IHCTPYKIIA
AJIS1 MEINYHOT0 32CTOCYBAHHS JIKAPCHKOI0 32C00y

AMI3OH®
(AMIZON®)

Cknao:

Oitoua peuoguHa: eHicaMiym HOIu;

1 TabneTka MicTHTh eHicamiymy Hoauay 125 mr (0,125 r) ab6o 250 mr (0,25 1);

OONOMIJICHI pewosuHy: JIAKTO3WM MOHOTIIpAT, IENI0JI03a MIKPOKPUCTATIYHA, IOBIJOH, HATPIIO
KpOCKapMelo3a, Kajlbllilo cTeapar;,

obononka: OPADRY II Clear 85F19250 (momieTuneHraikonb, moiicopdar 80, CHUpT MOTiBIHIIOBHIA,
TaJIbK).

Jlikapcbka gopma. TabneTku, BKpUTI 000JOHKOIO.

OcHnosni ¢hizuko-ximiuni gnacmuocmi. TaOACTKU KPYyTriioi Gopmu, TBOOITYKIIi, )KOBTOTO 200 KOBTO-
3eJIEHOT0 KOJIbOPY, BKPUTI 00o0noHKOI0. Ha moBepxHi TaONeTOK-sep IOMYCKAe€ThCs HAasBHICTD
HE3HAYHUX BKPAIUICHb.

dapmakoTepaneBTHYHA Ipymna.
[IpotuBipycHi 3acobu [1st cucTeMHOro 3acTocyBaHHs. [IpoTuBipycHi 3aco0u mpsAMoT Aii.
Kon ATX JO5 A X17.

Dapmakonoziuni eracmusocmi.

Mexanizm 0ii

[IpoTuBipycHa nis eHicamiymy noB’si3aHa 3 npurHidvennsm PHK-nionimepasu Bipycy rpurmy.
Dapmaroounamixa

Enicamiym 4MHUTH IPOTUBIPYCHY [Iif0 MPOTHU Pi3HUX mTaMiB Bipycy rpumy tumy A (HIN1, H3N2,
H5N1, H7N9), Bipycy rpuny B, pecnipaTopHO-CHHIIUTIaIBHOTO Bipycy, KopoHaBipycy (mram NL-
63).

Enicamiym #oaua npoaeMoHCTpyBaB e(heKTUBHICTh BITHOCHO IITaMiB Bipycy rpuny tumny A ta By
JOCTIPKEHHSAX 1n VItro 3 BUKOPUCTaHHSM TU(EPEHIIMOBaHUX HOPMaJIbHHUX JIIOJCHKHX OpOHXO-
emnitenianbHuX KiIiTuH moaunu (NHBE), kinitun renaronentonspHoi kapuunomu noauau (HepG2),
KJIITUH padnomiocapkomu JroauHu (RD), kiiTHH KoiopeKkTanbHOI afieHokapunHomu atoauau (Caco-
2). Y TXOpiB fIK perpe3eHTaTUBHIN TBapUHHIN Mozem Ui AOCHIDKEHHS TPUITY: eHicamiyM Hoaun
CKOpOYYBaB 4ac BUJICHHS Bipycy IpHUIly Ye€pe3 HOCOBI 3MUBH TXOPIB, MOPIBHIHO 3 KOHTPOJILHOIO
rpymnoro mianeoo.

KiiniyHa epexTUBHICTh

B nocnimkeHH1 y Nami€eHTiB 3 TOCTPUMHU PECHIpaTOPHUMHU BIpYyCHUMH 1H(EKLISIMHU, Y TOMY YHCII 3
IpUIIOM, JIIKYBaHHs TabJleTKaMu eHicamiymy Hoauay B 1o00BiH 1031 1500 mr (2 tabnerku no 250 mr
3 pa3u Ha JeHb) 3a0e3neuyBajio MO3UTHUBHY JWHAMIKY 3aXBOPIOBaHHS, IO HPOSBIISAIOCH OLIBII
BUPa)XEHUM 3MEHILIEHHSIM CUMIITOMIB BipycHOT 1H(eK11i MOopiBHAHO 3 mianedo (Tada. 1).

PaHHe 1 cTaTUCTUYHO 3HAYYIIE 3HUKEHHS BIPYCHUX aHTUTEHIB B Ha3aJIbHUX Ma3Kax OyJso BUABICHO
y MALI€HTIB, AKi OTpUMyBaId AMi30H®, HOPIBHAHO 3 MmIane6o (Tabn. 2).

