THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

AMI3O0H®

(AMIZON®)

CKnao:
Oitoua pevosuHa: aMi3oH" (eHicaMiyM HOmuf);
1 TabyeTka MiCTHUTH aMi30Hy® (enicamiymy mopumy) 125 mr (0,125 r) a6o 250 mr (0,25 1);

00NOMIdCHI peyoBUHU: TAaKTO3KW MOHOTIPAT, Ie/l0103a MiKpOKPHUCTalliyHa, II0BiqOH, HaTPito
KpOCKapMeJio3a, Kasbllilo cTeapart;

ob6ononka: OPADRY II Clear 85F19250 (momnieTuneHnrmnikons, nomicopdat 80, CIUPT MOMiBiHITOBUM,
TaJIbK).

Jlikapcbka ¢popma. TabneTku, BKPUTI 000JI0HKOIO.

OcHogHI ¢i3uko-ximiyHi 81acmusocmi: TabneTKu Kpyrioi ¢opMu, IBOOIYKJI, 2KOBTOTO a0 XKOBTO-
3eJIeHOT'0 KOJIbOPY, BKPUTI 000710HKOI0. Ha moBepxHi TabneToK-sfep AOMyCKAEThCS HASIBHICTh
He3HaYHUX BKpAIJIeHb.

dapMakoTepaneBTHYHA rpyma.
[TpoTuBipycHi 3acobu [ CUCTEMHOT0 3aCTOCyBaHHS. [IpoTHBipyCHi 3acobu mpsMoi fii.

Kom ATX JOSA X17.

dPapmako102iuHi 8 1acmueocmi.
Mexanism 0ii

[TpoTuBipycHa fig eHicamMiyMy 1oB’si3aHa 3 mpsAMuM npurHideHHsM PHK-3amexHoi PHK-noniMepa3u
Bipycy rpuny Ta SARS-CoV-2.

®apmakoduHamika

Enicamiym 4MHUTEL IPOTUBIPYCHY [il0 MIPOTH Pi3HUX WITaMiB Bipycy rpuny tumy A (HIN1, H3N2,
H5N1, H7N9), Bipycy rpumy B, pecnipaTopHO-CHHLIMTialIbHOTO BipyCy, a TaKOXK IITaMiB anbda-
KopoHaBipycy NL-63 Ta 6eTa-kopoHaBipycy SARS-CoV-2 in vitro.



Enicamiym #iogu TpooeMOHCTPYBaB e(peKTUBHICTh BITHOCHO LITaMiB Bipycy rpumy tuny A ta By
OOCTiAKEHHSX N Vitro 3 BUKOPUCTaHHAM AU(EepeHIiioBaHNX HOPMaJIbHUX JIIOICHKUX
OponxoeniTemianbHuX KIiTuH moguan (NHBE), KJTiTHH renaToemonsapHol KapIimHOMH JIIOTUHN
(HepG2), knitun pabmomiocapkomu mopuau (RD), KITITHH KOJIOPEKTAIbHOI afleHOKAPIIHHOMHU JTIOIUHI
(Caco-2). Y TxopiB sIK penlpe3eHTaTUBHIN TBaPUHHIN MO A1 JOCIiAKEeHHS IPUIy: eHicaMiyM
MOOU[ CKOPOYYBaB YacC BUAIIEHHS BipyCy I'PUIly 4epe3 HOCOBI 3MUBU TXOPiB, ITOPIBHSHO 3
KOHTPOJIBHOIO I'PYIIOI0 I1aredo.

KniniuHa eeKTUBHICTD

B pocnigeHH] y mali€eHTiB 3 TOCTPUMU PECIipaTOPHUMU BipyCHUMU iHQEKIIIMHU, ¥ TOMY YHUCIIi 3
TPUIIOM, NTiKyBaHHS Tal0leTKaMu eHicaMiyMmy Hopuny B 0o0oBsii fo3i 1500 mr (2 tabneTtku mo 250 mMr
3 pa3u Ha [eHb) 3a0e3nedyBao NO3UTUBHY OJUHAMIKy 3aXBOPIOBAHHS, 1110 IPOSIBIISIOCH OiNIbII
BUPaXKeHUM 3MeHIIEeHHSIM CUMIITOMIB BipyCHOI iH(deKIil mopiBHsAHO 3 mauebo (Tabm. 1).

PaHHE i cTAaTUCTUYHO 3HAYYIIE 3HUXKEHHS BipyCHUX aHTUTEHIB B Ha3aJIbHUX Ma3KaX OyJ10 BUSIBIIEHO Y
Malli€HTIB, SKi OTpUMYyBau Awmizon®, OPiBHSAHO 3 myanebo (tabm. 2).

