Ckian

Oitoua pevyosuHda: eHicaMiyM UOOUL;
1 TabrmeTka MicTuTh eHicamiymy voguay 125 mr (0,125 1);

OONOMIJCHI pe4oB8UHU: TAKTO3W MOHOTIIpAT, 11eJI0JI03a MiKpOKPHUCTaJliYHa, MOBigoH,
HATpPil0 KPOCKapMeJsio3a, Kaibllito cTeapar;

o6omonka: OPADRY II Clear 85F19250 (mmomieTuneHraikomnb, nojicopbat 80, cnupt
MIOJIiBiHIIOBUM, TAJIbK).

JIikapcbKa ¢popmMa

TabneTKu, BKpUTi 0007I0HKOIO.

OcCHOBHI (i3uko-ximiuHi 81acmueocmi: TabNneTKH KPyTJiiol GopMH, ABOOITYKJIi, 2KOBTOTO
ab0 XKOBTO-3€JI€HOT0 KOJIbOPY, BKPUTiI 00010HKOI0. Ha 1moBepxHi TabneToK-saaep
OONYCKAEThCS HASABHICTh HE3HAYHUX BKpPAIlJIEHb.

®dapMaKoTepalneBTHUYHA Irpyna

[IpoTuBipycHi 3acobu AJisi CHCTEMHOT0 3aCTOCYyBaHHA. [IpoTUBipyCcHi 3aco0u npsMoi
mii.

Kom ATX JO5 A X17.
dapMaKoauMHaMiKa

Mexani3M nail

[IpoTuBipyCcHa fisa eHicaMiyMmy I10B’ss3aHa 3 npurHivenusaMm PHK-nomiMmepa3su Bipycy
rpumy.

EnicaMiyM 4MHUTH HIPOTUBIPYCHY [il0 IIPOTU Pi3HUX IITaMiB BIpyCy I'pUIly TUILY A
(HIN1, H3N2, H5N1, H7N9), Bipycy rpuny B, pecnipaTOpHO-CUHIIUTIiaJIbHOTO BipycCy,
KopoHaBipycy (mwtam NL-63).

Enicamiym momug npogeMOHCTPYyBaB e(peKTUBHICTh BiITHOCHO IIITaMiB BipyCy I'pHUILY
Tumy A ta B y gocnigzKeHHsX in vitro 3 BUKOpUCTaHHAM OUdepeHIiioBaHUX
HOPMaJIbHUX JIIOJICLKUX OpOoHXO-emiTesmianbHux KiaiTuH moaguau (NHBE), kimitTun
rernaTouenossapHol KapuuHoMmu moguau (HepG2), KimiTuH padgoMiocapKoMu JTIOOUHYA
(RD), knmiTUH KOIOPEKTallbHOl afeHoKapiuHoMu moanHu (Caco-2). Y TXopiB K
penpe3eHTaTUBHIN TBAapUHHIU MOOEIL OJIsd OOCIiAXKEeHHA I'PUILY: eHicaMiyM Monup



CKOPOYYyBaB 4YacC BUAUIEHHS BipyCy I'PUILY Yepe3 HOCOBI 3MUBU TXOPiB, IIOPIBHSIHO 3
KOHTPOJILHOIO T'PYIIO0 mialebo.

KniHiuHa epekmusHicmb

B mocnigkeHHi y malli€eHTiB 3 TOCTPUMHU PECHipaTOPHUMU BipyCHUMM iHPEKLIIAMHA, Y
TOMY YHCIJIi 3 TPUIIOM, TiKyBaHHS TableTKaMHu eHicaMiyMy omupay B moOoBiit go3i 1500
Mmr (2 tTabneTku o 250 Mr 3 pa3u Ha AeHb) 3abe3meyyBasio TO3UTUBHY OUHAMIKY
3aXBOPIOBAHHS, 1110 IPOSBJIISAIOCH OiNTbIl BUPakKeHUM 3MEHIIEHHSAM CUMIITOMIB
BipycHoOI iHdeKIIii mopiBHsAHO 3 mnanebo (Tabmn. 1).

