IHCTPYKIIA

IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOT'0 3aC00y

En6pen’®
(Enbrel®)
Cxknanm:
ditoya pevosuHa: €TaHEPIENT;
1 M7 po34unHy MicTUTh 50 MT eTaHEPLENTY;

1 momepeaHbO HAMTOBHEHUH IIMPUIl MiCTUTH 25 MT a6o 50 Mr eTaHepIenTty; 1 monepegHL0 HAlIOBHEHA
pyukKa MicTuTh 50 MI eTaHEpPLENTY;

donoMigcHi peyosuHu: caXapo3a, Bo#a AJis iH'€KIiM, HaTpio ¢pocdaT IBOXOCHOBHUM AUTIAPAT,
HaTpiio ¢pochaT OMHOOCHOBHUY OUTIOpaT, L-apriHiHy TifpoXyIopua, HaTpPio XIOPHU.

JIikapcbka ¢opma. Po3uuH and iH' €Ki,

OcHogHi (hi3uko-ximiuHi 81acmusocmi: pimrHa Bifg 6€30apBHOI0 10 XKOBTOI'0 a6o 6igo-
KOPHUYHEBOT0 KOJIhOPY, Mpo3opa abo omaneclieHTHa; MOXKe MiCTUTH He3HAUHY KiJlbKiCTb
HamiBIpo3opux abo O6inrx aMopPHUX YaCTOK.

dapMakoTepaneBTHYHA rpymna. IMyHocynpecaHTu. [HribiTopu dakTopa-a HEKPO3Y MIYXJIUH.
Etanepuent. Kog ATX LO4A BO1.

®Papmako/102iuHi 8 1acmueocmi.
®apmakoOuHamika.

ETaHepuent - xuMepHuit 6il0K pelenTopa GpakTopa HEKPO3Y MYXJIKUH JIIOAChKUH Ta p75Fc,
OTPUMaHUM 3a TeXHonorieo pekoMbinaHTHOI [IHK i3 BUKOPHUCTaHHSM KIIITUH CCaBLiB (KIIITUH
SIEUHUKA KUTAaWChKOT'0 XOM'sIKa) SIK CUCTEMH €KCIIPecil.

dakTop Hekpody nyxnuH (TNF, ®HII) - nuToKiH, 110 Bigirpa€ 0CHOBHY POJIb ¥ PO3BUTKY 3allajIbHOTO
IIpoliecy IpX peBMaToifHOMY apTpuTi. ITimBuiiiennit piseHb ®HII TaK0XK BUSABISAETHCS Y CUHOBiaIbHIN
000JIOHIIi Ta ICOpiaTHYHUX OJIAIIKAX MMAIliEHTIB i3 MCOPiaTUYHUM apPTPUTOM, a TAKOXK y CUPOBATIIi Ta
CHHOBia/bHIY TKAHWHI MAILi€HTIB i3 aHKII03yI0YKUM CIIOHAUIITOM. [HinbTpalis ncopiaTuyHO1 OIAMIKY
3anajbHUMU KIIITUHAMHU, BK/II04Ya4u T-KITiTUHY, IPU3BOLUTS H0 HigBulleHHd piBHga OHII y miciax
IICOPIaTUYHOI'0 YpaXKeHH MOPIBHSIHO 3 HeypaXXeHUMHU AiTHKaMU WKipu. ETaHepienT €



KOHKYpeHTHUM iHribiTopoMm 3B’si3yBaHHS ®HII i3 #10r0 MOBepXHEBUMHU KIIITHHHUMU PEIENTOpaMy, a
0TXKe, BiH npurHiuye 6ionoriuny aktuHicts ®HII. ®HII Ta miMmboTOKCUH-TIpO3anabHi UUTOKIHY, AKi
3B’A3YIOTHCA i3 IBOMa OKPEMUMHU KJTiTUHHUMU II0OBEPXHEBUMU pelenTopaMu pakTopa HEKpo3y
nyxnus (POHIT): 55 kla (p55) ta 75 k[a (p75). O6ugsa POHII icHyI0Th B OpraHiami B
MeMOpaHO3B’g3aHiil Ta po3unHHiK popMax. Pozunnni POHII perymioiTs 6i0oridyHy akTUBHICTh
OHII.