JlikyBaHHS eHicaMiyMOM IIPU3BEJIO [0 MiBUILEHHS PiBHS CUPOBATKOBOTO iHTEP(hEPOHY MOPIBHIHO i3
rpynoto mname6o.

Tabnuis 1

TToneriieHHsT CAMIITOMIB BipyCHOI iH(peKIil micys miKyBaHHSI AMi30HOM® (KiNbKiCTh IAIieHTIB /

%)

Iloba Karmemnsb Punit CnabKicThb T'osoBHUH 6ifb

Amizor® [IInane6o Awmizon® IlmameGo Awmizon® Ilmame6o Awmizon® Ilmare6o
0 59 40 56 37 59 40 56 34

98,3 % 100 % 93,3 % 92,5 % 98,3 % 100 % 93,3 % 85 %
3 58 40 50 35 42 39 31 25

96,7 % 100 % 83,3 % 87,5 % 70 % * 97,5 % 51,7 % 62,5 %
7 39 38 13 29 17 22 6 13

65 % 95 % 21,7 % 72,5 % 28,3 % 55 % 10 % * 32,5 %
14 4 22 0 2 1 7 0 3

6,7 % 55 % 5 % 1,7 % 17,5 % 7,5 %

Tabmunsg 2

IvHamika BU3HaY€HHS BipyCHOTO @HTUTEHY (KiNbKICTh NaLieHTiB / %)

Mo6a BipycHi aHTUT€HU AHTUT€eHHU BipyCy rpUIy
Awmizon® ITname6o Awmizon” TTnane6o
0 60 (100%) 40 (100%) 33 (66%) 22 (55%)
3 17 (28,3%) 29 (72,5%) 8 (13%) 16 (40%)
7 1(1,7%) 6 (15%) 1(1,7%) 1(2,5%)

Pe3ynbpTaTi KIiHIYHOTO HOCTIIXKEHHS TPEThOl a3y MoKa3aly, 10 eHicamiyM iomum noope



IIePEeHOCUTHCS Ta € KITIHIYHO e(eKTUBHUM, 110 OYJI0 TPOAEMOHCTPOBAHO Y BUTISAMI:
- CKOpPOYEeHHS TPUBAJIOCTI Iepiony mifBuUIlleHol TemnepaTypu Ha 1,1 gHS;

- CKOPOYEHHS TPUBAJIOCTiI KaTapaJbHUX Ta KOHCTUTYL[IOHAJIBHUX CUMIITOMIB;

- 3MEHIIIEHHST 3aCTOCYBaHHS BiIXapKyBaJIbHUX i CYAUHO3BYKYBaJIbHUX 3aC00iB;
- 3MEHINeHHS KiJTbKOCTI JHIB HeIpale3maTHOCTI;

- 3MeHIIIeHHS [1epiofy BULIIeHHS BipyCiB Ta CyTTEBE 3MEHIIEHHS KiJIbKOCTI Mal[l€HTIB, Y SKUX
BUSIBJISIUCH BipYCHI aHTUTEHH, ITOPiBHSHO 3 I'PYIIOI0 XBOPUX, SIKi OTpUMYBasIH Iareoo.

Binbira e(eKTUBHICTH €HicaMiyMy CIiOCTepiranach, KOJYU JIiIKyBaHHSI PO3NIOYNHAJIOCH PaHiIIe.

Y GarartoleHTpOBe, MMOABIMHO CJIille, PaHAOMi30BaHe, M1ale00KOHTPOIbOBAHE NOCITIIXKEHHS
eekTHBHOCTI Ta Oe3meku eHicamiymy vomunmy O6yio BkimodeHo 592 namientu 3 COVID-19
CepenHbOTo CTYIEeHs TSIKKOCTI, TKi B KoMOiHalril 3 6a30B00 Teparieo oTpuMyBaiu ado
eHicamiymy #omgun, abo nnaie6o. [IepBUHHOIO KiHIIEBOIO TOUKOI0 e)EeKTUBHOCTI JOCTiIKEHHS
OyB Yac 0o HaCTaHHS MOKpAallleHHs CTaHy IMallieHTa, [0 BUMipIOBalI0Ch 30iTbIIEHHAM
BUXi[THOI OITIHKM CTaHY MallieHTa 3a MoaudikoBaHoio 1mKanow BOO3 (ouB. Tabnuio 3) Ha 2
Oasnm.

[larienTH, BKIIOYEHI 00 rpynu mianebo, OTpUMyBasiy IepopasbHo o 1 Kamcymni miaie6o
KOXHi 6 roguH, 4 pa3u Ha mo0y. [TalieHTy, 110 TpuiiManyu eHicamiyMmy MOOuU[, OTPUMYBaJX 110
500 Mr enicamiymy vomuny KoxHi 6 roguH, 4 pa3u Ha mo0y. JIikyBaHHS TPUBAJIO IIOBHUX 7
oHiB (168 rogun).