JIikyBaHHS €HicaMiyMOM IIPHU3BEINO JI0 MiJBUILEHHS PiBHS CUPOBATKOBOTO 1HTEP(PEPOHY MOPIBHIHO
13 rpynoro mianedo.

Ta6mmms 1.
TToJierieHHs CAMITOMIB BipyCHOT iHGeKIIT micist JlikyBaHHs AMi30HOM® (KiIbKiCTh nalienTis / %)
Joba Karrens PuniT CmaOKicTh I"onoBHMI O11b
Awmizon® | ITnane6o | Amizon® | ITnare6o | Amizor® | [Tnane6o | Amizon® | Tlnamne6o
0 59 40 56 37 59 40 56 34

98,3% | 100 % 933% [ 925% | 98,3% 100 % 93,3 % 85 %
3 58 40 50 35 42 39 31 25




96,7 % 100 % 83,3 % 875% [ 70%** | 975% 51,7 % 62,5 %

7 39 38 13 29 17 22 6 13
65 % 95 % 21,7 % 725 % 28,3 % 55 % 10% * 325%

14 4 22 0 2 1 7 0 3
6,7 % 55 % 5% 1,7% 175% 7,5 %
Tabmuns 2.

JlnHaMika BU3HAYEHHs BIpYCHOTO aHTUTEHY (KIJIbKICTh MaIi€HTiB / %)

JloGa BipycHi aHTUT€HI AHTHIEHH BipyCy Irpuny
Awmizon® [Tmane6o Awmizon® [Tnanedo
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%)

PesynpraTi KIIIHIYHOTO JOCHIDKEHHS TpeThoi (pa3w mokaszanu, mio eHicamiym Homuna no0pe
MEPEHOCUTHCS Ta € KITHIYHO e(hEKTUBHUM, 110 OYJIO TPOJIEMOHCTPOBAHO Y BUTJISIII:

— CKOPOYEHHS TPUBAJIOCTI NEepioy MiJBUILEHOI TemnepaTrypu Ha 1,1 nHs;

— CKOPOYEHHS TPUBAJIOCTI KaTapalbHUX Ta KOHCTUTYIIOHAIBHUX CUMIITOMIB;

— 3MEHIICHHS 3aCTOCYBAaHHS BiAXapKYBAIBHUX 1 CYJMHO3BY)KYBAJIbHUX 3aC001B;

— 3MEHIICHHA KUJIbKOCTI JIHIB HEMpaIe3aaTHOCTI;

— 3MEHIICHHS NEePioay BUIUICHHS BIPYCIB Ta CyTTE€BE 3MEHIIEHHS KUIBKOCTI MAIIEHTIB, Y SIKUX

BUSBIISTUCH BIPYCHI aHTUI€HU, Y IOPIBHSAHHI 3 TPYIOI0 XBOPUX, AKi OTPUMYBAJIH I1aneoo.

binbma eQekTHBHICTH €HicaMiyMy CIIOCTEpiranach, KOJIH JIKyBaHHS PO3MIOYMHAIIOCH PaHilIe.

Dapmakokinemuka

[licns mepopaidbHOTO 3acToCyBaHHS AMI30H® IIBHUAKO TMOTpAIuisie y KpOB, MaKCHMallbHA
KOHIIEHTpallis Horo B KpOBI cIocTepiraerbcs uepe3 2-2,5 roauHu micis npuiiomy. Ilepion
HaIiBBUBEICHHS CTaHOBUTH 13,5-14 roaun, MeTabomi3yeThCs y MEviHIli, ajle IIBUIKO BUBOJUTHCS 3
TKaHWH (TIepi0o/1 HAMiBBUBEICHHS CTAaHOBUTH 2-3 roaunu). BuBoauthcs 3 opranizmy Ha 90-95 % 13
CEYCI0 y BUTJISAII META0OJIITIB.

Kuainiuni xapakrepucTuku.

Ilokaszanna.

Amizon® mokazanmii 1S TiKyBaHHS i NPO(IiTaKTHKU TPHUITY Ta FOCTPMX PECHipaTOPHUX BipyCHHX
1HGeKIii.

Ilpomunokazanns.

[TigBuieHa 4yTAMBICTh 10 MpenapaTiB, sIKI MICTATh HOAMJ, MOJEKYISIpHUI 0] a00 KOBaJIEHTHO
3B’SI3aHHM MO/, @ TAKOXK JI0 1HIIMX KOMITOHEHTIB Mpemnapary.

B3aecmooia 3 inwumu nikapcoKumu 3acodamu ma iHuii 6UOU 63acMO0ill.