®HII Ta niMpOTOKCHUH iCHYIOTh IIEPEBAKHO Y BUTTISII TOMOTPUMEDIB, a ixHs OionoriuHa aKTUBHICTh
3aJIeXKUTh Bifl IepexpecHoro 3imuBaHHs penenTopis ®HII, 1110 3HaX0OAThCA Ha MOBEPXHI KIITUHU.
IuMepHi pO3UMHHI PEENTOPY, TaKi K eTaHEePLENT, MaloTh Oinbiry adinuicts o OHII, Hix
MOHOMEDHI PEIENTOPY, @ TOMY € 3HaYHO NOTYXKHIITMMY KOHKYPEHTHUMMU iHTibiTopaMu 3B’ I3yBaHHS
®HII 3 #toro KmiTuHHEMHU petienTopamu. KpiMm Toro, BuKopucTauHs ¢parmenTa Fc imyHOrmobyniny sik
eJIeMeHTa 3B’I3yBaHHS Y CTPYKTYPi AUMEPHOI0 peLierniTopa MOJ0BXKY€E IIepiof HalliBBUBEEHHS
Ipernapary i3 CUpOBaTKU KPOBi.

Mexani3M mil

3HayHa YaCTHHA IATOJIOTii Cyr106iB IpK PeBMATOIIHOMY apTPHUTi, aHKiNI03yI0UOMYy CIIOHIHUJIITI Ta
IIaTOJIOTii MKipu Impu GISIIIKOBOMY IICOpia3i omocepenKoBaHa IIpo3anaJbHUMU MOJIEKyIaMH, SKi
3’emHaHi B TaHIIOTH, KOHTPonboBaHi ®HII. BRaxkaeThcs, 1110 MeXaHi3M [iii eTaHePLEeNTy MoIsATaE B
110T0 KOHKYpeHTHOMY iHriOyBaHHi 3B’g3yBaHHa OHII 3 POHII Ha noBepxHi KniTUHH, 110 3anobirae
OHII-onocepegkoBaHUM KITITUHHUM BigmoBifsm, poOnsyu OHII 6ionoriyHo HeaKTUBHUM.

ETaHepuenT TakoXk 3MaTHUM MOOY/IIOBATH 6i0OriyHi BifMmoOBiMi, 1110 KOHTPOJIIOIOTLECS NOOATKOBUMHU
MOJIEeKyJlaMH, SKi IepefaiTh CUTHAN Y HU3XITHOMY IOPSAOKY (HalpUKiIaz, IUTOKIHY, aAre3uBHI
MOJIeKyIH a0 IMpoTeiHa3u), Ta CTUMYIIOIOTHCS abo perymioioThes OHII.

dapmakoKiHemuka.

AGcop0iris

ETaHeplenT moBibHO abcopOyeThCs 3 MiCIIs MigIIKipHOI iH' €Ki, JocAraloyy MaKCUMaIbHOI
KOHIIeHTpalil npu6nu3Ho yepe3 48 roguH micns BBeOeHHS OOHOKPATHOI 103U, AGCOIOTHA
6iomocTymHiCTh CTaHOBUTH 76 %. IIpu BBeeHHI IpemapaTy 2 pa3u Ha TUKOEHDb OYiKYETHCS, 10
piBHOBaXKHI KOHIIeHTpallil OyayTh BABiUi BUII 3a Ti, IIJ0 CITIOCTEPIral0OThCs MiCIIst BBeIeHHS Pa30BUX
no3. ITicns ogHOKPaATHOIO MiAIIKIPHOTO BBEOEHHS 25 MI eTaHEepLENTy CepefHs MaKCUMalbHa
KOHIIEHTPAIlis y IJ1a3Mi 300poBUX NOOPOBOJIBIIB cTaHOBUIA 1,65 + 0,66 MKr/MJI, mjIolia i KPUBOIO
«KOHIIeHTpalisa - yac» (AUC) - 235 = 96,6 MKrerom/mi.