Tabmnug 3

MopudikoBaHa 1IKala TIXKKOCTi cTaHy maiieHTiB BOO3

ban CTaH XBOPOTO

1 CMepTh

) [ocmiTanizoBanuit, moTpedye MTy4YHOI BeHTUsIil nerexs (IIBJI) a6o
EKCTPAKOPIOpaIbHOl MeMOpaHHOI OKCUTeHallii

3 FocniTani3OBaHHIZ, noTpebye HeiHBa3MBHOI BEHTHISALII a00 BUCOKOIIOTOYHOI
OKCHUTEeHOTepaIlil

4 ['ocniTanmizoBanui, moTpebye OOATKOBOI Tepalmil KUCHEM

5 [ocmiTanizoBanui, He TOTpeOy€e MOMATKOBOI Tepalil KuCHeM, ajie moTpebye
[IOCTiMHOI MeguuHOI gornoMord (rmoB’g3axol 3 COVID-19 a6o inimoi)

6 [ocmiTanizoBanuit, He MOTpeOye MOIATKOBOI Teparii KucHeM Ta Oinbile He
moTpebye MOCTiHOI MeIUYHOI HOTTOMOTH

7 He FOCHiTaHiBOB?HI/Iﬁ, arne icHye oOMexkeHHs misimbHOCTI Ta/abo moTpedye
MigTPXMYBaJIbHOI Tepalii KUCHEM yIoMa

8 He rocniTanizoBanuii, 00MeXeHb y OisITbHOCTI HEMA€E

PesynbraTy gocnifgXKeHHs IPOAEMOHCTPYBaIY, 110 Tepamnis 3 BUKOPUCTaHHAM eHicaMiymy UOOuny
noctoBipHO (p = 0,00945) npuIIBUALITYEe HACTAHHS IOKpAIleHHs cTaHy XBoporo Ha COVID-19 Ha 2
Oanu 3a BUllleHaBeeHO0 MofudiKoBaHoIo 1mKano BOO3 mopiBHAHO 3 IPYIIOIO Malli€HTiB, SKi



oTpuMyBasnu mnnauebo. [TepeBaxkaoouy eQpeKTUBHICT KOMOiHOBAHOI Teparril 3 3aCTOCYBaHHIM
eHicamiyMy mopuny npu jikyBaHHI nanieHTiB 3 COVID-19 migTBepaXKy0Th TaKOXK Pe3yabTaTy LI0H0
BTOPMHHUX KiHIIEeBUX TOYOK e(DeKTHBHOCTI, a caMe:

- Ha 15-1 meHb gocrifmKeHHs B rpymi mname6o 6yno Bunucano 85,7 % mallieHTis, a y rpymi
eHicamiymy moguny - 94,4 % nauieHTiB. Pi3Huns yactok ctanoBuna 8,6 %, i 1 BimMinHOCTI Oyn
CTaTUCTUYHO 3HauywuMu (p 0,018), mo cBiguuTh Ha KOPUCTH IIepeBaxKadol e(peKTUBHOCTI
eHicaMiyMmy HofuOy y MOPiBHSHHI 3 myaiebo;

- cmocTtepiranocs OiNnblI IMBUAKE JOCTOBipHE 3MEHINEHHS BUPaXKeHOCTI KalllIio B TPy
3aCTOCyBaHHS eHicaMiymy HOOUIY MOPIBHSHO 3 TPpyIolo nnaiebo Ha 3-1, 4-# i 5-1 OHi mikyBaHHSA (P
0,009; 0,018 1 0,007 BigmoBigHO);

- 3aCToCcyBaHHS eHicaMiymy Homguny B KoMmIuieKcHil Teparil COVID-19 mo3Bosise moCTOBIpHO

(p = 0,016) 3amobirTu mOTipIlIeHHIO CTaHy XBOPOTO i 30ibIIeHHIO AUXaTbHOI HEAOCTATHOCTI B IIPOIIECi
nikyBaHHA. Tak YyacTKa Malli€eHTiB, y SKUX BigOynocs moripiieHHs cTany Ha 1 6an 3a MomudikoBaHOO
mkasoo BOO3, cknana B rpymi miane6o 8,4 %, a B Tpymi 3acTocyBaHHs eHicamiymy Homuny - 2,1 %,
BigMiHHOCTI Mix rpynamu 6ynu gocToBipHuMu (p = 0,016). AHai3 yacy qo HaCTaHHS MOMEHTY
TIOTipIIeHHS CTaHy malnieHTa Ha 1 6anm MeTogoM KamnnaHa - Meepa Ta i3 3aCTOCyBaHHSIM
JIOTPaHT0BOTO KPUTEPII0 AT MOPiBHAHHA I'PYT 3aCBifuuB Oinbily eeKTUBHICTL eHicaMiyMy HOULy
nopiBHSHO 3 miatebo (p = 0,009) y 3anobiranHi noripieHHIO CTaHy MallieHTa, PO3BUTKY OinbI
TSAKKOI OUXabHOL HeJOCTATHOCTI Ta PO3BUTKY yYCKJIaHEHE;

