXYTb MOCK/IKOBATW FNOTEH3UBHUIA epeKT no3apTaHy. OAHOYACHE 3aCTOCYBaHHS 3 IHLWIMMMK MpenapaTaMu, WO MOXYTb iHAYKYyBaTu
Taky No6iYHy peakuito fK apTepiasibHa rinoTeHsia (TPUUMKIIYHI aHTUAENPECaHTN, aHTUMCUXOTUYHI 3aC06u, 6aknogeH i amihoCTUH), MOXe NiABMLLYBATU PUSUK
BUHWKHEHHS apTepiasibHOT MinoTeH3il.

Jlo3apTaH MeTaboni3yeTbCA MEPEBAXKHO 3 Y4acTo cucteMun umtoxpomy P450 (CYP) 2C9 o akTMBHOrO KapboKCU-KMUCNOro metabonity. dnykoHason (iHribitop
CYP2C9) 3HMWKYE eKCno3uuito aKTMBHOro MeTaboniTy npubnnsHo Ha 50 %. BCTaHOBNEHO, WO Of4HOYacHe NiKyBaHHS N03apTaHoOM i pudamniuvHom (iHAYKTOop
(hepMeHTIB MeTaboniamy) Npu3BoANTL 40 3HKEHHSA Ha 40 % KOHLEHTpaLiT akTMBHOIO MeTaboniTy y nnasmi Kposi. KniHiyHe 3HauYeHHs LUbOro ehekTy HeBigoMe.
Hemae BifMIHHOCTI B eKCro3uuii npy 04HOYaCHOMY 3aCTOCYBaHHI n103apTaHy i uysacTtatuHy (cnabkoro iHriditopy CY P2C9).

AK | Npy 3aCTOCYBaHHI IHLIXX Npenapari., WO 6/10KYyTb aHri0TeH3MH |1 a0 Moro eqyekTr, CynyTHE 3aCTOCYBaHHSA MpenapaTis, L0 3aTPUMYHTb Kaniil B opraHiami
(Hanpuknag, Kaninsbepirarumx AiypeTuKis: CNipoOHONAKTOHY, TpiaMTepPeHy, aMinopuay), abo MOXyTb NiABMLLYBaTV PiBHI Kanito (Hanpuknagd, renapviH, npenaparis,
WO MICTATb TPUMETONPUM), A06ABOK Kanito abo KaniiBMICHMX 3aMiHHWKIB COMi, MOXe NPWU3BECTW A0 NiABWLLEHHA BMICTY Kasito y cuposatui KpoBi. OfHoYacHe
3aCTOCyBaHHA TakMX 3ac06iB He peKOMeH0BaHe.

Mpun 0gHOYaCHOMY 3aCTOCYBaHHI NpenapaTiB NiTito 3 iHriGiTopamu AP 6ynu NOBIAOMIEHHS NPO 3BOPOTHE MiABULLEEHHA KOHLEHTPALii NiTito B c1poBaTLi KpoBi Ta
A0ro TOKCMYHMIA BNMB. TakoX NOBIiAOMASANM NPO AY>Xe PiAKICHI BUNaaKM Takoi B3aeMOAIT | Npu 3acTocyBaHHI 6/10KaTopiB peLenTopiB aHrioTeH3nHy 1. OgHovacHe



3aCTOCYBaHHA NITIH0 Ta /103apTaHy BMMarae 00epeXXHOCTI. FAKLWO0 3aCTOCYBaHHA TakOi KOMOIHALIT PO3LIHIOETHCA AK HeobXigHe, PeKOMeHL0BaHO MOHITOpPYBaTy
CUPOBATKOBI PiBHI NiTit0 Ha TNi 0AHOYACHOr 0 NPMINOMY LMX NpenapaTis.

Mpy ofHOYaCHOMY 3aCTOCYBaHHI aHTaroHICTIB aHrioTeHsvHy |l 1 HecTepoigHWX npoTU3ana/ibHUX npenapartis  (Hanpuknag, CenekTUBHI  IHriGiTopy
uMKnookcureHasm-2 (LLOI-2), auetuncaniyunoBa Kucnota Yy fo3ax, WO UMHATbL MpoTU3ananbHy fAito, HecenektusHi  HIM3IM) moxe nocnabntosatucs
aHTUriNepTeH3nBHUIA edekT. OfHOYacHe 3acTOCyBaHHSI aHTaroHICTiB aHrioTeHsuHy Il abo piypetukiB i3 HI3M moxe npu3BoAUTM A0 MiABULLEHHS PU3UKY
MOripLUaHHs PYHKLIT HUPOK, BK/IKOYAOUM MOX/IMBUIA PO3BUTOK rOCTPOI HUPKOBOT HELOCTATHOCTI, & TAKOX [0 NiABULLEHHS PiBHA Kanito y cMpoBaTLi KpoBi, 0C06/IMBO
Y NauieHTIB 3 ICHYHOUMM MopyLUeHHAM (PYKLIT HUPOK. Taky KomOGiHaLito cnif npusHavaT 3 06epeXxHICTIO, 0C06IMBO NaljieHTam NiTHLOro BiKy. MauieHTam cnif
NpoBOAMTK BIAMOBIAHY Aerigparaito, TaKoX CNifg PO3rgHYTU MOXIMBICTb LOAO KOHTPO/IKO (YHKLIT HAPOK NicnA novaTKy cynyTHbOT Tepanii, Hagani — nepioguyHo.
ICHylOTb faHi, WO noAgifiHa 6510kafa peHiH-aHrioTeH3WH-anbAoCcTepoHoBOT cuctemn (PAAC) KOMGIHOBaHMM 3acToCyBaHHAM iHribiTopis AM®, 6Gnokatopis
peLenTopiB aHrioTeH3nHy Il um anickipeHy acouitoeTbCA 3 GiNbLLIOKD YAaCTOTOK BUHUKHEHHS TaKUX HebaxaHMX SBMLL SK apTepiasibHa rinoTeHsis, rinepkaniemMis Ta
3HVKEeHHS (YHKLIT HAPOK (BKHOYaKOUM roCTpy HUPKOBY HEAOCTATHICTb) MOPIBHAHO i3 3aCTOCYBaHHAM OAHOr0 3acoby, wo snaveae Ha PAAC.