PaHHE 1 cTaTUCTUYHO 3HAUYIle 3HUXKEHHS BIDYCHUX aHTUTE€HIB B Ha3aJIbHUX Ma3Kax
OyJI0 BUSIBJIEHO Y IAIli€HTIB, IKi OTpUMyBasii AMi30H®, ITOPiBHSAHO 3 mianebo (Tabi.
2).

JIikyBaHHS €HicaMiyMOM IIPU3BEJIO OO MiABUINEHHS PiBHS CUPOBATKOBOTO iHTEP(HEPOHY
MMOPiBHSHO i3 rpy1moio mnauebo.

Tabmusa 1.

[TosermeHHs CUMIOTOMIB BipyCHOI iH}eKIIil micns mikyBaHHS AMi30HOM® (KiTbKiCTh
naIieHTiB / %)

Kamiensn PuHir CinaokicTh T'o1oBHUM 0i/lb
Mooa AMi30H® . . .
ITnane6o AMi3oH® IInameoo AMi3oH® IInanmedo AMizoH® IInamedo
59 40 56 37 59 40 56 34
0

98,3 % 100 % 93,3 % 92,5% 198,3% |100 % 93,3% |85 %

58 40 50 35 42 39 31 25

3
96,7 % |100 % 83,3 % 87,5% |70 % ** |97,0% 51,7% 62,5 %
39 38 13 29 17 22 6 13

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

14 0 0

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




Tabnu

[InHaMika BU3HAUYEHHS BipyCHOTO aHTUT€HY (KUIBKICTh MaLieHTiB / %)

o 2.

[Hob0a BipycHi aHTMreHH | AHTUIe€HH Bipycy rpun
AMizoH® | [Imame6o |AMi30H® [Tname6o

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%)

PesynbTaTu KIIiHIYHOTO OOCHIAKEHHS TPeThol pa3u ImoKa3alid, 10 eHicaMiyM HOOgum
moOpe MepeHOCUTHLCS Ta € KIiHIYHO e(peKTUBHUM, 1110 OYI0 TPOAEMOHCTPOBAHO Y
BUTJIAML:

e CKOPOYEHHS TPUBAJIOCTI mepioAy migBUIlleHOl TeMnepaTtypu Ha 1,1 gHs;

e CKOPOYEHHS TPUBAJIOCTI KaTapaJlbHUX Ta KOHCTUTYIIOHAJIbHUX CUMIITOMIB;

e 3MEeHIIIEHHS 3aCTOCYyBaHHS BifXxapKyBaJIbHUX i CYIUHO3BYKyBaJIbHUX 3aC00iB;

e 3MEHIIIEeHHS KiIbKOCTI OHIB Hemnpale3gaTHOCTI;

e 3MEHIIIEHHS Ilepiony BUMOiJIEHHS BIPYCiB Ta CYTTEBE 3MEHINEHHS KiJIbKOCTL
Malli€HTIB, ¥ SKUX BUSABJISJIUCH BIPYCHI aHTUT€HHU, Y IIOPIBHAHHI 3 IPYIIOI0 XBOPUX,
sIKi OTpuMyBasnu maiebo.

Binbuia epeKTUBHICTh €HicaMiyMy cIiOCTepiranach, KOJIH JIiKyBaHHS PO3MOYHMHAJIOCH
paHiie.

dapMaKkoKiHEeTHKA

[Ticnsa nepopasIbHOTO 3aCTOCYBaHHS AMI30H® IIIBUAKO IIOTPAILISE Y KPOB,
MaKCHMallbHa KOHIIEHTPAIlisl MOr0 B KPOBi CIIOCTEPIraeThbCcsa yepel 2-2,5 TOONHU Hicsd
npuiiomy. [Tepiog HaniBBUBeOeHHS CTaHOBUTH 13,5-14 roguH, MeTabO0Ji3yeThCA ¥
MIeYiHIli, ajie IIBUAKO BUBOOUTHCS 3 TKAaHUH (IIepio[ HAIliBBUBEIEHHS CTAHOBUTH 2-3
roguHu). BuBoguThcs 3 opraHiamy Ha 90-95 % i3 ceuelo y BUTISAAI MeTaOOIiTiB.