Enicamiym flou Moxke 3HU3UTH TOTJIMHAHHA PaJl0aKTUBHUX 130TOIIB HOAY HIMTOBUAHOIO 327103010
Ha 1epios 10 6 THXKHIB.

Crig yHHKATH OJHOYACHOTO 3aCTOCYBaHHS HOAOBMICHUX JIIKAPCHKUX 3aC001B, a TAKOK KOHTPACTHHUX
PEYOBHH 1 JIIKAPCHKUX TPETApaTiB, M0 MICTITh KOBAJICHTHO 3B's3aHUMN 10, 00pOOKU paH BEIHKOT
IUIONII 3 BUKOPUCTAHHSM WOJOBMICHUX AQHTHCENTHKIB (HAMPHUKIAA, MOJEKYISIpHUN Hon) depe3
MOJKJIUBE 30UTbIIEHHS PU3UKY MOPYIICHHS (PYHKIIT IUTOBUIHOT 3aJI03H.

Ocoobnueocmi 3acmocysans.

[Ipuitom eHicamiymMy Hoauay HpU3BOAUTH 10 30UIBIIEHHS piBHA Hoauay B miasMmi. Bropunue
1BUIIEHHS PIBHS IUPKYJIIO0YOr0 HOAMTY 3aITyCKAE MEXaH13M caMOpery i GyHKIIT U TOBUIHOT
3aJI034, TPU SIKOMY HPUTHIYY€ETHCS 3aXOIJICHHS HEOPraHiyHOro HOJAUIy TUPEOLUTAMHU, 110 CIpHsE
3armo0iraHHI0  HAJUIMIIKOBOTO YTBOPEHHSI THPEOIAHUX TOPMOHIB; TP I[BOMY TPAaH3UTOPHO
MiABHUILYETHCS PiBEHb TUPEOTPONHOT0 ropMoHy ((heHomeH Bonbpa—Yaiikosa). Lleit epexr TpuBae



KUTbKa JTHIB; TICIS MPUIMHEHHS KYpCY JIIKYBaHHS (PYHKITIS IIATOBUIHOT 3aJ103W HOPMaTi3yeThes. B
OKPEMHUX BHITaJKaX CIOCTEPIrajgocs TPAH3UTOPHE ITiIBUIEHHSI TUPEOTPOITHOTO TOPMOHY MPOTITOM
NEKUIBKOX THIKHIB.

BincytHs iH(oOpMalis moA0 BIUIMBY €HicamMiyMy WOAWAY Ha MAIi€HTIB 3 MOPYIMICHHSM (QYHKIIi
IIUTOBUIHOI 3aJl03W 1 TAIIEHTIB, Y SKUX paHillle PO3BUHYBCS TinmoTupeos. IIpore moriabHO
KOHTPOJIOBATH (DYHKIIIIO IIUTOBUIHOT 3AJI03H ITiJ] Yac JIKyBaHHS €HiCaMiyMOM HOIHIOM.

[H111 HOAOBMICHI IpenapaT He peKOMEHIYETHCSI BUKOPUCTOBYBATH ITiJ1 Yac JIIKYBaHHS 1 IPOTATOM 7
JHIB TIICJISI 3aKIHYCHHS JIIKYBaHHS €HICAMiyMOM HOIHIOM.

Jlonomiowcni peuogunu

Bumict naktosu B Tabnerni Amizon® 0,125 r: 5,225 mr/Ta6n a6o 0,0153 mmons/Tabn a6o 3,37 % Bix
3arajbHOI Macu TaOJICTKH.

Buict naktosu B tabnerni Amizon® 0,250 r: 10,45 mr/Ta6n a6o 0,0306 mmons/Tabn a6o 3,37 % Bix
3arajbHOI Macu TaOJICTKH.

Sxmo y Bac BCTaHOBJICHO HEMEPESHOCHMICTD JICAKHUX IYKPIB, IPOKOHCYIBTYHTECS 3 JIIKapeM, MepIil
Hix npuitMati AMizon®. TakuM MamieHTaM MOYKHA TIPH3HAYATH KAICYIH, SKi He MiCTATh TaKTO3Y.
Bwmict Hatpiro B Tabnerii Amizon® 0,125 r: 0,285 mr/ra6n a6o 0,0124 Mmons/Tabmn abo 0,18 % Bin
3arajbHOI Macu TaOJICTKH.

Bwmict Hatpiro B Tabnetii Amizor® 0,250 r: 0,570 mr/Ta6a a6o 0,0248 Mmomns/Tabm ado 0,18 % Bin
3arajbHOI Macu TaOJICTKH.

