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IHCTPYKIIA
JJISI MEIUYHOT0 3aCTOCYBAHHS JIKAPChKOI0 32c00y

AMI30H® MAKC
(AMIZON® MAX)

Cknao:

Oitoua pevosuna: amizon® (enicamiym Homun);

1 karncyna MicTuTh amizony® (emicamiymy #omumy) 0,5 T;

O0ONOMIJICHA peyoB8UHA: MArHIIO cTeapar;

Jcenamunosa Kkancyna micmums: xenatit, tutany piokeua (E 171), sxosruii 3axin FCF (E 110).

Jlikapcbka ¢opma. Kancynu.

OcHnogni hizuxo-ximiuni e1acmugocmi: TBEpi )KeNATUHOBI KaCyIH UUIIHAPUIHOT (HOPMHU.
Koprryc 615100 KOIb0pY, KpUIIEYKa OPaHKEBOTO KOIBOPY.

BMicT Karcyim — KpUCTa iuHU MOPOIIOK KOBTOTO 200 )KOBTO-3€JICHOTO KOJIbOPY.

dapmakoTepaneBTUYHA rpymna.
[IpotuBipycHi 3aco0u JUIsl CHCTEMHOTO 3acTocyBaHHs. [IpoTuBipycHi 3aco0u npsAMoi aii.
Kox ATX JOSA X17.

Dapmaxonoziuni enacmueocmi.

Mexanizm 0ii

[IpoTtuBipycHa 1iisi eHicamiyMy noB’si3aHa 3 npsimMuM npurdiveHHsM PHK-3anexnoi PHK-nonimepasu
Bipycy rpuny Ta SARS-CoV-2.

Dapmakoounamixa

EnicamiyM 4MHUTH MPOTUBIPYCHY IiI0 MPOTH Pi3HUX IUTaMmiB Bipycy rpuny tumy A (HIN1, H3N2,
H5N1, H7N9), Bipycy rpuny B, pecnipaTopHO-CHHIMTIANBHOTO BIPYCY, a TaKOX IITaMiB abga-
kopoHaBipycy NL-63 ta 6era-koponasipycy SARS-CoV-2 in vitro.

Enicamiym #Hoaua npoieMOHCTpyBaB e€(peKTHBHICTh BITHOCHO IITaMiB Bipycy rpumy tumny A 1a B y
JOCIIDKEHHSAX [N VItr0 3 BHKOpUCTaHHSIM Au(EpeHIIHOBAHUX HOPMAIBHHUX JIFOJACHKAX OpPOHXO-
enitenianpbHuX KIiTHH moauau (NHBE), kmitun remaronemtonspHoi kapuuaomu moguHu (HepG2),
KJIITUH pabaomMiocapkoMu droauHu (RD), kaiTHH KoJopekTaibHOI afjeHokapuuHoMu moauHu (Caco-
2). YV TXOpiB, K perpe3eHTaTUBHIM TBapWHHIM MoJeni JUIs JOCHIKEHHS TPUITy, eHicaMmiyM Hoaua
CKOpOYYBaB 4ac BHUAUIEHHS BIpycy TpHIy 4Yepe3 HOCOBI 3MHUBU TXOPIB MOPIBHAHO 3 KOHTPOJHHOIO
rpyImoo miameoo.

Kiiniuna eQexTuBHICT

B nocnimkeHH1 y Mali€HTiB 3 TOCTPUMHU PECHIPATOPHUMH BIPYCHUMHM 1H(EKIISIMH, Y TOMY YHUCII 3
TPUIIOM, JTIKYBaHHS €HicamiymMoMm #omumom B a000Bii 7031 1500 mr (500 mr 3 pasu Ha m00Yy)
3a0e3neuyBajo IMO3WTHUBHY JOUHAMIKY 3aXBOPIOBAHHS, W0 MPOSBISUIOCH OUIBII  BHPaKEHUM
3MEHILIEHHSIM CUMITOMIB BIpyCHOT 1H(EKIII] MOPIBHIHO 3 TAKUM IIPH 3aCTOCYBaHHI mianedo (tadu. 1).