Oco6MBOCTI 3aCTOCYBaHHS.

[inepyyTAMBICTb

AHTIOHEBPOTUYHNIA HAbpsK. Cnif 4acTo KOHTPONKOBATM CTaH MaLieHTiB 3 aHriOHEBPOTUYHMUM HabpAKoM (Habpsaku 06amyus, ryb, ropna Ta/abo s3mnka) B aHaMHEsI.
ApTepianbHa rinoTeH3is i BOAHO-eNeKTPONI THUI AncoanaHc

Y nauieHTiB 3 rinoBosiemieto 1a/abo rinoHaTpiemMiero, AKi PO3BMHYNNCA Yepe3 IHTEHCUBHY Tepanito iypeTukamu, 0OMeXxXeHHs Co/i B pauioHi XapyyBaHHS, Aiapeto
ab0o 6/110BaHHS, MOXKe PO3BUHYTUCA CUMNTOMHA apTepiasibHa rinoTeH3id, 0CO6/MBO MicNa NPUnoMy NepLIoi 403V Npenaparty Ta nicns NigBULLEHHA 031, Taki CTaHu
NoTpebyoTb KOPeKLUii nepes Mo4vaTKOM fliKyBaHHSI 7103apTaHOM ab0 3HMXXEHHSI MOYaTKOBOT A03M npenapaty (amB. «Cnoci6 3acTocyBaHHSA Ta [03u»). Taki X
peKoMeH/aLlii CTOCYHOTbCA AiTei BIKOM Bif, 6 pOKiB.

EnekTponiTHWIA ancbanaHc

EnekTponiTHWIA amcbanaHc 4acTo CMOCTEPIraeTbCa Yy NauieHTIB i3 NOPYLEHHAM (YHKUiT HUPOK (3 abo 6e3 LyKpoBoro fiabety), wo cnig 6patm go ysarun. Y
KNiHIYHOMY [JOCNI[KEHHI 3 y4aCTHO XBOPMX Ha LyKpoBwiA giabeT Il Tuny Ta 3 HepponaTierd YacTOTa BUHMKHEHHS rinepkaniemii 6yna 6inbLIo0 Npu NiKyBaHHI
Nno3apTaHOM NOPIBHAHO 3 nnaue60. ToMy CAif 4acTo NEPEBIPSATN KOHLEHTPALIT Kanito y nna3mi KpoBi i MOKa3HUKM KMIPEHCY KpeaTuHIHY, 0CO6/IMBO Y NaLieHTIB i3
CepLIeBOO HELOCTATHICTIO | KNipeHCOoM KpeaTuHiHy 30-50 Mii/XB.

OfiHoYacHe 3aCTOCyBaHHS Kanini3bepiraroumx AiypeTuKiB, KanieBUX XapyoBUX A06aBOK, KaniBMICHMX 3aMiHHWKIB cO/Mi abo iHWWX npenapaTiB, SKi MOXYTb
MPU3BOAMTU [0 NIABULLEHHA KOHLIEHTpaLIT Kaito B CUPOBaTLi KPOBI (Hanpuknag, npenaparis, WO MICTATb TPMMETOMNPUM) i3 103apTaHOM He peKOoMeHA0BaHe (4uB.
po3ain «B3aemogis 3 iHWMMKM iKapCbKUMK 3ac06aMK Ta iHLWWI BUAW B3aEMOSIN).

MoagiiHa 610KaJa PeHiH-aHr 0 TeH3VH-anbA0CcTePOHOBOT cucTemun (PAAC)

€ [0Ka30Bi AaHi Npo Te, WO OAHOYACHE 3aCTOCyBaHHA iHribiTopis Al®d, 6noKaTopiB peLenTopiB aHrioteH3uHy |l abo anickipeHy niABULLYE PU3VK BUHUKHEHHS
apTepianbHOI rinoTeH3il, rinepkaniemii Ta NpUrHivye MYHKLi0 HUPOK (BK/IOYaOUM PO3BUTOK FOCTPOI HUPKOBOI HEAOCTATHOCTI). Y 3B’S3KY 3 LIMM NoABiliHa 6/10Kaaa
PAACKOMb6iIHOBaHUM 3aTOCYyBaHHAM iHri6iTopiB AlN®, 6110KaTOPIB peLenTopiB aHrioTeH3nHy |1 abo anickipeHy He PEKOMEHYEThCS.

Y BuNafKy KpaiHbOoi HeobxigHOCTI noAgiHOI 6nokagn PAAC, 1T cnig npoBoaMTV Nif HarfsAom creuianicta Ta 3 peTeslbHAM MOHITOPUHIOM (DYHKLIT HUPOK,
eNeKTPONITHOro 6anaHcy Ta apTepiaslbHOro TUCKY.

IHriGiTopn AMN® Ta 6nokaTopu peLenTopis aHrioTeH3uHy Il He cnif 3aCTOCOBYBaTM O4HOYACHO NalieHTaM 3 fiabeTUUYHOI HegponaTieto.

Kom6iHaL,isi 3 anickipeHoMm NpoTunokasaHa s NauieHTiB 3 LlyKPOBUM JiabeToM a60 NnopyLleHHAM yHKLiT HUpoK (LLUK® < 60 mn/xB/1,73 M2).

[opyLUeHHST PYHKLIT NeYiHKK

bepyun [o yBaru (hapmMakoKiHETUYHI [aHi, WO BKa3ylTb Ha ICTOTHe MifBMWLLIEHHS KOHLUEHTpauii n03apTaHy y nnasmi KPoBi XBOPUX Ha LMPO3 MEeYiHKW, Chij




PO3IIAHYTU NMUTAHHA MPO 3HVKEHHSA L03W A4/19 NALIEHTIB i3 HAABHICTIO B aHaMHE3i NopyLUeHb PYHKLIT NediHKU. Hemae 40CBifLy 3aCTOCYBaHHA npenapaTy nawieHTam
I3 TSOKKMMW MOPYLUEHHAMY (YHKLIT NeYiHKK.

