IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

AMAPUO
(AMARYLO)

Cknap:

Aitoya peyoBuHa: rniMenipua;

1 Tabnetka MicTUTbL rnimenipuay 2 mr, abo 3 mr, abo 4 mr;

[ONOMI>KHI PEYOBUHU:

TabNeTKM Mo 2 Mr: NaKTO3W MOHOTIAPaT, HATPIK KPOXManbrnikonsaT (Tvn A), NOBIAOH, LIeNt0103a MiKPOKpUCTaTiYHa, MarHito cteapar, 3a/iza okcug »oBTuid (E 172),
iIHAMrOKapMiH antomiHieBunin nak (E 132);

TabneTKn No 3 Mr: NakTo3u MOHOriApaT, HaTpito KpoXManbraikonat (tun A), NOBiAOH, LieNkon103a MiKpOKpUCTanivyHa, MarHito cteapar, 3anisa okcug XosTuii (E 172);
TabNeTKM No 4 Mr: NakTo3X MOHOriApaT, HaTPIk0 KpoXManbraikonat (Tun A), NOBIAOH, LEN0103a MIKPOKpUCTaNivyHa, MarHito cteapar, iHAUroKapMiH antoMiHIEBUI
nak (E 132).

JlikapcbKa hopma. Tabnetku.

OCHOBHI (pi3MKO-XiMiYHi BNacTUBOCTI:

TabMIeTKN N0 2 Mr: 3e/ieHi NPOAoBryBsarti TabneTku, 6innaHapHi (3 4BOMa NAaCKMKU NOBEPXHAMM) 3 PO3MOLISIbYOKO PUCKOD 3 060X GOKIB. BepXHE TUCHEHHS*: NMM
Ta J1IoroTnn KOMNaHii; HUKHE TUCHEHHS* : JToroTun KomnaHii Ta NMM;

TabneTkn nNo 3 Mr: 6/1i40->X0BTi NPOAOBryBsati TabneTku, 6innaHapHi (3 ABOMa NAaCKUMM NOBEPXHSAMK) 3 PO3MOAINbYOH PUCKOKD 3 060X 6OKIB. BEpXHE TUCHEHHSA™ !
NMN Ta Jlorotrn KOMNaHii; HAXHE TUCHEHHS™* : JToroTnn KoMnaHii 1a NMN;

TabneTkn No 4 Mr: CBIiT/N10-6/1aKUTHI NPOLOBryBaTi TabneTku, GiniaHapHi (3 ABOMa MIacKUMW MOBEPXHAMM) 3 PO3MOAIILYOKD PUCKOKD 3 060X GOKiB. BepxHe
TUCHeHHA*: NMO Ta JTorotun KoMnaHii; HUKHE TUCHEHHS* : JTorotun KomnaHii Ta NMO.

Tabnetky MoXKHa NOAINMUTI MO NiHIT PO3/I0MY Ha PiBHI A03MW.

* T10pALOK TUCHEHHS CYMBOJIIB Ta MPOCTOPOBE PO3MILLEHHS LUTAMIy MOXe Bifpi3HATMCA.

dapmakoTepaneBTUYHa rpyna. MinornikeMiyHi 3acobu, 3a BUHATKOM iHCYNiHIB. CynbdoHamigmn, noxigHi cevosmHn. Kog ATX AOB B12.

dapmako/oriyHi B1acTmBOCTI.

dapmakogyHamika.

Cnimenipuz — Lie rinornikeMiuHa pe4oBMHa, aKTUBHA NPV NepopanbHOMY NPUMaHHI, ika HaNeXUTb [0 FPYNK CybOHINCEHOBMHM. I0ro MoxHa 3aCTOCOBYBaTY NpU
IHCYNiHHE3a/1IeXXHOMY LIyKPOBOMY fiabeTi.

["nimMenipug Lie NePeBaXkHO LUNAXOM CTUMYNALIT BUBISIbBHEHHS IHCY/TIHY 3 6eTa-KNITUH MifLLTYHKOBOT 3a/103W.

AK i B IHWKMX NpenapaTiB CyNb(OHINCEYOBUHU, TaKNIA e(heKT IPYHTYETLCS Ha NiABULLEHHI YyTAMBOCTI KNITUH NiALWNIYHKOBOT 3a/1031 40 (i3ioNorivyHoi cTumynauii
r10K03010. KpiM Lboro, riMenipug Y HUTL BUPaXKeHy Mno3sanaHKpeaTuyHy Aito, AKa TaKoX XapakTepHa i 419 IHLWNX NpenapaTis Cy/1b(OHINCEHOBUHN.

BuBiNbHEHHA iHCYNiHY. MNpenapaTtu cynbOoHINCEYOBUHM PETY/IIOOTL CEKPELi0 THCYNIHY LUNAXOM 3akpUTTS  AT®-3a/1eXXHOr0 KaslieBOro KaHay, po3TalloBaHoro y



mMeMbpaHi 6eTa-KNiTUHN MifLWNYHKOBOI 3a/1031. 3aKPUTTA KaliEBOr0 KaHasly BUK/MKAE Aenonapu3auito 6eTa-KniTUHM | WASAXOM BIAKPUTTA KaslbLiEBUX KaHasliB
NPU3BOANTDL A0 30iNbLUEHHS MPUTOKY KasbLito B KNITUHY, LLLO, B CBOKO Yepry, NpM3BOAMTb L0 BUBISIbHEHHS IHCY/TIHY LUNSAXOM EK30LUTO3Y.

[nimenipug i3 BMCOKOK LUBUAKICTIO 3aMilLeHHs 3B’A3YETbCA 3 6iNKOM MeMbpaHu OeTa-KNiTWMH, NoB’Aa3aHuM 3 AT®-3a1eXXHUM KanieBMM KaHasloM, OfHaK
po3TalLLyBaHHS A0ro MicLs 3B’A3yBaHHS Bifpi3HAETbCA Bif 3BMYAHOI0O MicLs 3B’13yBaHHA NpenaparisB Cy/Ib(OHINCEYOBUHMN.

Mo3anaHkpeaTUYHa aKTUBHICTb. [l0 Mo3anaHKpeaTUYHUX eqieKTiB HaneXxaTb, Hanpuknag, MOKpaweHHS YyTAMBOCTI NepUPEPUYHUX TKaHWH [0 iHCYNIHY Ta
3MeHLLEeHHS yTUAi3auii IHCYTIHY NEYiHKOHO.

YTunisauis rinkKosv Kposi nepuepnyHnNMmn TKaHMHaMy (M’5S130BOK0 Ta YKMPOBOLD) BiAOYBa€eTLCS 3a AONOMOIo0 cnewiasibHUX TPaHCMOPTHNX BiNKIB, po3TalloBaHWX Y
KNITUHHIA mMem6paHi. TpaHCMOPT r/OKO3N B L TKaHWMHM OGMEXEeHWA LUBMAKICTIO eTany yTunaisauii rakosu. nivMenipng ayxe WBWMAKO 36iMblUye KifbKiCTb
aKTUBHWX MOJIEKY, fIKI TPAHCNOPTYHOTb M/IHOKO3Y, Ha NasMaTUyYHUX MeMbpaHax KMiTUH M’A30BOi | XXMPOBOI TKaHWHW, L0 MPU3BOAUTL L0 CTUMYNALLIT 3aX0Mn/IeHHs
[/IIOKO3MN.