IToxa3zaHHSA



Awmi30H® noKalaHUU [OJI4 JIIKyBaHHSA i TPOQiTaKTUKU TPUNY Ta TOCTPUX
pecripaTOpHUX BipyCHUX iH(PEKIIiH.

IIporunnoka3aHHs

[TigBuileHa YyTIMBICTH OO IIpelaparTiB, SKi MiCTATH HOOUA, MOJIEKYIIIPHUN Kox abo
KOBAJIEHTHO 3B’sI3aHUM MO[, a TAKOXK [0 iHIIINX KOMIIOHEHTIB IIpenapary.

B3aemogisi 3 iHINIMMH JTiKapChbKHMH 3aC00aMH4 Ta iHIIIi BHOH B3a€EMoOIin

EnxicamiyMm mogung MozKe 3HU3UTHU IMOTJIMHAHHSA paaioaKTUBHUX i30TOIIB KOOy
INMTOBUAHOIO 3aJI03010 Ha mepion mo 6 TUXKHIB.

Cnim yHMKATH OOQHOYACHOT'O0 3aCTOCYBAaHHS MOIOBMICHUX JTiKapChKUX 3ac0o0iB, a TAKOXK
KOHTPACTHUX PEYOBUH i JIIKAPCHKUX IIpenaparis, 1110 MICTATH KOBAJIEHTHO 3B's3aHUU
¥Mofm; oOpoOKM paH BEJIMKOI IIJIOIi 3 BUKOPUCTAaHHSIM MOOOBMICHIUX aHTHUCENTUKIB
(HampuKial, MOJIEKYISIPHUM M0[I) Yepe3 MOXK/IUBe 30iIbIIIeHHSI PU3UKY ITOPYIIEeHHS
(GyHKIIII IIMTOBUOHOI 3aJI03MU.

Oco00/1MBOCTi 3aCTOCYBaHHSA

[TpuiioMm eHicaMiymy MoOuny MPU3BOOUTH [0 30iNbIIEeHHS PiBHS MOOUAY B IJIa3Mi.
BTopuHHe HigBUIlIeHHS PiBHS HUPKYIIOIYOTr0 HOOUAY 3allyCKaEe MeXaHi3M
caMoperynsaiil QyHKIIil U TOBUAHO] 3aJI03U, ITPU SKOMY NPUTHIYYETHCSA 3aXOIJIEHHS
HEOpTaHiYHOTO HOOuOy TUPEOIIUTAMHU, III0 CIPUSE 3an00iraHHIO HaJIUIITKOBOTO
YTBOPEHHS TUPEOITHUX TOPMOHIB; IIPU IIbOMY TPAH3UTOPHO ITiABUILYETHCS PiBEHD
TUPEOTPOITHOTO TOPMOHY (peHoMmeH Bonbdha-HarikoBa). Llelr epeKT TpuBa€ KilbKa
OHIB; MiCJI NPUNIMHEHHSA KypPCY JIIKyBaHHS (QYHKIiS IMUTOBUOHOL 3271031
HOpMaJIi3yeThCA. B OKpeMux BUIlagKax CIIOCTepIirajsocsa TPaH3UTOPHE HiABUILEHHA
TUPEOTPOITHOTO TOPMOHY IIPOTATOM OEKIJIbKOX TUXKHIB.