Jlo3apTaH He peKOMeHAO0BaHWI 4N 3aCTOCYBaHHA AITAM i3 NOPYLUEHHAMUN DYHKLIT MEYiHKN.

MopyLieHHs yHKLIT HUPOK

MoBIAOMNANN MPO BUHMKHEHHSA 3MiH (DYHKUIT HMPOK, BKIKOYAOUM HUPKOBY HEAOCTATHICTb, WO MNOB’sS3yBasiv 3 NpUrHiyeHHam PAC (0co6nvBO Yy MauieHTiB i3
31eXKHICTIO (DYHKUIT HUPOK Bif CUCTEMU PEHIH-aHTIOTeH3UH-a/IbAOCTEPOH, TOOTO MaLiEHTM 3 THXKKUMWU MOPYLUEHHAMU (DYHKUIT cepus abo 3 yXKe iCHYHUMMM
MOPYLLEHHAMW (DYHKLIT HUPOK).

Mpenapatu, WO BNAMBaKOTb Ha PAAC, MOXYTb CNPUUYUHATM NIABULLEHHSA PIBHIB CEYOBUHWM KPOBI Ta KpeaTUHIHY CUPOBATKM KPOBI Y NauieHTIB i3 ABOBGIYHUM
CTEHO30M HUPKOBUMX apTepiii abo 3i CTEHO30M apTepil €AMHOT HUPKKW. Lli 3MiHN Yy YHKUIT HAPOK MOXYTb BYT1 060POTHUMU Mics NPUMUHEHHS Tepanii. Cnig 3
06epexXHICTHO 3aCTOCOBYBATW /103apTaH naljieHTam i3 ABO6IYHUM CTEHO30M HUPKOBMX apTepiil abo 3i CTEHO30M apTepii EANHOT HUPKMN.

3acToCyBaHHA AITAM i3 MOPYLUEHHAMN PYHKLIT HUPOK

MpenapaT He PEKOMEHA0BaHWIA AN 3aCTOCYBaHHSA AiTAM 3i LWBMAKICTHO KNy604KOBOT inbTpauii

< 30 Mn/xB/1,73M2, OCKiNbKM HEMAE BiAMOBIAHNX JaHMX LLIOAO 3aCTOCYBAHHS.

MpoTarom nepiofy 3acToCyBaHHA 103apTaHy C/if PerynspHo nepeBipaT PYHKLiIK0 HAPOK, OCKifIbKM MOXuBe i noripluaHHs. Ocob/IMBO Lie CTOCYETLCS CUTYaLLii,
KON No3apTaH HeobXiHO 3aCTOCOBYBATW MPWU HABHOCTI IHLLMX MNATONOriYHUX CTaHIB (rapsyka, gerigpatauis), WO MOXYTb BNIMBATU HA HUPKOBY (DYHKLLiHO.
OfHoYaCHe 3aCTOCYBaHHS /103apTany i iHri6iTopis AM® noripwye hyHKLit0 HAPOK, TOMY Taka KOMOiHaLis He peKOMeHL0BaHa.

TpaHcniaHTauis HUPKK

Hemae focBigy LL00 6e3nekn 3aCTOCyBaHHA npenapary nawieHTam, SKUM LLOMHO NPoBeAeHO TPaHCMN/IaHTaLif0 HUPKW.

[MepBUHHWUI rinepaibA0CTEPOHI3M

Y nauieHTiB i3 MePBUHHMM rinepabA0oCTEPOHI3MOM, SK NPaBWI0, He CNOCTEPIracTbCs eqieKTy Npw 3aCcTOCyBaHHI NpenapaTis, WO Ait0Tb WAAXOM iHribiuil PAC. Tomy
N03apTaH He peKOMeHA0BaHWI AN Ll rpynu nauieHTiB.

3axBOpHOBaHHA KOPOHAPHWUX apTepiil Ta LlepebpoBacKyNsPHI 3aXBOPHOBAaHHS

AK | Npy 3acTOCYBaHHI IHLIMX aHTUrINEePTEH3MBHMX MpenapaTtiB, HagMipHe 3HMXXEHHS apTepiabHOro TUCKY Y MauieHTIB 3 iWeMiYHUMK 3aXBOPHOBaHHSMU
KOPOHapHWX apTepiii Ta LepebpoBacKyNspHUMM 3aXBOPIOBaHHSAMM MOXE MPU3BOAUTI [0 PO3BUTKY iH(PapPKTY MioKapaa abo iHCYyNbTy.

CepuieBa HefJOCTaTHICTb

AK | Npu 3aCcTOCYBaHHI IHWKX npenapartis, WO BnavMBalTb Ha PAAC, y nauieHTIB i3 CepLeBO0 HeJOCTaTHICTHO 3/6e3 MOPYLUEHHS (DYHKLIT HUPOK iCHYE PU3NK
PO3BUTKY TSXKKOT apTepiaibHOT MiMOTeH3iT i (4aCcTo roCcTPoro) NOpYyLUEHHS (YHKLIT HUPOK.

Hemae [OCTaTHbOro TepaneBTUYHOrO JOCBifY 3aCTOCYBaHHSA /103apTaHy MauieHTaM i3 CepLeBOK0 HeJOCTATHICTIO i CYNYTHIM TSXXKUM NOPYLUEHHAM (DYHKLIT HUPOK,
nawieHTaMm i3 TSXXKOH cepLeBoro HeagocTaTHICTHO (Knac 1V 3a NYHA), a TakoX nawieHTaM i3 CepLeBOr HeJOCTATHICTIO | CUMNTOMAaTUUYHOK HEOGE3MEUHOKD AN1S XKUTTA
cepLeBot0 apuTMieto. ToMy no3apTaH Chif 3aCTOCOBYBaTM 3 0GEPEXHICTIO Takiil rpyni nauieHTiB. Cnig 3 06epeXHiCTIO 0AHOYaCHO 3acTOCOBYBAaTW /l03apTaH i
B-6nokaropu.