"nimenipug 36iMbLUYe akTUBHICTL FIiKo3uAgochaTnanniHosutToncneuudivHoi gocgoninasv C, 3 AKOH B 130/1b0BAHNX M’A30BUX Ta >XMPOBUX KNITUHAX MOXe
KOpenoBaTyu CNpuUYMHEHNIA nNpenapaToM flinoreHes Ta rnikoreHes.

["niMenipuAa NpUrHidye NpoayKLUito rAKO3M B NEYiHLi LWASXOM 30i/bLUEHHS BHYTPILUHBOKNITUHHUX KOHLEHTpaLin (hpyKT030-2,6-6ihocdaty, SKui, y CBOKO Yepry,
MPUTHIYYE TIIOKOHEOreHes.

3ara/bHi XapakTepucTuKU. Y 3[40p0BMX A06POBOMbLLIB MiHIMaslbHAa e(eKTMBHA MepopasibHa fo3a CTaHoBuia npubnusHo 0,6 mMr. Bnaue rnimenipugy €
[0303aN1eXKHUM | BiATBOpOBaHUM. Pi3ionoriyHa peakuis Ha roctpi (isnyHi HaBaHTaXKEHHS, TOOTO 3MeHLLUEeHHS CeKpeuil iHCyniHy, B ymoBax fii rnimenipugy
36epiraetbes.

He 6yno B1aBneHO AOCTOBIPHOT Pi3HMLI Y AiT rniMenipuay npu npuiiomi npenapaty 3a 30 XBUIMH [0 BXUBaAHHA DKi ab0 6e3nocepeHbO nepes npuinioMmom ki, Y
nayieHTIiB 3 LLYKPOBMM [iabeTOM HaNIeXXHWUIA MeTaboMiuHWIn KOHTPO/Ib BIPOAOBX 24 roAuH MOXXe 6y Ty LOCArHYTUIA Npu NpuinoMi npenapaTty oAunH pa3 Ha fo0y.

Xoua riipoKCnnboBaHNiA MeTaboniT BUKIMKAE HE3HAYHe, asle JOCTOBIPHE 3HMKEHHS PIBHA FNHOKO3M KPOBI Y 340POBUX OCI6, Lie NMLle He3HaYyHa CKnagoBa 3araibHol
Aii npenapary.

3acTocyBaHHA Y KOMOGiHaUii 3 MeT(HOPMIHOM. Y OAHOMY AOCNIMAXKEHHI 6yNn0 NPOAEMOHCTPOBAHO MOKPaLLeHHA MeTaboMiyHOro KOHTPOMO MpWU CyNyTHIA Tepanii
rniMenipuaoM, NOpPiBHAHO 3 MOHOTEparieto MET(OPMIHOM, Y NMaLieHTIB, AiabeT Y AKUX HANEXHNUM YAHOM HE KOHTPO/THOETLCS MaKCUMa/lbHUMI 103aMN MET(OPMIHY.
3acTocyBaHHs y KOMOiHaLiT 3 iHcyniHOM. [aHi LWoAo 3aCTOCYyBaHHA npenapaty Yy KoMOiHaLii 3 iHCYNiHOM 06MeXeHi. Y nauieHTiB, AiabeT y AKMX HaNeXHUM YMHOM He
KOHTPONIOETLCA MPY 3aCTOCYBaHHI MakCUMaslbHUX 403 rAiMenipuay, Moxke OyTu posnodarte CynyTHE NiKyBaHHSA iHCYNIHOM. Y ABOX AOCNIMKEHHAX 3aBASAKWN Ljii
KOMGIiHaLliT BAaN0CSH AOCATTM TAaKOro X MOKpaLleHHs MeTaboniyHOro KOHTPO/IKO, AK | MPU MOHOTepanii iHCyniHOM; NpoTe Npy KoMGiHOBaHil Tepanii NoTpibHa MeHLwa
cepesHs fo3a iHCYNiHY.

Oco6/uBi kaTeropil nauieHTiB. AiTu, B TOMY uncii MigniTKW. Y 24-TXKHEBOMY K/iHIYHOMY LOCNIMKEHHI 3 aKTUBHUM KOHTposiem (raiMenipug y Ao3si 4o 8 mMr Ha
06y abo MeTdopmiH y Ao3i 4o 2 000 Mr Ha fo6y) 6pano yyacTb 285 fiTeit (Bikom 817 pokiB) 3 giabeTom Il Tuny.

AK rnimenipung, TaK i MeT(opMiH NpusBenu [0 [OCTOBIPHOIO 3HMXeHHA HDbA 1. MOpPIBHAHO 3 BUXIAHUM MokasHuKom (raimenipug — 0,95 (CI1 0,41); meThopMiH —

1,39 (CIT 0,40)). Mpote ana rnimenipugy He Gyna NpPoLeMOHCTPOBaHa bifblia eeKTUBHICTb MOPIBHAHO 3 MET(HOPMIHOM 3 TOUKM 30pYy cepefHbOol 3MiHM HbA 1.

MOPIBHAHO 3 BUXIAHWM MOKa3HWKOM. Pi3HMUS MK [BOMa BUAamu flikyBaHHA cTaHoBuMa 0,44 % Ha KopucTb MeTqopmiHy. BepxHsa mexa (1,05) 95 % gosipyoro
IHTepBany Ans uiei pisHuL 6yna He Hk4e 0,3 % MexXi He MeHLLIOT eDEKTUBHOCTI.

3a pesy/nbTatamu flikyBaHHs riMenipuaom XXOA4HUX HOBUX NPo6aeM 3 6e3nekn y fiTei, NOPIBHAHO 3 JOPOCAMMU MaLiieHTamuy 3 LykposuM giabetom Il Tuny, He 6yno
BUABNEHO. [JaHNX CTOCOBHO JOBrOCTPOKOBOI €(0eKTUBHOCTI Ta 6e3neKkun y fiTeil HeMae.

dapmakoKiHeTVKa.

BcmokTyBaHHS. [icns nepopanbHOro npuiiMarHs raiMenipug mae 100 % 6ioaocTynHiCTb. MpuiiMaHHSA DKi He Mae 3Ha4HOr0 BNIMBY HAa BCMOKTYBaHHS, a NvLle AeLL0
YMOBI/NIbHIOE LUBUAKICTb BCMOKTYBaHHsA. MakcuMManibHa KOHLUeHTpauis npenapaty B cupoBatui KpoBi (Cpragy) AOCAracTbCs NPUOM3HO Yepe3 2,5 rogvHu nicns




nepopaibHOro NpuiioMy npenaparty (CepefHini NOKas3HWK cTaHoBMTb 0,3 MKI/MA npu 6aratopasoBoMy Mpuinomi 4060801 03K 4 Mr). ICHYE NiHiiHe criBBiAHOLLIEHHS
MiX [03010 Ta Cpax, @ TaKOX 03010 Ta AUC (nsioLa nij KpYBOK KOHLEHTPaL,ifl — 4ac).

Posnogin. Cnimenipua Mae ay>e HU3bKnil 06°eM po3noginy (6an3bko 8,8 ), Lo NprbansHo JOPiBHIOE 06°eMy po3noginy anboymiHy, BUCOKWUIA CTYMiHb 3B’A3yBaHHS 3
6inkamu nnasmu (6inbLue 99 %) i HU3bKNIA KnipeHc (6111M3bKo 48 MN/XB).

