3ATBEP/I’KEHO
Haxa3 MinicrepcTBa oxoponun
310pOB’sl YKpaiHu
14.07.2017 Ne 798
PeecTpaniiine mocBigueHHst
Ne UA/6893/01/01

UA/6893/01/02
IHCTPYKIIA
JJISE MEIUYHOT0 32CTOCYBAHHS JIKAPCHKOI0 32c00y
AHTPAJIL®
(ANTRAL®)

Cknao:

ditoua peuosuna: 1 TabneTka MicTUTH aHTpamo® y mepepaxyBaHHi Ha cyxy pedosuny 100 mr (0,1 r)
a60 200 mr (0,2 1);

OONOMIICHI peyosunu: MarHiro KapOOHAT BaXKKUH, KPOXMaJlb KapTOIUISTHUMI, KPOCIOBIJIOH, IIEITI0JI032
MIKpPOKPHUCTAJII4HAa, TOBIZIOH, MOIicopOar, KPeMHI0 TIOKCH]I KOJIOINHUI 0€3BOHUH, KAJIBIIIIO CTeapar,
Opadry 1l 85 G18490 white, Opadry Il 85 G25557 red.

Jlikapcbka gopma. TabneTku, BKPUTI 000JOHKOIO.
Ocnosni izuxo-ximiuni énacmueocmi. TaOJICTKH KPYyriaoi (OpMHU 3 JBOOMYKIIOK TOBEPXHEIO, BKPUTI
TUTIBKOBOIO 00OJIOHKOIO TEMHO-UYEPBOHOT'O KOJIBOPY.

dapmMmakoTepaneBTHYHA Ipyna.

3aco0wu, 110 BIUTMBAIOTH HAa IUTYHKOBO-KUIIKOBUI TPAKT Ta META0O0II3M.

3aco0u, 1110 3aCTOCOBYIOTHCS MPH 3aXBOPIOBAHHAX MEUIHKU Ta AKOBYOBUBITHUX IIIJISAXIB.
3aco0wu, 110 3aCTOCOBYIOTHCS TPU 3aXBOPIOBAHHSX MEYiHKH, JIITOTPOITHI PEYOBUHH.
Kong ATX A05B A.

Dapmaxonoziuni enacmueocmi.

Dapmarxoounamixa.

Awntpais® HposiBiIse renaTonpoTeKTOPHI BIaCTUBOCTI. EQeKTUBHMIA y TiKYBaHHI FOCTPUX i XPOHIYHUX
TeMaTuTIB PI3HOTO T€HE3y, LIUPO31B MEYIHKU, CHOpPUS€ 3MEHIICHHIO aCTEHOBEI€TaTUBHUX MOPYIIECHb,
MOKpAIllye ameTUT, COH, 3MEHIIye AMCIEeNcHyHi sBuIna. [Ipm KypcoBOMy 3acTOCyBaHHI Ipenapar
HOpMaii3ye BMICT OUIipyOiHy, Y-TJIOOYNiHIB, XOJECTEPHUHY B KpOBI, MPOTPOMOIHOBHM 1HJAEKC,
aKTUBHiCTb TpaHcaminaz (AnAT Ta AcAT) Tta mnyxkHoi Qocdarasu. AmnTpamo® BracTuBa
MPOJIOHTOBaHa MpOTH3amaabHa, 3HEOONIOBaIbHA is. 3a pe3yJbTaTaMH JOKJIIHIYHUX JIOCIIIKEHb
BCTaHOBJIEHO, 10 AHTpaIL® B YMOBaX TOCTPOTro, MiATOCTPOrO Ta XPOHIYHOIO YIIKOIKEHb MEUYiHKH
pI3HUMH KCEHOOIOTMKaMH Ta iX KOMOIHAIISIMU CHOpHS€ TOCTA0JICHHIO HACHiJKIB BIUIMBIB
rernaTOTOKCHHIB, aKTHBI3allil penapaTMBHHUX IPOLECIB Yy TeMaToOLUTax 1 MpakTU4HIM HopMmaizawii
MOKa3HUKIB CTPYKTYPHO-(YHKIIOHAILHOTO cTaHy neviHku. [Ipenapar iHridye mpounecu nepeKkucHoro
OKHCJICHHS JIIMIAIB y KPOBI 1 TKAHUHAX, MIATPUMYE aKTUBHICTh aHTUOKCHJIAHTHUX CHCTEM OpPraHi3My,
3yYMOBJIIO€ CTAOLTI3alliI0 CTPYKTYpH TEUIHKH Ta MeMOpaH remnaroruTiB. K BITHOCHO HEIIKIIJTUBUN
dapmakosoriunuii 3aci6, AnTpans® He mopyurye (yHKIiH OpraHiB i cucTeM OpraHisMy, y HbOTO
BIJICYTHI KyMYJISTHBHI BJIACTHUBOCTI, IMYHOTOKCHYHA, MICIEBONOpa3HIOBalIbHA, aJlepreHHa,
yJbIIEpOTreHHa, eMOPIOTOKCUYHA, TePAaTOr€HHA Jlisl.