PaHHE 1 CTaTUCTUYHO 3HAUYILE 3HWKEHHS BIPYCHUX aHTUTEHIB B Ha3aJbHUX Ma3Kax OyJi0 BUSBIEHO Y
MAII€HTIB, SIKI OTPUMYBAJIM €HicaMiyM HOIMI, MOPIBHSHO 3 MalliEHTaMu TPyNH I1anedo (Tabdi. 2).




JlikyBaHHsI eHicaMiyMOM HOIUAOM TPU3BENO O IiJIBHUINEHHS PIBHS CHPOBATKOBOTO i1HTEp(hEpOoHYy
MOPIBHSHO 13 TPYIIOIO IIaIe0o.

Tabmuus 1. [TonermenHss cMMOTOMIB BipycHOT 1HGEKIIIT TiCIs JIIKYBaHHS €HicaMiyMOM HOIUI0M
(KUTBKICTB TAIE€HTIB / %)

Hoba Kamens Punit CnabkicTh ["onoBHMI 0116
eHicamiyM | rurame6o | enicamiyMm | ruramebo | enicamiym | mianebo | eHicamiym | mare6o
Hoaua Hoaua woaua woaua
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 %
Tabnuis 2. JluHaMika BU3HAYCHHS BIPYCHOTO aHTUTEHY (KUIBKICTH ManieHTIiB / %)
JloGa BipycHi anTuTeHN AHTHreHH BipyCy rpuny
eHicamiym Hoaun mwianedo eHicamiym Honun wianedo
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%)

Pesynbprati KJIIHIYHOTO JIOCHIDKCHHS TpeThoi (a3u Mmokazamu, [0 eHicamiym Homua noope
NEPEHOCUTHCS Ta € KITHIYHO €()eKTUBHUM, 1110 OYJIO IPOJEMOHCTPOBAHO:

— CKOpPOYEHHSIM TPUBAJOCTI MEpioAy MiIBUIIEHO] TemnepaTypu Ha 1,1 mHs;

— CKOpOYEHHSIM TPUBAJIOCTI KaTapaJbHUX Ta KOHCTUTYLIOHAJIbHUX CUMIITOMIB;

— 3MEHIIEHHSIM 3aCTOCYBaHHS BIIXapKyBaJbHHX 1 CyTMHO3BYKYBaIbHUX 3aC001B;

— 3MEHIIEHHSM KUTBKOCTI JIHIB HeTpaIe3qaTHOCTi;

— 3MEHIIEHHSIM Iepioay BUIUIEHHS BIPYCIB Ta CYTTEBMM 3MEHILEHHSIM KIJIBKOCTI MAalli€HTIB, Y
SIKMX BUSIBJISJICH BIPYCHI aHTUTEHH, Y MOPIBHSAHHI 3 TPYIOI0 XBOPHX, SKi OTPUMYBAJIH I1a11e0o0.
binbiia epekTUBHICTh €HICaMiyMy CIIOCTEpirajiach, KOJIM JIKyBaHHs pO3NOYMHAIOCH PaHILIe.

B OararouneHnTpoBe, NOABIHHO ciine, paHAOMI30BaHe, I1alleOOKOHTPOJIBLOBAHE JIOCIIIKEHHS
ebeKTUBHOCTI Ta Ge3MeKu JKapchkoro 3acoby Amizon® Makc Oyno BKIOueHO 592 MHallieHTH 3
COVID-19 cepennboro cTymeHsl TSXKKOCTI, sSIKi B KOMOiHaIl1 3 6a30BOI0 Tepamiero OTpUMYBalu abo
Awmizon® Makc, a60 mane60. IIepBUHHOIO KiHIIEBOIO TOUYKOIO e(eKTHBHOCTI TOCIiKEHHs OYyB Yac J10
HACTaHHS TMOKpAIEHHS CTaHy Malli€HTa, [0 BUMIPIOBAIOCH 30UIBIICHHSIM BUXIJHOI OI[IHKUA CTaHy
namienTa 3a MmoaudikoBanoro mkano BOO3 (tabmuis 3) Ha 2 Ganu.