BigcyTHsa iHdopMallia om0 BIJIMBY eHicaMiyMy HOOWAY Ha HalliEHTIiB 3 MOPYIIEHHSIM
(pyHKII1 IMMTOBUOHOI 3aJI103M 1 MAIIEHTIB, Y AKUX PaHillle PO3BUHYBCS TilIOTUPEO3.
[IpoTe OoinbHO KOHTPOIIOBATH QYHKIIIIO IIUTOBUAHOIL 3aJI03H IIif Yac JTiKyBaHHS
€HiCcaMiyMOM UOOVOOM.

[HIIl TOMOBMICHI ITpenapaTu He PeKOMEHOYEThCSA BUKOPHUCTOBYBATHU IIif] Yac JIiKyBaHHA
1 mpoTsAAroM 7 OHIB IiCJid 3aKiHYEHHS JIIKyBaHHS eHicaMiyMOM HOOUOOM.

IlonoMmidcHI peuosuHu

BwmicT nmakTo3u B TabneTii AMi3oH® 0,125 r: 5,225 Mmr/Tadn ado 0,0153 mmoins/Tadn
a60 3,37 % Big 3aranbHOI Macu TaOJIETKHU.



Ax1uo y Bac BCTaHOBIEHO HEIIEPEHOCUMICTh [esIKUX IIYKPiB, IPOKOHCYJILTYUTECS 3
JIiKapeM, Iepll HiXK npunMaTé AMi30oH®. TakuM MaljieHTaM MOXKHa IIpu3HadyaTu
KallCyJi¥, K1 He MICTATH JIaKTO3Y.

BwMmicTt HaTpito B TabneTiri AMizoH® 0,125 r: 0,285 mr/Tabn a6o 0,0124 mmonb/Tabdit abo
0,18 % Bim 3arajpHOl Macu TaOJIeTKH.

Lle#t mikapchkui 3acid MicTuTh MeHIIe 1 MMoinb (23 Mr)/mo3y HaTpiro, ToOTO
NIpaKTUYHO BUIPHUU Bif HATPitO.

3maTHiCTH BIUIMBATH Ha HIBHAKICTH peakilil mpu KepyBaHHiI aBTOTPaHCIOPTOM
a0o0 iHmMMHu MexaHi3ZMaMu

[Tpuriom nipeniapaty AMi30H® He BIJIUBA€ Ha 30aTHICTh KepyBaTU aBTOTPAHCIIOPTOM
a6o po6oTy 3 iHIIMMHU MexXaHi3MaMHu.

3acTocyBaHHs y nmepioa BaritTHocTi a00 rogyBaHHs IPyaaio

[TpoTunoka3zaHo 3aCTOCOBYBaTH IIpelapar y Iepion BariTHOCTi, OCKUIBKM KJIiHiUHI
OOCIIIOXKEeHHs eHicaMiyMy MOOUy 3a y4acCTIO BariTHUX XKIHOK He IIPOBOOUJIUCE.
IocnigKeHHs Ha TBapUHaX He BUSBUJIU IPSIMOT0 ab0 OIMOCepeIKOBaHOTO BILJIMBY Ha
penponyKTUBHY QyHKIIiI0/(PEePTUIBHICTS.

I'ooysaHH:A 2pydoro

Hesigomo, uu BUAinsgeThcsa eHicamiym moaunm a6o #oro MeTtabosiTi 3 TpyaHUM
MOJIOKOM Y JIIOOVHU. HeMOXKIMBO BUKJIIOUUTU PU3UK NOTPAIUIAHHS eHicaMiyMy
UOOuay OO OpraHi3My HOBOHApPOOXKEHOT O/HEMOBIIA.

Cnocid 3acTocyBaHHsI Ta 03U

MaxkcuMarsnbHa pa3oBa mo3a - 1000 mr, makcuManbHa mo6oBa go3a - 2000 mr.