Po3nomin

3aeXHICTh KOHIIEHTpAIlil eTaHEePIENTY Bifl 4acy ONUCY€EThCs OieKCIIOHEHIiaIbHOI0 KPUBOIO.
LleHTpanbpHUM 00'€M PO3MOAINTY CTAHOBUTD 7,6 1, TOA1 SIK 00'€M PO3MOAiNy B PiBHOBaXKHOMY CTaHi
cTaHoBUTH 10,41 1.

BuBeneHHda

ETanepiienT noBUILHO BUBOAUTHCA 3 opraHi3My. [lepiof HamiBBUBEOEHHS € TPUBAJIUM i CTAHOBUTH
npu6nu3Ho 70 roguH. Y malieHTiB 3 peBMaTOIgHUM apTPUTOM KIipeHC cTaHOBUTH npubau3Ho 0,066
JI/TOM, 10 TPOXM HUXKYe IbOT0 MTOKA3HUKA Y 3m0poBux mo6poBoskbiiB (0,11 n/rom). PapMakokiHeTHKa
eTaHepILeNTy B MallieHTiB 3 PpEeBMAaTOITHUM apTPUTOM, aHKII03YIOUUM CIIOHOUIITOM Ta OJISIIKOBUM
1Icopia3oM € momiOHO0.



fABHUX BigMiHHOCTEN (hapMaKOKiHETUKM eTaHEePIEINTy B YOJIOBIKiB i XKiHOK HEMaE.
JIiHIMHICTE

OdimiiHO TPONOPLiNHICTH 03 He JOCTiAXKyBanach, ajle HeMa€e BUAUMOT0 HaCUUEeHHS KIIipeHCy Ad
Oy[b-IKOT0 T03yBaHHA.

Ocobaugi nonyasauii

ITallieHTH 3 HUPKOBOK HEOOCTATHICTIO

Xoya BUBEJIEHHS PaflicaKTUBHOI PEYOBUHU ITiC/ISI BBEJIEHHS PaflicaKTUBHO MiYeHOTO eTaHEPLENTy
Talli€eHTaM Ta 3TOPOBUM JO0OPOBOJIBIIM BifOyBa€ETHCS i3 cedelo, y MAlliEHTIB 3 TOCTPOI0 HUPKOBOIO
HEe[OCTaTHICTIO 3pOCTaHHS KOHIIEHTpAIlil eTaHEPLEITY Yy IIJIa3Mi He CIIOCTepiranocs.
[TopymeHHS QyHKIIl HUPOK He BUMara€e KOPeKIIil MO3H.

[NanieHTH 3 TEeYiHKOBOIO HEeIOCTAaTHICTIO

30inbIIeHHST KOHIIEHTpAllil eTaHePIEeNTy He CIIOCTePiranocs B Mali€HTIB 3 TOCTPOIO TEYiHKOBOIO
HegocTaTHICTIO. [TopyineHHs (yHKIII TeYiHKY He BUMara€e KOpeKliil Jo3u.

[NaieHTy TiTHLOTO BiKY

Po3paxoBaHi TOKa3HUKY KJIipeHCY Ta 00’eMy PO3MOLiNYy B MallieHTiB BikoM Bifg 65 7o 87 poki Oymu
nmomiOHi 10 TaKUX y MAIliEHTiB BIKOM 10 65 POKiB.