-y rpymi XBopuX, SKi IpuiMany y CKJiafi KOMIJIEKCHOI Teparllii enicamiymy #onup, He Oyio
JKOTHOTO JIeTaIbHOT 0 BUMAAKY 1 yCi NallieHTU BUAYXKAJIX BOIPOXOBXK 21 OHSA, B TOU 4ac SK y IpyIi
nyane6o cTanocs Tpu (3) eTalbHi BUITAOKY i OMWH HAIiEHT He MOCAT IePBUHHOI KiHIIEBOI TOYKH 3a
nepion nepeOyBaHHA Y HOCIIAXEHHI, III0 € BaTOMUM apr'yMeHTOM Ha KOPUCTh 3aCTOCYBaHHS
eHicaMmiymy oguny y KOMIUIeKCHi# Tepamnili COVID-19.

dapmakokiHemuka
Abcopbuis

Enicamiym #iomup mIBUOKO BCMOKTYETBCS: ITiK KOHIIEHTPaLllil B I1a3Mi gjocaraBcs 4epe3 1,6-2,4
TOOVHM IIiCNIs OOHOKPATHOTO npuiioMy. AGcosoTHa 6i0I0CTYIHICTE y TIOOUHYU He BUBYAJACh, TOMI K
BimHOCHa 6iomoCTymHICTL cTaHOBUIIa MeHIIe 5 %. PiBHOBaXKHUIM CTaH y pa3i IepopanbHOro IpuioMy
500 mr Tpuyi Ha 0oOy i 1000 Mr aBiui Ha HoOy mocsraBcst yepes 3 mHi. Kymynsiis npenapaty He Oyra
BUSIBJIEHA.

HocnimkeHHS Ha cofakax 1oKa3aslo, Io IIpy IlepopajbHOMY BBefieHHi eHicaMiymy Homuny 35 %
3aCTOCOBAHOI 103U BCMOKTYETHCS 3i MIYHKOBO-KUIIKOBOTO TPaKTy. AGcopO1lis y Tpu3yHiB CTaHOBUIA
MeH1e 5 %.

[>xa momiTHO 3HMXKYyBana GiomocTymHicTs eHicamiymy #omuay. Cepenni snauenss C,, i AUC,pu
3actocyBaHHi 1500 Mr micns mputiomy ixi Oynmu 3HUXKeHi BignoBifgHO Ha 46,8 % i 26,6 % mopiBHSHO 3
TaKMMHU ITOKa3HUKaMu Ipu 3actocyBaHHi 1500 Mr HaTine. CepeqHill MOKa3HUK t,,,, 30i/IbIIyBaBCS
mics IpuioMy 1XKi: mpu npuiiomi Hatile - 0,75 roguHy, Micas IPUUOMY 1Xi - 2,75 TOOUHM.

Po3noodin

Cryminb 3B’sI3yBaHHS eHicaMiyMy Homuny 3 OilKaMu CHpPOBATKY Yy JIIOOWMHYU HU3bKUMU.



Biompaxcgpopmauis

BuxinHa cmonyka (eHicamiyMm “omup) y MIOOMHYM YaCTKOBO MifjIATra€ KOHBEPCil MIIIX0M
TiAPOKCUJIIOBAHHS, @ TAaKOXK 3B’sI3yBaHHA 3 [JIIOKYPOHOBOIO KUCJIOTOX (MeHIIe HiX 5 %). CYP 2D6,
MMOBipHO, Biflirpae HeCYTTEBY PoJib B MeTaboi3Mi eHicamiymy opuny. [HIn BuBUeHi pepmMeHTH
uToxpoMy P450 He MalOTh CYyTTEBOTO BIUIMBY Ha IIPOllecy MeTaboIivYHOT0 TIePETBOPEHHS BUXITHOI
CIIOJIYKH.