JIiKkygaHHA. I1OpoCIuM Ta OIiTAM BiKOM Bif 12 poKiB eHicaMiyM Mogupn NpU3HA4YalOTh ¥
no3i 500 Mr 3 pa3u, He PO3KOBYIOUHU.

IIiTssm BikoM Bifm 6 mo 12 pokiB mpu3Ha4daoTh 1o 125 mr 2-3 pa3u Ha mo0y.
TpuBasicTh JIiKyBaHHA - 7 OHIB.

IIpoginakmuka. [JopocnuM Ta AiTAM BikoM Bif 16 pokis - mo 250 Mr Ha go0Oy

npoTsiroM 3-5 mHiB, Hapasi - mo 250 Mr 1 pa3 Ha 2-3 goOu TpoTATroM 2-3 THUXKHIB;
OiTAM BiKOM 6-12 poKiB - 1o 125 Mr yepe3 geHb OIPOTATOM 2-3 TUXKHIB; OITAM BiKOM
Big 12 go 16 pokiB - 1o 250 Mr yepe3 geHb HNPOTATroM 2-3-X TUXKHIB.



itk
[IpemapaT y maHil miKapcChKii (OpMi He 3aCTOCOBYBATH OiTSIM BiKOM IO 6 POKiB.
Ilepemo3yBaHHs

2KogHux moBigoMIIeHb IIPO Iepeao3yBaHHs IIpenapaToM AMi3oH® He OyI0 OTPUMaHO B
KJIIHIYHUX OOCIIAXKEeHHAX Ta IIif 4ac IMiCasapeeCcTPaliiHOro 3aCTOCyBaHHS.

CrienndigyHOrO aHTUOOTY HE iCHYE.
IToOiuHi peakmii

Haii6inbi momupeHuMu nmobdivaumu peakuismu (ITP) Oynu po3mamu cMaky, QOIiKyIIiT,
Ha30(apHuHTIT, TOJIOBHUM 0ifnb i miMpameHonaTis (B nnamed0-KOHTPOIbOBAaHUX
mocnigxkeHHaX ¢a3u I). binbaricte ux TP moBigoMasaanucsa OgHOPA30BO i 3HUKAIHN
CIIOHTaHHO. Y O6inbiocTi naiienTiB i TP He mpu3Benu O0 NPUNUHEHHS IIPUNAOMY
eHicaMiymMy “onumy.

Y nnaie60-KOHTPOIbOBAaHOMY AocCiigxKeHHi ¢a3u III 6ynu 3apeecTpoBaHi ci1abo
BHpaXKeHi IIIJIYHKOBO-KHUIIIKOBI po3aau (TipKuM CMakK y poTi), Iedid Ta HeYiHHS B
ropJii.

BpaxoByBanucs nuiiie mo6iuHi siBUIla, SIKi YacTillle Bif3HavaIucs B IPYIIi eHicaMiymy
voguny, MOPiBHSHO 3 IPyIolo Ianebo, i ki moBimoMsinucs Oinblle HiXK y OBOX 0Ci0.

B Tabnuni 3 HaBemeHo noOiuHi peakilil, Ki criocTepiraaucs B X0di KITiHIYHUX
OOCIiAXKEeHb Ta IiCIApPeeCTpaliiHOro 3aCTOCYBaHHs IIpenapary. 4acTtoTa
BH3HAQYaA€ETHCSA TaKUM YMHOM: OyxkKe 4acTto (=1/10), gacto (=1/100, <1/10), HeyacTo
(>1/1 000, <1/100) Ta wacToTa HeBigoMa (HEMOZKJIMBO BCTAHOBUTH 3a HAsIBHUMU

OAHUMHN).

Tabnunsa 3.