ITiTK 3 OBEHIILHUM idioNaTUYHUM apTPUTOM

[Tpodini KoHLIEHTpallil eTaHEPLENTY B CUPOBATII AiTe 3 MOMiapTUKYIIPHUM I0BEHITbBHUM
imiomaTUYHUM apTPUTOM aHaJIOTiYHi TAKUM Y HOPOC/IUX MAIi€HTIiB 3 PeBMATOIIHUM apTPUTOM. Y
HaWMOJIOAINX [iTel (4 pOKHU) pY IPOBEeHHI OOCTiXKeHb KITlipeHC OyB 3HUXKEHUM (TIpU
CTaHOapTHU3allil 3a Maco Tina KiipeHc 0yB 30ibllleHNiT) TOPIBHAHO 3 [iTbMU CTApPIIOTO BiKy

(12 pokiB) Ta gopocnumu. MopgentoBaHHS [03yBaHHS Ja€ 3MOT'y IPUITYCTUTH, 110 ¥ OiTeHM CTapIIoro
Biky (10-17 pokiB) i mopocnux maiieHTiB KOHIIEHTpallil eTaHepLenTy B IJIa3Mi KpOBi IpuOIU3HO
O[IHAKOBI, a y [iTeX MOJIOAIIOIO BiKy - iCTOTHO HUXKYi.

ITiTk 3 MCopia3oM

Hitu 3 61AUIKOBUM TIcopia3oM (BikoM Bif 4 mo 17 pokiB) OTpHMYyBasid eTaHePIenT i3 po3paxyHKy 0,8
MTI/KT MacH Tina (MakcumasbHa go3a - 50 Mr Ha THUXK[eHb) OOUH pa3 Ha TUXKAEHb BIPOJOBXK Iepioay
no 48 TuxHiB. CepenHs piBHOBaXkKHa KOHIIEHTpAllisl eTaHePLEeNTy B IJla3Mi KpoBi Oyia B Mexkax Bif
1,6 mo 2,1 Mxr/mn Ha 12-my, 24-My Ta 48-My TuXKHAX. Bullle3a3HaueHi cepeHi KOHIIEHTpalil y giTen
3 OGIIAIIKOBUM IICOpia30oM Oyu momibHi MO THX, IO CIIOCTepiraaucs B giTel 3 I0BEeHiTbHUM
igionmaTUYHUM apTPUTOM IIPU 3aCTOCYBaHHI eTaHepLenTy i3 po3paxyHKy 0,4 Mr/Kr 2 pa3u Ha
TUXKJEeHb (MaKCcUMasbHa fio3a - 50 Mr Ha TUXKAeHb). Lli 3HaueHHs Oy/K MOAIOHUMHU 0 TaKUX Y
[OPOCIIUX TAIi€HTIB 3 OISANIKOBUM IICOPia30M, SIKi OTPUMYBaIu eTaHEPLENT ¥ A03i 25 MT [JBa pa3u Ha
TUXKEHb.

Kniniuni xapakKTepuCTHKH.

IToka3auHs.



PeBMaTOImHUY apTPUT

Enbpen® y KoMGiHalil 3 METOTpEKCAaTOM IIOKA3aHHUI 171 JIIKYBaHHS aKTHBHOTO
PEBMAaTOIOHOT0 apPTPUTY Bif] ITIOMIPHOTO OO TSKKOTO CTYIIEHS B IOPOCTUX Y BUITAAKaX, KOJIH
BigmoBimbh Ha 0a30Bi MPOTHPEBMATHYHI IperapaTy, BKII04Yady MeTOTpeKcaT (3a BigCyTHOCTI
IIPOTUIIOKAa3aHb), € HEJOCTAaTHHOIO.

EnGpen® MOXe NMPU3HAYATHCS Y BUTTISANI MOHOTEpAIIil y pasi HelmepeHOCHMOCTi METOTPEKCATy
abo y BuIafikax, KOJIu TPUBaJe JTiKyBaHHS METOTPEKCATOM € HEOOLIbHUM.

Takox EnGpen”® mokasaHWi [Jisl JTiKyBaHHS TAKKOT0 aKTUBHOTO i IIPOTPeCcyldoro
PEBMATOIAHOTO apTPUTY B HOPOCINX TALli€HTIB, SKi paHillle He OTPUMYBaJIU TePaIio
METOTPEKCATOM.