[NamienTn, BKJIOYEHI A0 Ipynu Mianebo, OTpUMYBAIM MEpOpajbHO Mo 1 Kamcymi ruianebo KoxKHI
6 ronun, 4 pasu Ha 100y. IlamienTtn, mo npuiimanun Amizon® Makc, oTpumyBanu mo 1 kamcysi
Jikapchkoro 3acoby Amizon® Makc koxkHi 6 ToauH, 4 pasu Ha 100y. JliKyBaHHS TPUBAJIO TOBHHX
7 nuiB (168 rogun).

Tabmuus 3. MonudikoBaHa mikana TSHKKOCTI ctany marieHTiB BOO3

ban CraH XBOpoOro

1 CmepTh

2 ['ocniTanizoBanuii, mMoTpedye  MITYYHOL ‘BeHTI/IHHHi'l' aerenp (ILBJI) abo
EKCTPAKOPIIOpaJIbHOT MEMOPaHHOT OKCUTE€HAITiT

3 [NocmitanmizoBanuii, mnoTpedye HEIHBa3WBHOI BEHTHJIAINII ab0 BHCOKOIOTOYHOI
OKCUT€HOTepanii

4 ["ocniTanizoBanuii, noTpedye 101aTKOBOT Tepanii KUCHEM




5 [ocnmiTanizoBanuii, He NOTpeOye MOJATKOBOI Teparii KHUCHEM, aje MoTpedye
nocTiitHoi MeauuHoi gomomoru (o’ si3anoi 3 COVID-19 a6o inmof)

6 ['ocmitanizoBaHuii, He MOTpedye MONATKOBOi Tepamii KHCHEM Ta Oifiblle He
notpe0ye MOCTIHHOT METUYHOT TOTTOMOTH

7 He rocnitamizoBanmii, aine icHye OOMEXKCHHsS [isibHOCTI Ta/abo moTpedye
HiATPUMYBAIILHOI Tepallii KUCHEM yJIoMa

8 He rocmitanizoBanuii, 0OMeXeHb y AisTTBHOCTI HEMAE

Pesynprat nOCHIIKEHHS NMPOJEMOHCTPYBAIM, IO Tepamis 3 BUKOPUCTAHHAM JIKApChKOIO 3aco0y
Awmizon® Makc mocroBipao (p = 0,00945) IpHIIBMIIYe HACTAHHS IIOKPAIIEHHS CTaHy XBOPOIO Ha
COVID-19 na 2 6anu 3a BuIeHaBeaeHO MoaudikoBaHor mkanoro BOO3 y mopiBHIHHI 3 TPYHOIO
NaIienTiB, sKi orpuMyBanu Iuiane6o. IlepeBaxarouy e(deKTHBHICTH KOMOIHOBaHOi Tepamii 3
3aCTOCYBAaHHAM JIiKapchKoro 3aco0y Awmizon® Makc mnpu mikyBaHHi mnamientie 3 COVID-19
HiATBEPKYIOTh TAKOXK PE3YIbTATH 1010 BTOPUHHUX KIHIEBUX TOYOK €()EKTUBHOCTI, a came:

— Ha 15-ii geHp nochipkeHHs B rpymi miuane6o Oyno Bumucano 85,7 % mnamieHTtiB, a y rpymi
Amizon® Makc — 94,4 % nauientiB. Pi3Huus 4actok craHoBmia 8,6 %, i i BimMiHHOCTI Oynu
cratuctiuyHo 3Hauymumu (p = 0,018), 1m0 CBITUUTH HA KOPUCTH MEPEBaXKar04oi ePeKTUBHOCTI
JiKapchKoro 3aco0y Amizon®™ Makc y TopiBHAHHI 3 miane6o;

— cmocTepiranocss OiIbII MIBUAKE JJOCTOBIpHE 3MEHIICHHS BHPAXEHOCTI Kalullo B TPYIIi
3aCTOCYBaHHS JIiKapchbKoro 3aco0y Amizon® Makc y HOpiBHSHHI 3 Ipynoo miane6o Ha 3-if, 4-if i
5-i1 gui nikyBauus (p = 0,009; 0,018 1 0,007 BiamoBigHO);