Kiac cucremn YacroTta

. HyXKe 4acTo Yacrto HeuacTto ]
OopraHiB HeBigoMma*

[TigBuIlleH1 piBHI
CTHUMYJIIOI0YOI'0 [TigBuinieHHsa

HocnigxXeHHs TOPMOHY apTepiarbHOIO
INUTOBUIHOL TUCKY
3aJ103U B KPOBi

3JarasnbHi BToMITI0BaHICTh

po3nagu




[HdexkIii Ta
iHBa3il

QOJIIKYIIIT
Haszodapusrit

Punit

[TopyiieHHA 3
00Ky opraHis
OUXaHHS,
TPYOHOL KJTITKH i
CepenoCcTiHHA

3aguInka

[lopyiueHnHs 3
OOKy KpOBI i
JTiM@aTUIHOL
CUCTEMH

JlimpageHnonarTis

[TopyiieHHA 3
00Ky HEepBOBOI1
CUCTEMU

T'omoBuU# OiNIb

3anaMOpO4YeHHS

[TopyiieHHsa 3
00Ky opraxis
30py

HaOpsk 1moBik

[lopyiieHHs 3
OOKy CKEeJIeTHO-
M'sI30BO1
CHUCTEMHU Ta
CIIOJTY4YHO1
TKaHUHU

ApTtpanris




[TopyiieHHd 3
00Ky IIKipu Ta
ITigIIKipHO1
KJIITKOBUHU

Epurema

Habpsk
o0Iuuug

CBepbix
o0Iuuug

HaOpsk
CBepbix
Bucun

[Tanynp03HUU
BUCHUII

Kpomnus’'ssHka

[lopyiieHHA 3
OOKy LIITYHKOBO-
KUIITKOBOT' O
TpaKTe

Hiapes

CyxicTp B poOTi
Po3napu cmaky
Hucnercisa
Hypnora

BrroBanusa

Bine y xKuBOTI

* IloBimOMIIEHHA Y MiCIsIpeecTpaliiHuM mepion

IToBigoOMIEHHS IIPO HigO3PIOBaHi NOOiYHI peakiril

IMToBigoMyIeHHS IIPO MimO3pIoBaHi IMOOIUHI peakiril micias peecTpaliii TiKapCchKOTro

3aco0y Ma€ BaxKJIMBe 3Ha4YeHH. Lle 3abe3medye MOCTIMHUN MOHITOPUHT

CIiBBigHOIIIEHHS KOPUCTH/PU3UK 3aCTOCYBaHHSA JIiIKAPCHKOTO 3aco0y. MeamuHux

MIPaIiBHUKIB ITPOCSThH ITOBiAOMJIATH IIPO BCi mimo3pioBaHi moOiuHi peakilii 3a

IOIIOMOTOI0 TIeP2KaBHOI CUCTEMHU 3BITHOCTI.

TepMiH NpHIAaTHOCTI

3 POKHU.




He 3acTocoByBaTu npenapar IIiCJig 3aKiHUYeHHsI TepMiHY IIPUOaTHOCTi, BKA3aHOT0 Ha
YIIaKOBIIi.

VYMmoBHu 30epiranHs

30epiraTu y 3axuIlleHHOMY Bifl CBiTJia MicIli Ipu TemnepaTtypi He Buie 25 °C.

30epiraTty y HeIOCTYIIHOMY OJISI OiTeM MicIti.
YnakoBka

ITo 10 TabneTok y 6micTepi. [To 1 6micTepy B mayiii.
KaTeropis Bignycky

Bes penenra.

BupoOHUK

AT «Dapmak».

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro ajJpeca MiCIisi IpoBaaKeHHsI
IisTIHLHOCTI

Ykpaina, 04080, m. KuiB, Byn. Kupumisceka, 74.
[xepeso iHCTPyKIil

[HCTpYyKIIito TiKapChKOro 3aco0y B3sTO 3 oQilliiiHOTO mKepesia — [lepKaBHOTO PEECTPY

JIiIKapChKHX 3ac00iB YKpaiHu.



http://www.drlz.com.ua/
http://www.drlz.com.ua/