EnimiHayis

Enicamiym momup mepeBaxKHO BUIIIIETHCS B HE3MIHEHOMY BUTJIAAL 3 cedero. [Ticisa nepopaabHOro
BBe[IeHHS PaflioaKTUBHO MiUyeHOT0 eHicamiyMy #omunmy cofakaMm eKCKpellis 3 GpekasisMu cTaHOBUIIA
32-35 %. MepiaHa nepiofy HamiBBABEOEHHS OOHOPA30BUX 03 eHicaMiyMy UOOULOY JIEKUTH B
miama3oHi Big 2,69 mo 3,35 rogunu i Big 6,00 go 7,34 romuHu micnist 6araToKpPaTHOTO BBEIEHHS
npotsroM 10 pgHiB.

dapmakoKiHemuka 8 OKpeMux 2pynax nayieHmis

ITayieHmu AiMHbO20 BiKY

dapmMakOKiHETUYHI JOCIIAXKEHHS 3a Y4acCTIO [alli€eHTiB JIITHBOI'0 BiKYy He IIPOBOOUIIUCE.
ITayieHmu 3 ypaxCceHHAM NeviHKu md HUpPOK

dapMakKOKiHeTHKa eHicaMiyMy MOAUAY B CIelliaJbHUX MONYISLisgx He BUBYanack. OmHaK Ha OCHOBI
pe3ynbTaTiB papMaKOKiHETUUHUX JOCHIIKEHb, 3BaXKal0ul Ha HagBHICTh PEHAIBHOTO i €HTepaibHOT O
IIJISXiB BUBEEHHS, a TaKOXK Ha HU3bKUY piBeHb MeTabosi3aMy eHicamiyMmy #oguny, y cy6’eKTiB 3
OPTaHIYHUM ypaXKeHHSM I[IeYiHKY | HUPOK He CJIif] 04iKyBaT! iCTOTHOI'O HAKOIIMYEHHS eHicaMiyMy B
171a3Mi IpY KOPOTKOYaCHOMY 3aCTOCYBaHHI (0 7 [HIB) I[bOTO JTiKapChKOro 3aco0y. TakuM 4nMHOM,
noripieHHs npodinto 6e3meKy y NalieHTiB i3 3a3HaYeHUMH BHUIIE OPTaHIYHMME 3aXBOPIOBAHHSIMU
MaJIOMMOBIipHE.

KriniyHi xapaKTepHUCTHKH.
IToka3auHs.
Amizor® IOKa3aHUH OJId:

- JiKyBaHHS 1 TPOQiNaKTUKYU I'PUILY Ta TOCTPUX PECIiPaTOPHUX BipDYCHUX iH(EKINN y OiTel Ta
IOPOCIIHX;

- niKyBaHHS gopocnux nanienTis 3 COVID-19 cepegHbOro CTyNeHs TSKKOCTi B KoMOiHaii 3
0a30BOI0 TEPAIIIE0.

IIpomunoka3aHHA.

[TinBuIleHa YyTIUBICTh [0 IIpenapariB, SKi MiCTATh HOOUA, MOJIEKYISIPHUYN 1of ab0 KOBaJIEeHTHO
3B’s13aHUY 10, a TAKOXK [0 iHIINX KOMIIOHEHTIB IIpenapary.



B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

Enicamiym nomun Moxe 3HU3UTHU MOTJIMHAHHS PafioaKTUBHUX i30TOIIB MOAY LMIUTOBULHOI 32103010
Ha mepion 0o 6 THXKHIB.

Cnig yHUKaTH OOHOYACHOTO 3aCTOCYBaHHS MOJOBMICHUX JIiIKapChKUX 3aC00iB, a TaK0XK KOHTPACTHUX
PEYOBHH i JTIKAPCHKUX IIPENapariB, 10 MiCTSITh KOBAJIEHTHO 3B’sI3aHUH 10[I; 00pOoOKU paH BEJIHKOI
IIJTIOIi 3 BUKOPUCTAHHSAM MOAOBMICHUX aHTUCENTUKIB (HalpUKiIa[, MOJIEKYIAPHUY 0L) depe3
MOXKBe 30ilbIlIeHHS PU3UKY MOPYIIeHHS (PYHKINI IIXTOBUAHOL 3aJI03H1.

Oco6.1ueocmi 3acmocyeaHHsi.