— 3acTOCYBaHHs JiKapchkoro 3aco0y Amizon® Makc B komiutekcHiil Tepanii COVID-19 no3sonse
noctoBipHo (p = 0,016) 3amo6irTv MOTIPIIEHHIO CTaHy XBOPOro 1 30UIBIIEHHIO AUXaIbHOI
HE/IOCTATHOCTI B TPOIIECi JIIKyBaHHS. Tak 4acTKa Mali€HTIB, Y SIKUX BiIOYIIOCS MOTIPIIECHHS CTaHy
Ha 1 Oan 3a moaudikoBanoro mkanorw BOO3, cknama B rpymi mane6o 8,4 %, a B rpymi
3aCTOCYBAaHHS JIKapchkoro 3acody Amizon® Maxc — 2,1 %, BigMiHHOCTI Mik rpymamu Oyiu
nocroBipaumu (p = 0,016). AHamni3 yacy 10 HACTaHHS MOMEHTY IMOTIpUICHHS CTaHy Malli€eHTa Ha
1 6an meronom Karrana — Meepa Ta i3 3aCTOCYBaHHSIM JIOTPAHTOBOTO KPUTEPIIO LIS HOPIBHSHHS
IpyN 3acBiguuB Ginbry eeKTUBHICTH JiKapchkoro 3aco0y AMizon® Makc y nopiBHSHHI 3
mnane6o (p = 0,009) y 3amo6iraHHi MOTIPIIEHHIO CTAaHY TMAalli€EHTa, PO3BUTKY OUIBII TSXKKOI
JMXAJIbHOT HEOCTATHOCTI Ta PO3BUTKY YCKJIaIHEHb;

— B IpyHi XBOPHX, sAKi NPUIMANIHN y CKJIaJi KOMIUIEKCHOT Teparii AMi3oH® Makc, He OyII0 KOIHOTO
JIETAJIbHOTO BUIAJKY 1 YC1 MALlEHTH BUAYXKaJIM BOPOAOBXK 21 1HA, B TOW yac K y Tpymni mianedo
ctanocs Tpu (3) neTanbHi BUMAJAKH 1 OJHMH MAali€HT He TOCST MEPBUHHOI KIHIIEBOI TOUKH 32 MePioj
nepeOyBaHHS y TOCIIPKEHHI, 1II0 € BATOMUM apryMEHTOM Ha KOPUCTh 3aCTOCYBaHHS JIIKAPCHKOTO
3aco0y Amizon® Makc y kommekcHiii Tepanii COVID-19.

Dapmaxokinemuka

Abcopoyis

Enicamiym WOAua IIBUIKO BCMOKTYETHCS: MK KOHIICHTpAIlii B IUia3Mi jocsiraBcs depe3 1,6-2,4
TOJMHU MICJIs OJTHOKPATHOTO NpuiioMy. AGcotoTHaA 01010CTYIHICTh Y JIOAMHU HE BUBYAJIACh, TOJI 5K
BiIHOCHA 010JI0OCTYITHICTh CTaHOBWJIA MeHIe 5 %. PiBHOBaXkHUI CTaH y pa3l MepopaibHOTO MPUIOMY
500 mr Tpuui Ha 700y 1 1000 Mr 1Biui Ha 100y focsrases yepes 3 qHi. Kymymsiis npenapary He Oyna
BUSIBJICHA.

HocnipkeHHss Ha co0akax MOKas3ajo, L0 MpH MepopajJbHOMY BBEAEHHI eHicamiymy Hoauay 35 %
3aCTOCOBAHOT 103U BCMOKTY€ETHCS 31 IUTYHKOBO-KUIIKOBOTO TPakTy. AGcopOilist y rpHU3yHIB CTaHOBUIJIA
MmeHe 5 %.

Ixa momiTHO 3HMXKYyBana 6i0fOCTYHHICTL eHicamiymy Homumy. Cepenni 3HaueHHS Cmax i AUCinf ipu
3actocyBanHi 1500 mr micist npuiiomy ixi Oynu 3HMXKeHi BinoBinHo Ha 46,8 % 1 26,6 % MOpiBHAHO 3
TaKUMHU TOKa3HUKamMu Tmpu 3actocyBaHHl 1500 mr Harmie. CepenHiii MOKa3HHUK tmax 30UIBITYBaBCS
nicns npuitoMy iki: mpu npuitomi Hatiie — 0,75 roguHuU, micns npuitomy ixi — 2,75 roguHH.