VY NOKIIHIYHMX OOCTIDKEHHSIX Ha IIypax AHTpaJ'II)® Ha TJII EKCIePUMEHTAIBHOTO XPOHIYHOTO
NAHKPEaTUTY pIi3HOI €eTioNorii 3MEHIIyBaB BHUPAXKEHICTh 3alalibHOTO TMPOIECY, MOKpaIllyBaB
€K30KpUHHY (YHKIIIO MiJIUTYHKOBOI 3aJI03M, KOpEeryBaB OalaHC 3arajbHUX MapKepiB MIpo- Ta
AQHTHOKCHUIAHTHOI CHCTEM, B TOMY YHCJII CUCTEMH TJIyTaTioHy (SIK B CHPOBATI KPOBI, TaK 1 B TKAHUHAX
MIJIUTYHKOBOI 3aJI03HM), @ TaKOX IOKpAIlyBaB HUTOAPXITEKTOHIKY allMHYCiB MIJIIIYHKOBOI 3a103H,
3MeHIIyBaB MposiBu (iOpo3y. 3a pe3ynbraTaMH JOCIIPKEHb BCTAHOBJIEHO, II0 HE3AJEXKHO BiJl J03H
Anrpans® 31aTHU BiHOBIIIOBATH aKTHBHICTH CYNEPOKCHAAUCMYTa3HU 10 PiBHS iIHTAKTHOI HOPMH.



Kniniuna epexmusnicmo

B pesynbrari mpoBeseHOro 0araTolEHTPOBOTO, MOJBIHHO CIINOro, paHIOMi30BaHOTrO, IUIanedo-
KOHTPOILOBAHOTO JOCTI/KEHHs e()EeKTHBHOCTI Ta TEpeHOCHMOCTi JIiKapchkoro 3acody AHTpans®,
TabJIETOK, BKPUTHX 000JI0HKOIO, o 0,2 T, y mamieHTiB 3 XpoHIYHHM mMmaHkpeatutoM (XII) Oyrmo
BCTAHOBJICHO, 110 ILIEH MperapaT 3MEHIIY€e iIHTEHCHUBHICTh a0AoMiHaJIbHOTO 000 y marieHTiB 3 XII,
MO3UTHBHO BIUIMBA€ HAa BUPAXKCHICTh KIiHIYHMX mposiBiB XII, Takux sK 3HIKEHHS amleTUTy,
METEOPH3M, BIAUYTTS BAXKKOCTI IICJIS TpUHoMY 1K1, Hy10Ta, OJFOBaHHS, BIAPWIKKA, 3IYTTS KUBOTA, a
TaKOX Ha AKIiCTh )KUTTH 32 aHkeToro EORTC QLQ-PAN26 y mamienTis 3 XI1.

VY nocnipkeHHi Opaiy ydacTh Mali€eHTH 000X craTted y Bimi Big 18 1m0 65 pokiB 3 miaTBepIKEHUM
miarao3zom XII. Jlo PP amamizy (amami3 edekTuBHOCTI, 1m0 OyB BHKOHAHHUM IS MAI[i€HTIB, SKi
3aKiHYMIM JOCTIDKEHHST 3TiTHO 3 MPOTOKOJIIoM) Oyio BkimtoueHo 147 mamieHTtiB (74 maimieHTH
orpumyBanu Antpans”® i 73 — mmane6o). IlamieHTH 060X Tpym OTpUMyBadu abo JOCHIIKyBaHHIA
jikapchkuii 3aci6 AuTtpans®, ab6o mnane6o nepopanbHO, Hicis mpuioMy ixi, o 1 TabneTui 3 pasu Ha
100y poTsarom 28 nHiB.