[Tpuiiom eHicamiymy #oguny Ipu3BOOUTh O0 30iNbIIeHHS PiBHS WOmUAYy B Iia3Mi. BropunHe
IiABUIIEHHS PiBHS LIUPKYJIOI0YOT0 HOOUIY 3allyCKae MexaHi3M caMopery il GyHKIIii IUTOBUIHOI
3a/1034, IPYU IKOMY IIPUTHIUYETHCS 3aXOIJIEHHS HEOPraHiYHOr0 HOAUAY TUPEOLUTaMH, 110 CIIPUSIE
3anobiraHHi0 HaJIMIIKOBOTO YTBOPEHHST TUPEOIAHUX TOPMOHIB; IIPH I[bOMY TPAH3UTOPHO
HiABUIIYETLCA PiBEHb TUPEOTPOIHOT0 TOpMOHY (peHOMeH Bonbda-Yalikosa). Lleit edekT TpuBae
KillbKa OHIB; IMiC/Is NIPUNIUHEHHS KyPCy NiKyBaHHS QYHKIIiA IUTOBUAHOL 3a7I03U HOPMali3yeThcs. B
OKpEeMUX BUIIafIKaX CIIOCTEPIranocs TPaH3UTOPHE MigBUILIEHHS TUPEOTPOIIHOT0 TOPMOHY IIPOTATOM
IOEeKiNbKOX TUXKHIB.

BipcyTHs iHpopMallis o0 BIJIUBY €HicaMiyMy HOOKUAY Ha MAalli€HTiB 3 MOPYIIEHHSIM QyHKIIII
IIUTOBUIHOI 3aJ7103H i MMAIli€HTIB, ¥ SKUX paHillle pO3BUHYBCS TimOTUPe03. [IpoTe OOLiTbHO
KOHTPOJIIOBAaTH (YHKIIiI0 IMIUTOBUIHOL 3271031 IIif] YacC JTiKyBaHHS eHicamMiyMoM HOgumoM.

[H1I1i 0MOBMICHI IpenapaTy He PEKOMEHAYEThCSI BUKOPUCTOBYBATH IIifl 4acC JIiKyBaHHA i IPOTATOM 7
OHIB MiCIs 3aKiHYeHHS JIIKyBaHHS €HicaMiyMOM MOOUOM.

JlonomidxcHI peuyosuHu

BwmicT nakTo3u B TabneTIi AMi3OH® 0,125 r: 5,225 mr/Tabn a6o 0,0153 mMmons/Tadn abo 3,37 % Bin
3arajabHOI Macu TabJIeTKH.

®

BwmicT nmakTo3u B Tabneti Amizon - 0,250 r: 10,45 mr/Tabx a6o 0,0306 mmois/Tadn abo 3,37 % Bin

3arajibHOI Macu TabJIeTKH.

k1o y Bac BCTaHOB/IEHO HETIEPEHOCUMICTD JesAKUX LYKPIB, IPOKOHCYIbTYUTECS 3 JIIKapeM, Mepiil
HiX npuitMaté Amizon”. TaKMM MallieHTaM MOXHa IIPU3HAYaTH KAICYIH, SKi He MiCTATh
JIaKTO3Y.

Bwmict Hatpio B TabmeTIi AM130H® 0,125 r: 0,285 mr/Tabx abo 0,0124 mmons/Tadn a6o 0,18 % Bin
3arajabHOI Macu TabJIeTKH.

®

Bwmict Hatpito B Tabnetmi Amizon — 0,250 r: 0,570 mr/Tabm a6o 0,0248 mmons/Tabn a6o 0,18 % Big

3arajibHOI Macu TabJIeTKH.



e nikapchbkuit 3aci6 MicTuTh MeHIre 1 MMoIb (23 Mr)/mo3y HaTpito, TOOTO MPaKTUYHO BiTbHUM Bif
HaTpito.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

[IpoTunoka3aHo 3aCTOCOBYBATH IIpemnaparT y IIepiof BariTHOCTi, OCKUIBKY KJTIHIYHI JOCIIIXKEeHH
eHicaMiyMy MOOUAY 3a y4acTIO BariTHUX XIiHOK He IIPOBOSUIUCE. [JOCTIiAKEeHHS Ha TBapUHAX He
BUSIBIIIY IIPSMOr0 ab0 0I0CepegKOBAHOT 0 BIUIMBY Ha PEIPONYKTUBHY QYHKIiI0/QepTUNbHICTE.

I'odysaHHsa 2py0doro

Hesigomo, 41 BUIINSAETHCSA eHicamiyM opup abo oro MeTaboliTh 3 TPYOHUM MOJIOKOM y JTIIOMUHU.
Hem0XKI1MBO BUKJIIOUUTH PU3UK IOTPAIJISHHS eHicaMiyMy HOOUIY [0 OpraHi3My
HOBOHApPOAKEHOT 0/HEMOBIIS.

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

[Tpuiiom npemnapaty Awmizon” He BIIMBA€E Ha 3MATHICTH KepyBaTH aBTOTPAHCIOPTOM abo poboTy 3
IHIIMMM MeXaHi3MaMHU.