Leii nikapchKkuit 3aci6 MicTUTh MeHIne 1 MMostb (23 Mr)/no3y HaTpiro, TOOTO MPAKTUYHO BiIBHUM Bijl
HaTpIIO.

3acmocyeanns y nepioo eazimuocmi abo 200y8aHHsL 2pyooi0.

[IpoTumnokazaHo 3aCTOCOBYBAaTH IpemapaTr y MepioJl BariTHOCTI, OCKUIbKM KIIHIYHI JOCIIIKEHHS
eHicaMiyMy HOJMy 3a YYacTIO BariTHHX >KIHOK HE IMPOBOIWIHCH. J{OCIIIPKCHHS Ha TBapHHAX HE
BUSIBIJIU TIPSIMOTO 200 OMOCEPEIKOBAHOTO BIUIMBY HA PEMPOAYKTUBHY (PYHKIII10/(PEpTHIIbHICTS.
T'ooyeanns epyoow

Hesigomo, uu BUIIISEThCA eHicaMiyM Hoaua abo HOro MeTadoliTH 3 TPYAHUM MOJIOKOM Y JIFOAMHU.
HemMOXIMBO  BHKIIOYHTH  PH3WK  TOTPAIUIIHHS — €HicaMiymMy  HWOAWay 1O  OpraHizmy
HOBOHAPOJKCHOTO/HEMOBJISL.

30amuicms eénaueamu Ha wWEUOKICMb peakyii npu Kepy8auHi A8MOMpAancnoOpmom abo HuUMU
MexaHismamu.

Ipuitom npenapary AMi3oH® He BILIMBAE Ha 3/IaTHICTh KepyBaTH aBTOTPAHCHIOPTOM abo PobOTY 3
IHIIMMH MEXaHI3MaMHu.

Cnoci6 3acmocysannsa ma 0o3u.

MaxkcumanbHa pa3zoBa g03a — 1000 mr, makcumanbHaa 1000Ba 103a — 2000 mr.

Jlixyeanus. Jlopocaum Ta IiTAM BIKOM Bij 12 pokiB eHicaMiyMm Hoau[ npu3HadaroTh y 1031 500 mr
3 pa3u, HE POIKOBYIOUH.

JiTsam BikoM Bif 6 10 12 pokiB mpu3HayaioTh 1o 125 mr 2—3 pa3u Ha 100y.

TpuBasnicTs JNiKyBaHHS — 7 JIHIB.

IIpogpinakmuxa. Jlopocnum Ta 1iTIM BiKOM BiJ 16 pokiB — no 250 Mr Ha 100y npotsirom 3—5 AHiB,
Hajam — 1o 250 mr 1 pa3 Ha 2-3 1o0u npoTaroM 2—3 THXXHIB; JTAM BikoM 6—12 pokiB — o 125 mr
yepes IeHb IPOTAToM 2—3 THXKHIB; IITAM BikoM BiJ 12 10 16 pokiB — o 250 mMr uepe3 1eHb NPOTATroM
2—3-X THXKHIB.

Jlimu. TlpenapaT y naHii JikapchKiit ¢opMi HE 3aCTOCOBYBATH JIITSIM BIKOM JI0 6 POKIB.

Ilepeoo3ysanns.

YKoaHMX TIOBiZOMIIEHb TIPO Tepeo3yBaHHs mpenapatoM AMizon® He Gylo OTPHMaHO B KIiHIYHHX
JOCITIJDKEHHAX Ta i yac MiCIsIpeecTpaiiHoOro 3aCTOCYBaHHS.

CrendiuHOro aHTUIOTY HE ICHYE.



Ho6iuni peakuii.

Haii6inpm mommpenumu mnoOiyaumu  peakiismu  (ITP) Oymm  posnmamum  cmaky, GOMIKymiT,
Ha30(hapuHTIT, TOJIOBHUN OB 1 MiMpaneHonaris (B miane00-KOHTPOIbOBAHUX JTOCTIHKCHHSX (hazu
I). binbmicts mux [P moBimomMsuiHcs: 0JHOPA30BO 1 3HUKAIW CIIOHTAHHO. Y O1IBIIOCTI MAIli€HTIB IIi
1P He mpu3Benu 10 NPUIUHEHHS IPUHOMY €HicaMiyMy HOIudy.

VY mnane6o-KoHTpoboBaHOMY mociimkeHHi ¢aszu Il Oymu 3apeectpoBaHi c1abo BUpakeH1
[UTYHKOBO-KHIIIKOBI po3yiaau (TIpKUil cMak y poTi), Tiedist Ta ediHHS B TOPJIL.