Posnooin

Cryminb 3B’s13yBaHHA eHicaMiyMy Hoauly 3 OLIKaMu CUPOBATKH Y JIFOAMHUA HU3bKUH.



biompancghopmayis

Buxinna cnomyka (eHicamiymM Woaua) y JIIOAMHM YacTKOBO IMJJISATAaE KOHBEPCIl MUISIXOM
T1IPOKCHIIIOBAHHS, a TAKOX 3B’S3yBaHHS 3 TJIIOKYPOHOBOIO KHCIOTOIO (MeHme Hix 5 %). CYP 2D6,
HWMOBIpHO, BiJIirpa€ HECYTTEBY pOJIb B MeTabomi3Mi eHicamiymy Hoaunmy. [HIn BuBYeHiI dhepMeHTH
urtoxpoMy P450 He MalOTh CYTTEBOTO BILTUBY Ha MPOIECH META0OIIYHOTO MEPETBOPSHHS BUXiTHOL
CIOJTYKH.

Eniminayia

Enicamiym Hoaua mepeBaxHO BUAUIIETHCS B HE3MIHCHOMY BUIIIAAL 3 ceuero. Ilicimsa mepopaibHOTO
BBEJICHHS Pa/li0aKTHBHO MIYEHOTO €HicaMiyMmy Hoauay cobakaMm eKCKpewis 3 (eKaylisiMu CTaHOBHIIA
32-35%. Meniana mnepiogy HamiBBHBEIEHHS OHOPA30BUX 103 CHicaMiyMy HOAMIY JIEXKHTh B
nianaszoni Bix 2,69 no 3,35 romunm 1 Big 6,00 mo 7,34 roawHM Mmicis 06araTOKpaTHOTO BBEIACHHS
npotsirom 10 aHiB.

DapmaxkoKiHemuKka 8 OKpemux epynax nayicHmis

THayienmu nimnvo2o 6iKy

dapMaKOKIHETHYHI TOCHIKEHHS 32 YJacTIO MaIli€HTIB JIITHHOTO BiKY HE MPOBOMIKCH.

Tayienmu 3 ypasicenHam nedinku ma HUpox

dapMakoKiHETHKa €HicaMiyMy HOAMIY B CHEIIaIbHUX MOMYJALISX He BUBYanach. OJHAK HA OCHOBI
pe3ynbTaTiB (hapMaKOKIHETUYHHUX JTOCIIKCHD, 3BAKAI0OYU HA HASBHICTh PCHAIBLHOTO 1 EHTEPATHLHOTO
[UIAXIB BUBEJIEHHS, a TAKOX HAa HU3bKHUI piBeHb MeTaboli3My eHicamiymMy Hoauay, y cyO’ €KTiB 3
OpPTaHIYHUM ypaKEHHSIM IMEYiHKH 1 HUPOK HE CIIiJl OYIKyBaTH ICTOTHOTO HAKOIIMYEHHS €HicaMiyMy B
a3Mi Mpu KOPOTKOYACHOMY 3aCTOCYBaHHI (10 7 JHIB) IbOTO JIKapChbKOro 3aco0y. TakuM 4uHOM,
MOTipIIeHHS TTPO(dUTI0 OE3MeKn y MAIIEHTIB 13 3a3HAYCHUMU BHUIE OPraHIYHHUMH 3aXBOPIOBAHHSIMHU
MaJIOMMOBIpHE.

KuiniyHi XxapakTepucTHKH.

Ilokazannusa.

JlikyBanus rpuny ta ' PBL

JlixyBanust COVID-19 cepenuporo cTymneHs TSHKKOCTI B KOMOiHaIii 3 6a30BOIO Tepariero.

Ilpomunokazanns.
[TigBuieHa 4yTIUBICTh A0 MpenapariB, Kl MICTATh HOAUA, MOJEKYISIpHUN Hox abo KOBAJEHTHO
3B’sI3aHUI M0, a TAaKOX J0 1HIIMX KOMIIOHEHTIB IIpenapary.