Cnoci6 3acmocyeaHHss ma do3u.
TabmeTKu eHicamiyMy Mooy KOBTAIOTh HE PO3KOBYIOUM 3a 2 TOOUHU [0 MPUMOMY 1Xi.
MaxkcumanbHa pa3oBa go3a - 1000 mr (1 r), MakcuMainbHa foOoBa mo3a - 2000 mr (2 1).

JIiKyeaHHA 2puny ma 20cmpux pecnipamopHux sipycHux iHpexuyil. [JopocnuM eHicamiym momgun
npu3HavaoTh y 703i 500 mr (0,5 1) 3 pa3u a6o 1000 mr (1 r) 2 pa3u Ha mo0y.

Iitsim BikoM Bif 12 pokiB eHicamiym Mopup npusHadaoTs ¥ 0o3i 500 mr (0,5 r) 3 pa3u Ha #o0y.
Hitsim BikoM Bif 6 mo 12 pokiB npu3HadaioTsk o 125 mr (0,125 r) 2-3 pa3u Ha [o0y.

JlixysanHAa dopocaux nauieHmig 3 COVID-19 cepedHbo20 cmyneHnsa madxckocmi. EHicaMiyM Hopun
Ipu3HaydaoTh y KoMOiHallii 3 6a30Boi0 Teparmieo y fo3i 500 mr (0,5 r) 4 pa3u Ha [o0y.

TpuBaicTe JiKyBaHHS - 7 OHIB.
ITpoginakmuka 2puny ma 20cmpux pecnipamopHux 8ipycHuUx iH(pekxuiu.

IopocnuMm Ta miTsiM BikoM Bif 16 pokiB - mo 250 mr (0,25 r) Ha mo6y npotsrom 3-5 [HIB, Hamamli - Mo
250 mr (0,25 1) 1 pa3 Ha 2-3 gob6u MPOTATOM 2-3 THXKHIB;

miTsam BikoM Bif 12 mo 16 poxkiB - mo 250 mr (0,25 1) yepe3 geHb TPOTATOM 2-3 THUXKHIB;

miTsaM BikoM 6-12 pokiB - mo 125 mr (0,125 r) yepe3 meHb NPOTATOM 2-3 THUXKHIB.



Himu.
[Tpemapat y maHii nikapchKid (popMi He 3aCTOCOBYBATH HiTAM BiKOM [0 6 POKIB.

HepocTaTHbO iHpOpMAIlil 1I0[I0 3aCTOCYBaHHS J1iKapChKOT0 3aco0y Amizou® miTaMm i3 3aXBOPIOBAHHAM
COVID-19, cnpuunnenuM BipycoM SARS-CoV-2, ToMy 3aCTOCyBaHHS faHill KaTeropil nalieHTiB He
nepenbaydeHo.

Ilepedo3yeanHsi.

KogHUX TIOBiIOMJIEHD IIPO Ilepefo3yBaHHs IIpelapaToM AMi30H® He 0yJI0 OTPMMAaHO B KJTiHIYHUX
OOCIIIIXKEeHHSAX Ta Mif Yac MiclIspeecTpaLliiHoro 3aCTOCyBaHHA.

CroenuiyHOT0 aHTUAOTY He iCHYE.

ITobiuni peakuii.

Haiibinpm nmomuperumMu nobivauMu peakiisamu (ITP) 6ynu po3nagu cMaky, GomiKymiT, Ha30(apuHTiT,
royioBHuY 0inb i miMmbapmeHomnaTis (B miarne60-KOHTPOIbOBAHUX OOCTiIKeHHIX ¢as3u I). BinmbiricTs mux
TP moBimoMIsSIINCS OMHOPA30BO i 3HUKAJIK CIIOHTAHHO. Y OinbinocTi mamieHTiB 11i [IP He mpu3Benu mo
IpUNMHEHHS IPUUOMY eHicaMiyMy HO[UAY.

Y nnane60-KOHTPOIbOBAaHOMY HociimkeHHi ¢a3u III 6ymu 3apeecTpoBaHi c1ab0 BUpaxkeHi
[IJTYHKOBO-KUIIKOBI po3nafy (TipKui CMak y pOTi), Iledis Ta Me4YiHHS B TOpIIi.

BpaxoByBanucs nuiiie mo6iuHi siBUIla, SIKi 9acTile Big3Havanucs B I'PyIi eHicaMiymy Hoguny,
IIOPiBHSHO 3 TPYIOI0 iIa1ebo, i AKi moBimoMsnucs Oinbile HiXK y OBOX 0Ci0.