Y TBapUH rnimMenipug BUAINAETLCS Yy rpyAHe MOOKO. IMniMenipng NpoHMKae Kpisb nnaueHTy. MPOHNKHEHHS Yepe3 remaTtoeHLedanivyHnin 6ap’ep € HU3bKUM.
bioTpaHctopmauis Ta BuBeaeHHs. CepeaHili OCHOBHMIN NepioA HaniBBMBEAEHHS NPW KOHLEHTpaLisX npenapaTy y nniasmi Kposi, L0 BignoBigaoTs 6aratopasoBomMy
PEXMMY [103yBaHHS, CTaHOBWUTbL NPUBM3HO B4 5 A0 8 roguH. Iicns 3acToCyBaHHA BEIMKMX 03 COCTepiranocs HesHauHe 36i/bLUeHHS nepiogy HaniBBUBELEHHS.
Micna npuiAioMy OAHOPA30BOI 03X TNiMenipuay, MiYeHOro pafioakTBHUM i30TOMOM, 58 % pajioakTUBHOI PevoBUHM BUABNANOCL Y cedi Ta 35 % — y Kai.
He3miHeHa peyoBMHAa B Cedi He BUSABMANACb. Y Cedi Ta Kani BUABNAKOTLCA [ABa MeTaboniTh, AKi Hailbinbll iMOBIPHO YTBOPKOKOTLCA B pe3y/bTaTti MeTabosniamy B
nedviHyi (ronosHuin gepmeHt CYP2C9), oguH 3 AKUX € TigPOKCUMNOXigHWM, a iHWKIA — Kapb6okcunoxigHuM. Micnsa nepopanbHOro NpUMMaHHA raimenipugy
TepMiHa/IbHI Nepioan HaniBBUBEAEHHS LMX MeTaboniTiB cTaHOBUAM Bif 3 A0 6 Ta Bi4 5 40 6 roavH BignoBigHO.

MopiBHAHHSA (hapMaKOKIHETMKM MIiC/S O4HOPA30BOro MpUiMMaHHA Ta 6araTtopasoBOro 3acTOCyBaHHS Npenapaty OAUH pa3 Ha JoOy He BWSABWIO [OCTOBIPHUX
BiAMiHHOCTEeN. MiXkiHAMBIAYyanbHa BapiabesibHICTb Gyna Ay e H3bKOo. Kymynauii, ska 6 Mana BaXK/IMBe 3HaYEHHS, He CNoCTepiranocs.

Oco6mBi KaTeropii nauieHTis. PapmMakoKiHETUYHI NapameTpyn Y YOMOBIKIB Ta XIHOK, TaK caMO AK Yy MOJIOAMX Ta OcCi6 NiTHLOro Biky (rMoHag 65 pokis), 6ynu
NoA4IGHUMK. Y NaUieHTIB 3i 3HMXKEHUM KIPEHCOM KpeaTMHIHY crocTepiranacs TeHAeHUis A0 36i/bLUeHHS KAIpeHCy rnimenipuay Ta 3HWKEHHS Moro cepefHbol
KOHLEeHTpaLii y nnasmi KpoBi, WO, HaniMOBipHilLe, 06yMOBNEHO 6ifbll LUBUAKUM BWMBEAEHHS| BHACMiAOK MEHLLOro CTYMeHs 3B’A3yBaHHS 3 Ginkamu. Hupkose
BMBeEHHA 060X MeTaboNiTiB NOpyLUyBanocs. 3arasioM y LUMX NawuieHTiB He OUiKYETLCA 36i/bLUEHHS PU3NKY KYMYNALUiT npenapary.

PapmakoKIHETUYHI NOKAa3HWKN Y M’ AT NaLieHTIB 6e3 LyKPOoBOro AiabeTy, Lo nepeHecin XipypriyHe BTpyYaHHSA Ha XXOBYOBMBIAHWX LUIAXax, 6ynm No4ibHI o Takux
Y 3[0pOBUX LOOPOBO/IbLLIB.

[iTn, B TOMY unchi nigniTku. JoCnipKeHHs, y AKOMY BUBYaM (hapMaKoKIHETUKY, 6e3neKy Ta NepeHOCUMICTb MNicns 0AHOPa3oBoro npuiiomy 1 mr ranimenipugy y
cutomy cTaHi y 30 piTtei (4 pitein Bikom 10-12 pokiB Ta 26 fiteil Bikom 12-17 pokiB) 3 LyKpoBuM fiabeTom Il TUny, NPOAEMOHCTPYBaso, WO CepesHi
NoKasHUKN AUC g |agt): Crmax Ta tyyp Oy NOAiGHI 0 Takux y AOPOCNX.

[JOKniHIYHI paHi 3 6e3nekn. EdekTn, Wwo crnoctepiranmcs nif yvac AOKNIHIYHUX LOCNIMKeHb, BUHWKaIW NPU PIBHAX eKCnosuuii, sKi Habarato nepesuLLyBav
MaKCUMasibHi PiBHI eKCNOo3uLii Y NOAMHK, WO BKa3ye Ha TX He3HayHy LiHHICTb ANSA KAIHIYHOT NPaKTUKK, abo XX Oynu CnpuyMHEHi (apMakogMHaMiYHO Aieto
npenapary (rinornikemieto). LLi pesynbtati 6ynm oTprMaHi B Mexkax TpaguuiiHuX hapMakonoridyHmx gocigpkeHb 3 6e3nekun, 4oCnigKeHb TOKCUYHOCTI NPy BBEAEHHI
MOBTOPHMWX 03, TECTIB HA FTEHOTOKCUYHICTb, OHKOr€HHWI NOTEHLian Ta PenpoayKTUBHY TOKCUYHICTb. M0o6GiYHI e(heKTu, BUABMEHI B XOAi OCTaHHIX (sKi 0XonaoBaau
BMBYEHHS1 eMOPIOTOKCUYHOCTI, TEPATOreHHOCTI Ta TOKCUYHOI0 BMN/IMBY Ha PO3BMTOK OPraHiaMy), BBaXKa/IMCA HACMiAKOM FinornikeMiyHmx eqekTiB, CnpUUYnNHEHNX
npenapaTom y camuup Ta 'y AUTUHYAT.

KniHIYHI XapaKTePUCTUKWN.
lNoka3aHHA.
LlykpoBuia gia6eT 1l TMny y 4OpOCNX, AKLLO PiBEHb LIYKPY B KPOBI He MOXKHa NiATPUMYBATV NALe AIETOKO, (Di3UYHUMIK BripaBaMu Ta 3HUXXEHHSAM Macu Tina.

MpoTnnNoKasaHHA.
AmMapun® He npusHaveHWin AN NiKyBaHHA iHCYMiHO3a/EXHOIO LyKpPOBOro AiabeTy, AiabeTyHOro Ketoauuaosy, AiaGeTMyHOT KOMW. 3acTOCyBaHHs mpenapaty
MPOTUMNOKAa3aHe XBOPUM 3 TSHKKAMW MOPYLUEHHAMU (DYHKLIA HUPOK ab0 MeyviHKW. Y pasi THKKUX NopyLueHb (YHKLUIA HAPOK abo neviHku noTpibHO nepeBecTu
nawieHTa Ha iHCYNiH.
AmMapun® He MOXHa npuiiMaTi XBOPUM i3 MiABULLEHO YyTAMBICTIO 0 rniMenipugy abo A0 6Yy/Ab-AKOro [ONOMIXHOIO iHrpefieHTa, Lo BXOAWUTbL [0 CKiaay



npenapary, A0 iHWKWX NOXiAHWUX CyNb(OHINCEYOBNHM ab0 CynbdaHinaMmigHNX Npenapatis (PU3MK PO3BUTKY peakLii NigBULLEHOT Yy TIMBOCTI).