HOBeHINbHUY iMioNaTUYHUN aPTPUT

JIikyBaHHS MOMiapTPUTy (PeBMaTOIIHUM (aKTOp MO3UTHBHUM a00 HETAaTUBHUI) Ta MOIIMPEHOTO
OJIiIroapTPUTY B AiTeX Ta MiJJIiTKIB BIKOM Biff 2 POKiB, ¥ SKUX CIIOCTEPIra€eThCS BioMa
HellepeHoCuMicTh ab0 HeOCTaTHS BigIOBiAL Ha TEpaIilo METOTPEKCATOM.

JIikyBaHHS IICOpPiaTUYHOI0 apTPHUTY B AiTel BikoM Bif 12 pokiB y pasi Bimomoi
HelepeHoCcuMOCTi abo He[TOCTaTHHOI BiITIOBiMi Ha Tepalilo METOTPEKCATOM.

JIikyBaHHSI €HTE3UT-aColliii0BaHOTO apTPUTY B AiTeX BiKOM Bif 12 pokiB y pasi BimoMoil
HelepeHoCcuMOCTi abo HeloCTaTHHOI BiATIOBii HA TPafULiAHYy Teparriio.

[IcopiaTUYHUUN apTPUT

JIIKyBaHHS aKTUBHOT'O Ta IPOI'PECyYOro IICOPiaTUYHOr0 apTPUTY B JOPOCIIUX Y pa3l
HeJIOCTATHbLOI BiATIOBiMi Ha Tepariio 6a30BUMHU NMPOTHPEBMAaTUYHUMU IIperapaTaMu.

AKcianbHUY CIOHOUI0APTPUT

AHKITO3yIOUNY CIIOHOUIIT

JlikyBaHHS OOPOCTUX 3 TAKKUAM aKTUBHUM aHKIIO3yI0YUM CIOHOUIIITOM Y Pa3i HEAOCTAaTHBOL
e(eKTHBHOCTI TpaguLiHOl Teparil.

HepeHTreHONOTiYHNY aKCladbHUKW CHOHONI0aPTPUT

JIiKyBaHHS IOPOCIIUX ITAIll€HTIB 3 TAXKOI CTafi€l0 HEPEHTT€HOJIONIYHOT 0 aKCiaIbHOT' 0
CIIOHOUJIOAPTPUTY 3 00'€EKTUBHUMU CUMIITOMaMU 3allajieHHs, Ha II[0 BKa3y€ MigBUIIeHUN piBeHb C-
peakTuBHOTO GinKa Ta/abo pe3ynbraté MPT, siKi MaloTh HEJOCTATHIO BifTIOBiAb Ha JTiIKYBaHHS
HECTePOigHUMH IPOTU3ANaIbHUMH JTiIKapchbKuMu 3acobamu (HITJI3).

bndimkoBuy ncopia3

JIikyBaHHST OPOCIIMX MAIiEHTIB 3 OISIIKOBUM IICOPia30M MMOMIpPHOTO ab0 TSKKOTO CTYIIEHS Ta
IIPOTUIIOKA3aHHSIM 0 3aCTOCYBaHHS ab0 HEITepPeHOCUMICTIO iHIIO0I CHCTeMHOI Teparrii, 1110 BKII0Yae
ITUKJIOCIIOPWH, METOTPEKCAT, IcopasieH Ta ynbTpadioneToBe onpomineHHs A (PUVA-Teparmist), abo
SKIIIO 1Ie TiKyBaHHS 0y10 Hee(eKTUBHUM.



BIAIKOBYY IICOpia3 y OiTen

JIikyBaHHSI XpPOHIYHOT'O TSXKKOT0 OJIAIIKOBOTO IICOPia3dy B AiTel BiKOM Bif 6 pOKiB, ¥ AKUX IIpU
3aCTOCYBaHHI iHIMX MeTOMIB cucTeMHoOI Tepartrii abo poroTeparii He 6y10 FOCATHYTO HOCTATHLOTO
KOHTPOJTIO Hafl 3aXBOPIOBaHHSAM ab0 crocTepirasach HEIIePeHOCUMICTh TAaKOTO JTiKyBaHHS.