Y tabmnuni 4 HaBemeHo mMOOiIUHI peaxilil, SIKi CIocTepiraaucs B XOOi KITIHIYHUX [OCTigXKeHb Ta
MiCNIsIpeECTPAaLiiHOr0 3aCTOCYBaHHA IIpenapaTry. YacToTa BU3HA4a€ThCAd TAKUM YHHOM: [y2Ke 4acTo
(=1/10), gacto (=1/100, <1/10), HeuacTo (>1/1 000, <1/100) Ta yacToTa HeBimoMa (HEMOKIINBO
BCTAHOBUTH 3a HaIBHUMH JaHUMHU).

Tabmnuig 4

Kiac cucteMu [lyKe 4acTo HacTo HeuacTo HacToTa HeBigoMa*
OpraHis
TocnimxeHHs [TigBUIIeHUH [TigBUIIeHHS

PiBEHD apTepiarbHOTO TUCKY

CTUMYJIIOI0Y0T0

TOPMOHY

IMUTOBUIHOL

3aJ1031 B KPOBI
3aranbHi po3nagu BToMIIOBaHICTH




[HdeKIii Ta iHBa3il

DOJTiKyJIiT

IIITYHKOBO-KUIIIKOBOTO
TPAKTY

CyxicTb y pOTi
Posnapu cmaky
[ucmencis
Hynota

braoBanHsa

HazodgapuHrit
PuHIT
[TopyiuieHHs 3 60Ky 3apuinka
OpraHiB OUXaHHS,
rPYOHOL KJTITKH i
CepenoCTiHHSA
[TopyiueHHs 3 60Ky UlimbaneHomaTis
KPOBI 1 miMpaTngHol
CHCTEMU
[TopymieHHst 3 60Ky |[[onmoBHuM 6inb  |3amamMopoYeHHS
HEPBOBOI CUCTEMU
[TopyuieHHS 3 60Ky Ha0psiK mMoBik
OpraHiB 30py
[TopyiuieHHs 3 60Ky ApTpanris
CKeJIeTHO-M s130BO1
CACTEMHU Ta
CIIOJTy4YHOl TKAaHUHU
[TopymieHHs 3 60Ky EputeMa
MKipY Ta MigIIKipHOI HabOpsk o6muyys
KJTITKOBUHU CBepbix 06mnyys
HalOpsk
CBepbix
Bucun
[TamyIb03HUM BUCHUII
Kponus'siHKa
[Topy1eHHS 3 GOKY [liapes binb y XKUBOTI

* [IoBiOMJIEHHS Y MiCIIpeeCTpaLiiHoOMy IIepiofi.

[ToBimomIeHHs PO Migo3poBaHi Mo6iYHI peakiii

[ToBimomieHHS po MOOiUHi peakilil micis peecTpallil TikapchKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
Lle nae 3MOry IpOBOAUTHA MOHITOPUHT CHIiBBiIHOIIEHHS KOPUCTh/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKOro 3acoby. MeguuHuM Ta ¢hapMalleBTUUHUM IIpalliBHUKAM, a TaKOX MallieHTaMm abo ixHiMm
3aKOHHUM IIpeCTaBHUKAM CJIif] TIOBiTOMJISITH TIPO YCi BUTTAAKHU IiI03PI0OBaHUX IMOOIYHUX Peakilii Ta
BificyTHOCTI e(peKTHUBHOCTI TiKapchKOro 3aco0y yepe3 ABTOMaTH30BaHy iHGOpPMalliliHy CUCTEMY 3
dhapMakoHarnsAmy 3a nmocunaHHsAM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi. 4 Poxu.

He 3acTocoByBaTu npenapart Mic/iA 3aKiHYeHHS TEPMIiHY IPUNATHOCTL, BKA3aHOI'0 Ha yIIaKOBII.

YMoBu 30epiranHsi.



30epiraTu y 3axXuIeHHOMY Bifl CBiT/Ta MiCIfi mpu TemrmepaTypi He Buie 25 °C.

36epiraté y HEJOCTYIIHOMY IJIST OiTe# MicIi.

YnakoBka.

TabmeTku, BKpuTi 00010HKO10, 110 0,125 1. TTo 10 TabneTok y 6micTepi, mo 1 abo 2 6micTepu B mauii
abo o 20 tabneTok y O6micTepi, mo 1 6micTepy B mayiii.

TabmeTku, BKpUTi 000110HKOI0, 10 0,25 1. ITo 10 TabneTok y 6micTepi, mo 1 6micTepy B mayiii abo mo
20 tabmeToK y 6micTepi, mo 1 abo 2 6ricTepu B maylii.

Kareropis Bignycky. bes penenra.

Bupoo6Huk. AT «®apmak».

Miciuie3HaxoIKeHHsI BUPOOHHKA Ta afipeca MicIisi IPOBaIXKeHHS HOTr0 Tis/IbHOCTI.

Yxpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.