B3aemogis 3 iHLLUMMK NiKapCbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

OpiHo4acHe 3acTocyBaHHs npenapaTy AMapun® 3 MeBHUMM NiKapCbKUMK 3ac06aMU MOXe CMPUUMHSATM SIK MOCMaGNeHHs, TaK i MOCWNEHHS TinornikeMiuHoi aii

rnimenipuay. Tomy iHWI npenapaTy cnig npuiAMaTi TibKK 3a 3rofoto (abo nNpusHaveHHsM) nikaps. Fnimenipug metTabonizyeTbes 3a 4OMNOMOror LmMToxpomy P450

2C9 (CYP2C9). Bigomo, L0 BHACNILOK 04HOYACHOT 0 3aCTOCYBaHHA IHAYKTOPIB (Hanpuknaz pugamniymHy) abo iHriéitopis CY P2C9 (Hanpuknag hyKoHas3ony) Lei

MeTab0ni3M MOXe 3MiHKoBaTuCA. Pe3ynbTaTu AOCNi[KEHHS B3aEMOMil in Vivo Nokasanu, Wo (yKoHas3os, OfMH i3 HalncunbHiwmX iHriditopis CYP2C9, 36inbLuye

AUC rnimenipngy npubansHo BABIUI.

Mpo iCHYBaHHS 3a3HAUYEHNX HUXKYE TUMIB B3aEMOJili CBIAUMTbL JOCBI 3acTocyBaHHA AMapuny® Ta iHWKMX NOXigHUX CYNb(OHINCEYOBUHM.

MoTeHUiaLis eDeKTY 3HKEHHS PIBHA NHOKO3M B KPOBI, &, 0TXKe, B AESKMUX BUMaaKax i rinornikemis Moxe BUHMKATW B pasi 0IHOYACHOr 0 NpUiMaHHs 3 riMenipuaom

TaKuMx npenaparis fK: (heHiNbyTa3oH, a3anponasoH Ta OKCUQeHOYTa30H, Cyb(IHMIPa30oH, IHCY/IH Ta NepopasibHi NpoTuaiabeTnyHI npenapatu (Taki K METQOPMIH),

[esKi cynboHamian TpuBanoi Ait, TeTpaunkKiHy, caniyunati ta n-amiHocaniumnosa KUcnoTa, iHrieitopy MAQO, aHabonivHi cTepoign Ta Y0MoBiYi CTaTeBi FOPMOHM,
XiHOJIOHOBI aHTMBIOTUKM Ta KNapuTPOMILUH, XnopaMgeHikos, NpobeHeuuna, KyMapuHOBI aHTUKOArynsHTX, MiKOHa30/, (heH(aypamiH, gusonipamif, NeHTOKCU®MIiNiH

(BMCOKI 1031 NapeHTepasibHO), hibpaTn, TPUTOKBaANIH, iHriGiTopn AMNd, hyKoHa30M, (01yOKCETUH, a/TONMYPUHON, CUMMNATOMITUKK, UMKIO0-, TPO- Ta ihochamign.

MocnabneHHs eqieKTy 3HMXKEHHSI PIBHS TNHOKO3M B KPOBI Ta, BiANOBIAHO, 36i/bLUEHHS LOro PiBHS MOXe BifibyBaTMCSs, KON XBOPUIA OAHOYACHO NPUIAMAE Taki

NiKapCbKi 3aC00M: eCTPOreHn Ta NPOrecTareHu; canypeTuku, Tiasuaosi AiyPeTUKN; npenapaTtu, SKi CTUMY/HOKTb PYHKLIKO LLWTOBUAHOT 331031, F/TFOKOKOPTUKOIAN;

noxigHi peHOTia3nHy, XN0prNpPOMasuH; afgpeHaniH Ta CMMMNAaTOMIMETUKM; HIKOTMHOBA KuUcnoTa (BMCOKI A03u) Ta TI MOXifgHi; NPOHOCHI 3acobu (foBrotpusane

3aCTOCyBaHHS); (DEHITOIH, Aia30Kcu; rnoKaroH, 6apbitypaTi Ta pudamnilmH; aleTasonamis.

AHTaroHictn Ho-peuenTopis, 6eTa-6/10KaTopu, KMNOHIAVH Ta pe3epriH MOXYTb MPU3BOAUTU AK [0 NOTeHLiauil, TaK i J0 nocnabneHHs eqekTy 3HVKEeHHS PiBHA

r/IIOKO3U B KPOBI.

i BNIMBOM CUMNATOMITUKIB, TakKUX AK GeTa-610KaTopu, KMOHIAWH, TyaHeTUAWH Ta pe3epriH, MPOsBW  afpeHepriyHOl KOHTPPErynauii rinor/iikemii MoXyTb

3MeHLLYyBaTNCA a0 3HUKATH.

B>X1BaHHA aiKoOronto MOXe nocunoBaTy abo nNocnabnoBaTu rinoraikeMiyHy Aito raiMmenipuay HernepedadyBaHUM YNHOM.

" niMenipua Moxe AK 36i/bLUyBaTW, TaK i 3MEHLLYBATU BMN/IUB NOXIAHUX KYMapyHY.

KoneceBenam 3B'A3yeTbCsA 3 rNiMENIPUAOM Ta 3MEHLLYE BCMOKTYBaHHA OCTaHHbOTIO 3i LL/TYHKOBO-KMLLIKOBOIO TpakTy. XXOAHMX B3aEMOLiN He crocTepiranocs, AKWwo

rniMenipug npuimMani WwoHaiMeHLwe 3a 4 rognHn A0 3aCTOCYBaHHS KoneceBenamy. Y 3B’A3Ky i3 UM raiMenipug cnig npuiiMati  WoHaMeHLLe 3a 4 roguHu 4o

3aCTOCyBaHHS KO/eceBesiamy.

Oco6MBOCTI 3aCTOCYBaHHSA.

Amapun® HeobxigHO NpuiiMaTh He3aa0Bro 4o abo nig yac iaw.

Y pasi HeperynspHoro xapyyBaHHsi a60 NPoMycKy npuiiomy Xi nikyBaHHs npenapatoM Amapun® Moxe BMKAMKATW rinornikemito. o MOXIMBUX CUMNTOMIB
rinornikeMii HanexXartb rofIoBHWUIA 6iNb, CUbHE BIAYYTTS rofofy, HyoTa, 6/1H0BaHHSA, BTOMa, COH/IMBICTb, PO3M1aAn CHY, Mi[BWLLEHHS PYyXOBOI aKTUBHOCTI, arpecis,
MOPYLUEHHS KOHLEeHTpaLii, TPUBOXHICTb i 3aTpUMKa Yacy peakLii, 4enpecuBHUIA CTaH, CNJyTaHICTb CBIAOMOCTI, NOPYLUEHHA MOB/IEHHSA Ta 30pOBi po3naau, agasis,
Tpemop, napes, CEHCOPHI NOPYLLEHHS, 3anaMOPOYeHHs, 6e3NOMIYHICTb, BTpaTa CAaMOKOHTPO/IO, AeNipili, MO3KOBI CyA0MW, COMHO/MEHLiS Ta BTpaTa CBiJOMOCTI aX A0
KOMMU, MOBEPXHEBE ANXaHHA | 6paankapais. KpiMm Toro, MoXyTb 6T NPUCYTHI 03HaKM apeHeprivyHoi KOHTPPerynsauii, Taki K CNiTHIHHSA, X0N04Ha | Bosora LuKipa,
TPUBOXHICTb, TaxiKapais, apTepiasibHa rinepTeHsis, NoCuIeHe cepLebunTTs, CTEHOKapAia Ta CepLesi apuTMmil.