IIpomunoka3zaHnus.
[TigBuIeHA YYTIUBICTE [0 [if0490i peyoBUHU ab0 70 OyIb-SIKOI 3 JOTIOMIXKHUX PEYOBUH.
Cernicuc ab0 pu3uK BUHUKHEHHS CEIICUCY .

HasiBHiCTh y mallieHTiB aKTUBHUX iH()EKIiHNX IPolieciB, BK/II0OUal0Yy XPOHiuHi ab0 I0KasbHi
. . ®
iH(dekIlii, Ha MOMEHT II0YaTKy JiKyBaHHS mpemaparoMm EHOpen .

B3aemodisn 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

CynymHe 3acmocCy8aHHA AHAKIHPU

Y mopocnux maifieHTiB Ha (OHi OIHOYACHOTO JIiKyBaHHS IIpelapaToM EH6peH® Ta aHaKIHPOIO
CIIOCTEepiranocs MigBUIEHHS YaCTOTH BUHUKHEHHS TSIXKKUX iH(DEKIIi TTOPiBHSIHO 3
TIaIlieHTaMH, SIKi OTPUMYBaIK TibKU ExGpen® a00 aHAKIHPY (32 MaHUMHU aHAMHe3Yy).

Kpim 1poro, y nopBiiHO ciinomy Itane60-KOHTPOIL0BAaHOMY AOCTiIXKeHHi, IPOBEIEHOMY 3a
y4acCTIO JOPOC/INX Malli€HTIB, sIKi Ha (POHI JIIKyBaHHS METOTPEKCAaTOM OTPUMYBasIu IIpenapat
Enbpen® Ta aHaKiHpY, CIOCTEPIranocs MigBAIEHHS YaCTOTH BUHAKHEHHS TSXKKUX iHQEKIin
(7 %) Ta HEUTPOIeHil OPIiBHSAHO i3 Mali€eHTaMH, SIKi OTPUMYBAJIH Jnie ExGpen”® (QUB. pO3Tiu
«OcobnuBoCTi 3acTOCyBaHHS» Ta «I106iuHI peakxiii»).

Kom6Ginanis npenapaty EBOpen” Ta aHaKiHpH He IPOEeMOHCTPyBasa HifBUIIeHO] KIiHiYHol
KOPUCTIL, TOMy BOHA He PEeKOMEHIYETHCA [0 3aCTOCYBaHHS.

CynymHe 3acmocy8aHHsa abamauyenmy

Y KJTiHIYHUX JOCHIXKEHHSIX CYIIyTHE 3aCTOCYBaHHA abaTalenTy i mpemnapaTty EH6peJI® IIPU3BOOUIIO
IO TIBUINIEHHS YaCTOTH BUHUKHEHHS TSIXKKUX MOOIYHMUX peakiriii. Taka KoMmOiHallis He
IIPOAEMOHCTPYBaa MiABUILIEHO] K/IiHIYHOI KOPUCTI i TOMy He PEKOMEHOYETHCS [0
3aCTOCYBaHHA.

CynymHe 3acmocy8aHHs CyAb(acanasuHy

Y kJ1iHIYHOMY OOCHigKeHHi i3 3aTy4eHHIM AOPOC/INX Malli€HTiB, sKi Ha (OHI JIiKyBaHHS
CTaHAPTHUMH [03aMH CyIbdacana3uHy oTpuMysani EHOpen®, crocTepiranocs CTaTHCTHYHO
3HaYyllle 3HUKEHHS CepeaHbOl KiTbKOCTi JIEMKOLMTIB Yy MAallieHTiB, SKi 3aCTOCOBYBaU
KoMOiHallil0 MpenapaTis, HOPiBHAHO 3 MallicHTaMH, SIKi OTpUMyBasy Tinkku En6pen” a6o
cynbdacana3vH. Kniniune 3HaueHHd 11iel KomOiHalii HeBigome. Jlikapi MoBUHHI OyTH
o0epexXHUMH, TPU3HAYa0uM BUIle3a3HayeHy KoMOiHallilo.