B3aecmooia 3 inwumu nikapcoKumu 3acodamu ma iHuii 6UOU 63acMO0Ill.

Enicamiym fionua Moxe 3HU3UTHU MOTIIMHAHHS PaiOaKTUBHHUX 130TOIMIB HOMY HIUTOBHUIHOIO 3aT03010
Ha miepion 10 6 THKHIB.

Crnig yHUKaTH OJJHOYACHOTO 3aCTOCYBAaHHS HOJOBMICHUX JIKAPCHKUX 3aCO0iB, a TAKOXK KOHTPACTHHX
PEYOBHH 1 JIKAPCHKUX Mpenaparip, MO MICTATh KOBAJEHTHO 3B’S3aHUN #1011, 0OpOOKM paH BETUKOL
IJIONIi 3 BUKOPHCTAHHAM WOJOBMICHHX AHTHUCENTHKIB (HAMPUKIAA, MOJEKYISIpHUN HOm) uepes
MO>KJIUBE 30UIbIIEHHS PU3UKY NMOPYIIEHHS (PYHKLIT ITUTOBUIHOT 3aJI03H.

Ocobnueocmi 3acmocyeans.

[Ipuitom enicamiymy Hoauay NpU3BOAUTH 110 30UIbIIEHHS piBHA Hoauay B miia3Mi. BTopunze
MJBUIIEHHS PIBHS LUPKYJIIOYOro HOaUAy 3amyckae MexXaHi3M caMoperyssli GyHKIIT IUTOBUIHOT
3aJI03M, TPU SKOMY NPHUTHIYYEThCA 3aXOIUICHHS HEOPraHiuHOro HOIUAY TUPEOLUTaMH, IO CIpHUSE
3armo0iraHHI0  HA/UTMIIKOBOTO yYTBOPEHHS THPEOIAHMX TOPMOHIB, TPHU I[OMY TPaH3UTOPHO
MiABHUILYETHCS. PIBEHb TUPEOTPONHOro TopMoHy (penomen Bonbda — Yaiikosa). Llei edekr TpuBae
KUIbKa JIHIB; MICJISI IPUMIMHEHHS Kypcy JIKyBaHHS (DYHKIlIS IIMTOBHIHOI 3aJI03M HOpMai3yeThcs. B
OKpeMHMX BHUIAJKaX CIIOCTEPIrajyiocsi TPaH3UTOPHE MiJIBUIIEHHS THPEOTPOIMHOIO TOPMOHY IMPOTATOM
JEKUTBKOX THKHIB.

BincytHs iHdopmanis o0 BIUIMBY €HicaMiyMy HOIUAY Ha MAIli€HTIB 3 TOPYIIEHHAM (QYHKIIi
IIUTOBUIHOI 3aJI03W 1 TAIIEHTIB, y SKUX paHIlle PO3BUHYBCS rinotupeo3. [lpore pomisbHO
KOHTPOJIIOBATH (DYHKI[IIO IIUTOBUIHOT 3AJI03H ITiJ1 Yac JIIKyBaHHs €HicaMiyMOM HOJIUIOM.

[H11 #looBMICHI MpenapaTtu He PEKOMEHIYE€ThCs BUKOPUCTOBYBATH 1]l Yac JIIKYBaHHS 1 MPOTSToM 7
JIHIB TiCTIs 3aKiHUYEHHS JIIKYBaHHS €HICaMiyMOM HOJUIOM.



Jlonomiowcni peuogunu
Jlikapcekuii 3aci0 micTuth sx0BTHIA 3axig FCF (E 110), 110 Moke CIIPUYHHATH aJepridHi peaxiiii.

3acmocyeanns y nepioo sazimuocmi abo 200y8anHs 2pyoor.