B pesynbraTi aHanizy eheKTHBHOCTI 3a TOJIOBHOK 3MiHHOK misg PP momynsmii (yci paHmomizoBaHi
Mali€HTH, 10 3aBEPIIMJIA BHIPOOYBAHHS y BIAMOBIAHOCTI 10 MPOTOKOIY) BHSBJICHO, IO KIHIIEBOI
TOYKH «MaKCHMaJIbHa OI[iIHKA IHTEHCUBHOCTI a0OMIHAIBHOTO OOJIIO TIPOTATOM OCTAaHHBOTO 7-JIC€HHOTO
nepioay JikyBaHHA (3 22 1o 28 neHb BKIIOYHO) A0piBHIOE 0—2 cM (BiACYTHICTH 0010 a00 HE3HAUHUN
6imp) 3a BAIIl (BisyaspHa aHaloroBa IIKajia, [0 BHUKOPHCTOBYBAIACH JUIS OIIHKM IHTEHCHBHOCTI
ab1oMiHansHOro 6010)» gocarnu 71,52 % cy6’ekTiB B Ipyli 3acTOCyBaHHs Ipenapaty AHTpais® i
4,1% cyO’extiB B rpymi mmiane6o. BiamiHHOCTI MK Tpymamu Oyiad CTATUCTUYHO 3HAYYIIMMH
(p <0,001).

KinneBoi Touku «cymapHa BUpakeHICTb cuMOToMiB XII (Takux SK 3HMKCHHS alleTHTYy, METCOPH3M,
BITYYTTS BAXKKOCTI MICJs MpUioOMY 1ki, HyAO0Ta, OMIOBaHHS, BIIPHIKKA, 3IyTTA kKUBOTa) < 4 OaiiB
IiCIIs 3aKiHYeHHSI Kypcey JiKyBaHHA (29-i eHb) pu BHpakeHOCTi Oyap-sxoro i3 cumnromiB XI1 <1
Oana 3a 5-0anbHOIO BepOAJIBHOIO AHAJIOTOBOIO IIKajIOK» jgociarin 78,38 % cy0’ekTiB B TIpyli
3actocyBanns npenapaty Antpans® i 19,18 % cy6’exTis B rpymi miane6o. BiaMinHOCTI Mix rpymamu
Oynu craructuyno 3uadyimumu (p < 0,001).

Ipu 3actocyBanni o 1 TabneTwi 3 pasu Ha 100y mpoTsrom 28 aHiB y manienTis 3 XI1 Antpans® mae
3aJJOBUTbHUM Mpodine OGe3neKu 1 MepeHOCUMOCT, MOPIBHAHHUM 3 I1ane6o. BinblicTh BUSABICHUX
MOOIYHUX peakuiid Oynu JIerKUMH Ta CEpeJHIMH 3a CTYNEHEM TSDKKOCTI 1 He MoTpedyBaiu
J0JIATKOBOTO CEpPHO3HOro JIKYBaHHSA JJS IX YCYHEHHs, He Oyj0 BHUSBJICHO HETaTUBHOTO BILUIUBY
JOCTIKYBAHOTO JIIKAPCHKOTO0 3ac00y Ha TMOKAa3HUKM TeMOJMHAMIKM (CUCTOJIYHMNA apTrepiaibHUi
TUCK, JIaCTOJIYHUI apTepialibHUIl TUCK, YacTOTa CEpLEBUX CKOpPOYEHb), TeMIepaTypy Tiia,
71a00paTOpHI MOKA3HUKH 3arajbHOro 1 010XIMIYHOTO aHali3y KPOBI1, 3arajJbHOrO aHalli3y ceyl Ta He
OyJ10 BUSIBIIEHO HETaTUBHUX 3MiH 3a pe3ynbTaTamMu Y3/l opraHiB uepeBHOI MOPOKHUHM (ITiAIUTYHKOBA
3aJ103a, MeYiHKa, )KOBYHUI MIXYp Ta CEJe31HKa).