KniHiYHa KapTyHa TSXKKOro Hanagy rinornikeMii MoXe HaragyBaTu KiHIYHY KapTUHY iHCYNbTY.

CUMMTOMMU TinornikeMii Maiie 3aBXanM MOXHaA LUBUAKO YCYHYTW HeraHUM BXXMBaHHAM BYTNeBOAiB (LyKop). LUTY4Hi nigconompkysadi HeePeKTUBHI.



I3 AOCBiAY 3aCTOCYBaHHA IHLWNX MOXIAHMX CY/b(OHINCEYOBNHY BiJOMO, L0, HE3BXKAOUM Ha MOYaTKOBY ePeKTUBHICTbL 3aX0AIB 3 YCYHEHHS TinoriikeMii, BOHa MOXe
BUHWUKHYTU 3HOBY.

TsKka abo TpmBasa rinornikemis, ska TislbKu TMMYacoBO YCYBAETbCA 3BUHANHNMM KifTbKOCTAMW LIYKPY, BUMarae HeraiHoro nikyBaHHs, iHo4i — rocnitanisayii.

[0 (hakTopiB, WO CNPUSAKOTL PO3BUTKY TiMOrNiKeMIT, Hanexarb:

- HebaxkaHHA ab6o (0c061BO B NiITHLOMY Billi) HE3AATHICTL MaLjieHTa A0 criBnpai 3 nikapem;

- Hel0IfaHHA, HeperynsapHe XapyyBaHHSA Yu NPONycK NpuiioMy i abo nepiog ronofyBaHHs;

- MOPYLUEHHS JieTn;

- HeBIAMOBIAHICTb MDK (DI3UYHMM HaBaHTAXXEHHAM Ta CMOXXUBAHHSM BYT/1IEBOAIB;

- BXXMBaHHA a/IKOro/1t0, 0C06/IMBO B NOELHAHHI 3 MPONYCKOM NPUnoMy iXi;

- MOPYLLEHHSA PYHKLIT HAPOK;

- TSKKE MOPYLUEHHSA (PYHKLUIT NEYIHKN;

- nepeno3yBaHHs npenapatom Amapur®;

- NeBHi AEKOMMEHCOBaHI 3aXBOPHOBaHHSA eHAO0KPUHHOI CUCTEMU, SIKi BMMBAKOTb Ha BYrNeBOAHMUIA 06MIH ab0 KOHTPPErynauito rinornikemii (Hanpvknag, npu
[eAKNX NOPYLUEeHHAX (PYHKLUIT LUMTOBUAHOT 321031 Ta HEAOCTATHOCTI (PYHKLIT NepefHbOT Aoi rinodisa Ym Kopu HafHUPKOBMX 3a/103);

- OfJHOYaCHe 3aCTOCYBaHHA AeAKNX IHLLMX NiKapcbKMx 3aco06iB (AMB. po3ain «B3aemogis 3 iHWMMK NiKapcbKUMK 3acobamm Ta iHLLI BUAW B3AEMOLIN»).
NikyBaHHs npenapaTtom AMapun® BuUMarae perynsipHoro KOHTPO/IKO PiBHS F/IOKO3M B KPOBi Ta cedi. KpiM TOro, pekoMeHayeTbcsl MPOBOAUTY BU3HAUYEHHS BMICTY
rNiKO31NbOBAHOI0 remorsobiHy.

Mig yac nikyBaHHA npenapaTtoM Amapun® Heo6XifHO PerynspHO KOHTPOMIOBATY MOKA3HUKU (DYHKLiT MeYiHKW Ta reMaTosoriuyHi NoKasHUKM (0COBNBO KifbKiCTb
NeNKoUUTIB | TPOMBOLUTIB).

Y CcTpecoBux cuTyauisax (Hanpuknag, TpaBMa, HesaniaHoBaHi XipypriuHi BTpyYaHHs, iH(eKUiT, Lo CynpoBOMKYHTLCA NiABULLEHHAM TeMnepaTypu Tina) Moxe 6yTu
rnokKasaHe TMMYacoBe MnepeBefeHHs nalieHTa Ha IHCYIH.

[locBia 3acTocyBaHHS npenapaTy Amapun® nauieHTam i3 TSXKKAMK MOPYLUEHHAMM (DYHKLiA nedviHkM abo nauieHTam, siKi nepe6yBatoTb Ha Aianisi, BigCyTHIN.
MauieHTam i3 TSKKUMU NOPYLLUEHHAMN (DYHKLiA HUPOK abo MeYviHKM NoKa3aHOo nepeBefeHHs Ha IHCYIH.

NikyBaHHA MauieHTIB 3 AeiuuToOM r1H0K030-6-(hoctaTaerigporeHasn npenapartamn Cy/bOHINICEYOBUHM MOXE MPU3BECTU [0 PO3BUTKY TEMOMITUYHOI aHemii.
OcKifnbKu rAiMenipug, HaneXuTb [0 Knacy npenapatiB Cy/b(OHINCEUYOBUHN, MOro cnif 3 06epeXxHICTHO MNpu3HayaTh nauieHTam 3 AediuuTom [HK030-6-
(hocthartaerigporeHasu. Im cnig npusHauaTy anbTepHATUBHI MPenapaTy, WO He MiCTATb Cy/b(OHINCEUOBUHY.

Amapun® MicTUTb NakTo31 MoHoriapar. Llei npenapat He cnif npuiiMaTy nawieHTam, SKi MaloTb JOCUTb PiAKICHY CMajKoBYy HEMEPEHOCUMICTb ranakTo3u, aediuuTt
nakrtasu Jlanna abo nopyLueHHs abcopbLii rNHOKO3U-ranakTo3u.

3acTocyBaHHSA y nepiof BariTHOCTI abo roflyBaHHS rpyaato.

BariTHicTb. Pn3uk, nos’a3aHnin i3 fiabeTom. BiXuneHHs Bif HOPMaslbHUX PIBHIB [NHOKO3M B KPOBI Mif Yac BariTHOCTI MOXYTb OYTU MPUUYMHOKD 30i/bLUEHHS
IMOBIPHOCTI BUHWKHEHHS BPOPKEHNX Baf, PO3BUTKY Ta NepuHaTa/ibHOT CMEPTHOCTI. TOMY C/lif, peTeNbHO KOHTPONKOBATW KifbKiCTb M/IHOKO3M B KPOBI BariTHOT XIHKM
[J19 TOro, W06 YHUKHYTU TepaTOreHHOr o puUsunKy.