CTeH03 aopTa/lbHOr0 i MiTPasbHOr0 KianaHiB, 06CTPYKTMBHA rinepTpodivyHa kapaiomionaris

AK | Npu 3acToCyBaHHI IHLWMX Ba3oAmMiaTaTopiB, 3 0C06/MBOK 0GEPEXHICTIO Cnif Mpu3HavaTy npenapaT nawieHTaMm 3i CTEHO30M aopTa/lbHOro i MITPasibHOro
KnanaHiB abo 06CTPYKTUBHOHO rinepTpodiuHO KapaioMionarTieto.

BariTHicTb

He cnif po3noynHati NnikyBaHHA 103apTaHOM Y Mepiof BariTHOCTI. 3a BUHATKOM BUMAZKiB, KOMW MPOLOBXEHHS Tepanii /103apTaHOM PO3LIHIOETLCA AK HarajbHO
HeoOXifHe, y NaLieHTOK, AKi NNaHyTb 3aBariTHITM, HEOOXIAHO 3aMiHUTK NpenapaT Ha anbTepHaTUBHI aHTUIiNePTEH3MBHI 3aco0u, ANns SKUX Oyna niagTBepakeHa
6e3neyHICTb TXHbOr0 3aCTOCYBaHHA Y Mepiog BariTHOCTI. Mpu giarHOCTyBaHHI BariTHOCTI CAij HeraliHO NPUNMHUTK NPUIAOM No3apTaHy i 3a HEOO6XIAHOCTI po3noyaTu




NiKyBaHHA a/lbTepHATUBHUMMU NiKapCbKMMK 3acobamu (amB. po3giny «poTunokasaHHsa» Ta «3aCcTOCyBaHHSA Y Nepiog BariTHOCTI ab0o rofyBaHHA rpyaLto»).

IHLLI 3aCTepeXXeHHS

K BCTAHOB/MEHO LLOAO IHTIBITOPIB aHriOTEH3NHMEPETBOPIOBA/ILHOTO (PEPMEHTY, /03apTaH Ta IHLI aHTaroHICTVM aHrioTeH3WHY MeHLU eqeKTUBHI Y MauieHTIB
HerpoiAHOT pacu, HiX B IHLUMX NaLiEHTIB, MOX/IMBO, Yepe3 H13bKY aKTMBHICTb PeHiHY Y NauieHTIB 3 apTepiaibHOK rinepTeH3ieto, SKi € NpeAcTaBHUKaMN HErpoigHOT
pacw.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyagto.

BariTHiCTb

[Mig yac | TpyMecTpy BariTHOCTI 3aCTOCYBaHHS /103apTaHy He peKoMeHAoBaHe (AMB. po3ain «Oco6MBOCTI 3acTocyBaHHA»). Mig yac I i 111 TpymMecTpis BariTHOCTI
3aCTOCYBaHHS 103apTaHy NPOTUMNoKasaHe (AuB. po3ainy «poTunokasaHHs» Ta «OCO6MBOCTI 3aCTOCYBAHHS ).

[oKa30Bi faHi enigemionoriyHnxX AOC/MifKeHb CTOCOBHO PWU3UKY TepaTOreHHOro BMAMBY IHri6iTopis AlM® npu iXHLOMY 3acTOCYBaHHI nig 4ac | TpumecTtpy
BariTHOCTI He € MEPEKOH/IMBMMW; TUM HE MEHLLUE, HE MOXHa BUK/IIOUMTM HEBeNnKe NiABULLEHHSA Takoro pusmky. OCKiNIbKM BIACYTHI [aHi KOHTPO/IbOBaHUX
enifeMionoriyHmx AOCNiKEHb LWOA0 PU3MKY, MOB’SA3aHOr0 i3 3aCTOCYBaHHAM aHTaroHICTiB peuenTopiB aHrioteHsuHy Il (APAIL), nogibHi pu3mkn MOXyTb OyTU
npuTaMaHHUMK AN UbOro Knacy NikapcbKux 3acobiB. 3a BUHATKOM BWUMAAKiB, KOAW MPOAoBXeHHA Tepanii APAII po3UiHIOETbCA AK HaralibHO HeobOXigHe, y
NauieHTOK, fKi NnaHyrtTb 3aBariTHITK, He0bOXigHO 3aMiHWTX npenapaT Ha anbTepHaTMBHI aHTWUTINEPTEH3MBHI 3acobu, fKi MalTb NiATBEPAKEHWI npodinb
6e3Me4YHOCTI BUKOPUCTaHHS Y Nepiog BariTHOCTI. Y pasi AiarHOCTyBaHHSA BariTHOCTI MOTPIGHO HeraHo BiAMIHWTW 3aCTOCYBaHHS N103apTaHy Ta y pasi Heo6XigHOCTI
MPU3HAYNTK a/ibTEPHATUBHY Tepanito.

Bigomo, wo 3actocyBaHHs APAII nig yac Il Ta Il TpumecTpiB BariTHOCTI y MOANHW NMPU3BOAUTL [0 TOKCUYHOIO BNAMBY Ha NAif (3HWXKeHHS QYHKLUIT HUPOK,
ONirorigpamHioH, 3aTprMKa ocudikalii KiCTOK Yepena) Ta Ha HOBOHapOKEHY ANTUHY (HMPKOBA HEAOCTaTHICTb, apTepiasibHa rinoTeH3is, rinepkaiiemis).

AKLL0 Nno3apTaH 3acTocoByBaBcA 3 |1 TpMMeCTpy BariTHOCTI, TOAI peKOMeHAYETLCA MPOBECTU Y/IbTPa3BYKOBE AOCIIKEHHS HUPOK Ta Yepena AUTUHN.