BiocymHicmb 83aemo0ii

Y KTiHIYHYX OOCTIOXEHHSIX He CIOCTepIraaocs KO0IHUX B3aEMOZIN IIPYU OAHOYACHOMY 3aCTOCYyBaHHI1
npenapaTy EHOpen”® 3 IIIIOKOKOPTHKOCTEPOIaMH, CaliliiaTaMy (3a BUHATKOM
cynbdacana3uny), HECTEPOiTHUMHU MIPOTHU3aNAIbHUMU ITperapaTaMu, aHaJlbreTuKaMu abo
MeTOTpeKcaToM. PeKoMeHallil ofi0 BaKLMHaIlil HaBeAeHOo B po3ini «Oco6IuBOCTI
3aCTOCYBaHHSI».

He cnocTepiranocs xX0OOHUX KJTiIHIYHO 3HAUYIIUX MiKJTiKapChbKuX (hapMaKOKiHETUYHUX B3aEMOMIN Iif
Yac IOCTiZKeHb 3 METOTPEKCATOM, JUTOKCHHOM ab0o BappapuHOM.

Oco6 1ueocmi 3acmocyeaHHsi.

Il moJIeTIeHHST BimCTeKeHHs 0i0TOTiYHMX TiKapchKuX 3aco6iB citif 9iTko 3amucatu (abo
3a3HAYMTH) TOPTOBEIbHY HAa3BYy Ta HOMEP Cepil BBEAEHOT0 IpenapaTy B KapTLi MallieHTa.

ByJo mokasaHo, mo Ex6pen®, K y BUT/IAAi MOHOTepamii, Tak i B KoMOiHaLii 3 METOTpEKcaToM,
YTIOBi/IbHIOE OMHAMIKY IIPOTPeCYBaHHS ypaxKeHHs cyriyio6iB (3rifHO 3 JaHUMU peHTreHorpadii) Ta
nojinurye QyHKIio cyrno0is.

EnGpen”® mpogeMOHCTPyBaB 3[aTHICTL MOKpaIyBaTy (Gi3HYHUA CTAaH MAIi€HTIB i3 ICOpiaTHYHUM
apTPUTOM Ta YIOBIIbHIOBATH AWHAMIKY IIPOrPeCyBaHHS ypaXKeHHs nepudepudHux CcyriobiB (3rigHo 3
NaHUMU peHTreHorpadil) B IAI[i€HTIB 3 MOMIaPTUKYISAPHIMU CUMETPUYHUMY MigTUIaMU
3aXBOPIOBAHHS.

Ingpexuii

Heo06xigHo OIiHUTY HasABHICTE iH(EKIIil B alieHTiB epef IpHU3HaYeHHSIM IIpernapaTy EH6peJI®, mig
yac NiKyBaHHS i Imicng 3aKiHYeHHS Kypcy Teparlil, BpaxoByIOUH, 1110 CepefHill mepiox
HalliBBUBEJEHHS eTaHePIeNnTy CTaHOBUTE npubnusHo 70 ropus (7-300 rogux).

IIpu 3acTocyBaHHi mpemapaTy EHOpen” MOBimOMIIAIOCS IIPO PO3BUTOK TSIXKKHUX iH(EKIil,
cercucy, Ty0epKyabo3y Ta OMOPTYHICTUUHUX iH(EKIIid, BKI0Yayy iHBa3uBHI I'PUOKOBI
indexkiii, mcTepios, merionenso3 (muB. po3min «ITobiyHi peakiii»), ki Oymu CIpUYUHEH]
OakTepisiMu, MikoOaKTepisMu, rpubamMu, BipycaMu Ta ITapa3uTaMy (BKIIIOYAOUK
Ha#mpocrim). Y mesikux BUllafKax crenudiuruil Bun rpudkoBoi a0o iHIIoi OmopTyHICTHYHOI
indexiril He OyB BU3HAYEHUH, ITI0 TPU3BOUIIO N0 3aTPUMKHU ITPU3HAYEHHS HEOOXIMHOTO
JiKyBaHHS, a iHOfi - Mo cMepTi. [Ipu 0O6cTexXeHHi NaIlieHTiB 010 HAsBHOCTI iHdeKIIi# cin
OpaTy 00 yBaru PU3HUK IIEBHUX ONMOPTYHICTUYHUX iHQEKI[iM (HanpuKial, BIJIUB €eHOeMidYHUX
MiKO3iB).