Dapmakokinemuxa.

MakcruManabHe HaKONMMUYEHHS IIpernapaTy B KpOBI BiJ3HadaeTbCs dYepe3 3-4 ToAMHM, Mepiof
HaniBBUBEAEHHS — 4-5 roauH. [IpenapaTt BUBOAUTHCS 13 CEUEIO Ta KAJIOM.

Kuiniuni xapakTepucTuKku.
Ilokaszannsa.
AHTpaJ'IL® MOKA3aHU{ JOPOCIHM 1 JITSAM JJIs TIKyBaHHS:

- TOCTPUX 1 XPOHIYHHUX T€MAaTUTIB PI3HOT0 IeHe3y (BIPYCHHX, aJIKOTOJIbHUX, MEAUKAMEHTO3HHUX,
TOKCUYHUX);

- KHUpoBOI nucTpodii Ta MUPO31B MEUIHKH;

- 3amajJbHUX 3aXBOPIOBAaHb )KOBYHOT'O MiXypa, CeJe31HKHU, MOCTXOJEIUCTEKTOMIYHOTO CHHAPOMY
(micins BUJANIEHHS )KOBYHOTO MIXypa);

- 3amaJbHUX 3aXBOPIOBAaHb MIIUTYHKOBOI 3aJI03H, 30KpeMa XPOHIYHOTO MaHKpeaTUTy, — JIUIIe
nopociuM (IuB. po3aiu «DapMaKoJIOTidHI BIaCTUBOCTI», «CImoci0 3aCTOCYBaHHS Ta J03W»,
«itny).

JUias mpoQiNakTUKK 3aXBOPIOBaHb IEUIHKM BHACHIJOK HEraTWBHOI [ii TOKCHHIB PI3HOT €TIOJIOrii:
aJliMEHTapH1 TOKCUHH, JIIKAPCHK1 3aCO0H, XIMiOTeparisi, IpoMeHeBa Tepartisl.



Ilpomunokazanns.
[HuBinyanbHa MiABUIICHA YYTIMBICTH 10 KOMIIOHEHTIB TIperapary.
[TopymienHs BUAUIBHOT (PYHKITIT HUPOK.

B3aemooia 3 inmumu nikapcoKumu 3acobamu ma inuwii 6UOU 83a€MOOIil.

Autpans® cymicHuit 3 aHTHOAKTepialbHUMH, NETOKCHKYIOUMMM, >KOBUOTiHHMMH, BiTAMiHHMMH
Ipernaparamu, 10 J03BOJsIE€ HOro BKIKOYUTH y KOMIUIEKCH JIiKyBajbHOI Tepanii. Ilpu oxHouacHOMy
3aCTOCYBaHHI TAIIEHTaM i3 IMPO30M MNedinku AHTpans® He BILIMBAE HA AKTUBHICTH CTEPOITHMX i
IUTOCTATUYHHUX TpenapaTiB; AOmycKaeTbcst 3MeHmeHHs (no 50-70 %) panime BXUBaHOI J03H
CTEpOiIiB 0€3 MOJAIBIIOro 3HUKEHHS €(heKTUBHOCTI JIIKyBaHHS.

Ocoobnusocmi 3acmocy8anus.
Pexomenyerhes npuitMatu ARTpans® uepes 20-30 XBUIMH TIicns iy, 3 0CTATHHOIO KiTbKICTIO BOIM
abo MoJoKa.

3acmocyeanns y nepioo sazimuocmi abo 200y8anHsL 2pyoor.
VY 3B’3Ky 3 00OMEXEHHUM JIOCBIJIOM 3aCTOCYBAHHSI PENapaT He PEKOMEHIYEThCS MPU3HAYATH Y TTEPi0JT
BariTHOCTI a00 TOAyBaHHS TPYAIIO.

30amuicms enaueamu Ha wWEUOKICMb peaxkyii npu KepyeawHi AGMOMPAHCHOPMOM aAOO [HUWUMU
MexauizMamu.