3a HeMoB/nsSiTaMK, MaTepi SKUX NpUiAMan no3apTaH Yy Nepiog BariTHOCTI, HEOOXIAHO 3A4iMCHIOBATI PETENIbHUIA Har A Ha NpeAMeT HasBHOCTI apTepianbHOT rinoTeHsil
(avB. TakoX po3ginu «lpoTunnokasaHHs» Ta «OC06IMBOCTI 3aCTOCYBaHHSA).

["ofyBaHHA rpyaato

OCKiNbKN Hemae iH(hopmMaL,iT LWo40 3aCTOCYBaHHA 103apTaHy Yy Mepiof rogyBaHHS rpyAato, He PEKOMEHAYETLCA NMPU3HaYaTu Lieid npenapat. baxaHe anbTepHaTUBHE
NiKyBaHHA npenapaTaMu 3 Kpatle BUBYEHUM Npoiniem 6e3neku WoL0 rofyBaHHA rpyaaro, 0Co6aMBo y nepiof HOBOHAPOAKEHOCTI ab0 AKLLO AUTUHA HELOHOLLEHA.

3paTHICTb BNMBATW Ha LUBUAKICTb pPeakLii Npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLIMMK MexaHi3MaMu.
He nposoawnu focnifXeHb LOAO BNAMBY NpenapaTy Ha 34aTHICTb YNpaBasTy aBTOTPAHCMOPTOM i MexaHismMamn. OfHaK cnif nam’atatv npo MOX/IMBICTb PO3BUTKY
TakMX NOBIYHMX peaKLiil AK 3arnaMopoYeHHs Ta COHNMBICTb, 0COBIMBO Ha NMOYaTKY NiKyBaHHA Ta NP MiABULLEHHI [03M Npenapary.

Cniocib 3acTocyBaHHA Ta [03Mu.

TabneTKn MoXKHa 3aCTOCOBYBATU HE3A/IEXHO BifJ MPUIAOMY 1Xi, 3anvBaroUm 1 CKISHKOK BOAN.

ApTepianbHa rinepTeHsis

3a3BMyail noyaTkosa i NiATPMMYytOYa Ao3a Ans 6iNbLOCTi XBOpUX CTaHOBMTL 50 Mr npenapaty 1 pa3 Ha fo6y. MakcumanbHUA aHTUFINePTEH3UBHUIA eqeKT
[OCAraeTbCs Ha 3—6 TMXKAEHb Bifl NOYaTKY NiKyBaHHA NpenapaTtoM. s AesKuX NauieHTiB MOXe BUSBUTUCSA CPUATAMBILLMM MiABULLEHHS [03U Npenapaty 4o 100 mr
1 pa3 Ha fo6y (BpaHLi).

MpenapaT MOXKHa 3aCTOCOBYBATW Y MOEAHAHHI 3 IHLUMMMW aHTUTiNePTEH3UBHMMW NpenapaTamun, 0cobMBO 3 AiypeTukamu (Hanpuknag, rigpoxsopoTiasngom).
MauieHTn 3 apTepiabHO rinepTeH3IE Ta LyKposuM giabeTom Il Tuny (MpoTeiHypis




= 0,5 r/go6y)

3a3BMyain noyaTKoBa Ao3a cTaHoBUTL 50 Mr 1 pa3 Ha Ao6y. o3y MoxHa 36inbwnTh 4o 100 Mr 1 pa3 Ha 00y 3a/1eXXHO Bif TOro, AKUMW € NOKa3HUKKN apTepiaibHOro
TUCKY 4Yepe3 1 MicAub Micnsa moyvaTky NiKyBaHHA. Jlo3apTaH MOXHA 3aCTOCOBYBATW 3 IHWMMK aHTUTINEPTEH3UBHUMK Mpenapatamun (Hanpuknag, Alypetukamu,
6nokatopammn KanbljieBUX KaHanis, 6/0kaTtopaMun - abo [-peuenTopis, npenapaTamy LEHTPaIbHOT fii), a TakoX 3 iHCYNIHOM Ta IHLWMMKX TinorfikeMiYHUMK
npenapaTtamu, WO LUMPOKO 3aCTOCOBYHOTLCS (Hanpuknag, noxigHUMK Cyb(OHINCEYOBUHOMD, MNiTa30HaMu Ta iHri6iTopaMu rnoKo3naasu).

CeplieBa HejOCTATHICTb

3a3BuMyaii NoYaTKoBa 403a N103apTaHy A/15 NaLieHTIB i3 CepLEeBO0 HeJOCTATHICTIO CTAHOBUTD

12,5 mr 1 pa3 Ha go6y. Ak npasunio, Ao3y CNif TUTPYBaATU 3 TVXKHEBUMU iHTepBanamn (To6To 12,5 mr Ha goby, 25 Mr Ha o6y, 50 mr Ha go6y, 100 mMr Ha aoby, Ao
[OCATHEHHS MakcMasbHOT f03u 150 Mr onH pa3 Ha J06y), B 3a/1eXKHOCTI Bij, MePeHOCHMOCTI npenaparty nawieHToM.

3MEHLUEHHS PU3NKY PO3BUTKY IHCYIbTY Y NALLIEHTIB 3 apTEPiabHOK MNepTEH3IE | rinepTPodieto NiBOro LWAYHOYKA, NifgTBepaXKeHow Ha EKI™

3a3Buyali noyaTkoBa fo3a cTaHoBMTb 50 Mr nosapTtaHy 1 pas Ha fo6y. 3aieXXHO Bij, 3MiH PiBHSA apTepialbHOro TUCKY A0 NliKyBaHHS CAif Ao4aTv rigpoxnopoTiasng y
HW3bKIl 031 Ta/abo 36iNbwnTN A03y no3apTaHy Ao 100 mr 1 pa3 Ha Jo0y.