[IpoTumokazano 3acTOCOBYBATH Mpemapar y MNepioja BariTHOCTI, OCKIIBKM KIIIHIUHI JOCIIJKESHHS
eHicaMiyMy HOIWIy 3a y4YacTIO BariTHUX J>KIHOK HE MPOBOIWINCH. JlOCHi/PKEHHS Ha TBapuUHAX HE
BUSIBIJIU TIPSIMOTO 200 OMOCEPEIKOBAHOTO BILIMBY HA PEMPOAYKTUBHY QYHKIIiI0/ (PEPTHIIbHICTS.
T'ooyeanns epyoorw

Hesigomo, un BUAUISIETBCS eHicaMiyM Hoaua abo Horo MeTaboiTH 3 TPYJTHUM MOJIOKOM Yy JIFOJUHHU.
HemOX/mnMBO  BHUKIIOUMTH  PU3MK  MOTPAIUIAHHSA ~ €HicamiymMy  HOOMAY B OpraHi3m
HOBOHAPOJKECHOTO/HEMOBJISITH.

30amuicms enausamu Ha WEUOKICMb peaxyii npu KepysamHi A8MOMPAHCNOPMOM ab0 [HWUMU
MexauizMamu.

[puitom mpenapaty Amizon® Makc He BIUIMBA€ Ha 3aTHICTH KepyBaTH aBTOTPAHCHOPTOM UM
MPAIFOBATH 3 IHIIMMHU MEXaHI3MaMH.

Cnoci6 3acmocysannsa ma 0o3u.

Awmizon® Makc 3aCTOCOBYBATH BCEpeUMHY, HE PO3KOBYIOUH, 32 2 TOAMHH JI0 HpUiioMy ixi.

Hopocaum npusHadaroth y 1031 500 mr (0,5 1) 3 pa3u ab6o 1000 mr (1 1) 2 pasu Ha 100y.

Jnsa nanientiB 3 COVID-19 enicamiym Honua npu3HauaroTh B KoMOiHalii 3 6a30BOI0 Tepami€ero y 1031
500 mr (0,5 1) 4 pa3u Ha 100y.

MakcumainbHa pazosa g03a — 1000 mr (1 r), mo6osa — 2000 mr (2 r).

TpuBaiicTs JNikyBaHHS — 7 IHIB.

Jimu. Ilpenapar y naniii JikapcbKiid opMi JITSIM HE 3aCTOCOBYBATH.

Ilepeoosysanns.

YKoauux MOBifOMIIeHs IPO MHepefo3yBaHHA INpemapaToM AMizon® Makc He Oymo OTpUMAHO B
KJIIHIYHUX JOCIIJPKEHHAX Ta IiJ] 4ac MicIsIpeecTpaliifHoro 3acToCyBaHHs.

CrenudiyHOro aHTHIOTY HE ICHYE.

Io6iuni peakuii.

Haii0inpmr  nommpenumu noOiyaumu  peakuismu  (IIP) Oynm  posnaam  cmaky, omikymit,
Ha3o0(apuHTIT, TOJOBHUHN O 1 IiMQaaeHomnaris (B mianed0-KOHTPOILOBAHUX JAOCTIHKeHHIX (a3zu ).
IIpo Oinbmiicts nux TP moBigomisiocss 0HOPa30BO, 1 3HMKAIM BOHHM CIOHTAaHHO. Y OUIBIIOCTI
narfieHTiB Bumie3a3Havyeni [IP He mpu3Benu 10 npunmuHEHHS MPUIOMY eHicaMiyMy HOAUTY.

Y  nnane6o-KOHTposibOBaHOMY jgocimijukeHHi ¢asu I Oymm  3apeectpoBaHi  ciaboBHpaXkeHi
IUTYHKOBO-KMILIKOBI po3J1afu (TIpKUil cMak y poTi), Iedisi Ta Ne4YiHHs B TOPIIi.

BpaxoByBanucs nume nmoOidyHi sIBUINA, sIKI YacTille BiJ3HA4YaluCs B TpyMi eHicamiymy Hoaunuy,
MOPIBHSIHO 3 TPYIOLO I1a1e0o, 1 Mpo K1 MOBIIOMIISIOCSA OUIbIIE HIK Y IBOX OCIO0.