BpaxoByBanucs nuiie moOidHi SBHINA, SKI YACTIiIE BiJ3HAYAJIMCA B TPYIl €Hicamiymy Homuuy,
MOPIBHSHO 3 TPYIOIO M1aneo, 1 AKi MOBLIOMIISIIHCS O1JIbIIE HIXK Y IBOX OCI0.

B Tabmumi 3 HaBeneHO MOOIYHI peakilii, sIKi CHOCTEpITaKMCs B XOJI KIIHIYHUX JOCIHIKEHb Ta
MICISAPEECTPaLliiHOTO 3aCTOCYBAHHS Mpernapary. YacTora BU3HAYAETHCS TAKUM YHHOM: JTy’KE 4acTo
(>1/10), gacro (>1/100, <1/10), meuacto (>1/1 000, <1/100) Ta yacrora HeBizmOMa (HEMOXKJIUBO
BCTAHOBUTH 32 HASSBHUMH JJAHUMHU ).

Tabmuns 3.
Kinac cucremu Hyxe gacto Yacto Heuacto Yacrora HeBigoMa*
OpraHiB
JlocmimKkeHHs [TinBuiieHi piBHI [TigBumenus
CTHUMYJTFOIOYOTO apTepiaIbHOTO THCKY
TOPMOHY
IMUTOBUIHOT
3aJI03M B KPOBI
3aranpHi BromiroBaHicTh
posnaau
[adekmii Ta DomikyniT
iHBa3ii Hazodapunrirt
Punir
[Topymienns 3 3aauinka
00Ky OpraHis
JTNXaHHS,
IPYJIHOI KIITKH 1
CEPeIOCTIHHS
[Hopymenns 3 Jlimpanenonaris
OOKY KpOBI 1
TiMpaTUYHOT
CUCTEMH
[Topyenns 3 ["onoBHui 6111k | 3arIaMoOpOYEHHS
00Ky HEpBOBOT
CUCTEMH
[Topymienns 3 HaGpsik moBik
00Ky Oprasis
30py
[Topymienns 3 ApTpanris
OOKY CKEJIETHO-
M'S130BO1 CHCTEMH
Ta CIOJYYHOI
TKaHUHU
[Topymienns 3 Epurema
OOKYy IIKipu Ta Habpsik o6nuyus
IIKIPHOT CBepOixx 00IMuust
KIIITKOBHUHU Habpsix
Caepbix
Bucun




[Tanynbo3HMiA BUCHIT
Kponus’siHka
[Mopymenns 3 Hiapes binb y xxuBOTI
00Ky HITYHKOBO- CyxicTb B pOTi
KHILIKOBOTO Poznanu cmaky
TPaKTy Hucnencis
Hynota
biroBanHA

* [ToBimOMJICHHS Y TCJIIPEECTPALIHHNN TIEPi0]T

[ToBinomieHHS PO Mi03prOBaHi MOOIYHI peakiii

[ToBimomiIeHHS PO MiA03PIOBaHI MOOIYHI peaKIIii micis peecTpallii JJIIKapchKoro 3aco0y Ma€e BayKIIMBE
3HavyeHHs. Lle 3a0e3neuye moCTiHHMI MOHITOPHUHT CIiBBiIHOIIECHHS KOPHCTH/PU3UK 3aCTOCYBAHHS
JKapChKOTO 3ac00y. MenMuHUX MpaliBHUKIB MPOCATH MOBIJOMIIATH TIPO BCI MiT03PIOBaHI MOOIYHI
peaxiiii 3a JOMOMOT00 IeP>KaBHOT CUCTEMH 3BITHOCTI.

Tepmin npuoamunocmi. 3 poxu.
He 3actocoByBatu npemnapar micisi 3aKiH4eHHs] TePMiHY IPUIaTHOCTI, BKA3aHOTO HA YIaKOBII.

YmoBH 30epiranus.
30epiraTu y 3aXuIIEHHOMY BiJl CBITJIa Miclii ITpH TeMIieparypi He Buie 25 °C.

30epiratu y HEJJOCTYITHOMY IS NiTE€H MiCITi.

Ynakoska.
ITo 10 a6o 20 Tabnetok y 6micrepi. [To 1 6micTepy B mauiii.

Kareropis Binnycky. bes peuenra.
Bupoonuk. AT «®Dapmax».

Micue3Haxoa:KeHHs1 BAPOOHUKA Ta HOro ajpeca Micusi NPOBAIKeHHS TislJIbHOCTI.
VYkpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.