OKpeMmi rpynu NauieHTiB

3acTocyBaHHA NaLieHTaM 3i 3HUXKEHUM 06’ €MOM LIMPKY/IOKY0T KPOBI

MayieHTaM 3i 3HMKEHUM 06’ €MOM LMPKYOHOYOT KPOBI (Hanpuknag, yHacnifgoK nikyBaHHA BUCOKUMU [03aMU [iYPETUKIB) Cif, 3BT AOLiIbHICTb 3aCTOCYBaHHS
npenapary y No4aTKoBii fo3i 25 Mr ouH pa3 Ha [o00y.

3acTocyBaHHA NaLieHTaM i3 NopyLeHHAM (PYHKLIT HUPOK Ta nauieH Tam, SKUM NpoBoAsSTb remMoAianis

Mpy Npu3HaYeHHi No3apTaHy nawieHTam i3 MOPYLUEHHAM (DYHKLIT HUPOK, & TaKOX NauieHTaM, KM NPOBOAATL reMojiani3, N0YaTKOBY KOPEKL,it0 4031 NMPOBOAUTM HE
noTpiGHo.

3acTocyBaHHsA nauieHTam i3 NopyLeHHAM (PYHKLUIT NeYiHKK

[Nna nauieHTIB i3 NOPYLUEHHAM (DYHKUIT MNEYIHKN B aHaMHEe3i CNif po3rnsHyTU NUTaHHS LWOAO NPU3HAYeHHs npenapaty Y MeHLWwi i fo3i. Hemae focsify nikyBaHHS
NaLieHTIB i3 THKKUMU NOPYLLUEHHAMU (YHKLIT MeYiHKK1, TOMY 103apTaH NPOTUNOKAa3aHWiA Lild rpyni nawieHTis.

3acTOoCyBaHHA NaLieHTaM NiTHLOrO BiKY

AK npaBuno, Hemae NOTpeby Yy KOPUryBaHHI NOYaTKOBOI [03M ANA MauieHTIB NITHLOrO BiKY, X0o4ya CAif BPaxoBYBaTW MOX/MBICTb MPU3HAYEHHA npenapaty y
noYaTKOBIM J03i 25 MI AN NaLieHTIB BIKOM Bij, 75 POKIB.

4iTu

Be3neyHicTb Ta eq)eKTMBHICTb 3aCTOCYBaHHS Npenapaty y AiTeld BiKOM Bif 6 MicAuiB A0 6 pPOKiB Ha [JaHWIA Yac He BCTaHOB/EHI. [lOCTYMHI Ha fJaHWin Yac faHi
npeAcTaB/eHi B po3aini «PapmMakonorivyHi BnacTMBOCTI», a/e XXOAHUX PEKOMEHAALIN o0 A03yBaHHS NpenapaTy AaTh He MOXKHa.

[nsa giTei, aKi MOXYTb KOBTaTU TabneTKn i B AIKMX Maca Tina 6inbe 20 Kr Ta MeHLwwe 50 Kr, pekoMeHA0BaHa [j03a CTaHOBUTb 25 Mr 1 pa3 Ha A06Yy. Y BUHATKOBMX
BMMaAKax 403y MOXHa 36i1bWnNTK [0 MakcMaibHOT — 50 mr 1 pa3 Ha foby. o3y cnif KopurysaTy 3a/1eXKHO Bif, BM/IMBY Ha PiBEHb apTepiasibHOrO TUCKY.

Y nauieHTiB 3 Macoto Tina 6inbe 50 Kr 3a3BMYail pasoBa go3a cTaHoBMTb 50 Mr 1 pa3 Ha 06Yy. Y BUHSATKOBMX BUMaAKax 403y MOXHaA 36iMbINTA A0 MaKCUMabHOT —
100 mr 1 pa3 Ha [06y. 3acTocyBaHHS [03, WO nepeBuLLytoTb 1,4 Mr/kr (a6o 6inbiue 100 mr) Ha goby, y AiTel He BUBYANW.

JNoszapTaH He peKOMeHA0BaHWIA 415 3aCTOCYBaHHS AiTAM BiIKOM [0 6 POKiB, OCKI/IbKM faHWX LLLOAO 3aCTOCYBaHHA npenapaTty Ui rpyni nauieHTiB He4oCTaTHbLO.
MpenapaT He PeKOMEHAYETLCS 3aCTOCOBYBATU AiTAM 31 LLUBUAKICTIO KYyBOYKOBOT (hinbTpaLit

< 30 Mn/xB/1,73M2, OCKiNbKM HEMAE BiAMOBIAHNX JaHMX LLIOAO 3aCTOCYBAHHS.

J103apTaH TakoX He peKOMeHAYETLCA A5 3aCTOCYBAHHSA AITAM i3 NOPYLLUEHHAM PYHKLUIT NeYiHKN.

aiTn.



[JaHi wopgo 6e3nekn Ta eheKTUBHOCTI 3aCTOCYyBaHHS Npenapaty Yy AiTei BikOM Bif 6 MicAUiB A0 6 POKiB He BCTaHOB/EHI. HasBHI Ha JaHWiA Yac faHi HaBedeHi y
po3aini «@apmakKonorivyHi BacTUBOCTI», NPOTE XXOAHMUX PEKOMeHALLIN WoA0 A03YBaHHA NpenapaTty AiTaM BiKOM [0 6 poKiB He MOXe 6yTn HafaHo.

Nepepno3yBaHHSA.

CymMnTOMM IHTOKCKKaLii. He nosigomnsanu npo BMNagKu nepeso3yBaHHs npenapaty. HaiMoBIipHILUMMU CUMNTOMaMWU, 3a/1eXHO Bif 06°eMy nepefo3yBaHHs, OyayThb
apTepiasibHa rinoTeHsis, TaxikapAisa. Moxke BUHUKHYTU 6pafnKapais Yepes CTUMY/IALIIO NapacuMmnaTuYHoi (BarycHor) iHHepBauil.

JliKyBaHHS IHTOKCUKaLil.

Y BMNafKy BUHUKHEHHS CUMNTOMHOT apTepia/ibHOT rinoTeH3ii Heo6XiAHO BUKOPUCTOBYBATU NiATPUMYBa/IbHY Tepanito.