B Tabnumi 4 waBeeHo MmoOiUHI peakilii, sIKi CIOCTEpIraqucs B XOJI KIIHIYHUX JIOCHITKEHb Ta
MICIIAPEECTPaIlifHOTO 3aCTOCYBaHHS Iperapary. YacToTa BU3HAYA€ThCS TAKAM YHHOM: JIy’KE YacTO
(> 1/10), wacto (>1/100, < 1/10), veuacto (> 1/1000, < 1/100) Ta yactoTa HeBimOMa (HEMOXKIHUBO
BCTAaHOBUTH 32 HASBHUMH JJAHUMH ).

Tabnums 4
Kmnac cucremu Jyxe gacto Yacto Heuacto Yacrora HeBigoma*
OpraHiB
JocmimKkeHHs [TinBuIeHi piBHI [TixBumenHs
CTUMYJTIOIOYOTO apTepiaIbHOTO TUCKY
TOPMOHY
IIATOBUIHOT

3aJ1031 B KPOBI




3aranpHi po3i1aau

BromroBaHicth

Iadekmii Ta
iHBa3il

DoikymiT
Hazodapunrit
Punir

ITopymienns 3
OOKy OpraHiB
JIMXaHHS, TPYAHOI
KJIITKH 1
CEPeIOCTIHHS

3aauiika

[Topyiienns 3
OOKy KpOBIi i
aiMmpaTruaHOi
CHCTEMH

Jlimpanenonaris

[Topyiienns 3
00Ky HEpBOBOT
CUCTEMHU

T"osioBHUIL 0116

3anaMoOpo4YeHHS

ITopymienns 3
00Ky oprasiB
30py

Habpsik moBix

ITopymienns 3
00Ky CKeJleTHO-
M’5130BO1 CUCTEMU
Ta CIIOJIY4YHOL
TKaHUHU

Aptpanris

ITopyienns 3
OOKy HIKipH Ta
MIIKIpHOT
KJIITKOBHHU

Epurema

Halpsik o6mmyus
CepOix 0bmuyus
Habpsix

Caepbix

Bucun
[Tanynpo3HMIN BUCHUIT
Kponus’suka

ITopymienns 3
OOKY IIJTYHKOBO-
KHILIKOBOTO
TPaKTy

Hiapes
CyxicTb B poTi
Pozmanu cmaky
Jucnencis
Hynora
birroBaHHs

binb y sxuBoTi

*TloBimoMIIEHHS y TTiCIIsIpeeCTpamiiHUi MepioJ.

[ToBimoMIIEHHS IIPO IIA03PIOBaH]l MOOIYHI peakill

[ToBimomieHHSs Mpo MiAO03pIOBaH1 MOOIUHI peakiii Mmicas peecTpallii JIKapchKoro 3ac00y Mae BaXKINBE
3HavyeHHs. lle 3abe3mneuye MOCTIMHMN MOHITOPHMHI CITIBBITHOLIEHHS KOPHUCTH/PU3UK 3aCTOCYBAaHHS
JiKapchKoro 3aco0y. MeauuHuX MpaiiBHUKIB MPOCITH MOBIJOMIISTH MPO BCl MiJ03pIOBaHI MOOIYHI

peaxIlii 3a JOMOMOTr o0 Iep>KaBHOI CUCTEMH 3BITHOCTI.

Tepmin npuoammnocmi.

4 poxu. He 3acTocoByBatm Tmipemapar Ticis 3aKiHYCHHS TEPMIHY TMPUIATHOCTI, BKa3aHOTO Ha

YTIaKOBIII.

YMoBHu 30epiranus.
30epiratu B CyXoMy, 3aXMILIEHHOMY BiJ CBiTJIa MicIll npu TemmnepaTypi He Buiie 25 °C. 36epiratu y

HEIOCTYITHOMY IS 1iTeH Micl.




YnakoBka. [1o 10 kancyn y 6mictepi. 1o 1 abo 2 Giicrepu B mauri.
Kareropis Binnmycky. bes penenra.
Bupoonuk. AT «Papmak».

Micue3Haxo/:keHHs1 BUPOOHMKA Ta HOro agpeca Micusi IPOBAKEHHA TisIbHOCTI.
VYkpaina, 04080, m. Kuis, Bys. Kupuiiscbka, 74.

Jlata ocrannboro neperasay. 20.06.2022.