BariTHa 3 UyKpoBMM AiabeTomM NOBMHHa GYyTW MepeBefeHa Ha iHCYNiH. XKiHKKU, AKi XBOPIHOTb Ha LYKPOBMWI fAiabeT, MOBUHHI iH(OpMYyBaTK CBOro Nikapsi npo
3annaHoBaHy BariTHICTb NS KOPEKLiT NiKyBaHHA Ta Nepexofy Ha iHCY/iH.

Pu3MK, NOB’A3aHWi i3 rniMenipngoM. Hemae gaHux LWoA0 3aCTOCyBaHHA riMenipuay BariTHUMM XXiHKamu. BignoBigHO 40 pe3ynbTaTiB eKCrepuMMeHTIiB Ha TBapyHaXx,
npenapar Mae penpoAyKTUBHY TOKCUYHICTb, NOB’A3aHy, MMOBIPHO, 3 (hapMaKooriyHOo Aieto rnimenipugy (rinornikemieto).

Tomy NpoTArom BCbOro nepiofy BariTHOCTI XIHUi rniMenipug 3aCTOCOBYBATN HE MOXKHA.




FAKLLO0 NavieHTKa, AKa npuiimae rniMenipug, niaHye BariTHIiCTb abo 3aBariTHina, i AKoMora LBKALLE CAifj NepeBecTy Ha Tepanito iHCYIHOM.

[Mepiof rogysaHHs rpyaato.

HeBifoMo, UM BUAINAETLCA Mpenapar y rpyaHe MOIOKO Y IANHW. Y LWypIB raiMenipus BUAINSETECA Y TpyLHEe MONOKO. OCKINbKK THLWI NOXiAHI CYMb(OHINICEeYO0BUHN
BUAINAOTLCA Y FPYAHE MOIOKO | BPaxoBYHUM PU3MK PO3BUTKY FiMOrNiKeMily AiTel, SKUX roaytoTb rPYAHUM MOSIOKOM, Ha (OOHI NiKyBaHHS rNiMenipuaom rogyBaHHs
rPYLAK0 HE PEKOMEHIYETLCS.

34aTHICTb BNAMBATW Ha LWBUAKICTb peakuii Npy KepyBaHHI aBTOTPaHCNOPTOM abo iHWMMK MeXaHi3MaMMu.

JocnimpKeHHs i3 BNAUBY npenapaTty Ha 34aTHICTb KepyBaTy TPAHCMOPTHUMM 3acobamu Ta NpautoBaTy 3 iHLMMK MexXaHi3MaMun He NPOBOAWNCS.

3[aTHICTb [0 KOHLEeHTpaLii Ta WBUAKICTb peakuii MOXYTb 3HUXXYBATUCA BHACMIAOK FiNOrfikemii yv rinepriikeMii abo, Hanpvknag, yepes noripleHHs 3opy. Lie
MO>XXe CTBOPOBATM PU3UK Y CUTYaLLiIX, KON Taka 3A4aTHICTb € 0CO6/IMBO BaXK/IMBOO (Hanpuknag, KepyBaHHs aBTOMOGINeM abo po60oTa 3 iHLIMMK MeXaHi3Mami).
MauieHTiB cnig 3acTepiratu, WO BOHW He NOBMHHI AOMNycKaTh PO3BUTKY B cebe rinoriikemii nig yac KepyBaHHS TPaHCMOPTHMM 3ac060M. Lle 0co6/1MBO CTOCYETLCA
TUX OCib, SKi NoraHo abo 30BCIM He MOXYTb pO3ni3HaBaTV B cebe CMMNTOMU-MPOBICHUKM TIMOrNiKeMIT, Ta TUX, Y KOro Hanagy rinornikemii € yactumun. HeobxigHo
Cepo3HO 3BAXXMTU, YN BapTO 3a TaKMX 0OCTaBMH CifaTi 3a KepMo abo npawtoBaTy 3 iHWNMK MeXaHi3Mamu.

Cniocib 3acTocyBaHHA Ta [03Mu.

MpenapaT Npu3HaYeHnin 415 NepopasibHOro NpPUIoMy.

YcniwHe NikyBaHHS fiabeTy 3a1eXuTb Bif LOTPMMaHHA XBOPUM BiAMOBIAHOIO pauioHy XapuyBaHHS, PerynspHoi (isvyHOI aKTUBHOCTI, a TakoX MOCTiNHOro
KOHTPO/IO PiBHA FNHOKO3M B KPOBI Ta cedi. HeaoTprMaHHA XBOPUM AiETM He MOXKe 6YTU KOMMeHCOBaHe NPUAMaHHAM TabneToK UM 3aCTOCYBAHHAM IHCY/IHY.
[103yBaHHA 3a/1eXUTb Bif pe3y/bTaTiB aHai3iB BMICTY /1HOKO3U B KPOBI Ta Ceui.

MouyaTkoBa fo3a CTaHOBUTL 1 Mr (1/2 TabneTkn no 2 Mr) raiMenipuay Ha foby. AKUL0 Taka [03a Aae 3MOry KOHTPO/BaTh 3aXBOPKOBaHHS, Ti C/lij 3aCTOCOBYBAaTU A1
niATPUMYOYOT Tepanit.

FAKLLO rNiKEMIYHWUIA KOHTPO/Ib HE € ONTUMa/IbHUM, 403y NOTPIOHO 36iMbLLyBaTV 02, 34K 4 Mr rniMenipuay Ha foby noetanHo (3 iHTepeanamu B 1-2 TvkHi). Ans
PI3HNX PEeXMMIB NiKyBaHHA Npenapar AOCTYNHWIA Y Pi3HUX LO3YBaHHSAX.

[,03a noHaa4 Mr Ha 406y Aae Kpallli pesynbTaTyi TiNlbKy B OKPEMIX BUnagkax. MakcuMaibHa peKoMeHa0BaHa o3a — 6 Mr npenapaty AMapun® Ha go6y.

AKLLO MaKCcuMasibHa [,060Ba J03a MeT(OPMiHY He 3abe3neyye LOCTATHLOrO riIKEMiYHOTO KOHTPOJ/THO, MOXHA PO3MoyaTty CynyTHIO Tepanito rnimMenipuaom.
JoTpumyroumcb nonepesHLOro A03yBaHHA MeT(OPMIHY, NPUIAOM raiMenipuay Cif po3noyaty 3 HU3bKOI 403W, AKY MOTIM MOXHa MOCTYMNOBO NiABMLLYBaTW A0
MaKCMManbHOT J0O0BOT 03K, OPIEHTYHOUMCH HA 6aKaHWn piBeHb MeTaboniYHOro KoHTPos0. KombiHOBaHY Tepanitd NOTPi6HO MPOBOAMTM Nif MUIbHUM Harns40M

nikaps.

AKLLL0 MakcuMabHa 060Ba A03a npenapaty AMapun® He 3a6e3nedye A0CTATHLOIO MNiKEMiYHOr0 KOHTPOSIHO, 33 HEOBXIAHOCTI MOXHa pO3royarta CynyTHIO Tepanito
IHCYNiHOM. [lOTpUMYHOYMCb MOMepefHbOro A03yBaHHA [iMenipugy, NiKyBaHHSA IHCY/MIHOM CAif NOYMHATW 3 HW3bKOT [03M, AKY MOTIM MOXHa MiABULLYyBaTK,
OPIEHTYHOUMCH Ha 6aXKaHWI piBEHb METab0NI4YHOr0 KOHTPOSIO.