JlaHux 1070 BIUTUBY HEMae, MPOTE BOISIM Ta ONEpaTopaM CKIAJHUX MEXaHI3MIB CIiJl BpaXOBYBaTH
IMOBIPHICTh PO3BHUTKY 3aIIaMOpPOYCHHS.

Cnoci6 3acmocysannsa ma 0o3u.

Awntpans® npusHaYaTH BHYTPIlIHBO HicjIs iy 3 pasu Ha 100y:

— IopocauM Ta JiTsaM BikoM Bif 10 pokiB — mo 200 Mr Ha mMpUOM; MPU HHUPO3i MEUIHKH: Y MEPIIHHA
THXKACHD JiKyBaHHS — 110 400 Mr Ha TPUKOM, TOTIM NPOTIroM 2-3 TuxkHIB — 1o 200 Mr Ha IpUioMm;

— nitsm BikoM 4-10 pokiB (y T.4. mpu 1upo3i nedinku) — mo 100 Mr Ha mpuiiom.

TpuBanicTs JIKyBaHHs 3aJIeKUTh BiJl XapakTepy Ta TSHKKOCTI XBopoOu. CepenHill Kypc JIIKyBaHHS
cTaHOBUTH 3-4 TkH1. Kypc niKyBaHHS ciii TOBTOPUTH depe3 3-4 THKHI.

JIikyBaHHS XpOHIYHOT'O MAaHKpeaTuTy (Juie gopocaum): no 200 mr 3 pas3u Ha 100y, Kypc JTIKyBaHHS —
4 THOXHI.

Jimu. Ilpenapat He 3aCTOCOBYBATH JITSAM BIKOM JI0 4 pOKIB.
HenoctaTHbo iH(OpMallii MO0 3aCTOCYBaHHS JKApCHKOTo 3aco0y AHTpanb® JiTAM i3 XpOHI4HUM
MIaHKPEaTUTOM, TOMY 3aCTOCYBaHHSI 111il KaTeropii NalieHTiB HE repe10avyeHo.

Ilepeoo3ysanns.

[Tpu nepeno3yBaHHI MOKJIMBE BUHUKHEHHS 1 TOCUJIEHHS MOOIYHUX PeakLiid.

[Ipn BuUMankoBOMY BXKMBaHHI BEJIMKHX JI03 TMIperapary CiIiJ TNPOMUTH OUTyHOK Ta (y pasi
HEOOX1THOCTI) MPOBECTH CUMIITOMATUYHE JTIKYBaHHS.

I06iuni peakuii.

[Ipemapar 3aramoM n00pe MEPEHOCHUTHCS XBOPUMH. Y MOOAMHOKUX BHIAJKaX MPH 3acTOCYBaHHI
Anrpanto® MOKIMBI cl1abKicTh, 3aMaMOPOUEHHS, AUCTIENTHYHI SBHINA, Hy0Ta, 6ilb y KMBOTI, fiapes,
10 MPOXOSATH MICTS BIIMIHM Tpernapary.

Anepeiuni peaxyii, y TOMY YHWCHI IIKIpHI BHUCHUIAHHS, KpOIMWB SHKA, aHTIOHEBPOTUYHUIN HaOpIIK,
MTOYEPBOHIHHS Ta CBEPOIXK IIKIPH.

Tepmin npuoamnocmi. 3 poku.
He 3acTocoByBaTu nmpenapar miciist 3aKiH4eHHs] TepPMiHY MPHUIATHOCTI, BKA3aHOTO Ha YIaKOBIIi.

YMmoBHu 30epiranns. 30epiratu B OpuriHajbHIN yrakoBIi npu teMmnepatypi He Buie 25 °C.
306epiraTv y HEIOCTYITHOMY JJISL IITeH MiCIIi.



YnakoBka. [To 10 tabnetok y 6uicrepi. 1o 3 6micTepu y mayri.
Kareropis Binnmycky. bes penenra.
Bupoonuk. AT «Papmak».

Micue3Haxo/:keHHs1 BUPOOHMKA Ta HOro agpeca Micusi NIPOBAKEHHA TisJIbHOCTI.
VYxpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.

Jara octannboro neperiasay. 30.04.2025