NiKyBaHHA 3aN1eXXN1Tb Bif, TPMBAIOCTI Yacy, L0 MUHYB Nicns NpuitoMy npenapary, a TakoxX Bif, XapakTepy i TAKKOCTi CUMMTOMIB.

MpiopnTETHOO MipOKO Mae 6y TK cTabinizauis PYHKUIT cepueBo-CyAMHHOIT cucTeMu. IMicns nepopanbHOro NpuinoMy npenapaTy nokasaHe 3aCTOCYyBaHHS aKTMBOBAaHOIO
BYrinAs y BignoBigHin fo3i. MisHile cnif 4acTo KOHTPONOBATWM OCHOBHI MOKA3HUKW XUTTEAIANBHOCTI OpraHiaMy Ta Kopurysath npy HeobXigHOCTI. Jlo3apTaH Ta
aKTUBHI MeTabo/iTU He BUAANAKOTLCA MPY NPOBEAEHHI remogianiay.

Mo6iyHI peakuii.

Mo6iyHO peakLiieto, NPO Ky HayacTille NoBiAOMSANN, 6YN0 3anaMOPOYEHHS.

YacToTa No6ivyHMX peakLiii, BKa3aHMUX HMXYE, BU3HaUYeHa IK HacTynHa: ayxe yacto: =1/10; yacTo: Big =1/100 no <1/10; HevacTo: Big =1/1000 go <1/100; piako: Big
>1/10000 o <1/1000; gy>e pigko: <1/10000; HeBiZOMO (HEMOXIMBO BU3HAYNTM 33 ICHYHOUMMU JAHVMW).

Tabnuugs 1.
UacToTa No6ivHMX peakLiil, BUSBNEHUX Y M1aLe60-KOHTPONbOBaHUX KNIHIYHUX JOCNILKEHHSAX Ta Nif vac nicnspeecTpaLiiHoro 3actocyBaHHs /lo3apTaHy

Mo6iyHa peakLis YacToTa No6ivyHMX peakLii Npu pi3HUX MOKazaHHAX IHWe

ApTepianbHa | TMauieHTw 3 XpOoHiuHa ApTepiasnibHa Jocsig
rinepTeHsis | apTepiasbHOO cepuesa rinepTeHsis Ta nicnapeecTpavyinHoro

rinepTeHsiel0 | HeJOCTaTHICTb LlYKpOBMWiA 3aCTOCYBaHHA npenapary

Ta nia6et Il Tvny 3
rineptpodieto 3aXBOPHOBAHHAM
nisoro HUPOK
LUNYHOYKA

3 60Ky KpoBi Ta fiMpaTUYHOT CUCTEMM

aHeMmis

4acTo

yacToTa HeBigoma

TPOMOOUUTOMEHISA

yacToTa HeBigoma

3 60Ky IMyHHOT cucTemu

peakwii rinepyyTanBOCTI,
aHainakTU4YHI peakuii,
aHriOHEeBPOTUYHWIA
HabpsAK* Ta BaCKyniT**

pigKo

3 60Ky NCUXiKu

fenpecis

yacToTa HeBigoma

3 60Ky HEPBOBOT CUCTEMMU




3anamopoYeHHs 4acTo 4acTo 4acTo 4acTo
COHJIBICTb HeYacTo
rON0BHWIA 6iNb HeYacTo HeyacTo
MOPYLUEHHS CHY HeyacTo
napecresis pigKo
MirpeHb 4acToTa HeBifoma
AncreBsis 4yacToTa HeBifoma
3 60Ky opraHis cnyxy Ta pisHoBarmu
BEPTUIro 4acTto 4acTto
LUYM/A3BIH Y ByXaX yacToTa Hesigoma
3 60Ky cepus
nanbnitayii HeyacTo
CTeHOKapAisa HeyacTo
CUHKoOMe pigKo
(hibpunauis nepescepib pigKo
LiepebpoBacKynspHa noais pigKo
3 60Ky cyauH
(opTocTaTtnyHa) HeYacTo 4acTo 4acTo

apTepianbHa rinoteHsisa (y
TOMY YMC/i 40303a/1XKHI
OpTOCTaTMYHI epeKTN)

3 60Ky AMXanbHOT CMCTEMMU, TPYAHOT KNiTKN Ta cepeloCTiHHSA

3aauLLKa

HeYyacTto

Kallenb

HeYyacTo

HacToTa HeBi,ﬂ,OMa

3 6OKY LLTYHKOBO-KMLLIKOBOTO TPAKTY

6iNb Y XXMBOTI

HeYyacTto

3anop

HeYyacTto
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CBepOiHHA HeyacTo yacToTa HeBigoma
BUCMNaHHSA HeYacTo HeyacTo yacToTa HeBigoma
(hOTOYYTNMBICTb 4acToTa HeBifoma
3 60Ky OMOPHO-PYX0BOro anapaTy Ta Crnoay4yHOT TKaHUHW
Mianris 4yacToTa HeBifoma
apTpanris 4acToTa HeBifoma
pabfomionis 4yacToTa HeBifoma
3 60Ky HMPOK Ta Ce4OBMBIAHMX LUNAXIB
MOPYLUEHHSA (PYHKLT HUPOK 4acTo
HVMPKOBA HEAOCTATHICTb 4acTo
3 60Ky penpofyKTVBHOT CUCTEMMN Ta MOJIOYHKX 3a/103
epeKTUNbHA ANCHYHKLis/ yacToTa Hesigoma
iMMoTeHLis
3ara/ibHi po3naamn Ta peakuii y MicLi 3acTOoCyBaHHA npenapaTy
3arajibHa cnabkicTb HeyacTo 4acTo HeyacTo 4acTo
nifBuLLEHa BTOM/IIOBaHICTb | HeYacTo 4acTo HeyacTo 4acTo
Habpsk HeyacTo
3arajibHe He3fy>KaHHsA 4yacToTa HeBifoma
Pe3ynbTaTun 06CTEXKEHD
rinepkaniemis 4acTo HevacTo' yacTo?
NigBULLEHWIA piBeHb pigKo
anaHiHamiHoTpaHcdepasm
(ANT)8
NifBVLLEHHSA PiBHIB yacTo
CEeYOBWMHY B KPOBI,
KpeaTWHiHY B CMPOBaTLLi
KpPOBI Ta Kanito B CMPOBaTLi
KpoBi
rinoHarpiemis yacToTa Hesigoma
rinornikemMis 4acTo
* Y TOMY 4ncni HabpsiK ropTaHi, roflocoBMX 3B°S30K, 06/1MYYs, Ty6, rNOTKM Ta/abo A3mKa (L0 3yMOB/HOE OOCTPYKLIKO ANXaNbHUX LUAAXIB); Y AEAKUX i3 UMX NaUieHTIB Y aHaMHe3i