Kom6iHOBaHY Tepanito cnif, NpoBOAMTY Nif NMAbHUM HarasaoM aikaps.

3a3Buyail oaHa 4o3a rnimenipuiy Ha go6y € 1oCcTaTHLO. T peKOMEeHAYETLCS NPUIAMATI He3a0Bro A0 YK Mif Yac CUTHOrO CHiflaHKy a60 — SIKLLO CHiaHKy Hemae —
He3a40Bro nepes abo nif 4ac NepLioro OCHOBHOMO Npuinomy DKi. MOMUIKK B 3aCTOCYBaHHI nNpenaparty, Hanpukiag nponyck NpuioMy 4eprosoi [03W, HIKOMW He
MO>XHa BUNPAB/IATY LLIAXOM HACTYMHOr 0 NPUIAOMY BULLOT A03K. TabneTky CNif KOBTATM HE PO3XKOBYHOUM, 3aMMBaOUN PiUHOLO.

AKLWO Yy XBOPOro CNocTepiraeTbecs rinorfikeMiyHa peakuis Ha 3acTocyBaHHS rnimenipugy B Aosi 1 mr Ha o6y, ue o3Hayae, WO LYKPOBMWI AiabeT mMoxe OyTu
KOHTPO/IbOBAHWI Ti/fIbKX 3a OMOMOr Ot AOTPUMaHHA LIETH.

MMoninweHHs KOHTPO/IbOBAHOCTI AiabeTy CynpoBOMKYETLCA MIABULLEHHAM YyT/IMBOCTI A0 IHCYNiHY, TOMY Mif Yac Kypcy JliKyBaHHA rnotpeba B raiMenipugi Moxe




3MeHLWYBaTUCA. 3 METOK YHUKHEHHS TiMOraikemii cif nocTynoBo 3MeHLYBaT 403y abo B3arasi nepepsatu Tepanito. HeobXigHICTb Y nepernsagi L03yBaHHS TaKoX
MOXX€e BUHUKHYTH, SKLLO Y XBOPOr0 3MIHIOETLCS Maca Tifla Yu crocib XUTTa abo AitoTb iHLWI YAHHUKK, SKi NigBULLYHOTb PU3KK FiMo- Yu rinepriikemir.

Mepexif 3 NepopasibHUX TiNornikeMiYHUX areHTis Ha npenapat Amapui®.

3a3Buuali MOXHa 3AiACHUTY Mepexif 3 iHWKUX NepopasibHUX TinornikeMiyHux areHTis Ha AMapun®. Mig yac Takoro nepexofy Cnij BpaxoByBaTu CUMy Ta nepiof,
HaniBBMBELEHHS NornepeAHbLOro 3acoby. Y AeskMX BuMafkax, 0CO6/MBO AKWO MpoTuaiabeTUUYHWIn Npenapat Mae TpuBaviA Nepiof HaniBBMBEAEHHS (Hanpuknag
X7iopnponamiz), nepea noyaTkoM npuitMadHs Amapuny® pekomeHAYeTbCsA MoYekaTu AeKinbka AHiB. Lle fae 3Mory 3MeHLUUTV PU3MK TiMOrNiKeMiYHMUX peakLliit
BHACNi4OK afUTMBHOT Ail 4BOX areHTIB.

PekomeH0BaHa noyaTkosa fjo3a — 1 Mr rniMmenipuay Ha fo6y. AK 3a3Ha4aiocs BULLE, 03y MOXHA MoeTanHo 30ibLWNTY 3 ypaxyBaHHSAM peakLiii Ha npenapar.

MNepexia 3 iHCY/IHY Ha Npenapat AMaDI/IJ'I®.
Y BUHATKOBUX BUMaAKax XBOPUM Ha LyKpoBwid fia6eT Il Tuny, aKi npuiiMatoTb iHCY/iH, MOXe 6yTW MokasaHa 3amiHa ioro Ha Amapun®. Takuii nepexia cnig

NPOBOANTW Nif NNJIbHUM Haris40M MiKapsi.

[iTwn. Ha cborofHi BiACYTHI [0Ka30Bi AaHi W00 3aCTOCYBaHHA rnimenipnay nauieHTam BiKOM A0 8 pokis. [ns Aitel BikoM Big 8 10 17 POKIB ICHYHOTb 0OMEXEH
[0Ka30Bi [aHi LWoA0 3aCTOCYBaHHA rnimMenipuiy aK MoHoTepanii (4vB. po3ginv «dapmMakofmHamika» Ta «PapMakoKiHETMKa»). ICHYOUMX AaHUX CTOCOBHO Ge3rneku
Ta ePeKTUBHOCTI 3aCTOCYBaHHA NpenapaTy AiTAM He40CTaTHLO, TOMY Or0 He PEKOMEHAYETLCA 3aCTOCOBYBATU Liiil kKaTeropii nayieHTiB.

Nepeno3yBaHHS.
Mepef03yBaHHS MOXe NMPU3BOANTY A0 TINOriKeMil, ska TpuBae Bif 12 10 72 rogunH i Micns NepLuoro noserweHHs Moxe 3’aBISTUCA NOBTOPHO. CUMMATOMU MOXYTb
NnposBUTUCA Yepes 24 rogvHM nicns 3acToCyBaHHA Mpenaparty. AK npasuno, 418 TakuX XBOPUX PEKOMEHAYETLCSA CMOCTEPEXEHHA B KAIHILI. MOXyTb

BMHUKaTU Hyao0Ta, 6/1t0BaHHA Ta G6ifib B eniracTpii. [inornikemis 4acto mMoXke CynpoBOKYBaTUCSH HEBPOOTIYHUMU CUMITOMaMK, TaKMMKU SIK HECTOKIR, Tpemop,
po3n1azm 30py, NOPYLLEHHS KOOPAMHALLT, COHIMBICTb, KOMA Ta CYyL0MW.

JlikyBaHHA nepefo3yBaHHA. J1iKyBaHHS NONArae, B nepLly yepry, B nepeLukofxaHHi abcopbuii npenapaty. O14 UbOro HeoOOXiAHO BUKIMKATK OGNHOBAHHSA, a MOTIM
BUMMTK BOAM abo NMMOHady 3 aKTMBOBaHWUM BYTiNnaM (aACoOpOeHT) Ta CynbghaToM HaTpito (MPOHOCHE). AKLLO NPUAHATO BENNKY KiNbKICTb rnimMenipuay, NokasaHo
NMPOMMBAHHSA LUMYHKA, MICNS YOro — 3aCTOCYBaHHA aKTMBOBAHOrO BYTiNAA Ta Cynb(aTy HaTpito. Y pasi TSXKKOro nepefosyBaHHs HeobXifgHa rocniTanisayis oo
BiAAINEHHS peaHiMauil. iKomMora wBuALle CNif po3noyaty BBEAEHHS T/IHOKO3M: 3a HeOOXIAHOCTI CrnovaTKy OfHOpa3oBa BHYTPIiLIHbOBEHHA iH’ekuis 50 mn 50 %
PO34MHY, a MOTiIM BAMBaHHA 10 % po34MHY 3 MOCTINHMM KOHTPOJIEM PIBHA [/IHOKO3U B KPOBI. NojasnbLue NiKyBaHHA — CUMNTOMAaTUYHE.

Mpw nikyBaHHI rinornikemii, CIpUyYMHeHOT BUNAaLKOBMM MPUIOMOM Mpenapary Al\napvmo, Y HEMOBAT i AiTel MOMOALIOrO BiKy A03Y [/IH0KO3M NOTPIGHO 0CO611BO
peTelbHO KOPUryBaTu 3 Ornsgy Ha MOX/MBICTb BUHUKHEHHS Hebe3MneyHoi rinepriikeMii, a il KOHTPO/b 34iACHIOBATY LLIAXOM YBaXHOIO CMOCTEPEXEHHS 3a PiBHEM
INIFOKO3W B KPOBI.

Mo6iuHI peakuii.

3 ornsamy Ha focBif 3acTocyBaHHA AMapuny® Ta iHWMX NOXiAHMX CYNb(OHINCEUOBMHU, NI Yac KNIHIYHMX AOCAIIKeHb CNocTepirannics nobidHi peakuii, HaBefeHi
HVDKYe 3a Knacamm OpraHiB Ta CUCTEM Y NOPSAKY 3MEHLUEHHS YaCTOTU BUHUKHEHHS: Ti, WO BUHMKaNK Ay>e 4vacto: 3 1/10; yacto: 3 1/100 go <1/10; HeuacTo: 3 1
/1000 po < 1/100; pigko: 3 1/10000 go <1/1000; ay»e pigko: <1/10000); yacTtoTa HeBifoma (He MOXKHa po3paxyBaTy 3a HassBHUMMW JaHUMN).

3 60Ky KpOoBi Ta NiMthaTUYHOT CUCTEMMW.

PifKko: TPOMOOUMTOMEHIA, NENKOMEHIA, rpaHyNOLUTONEHIA, arpaHy/ounUTOo3, epUTPONEHIsA, reMoniTUYHa aHeMis Ta NaHUMTOMEHISA, AKi, SK Npasuio, € 3BOPOTHUMMU
nicns BiAMiHM npenaparty. YacToTa HeBigoMa: TAXKa TPOMOOLUMTOMNEHIA i3 KiNIbKICTIO TPOMO0UUTIB MeHLLe HixX 10000/MKn Ta TpoMBOLMTONEHIYHA Nyprypa.




3 60Ky IMYHHOT CUCTEMM.

[yXe pifKo: NeMKoLMTOKNACTUYHMUIA BacKyNiT, NOMIPHI peakLil rinepyyTanMBOCTI, SKi MOXYTb MPOrpecysaty A0 TSHXKKMX (DOPM, CYyNpPOBOMKYHUUCH 3aMLLIKO,
nafiHHAM apTepiaibHOro TUCKY Ta IHOAI LLUOKOM.

YacToTa HeBioMa: MOX/IMBA NepexpecHa anepris 3 NoxigHMMKM CybOHINCeYOBUHW, CybOHamigaMmn abo CropigHEHUMU PeYOBUHAMM.

MeTaboniyHi Ta animeHTapHi po3nagu.

PigKo: rinornikemis.

Taki rinornikemMiyHi peakuii nepeBaKHO BUHMKAKOTb HeraHo, MOXYTb OYTU TSXKKUMK Ta He 3aBXAW NErko MoXyTb OyTW CKkoperoBaHi. BUHUMKHEHHS MOAi6HMX
peakuin, fK i y pasi NiKyBaHHS iHLWXMK TinornikemMiyHUMm 3acobamu, 3anexuTb Big iHAMBIAYanbHUX (PAKTOPIB, TaKMX SK 3BUUKM Y XapyyBaHHI Ta [03a npenaparty
(peTanbHiwe amB. y po3aini «Oco6MBOCTI 3aCTOCYBaHHSA»).

3 60Ky oprais 30py.

YacToTa HeBifoMa: MOXYTb BUHMKATN TPAH3UTOPHI 30p0Bi Po3naan, 0C06/IMBO Ha NOYATKY NiKyBaHHSA, 3yMOB/EHi 3MiHO PiBHS MFOKO3M Y KPOBI.

3 6OKY LUYHKOBO-KULLIKOBOIO TPaKTy.

[yXe pifKo: HyaoTa, 6/1H0BaHHSA, Aiapesi, 34yTTA XXUBOTA, BIAYYTTS AUCKOMGOPTY Y XMBOTI, 6ifb Y XMBOTI, AKi pigKo Npu3BoasaTb A0 HEOOXiAHOCTI NPUMNUHEHHS
NiKYBaHHS.

"enaTobiniapHi po3naau.

YacToTa HeBigoma: NiABULLEHHS PIBHIB NeYIHKOBUX epMEHTIB.

[y>xe pifKo: nopyLeHHA PYHKUIT NeviHKy (Hanpukiag, 3 Xo1ecta3oM abo >KOBTAHULIEID), TeMaTUT Ta NeYiHKOoBa HeJOCTATHICTb.

3 60Ky LUKIpY Ta NigWKIipHOT KNi TKOBUHW.

YacToTa HeBioMa: MOXYTb BUHUKHYTU peakLii rinepyyTanBOCTI, BK/IKOUa0UmM CBepOIX, BUCUMAHHSA, KPOMUB’AHKY Ta YyTAMBICTb 0 CBiT/a.

JTabopaTopHi MOKa3HUKW.

[y>Ke piAKO: 3HVXKEHHS PIBHA HATPIKO Y CMPOBATL,i KPOBI.

[MoBiaOMNEHHSA NPO Nif03PHOBAHI NOOIYHI peakLiil.

[MoBiAOM/IEHHA MPO MiZO3pHOBaHI MOGIYHI peakuii Micnsa CXBaJIEHHA JIIKAPCbKOro 3acoby A03BiIbHUMW OpraHaMu € BaXKIMBOK Npouefypoto. Lle gae 3mory
3[iNCHIOBATM NOCTINHWIA MOHITOPUHT CNIiBBIAHOLLIEHHS KOPUCTL/PU3MK 3aCTOCYBaHHS LIbOr0 /TIKAPCbKOro 3acoby. MeanyHmx npawiBHMKIB MPOCATL NOBILOMASTY MPO
yci Nifo3ptoBaHi No6ivHi peakuii Yepes HaLiOHabHI CUCTEMI NOBIAOM/IEHD.

TepMiH NpMAaTHOCTI. 3 POKMN.

YMoBW 36epiraHHs.
36epirati B HeAOCTYNMHOMY AN AiTeld micui. 36epiraTvi B OpuriHanbHiii ynakosLi npv temnepatypi He suue +30 °C.

YnakoBKa.
Ne 30 (15x2): no 15 TabneTtok y 6nictepi, No 2 6/1icTepn B KAPTOHHI KOPOGLI.

KaTteropis Bignycky. 3a peuentom.



Bupo6HUK.
CAHO®I C.IN.A./ SANOFI SP.A.

Micue3HaxomkeHHs BUPOOHMKaA Ta agpeca Micusi NpoBafKeHHS M0ro 4isifIbHOCTI.
C.C. 17 KM 22 - 67019 CKOMMITO (AKBIJIA), ITania/ S.S. 17 KM 22 - 67019 SCOPPITO (AQ), Italy

3asABHUK.
TOB «CaHoi-ABeHTIC YKpaiHa», YKpaiHa/Sanofi-AventisUkraine LLC, Ukraine.