CNocTepiraBcst aHrioHEeBPOTUYHWIA HAOPAK Y 3B°A3KY 3 NPUIAOMOM iHLIMX NiKapPCbKMX 3ac00iB, Y TOMY Yuchi iHridiTopis AM®.
** Bkntovae nypnypy LUeHnaiiHa— eHoxXa.

" Oco6n1BO y nNauieHTiB 3 BHYTPILLHBOCYAMHHOKO TiNOBONEMIED, HANpPUKNag, Yy MauieHTiB 3 TSHKKOK CepLeBOH) HeAOCTaTHICTIO abo NauieHTiB, AKi OTPUMYIOTb NliKyBaHHS
BiypeTvKaMn y BUCOKMX [03ax.

TLI,FI nobivHa peakLis 6ynay4acToro cepeq nawieHTiB, AKi oTpuMyBany 150 Mr nosapTtaHy, a He 50 Mr.

- . i . . ict0. Ti L ’ . 9% . iB,
iy KNiHIYHOMY A0CIIKEHHI, B AKOMY B3/ y4acTb NalieHTU 3 LyKpoBuM AiabeTom Il Tuny Ta Hedhponarieto, rinepkaniemia (> 5,5 Mmonb/n) cnoctepiranaca y 9,9 % nauieHTis



AKi OTpUMyBann TabneTkn nosapTaHy, i y 3,4 % nauieHTis, AKi OTpMMyBai nnaue6o.

8ak npaBuso, L NobivyHa peakLiis 3HMKana Nicns BigMiHN n03apTaHy.

HacTynHi fofaTtkosi No6iYHI peakuii y nauieHTIB, AKi OTPUMYBa/IM N103apTaH, BUHUKAIM YacTille, HDK Yy nayieHTiB, SKi oTpyMyBain nnauebo (YactoTta HeBifoma):
6iNb Yy CNVHI, IHPEKLIT CeYOBMBIAHMX LUNAXIB | FPMNONoAi6HI CUMNTOMMN.

3 60Ky HMPOK Ta CeYOoBUBILHMX LLNAXIB

Y nauieHTiB rpynu nNigBULLEHOrO PU3MKY MOBISOMAANM MPO 3MIHW (PYHKUIT HMPOK K Hacnifgok iHridysaHHs PAAC y TOMy umcni Npo BMNAaLKW HUPKOBOI
HefOCTATHOCTI; Wi 3MiHM PYHKLIT HAPOK MOXYTb Oy TV 3BOPOTHMMM MicNs BigMiHW npenapaty (4AuB. po3ain «OCco6MBOCTI 3aCTOCYBaHHSA»).

4itn.

Mpodinb No6IYHMX peakuiil y aiTein nogibHMA 4o Npodinto y AOpOCaMX NauieHTiB. [JaHi WoAo No6iYHMX peakLiil y AiTeil 0OMeXeH.

[MoBiaOMNEHHSA NPO NiA03PHOBAHI NOOIYHI peakLii

[MoBiAOMIEHHA MPO MiAO3PHOBaHI MOGIYHI peakuii nicas peecTpauii NiKapCcbKOro 3acoby perynaTtopHUMK OpraHaMu € BaXK/IMBOK MpoLefyporo. BoHa po3sonse
NPOAOBXYBaTM MOHITOPYBaTK CMIBBIAHOLLIEHHS «KOPUCTL/PU3NK» NS LbOro NiKapCbKOro 3acoby. MeaunyHMX MpauiBHUKIB MNPOCATb MOBIZOMISTA MPO  YCi
nifo3proBaHi NOGIYHI peakLii Yepe3 HallioHabHI CUCTEMIM MOBIAOM/EHb iH(opMaLLiT NPo NO6IYHI peakuil.

TepMiH NpUAATHOCTI. 2 POKMW.
YMmoBu 36epiraHHs. 36epirati npu Temnepatypi He BuLe 30 °C. 36epiratv y HeAOCTYMHOMY A/151 4iTein MicLi.

YnakoBKa.

Ne 30 (10x3), Ne30 (15x2), Ne 60 (10x6), Ne 60 (15x4), Ne 90 (10x9), Ne 90 (15x6):
no 10 TabneTok y 6nictepi; no 3, 6 a6o 9 61iCTepiB Y KAPTOHHI KOpOOLi;

no 15 TabneTok y 6nictepi; no 2, 4 abo 6 6nicTepiB y KapTOHHI KOPOGLI.

KaTteropis Bignycky. 3a peLentom.

BupobHuK.
1. AT «CaHeka dPapmacboTiKan3».
2. TOB «3eHTiBa».

Micue3HaxomkeHHS BUPOOHMKaA Ta afpeca Micusa NPoBafKeHHS MOro 4isiNIbHOCTI.
1. HitpsaHcbka 100, 920 27 IMnoroseub, Cnosaupka Pecrybnika.
2.Y kabenosHu 130, 102 37 Mpara 10, AonHi Mexonynu, Yecbka Pecnybnika.

3asdABHUK.
TOB «CaHoi-ABeHTIC YKpaiHa».

MicLe3HaxomXeHHA 3asBHMKa.
YkpaiHa, 01033, M. KniB, Byn. >KunsaHcbka, 48-50A.