TTamieHTH, y IKUX Ha QOHi NiKyBaHHS mpenapaToM EnGpen”® BUHUKAOTH HOBI iHpEKIiHi
3axXBOPIOBaHHS, IOBUHHI 3HAXOOUTUCS TIiJ] PETEIbHUM HarigafoM. Y pa3i PO3BUTKY TSAXKKOI iHGpeKIIil

3acTocyBarHs npenapary EuGpen” ciin BigMiauTH. EQexTUBHICTS Ta 6e3IeKy 3aCTOCyBaHHS
npenapaTy ExGpen’ mamieHTaM i3 XpOHIYHIMY iHQEKIiHAMHA 3aXBOPIOBAaHHAMY He
omintoBanu. Crif 3 o6epexHicTIO Ipu3Hadatyd EHOpen”® mamieHTaM 3 pelufUBHUME YU
XpoHiyHUMU iHDeKITisMU B aHaMHe3i a0o MmallieHTaM, OCHOBHI 3aXBOPIOBAHHS SKUX
(HampuKiaj yCKiIagHeHuU abo IoraHO KOHTPOJIbOBAHUY IyKPOBHUi fiabeT) MOXKYTh CIPUSITH



PO3BUTKY iH(EKIIil.
TybepKyab03

[ToBimoMIsAIOCsS PO BUMagKYU BUHUKHEHHS aKTUBHOTO Ty0epKYIb03y, B TOMY YKCJI MiiapHOTO
Ty0epKyIb03y Ta TyOepKy/Ih03y I03aiereHeBol ToKaisarii, y maiienTis, siki orpumyBann EHOpen .

Tlepeq mO4aTKOM JiKyBaHHS npernapaToM EHOpen” ycix maiieHTiB IoTpiGHO 06CTEXUTH LIOMO0
HasIBHOCTI K aKTUBHOTO, TaK i HEAKTUBHOTO (TaTeHTHOr0) Ty0epKynbo3y. Lle o0cTexkKeHHS
TIOBUHHO BKJIIOYATH fleTajibHe BUBYEHHS MEIMYHOT0 aHaMHe3y, B TOMY YHUCITIi
iHIMBiMyaTbHOTO aHaMHE3Y 3aXBOPIOBAHHS Ha TYOEpPKYIb03 a0 MOXKIMBUX KOHTAKTIB 3
XBOPUMHU Ha TyOepKy/Ib03 Y MUHYJIOMY, i JaHUX 100 IIPOBEeHO1 paHimie abo IOTOYHOI
iMyHOCyTIpecuBHOI Teparii. BciM nmanienTaM ciiif mpoBecTH HeOOXigHi CKPUHIHTOBI TeCTH,
T0OTO TyOepKyIiHOBY LIKipHY P00y i peHTreHorpadiio nerels (MoxHa KePyBaTUCS
MiclleBUMM PeKOMeHfallisiMu). PeKOMeHI0BaHO BimoOpazkaTu IPOBENeHHS IIUX TECTIiB y KapTi
natieHTa. JlikapsM cilif maM’sTaTé PO PU3UK OTPUMaHHSA XMOHO HETaTUBHUX Pe3yybTaTiB
TyOepKyIiHOBOI LIKipHOI TPo0H, 0COOIMBO Y TSAXKKOXBOPUX Nalli€eHTiB abo ocib 3 ocmabieHuM
IMyHITETOM.

y pa3i I[ial“HOCTYBaHHH AdKTHUBHOTI'O Ty66pKy'J'I1>03y HE CJ'IiJI[ IIpU3HA4YaTH J'IiKy'BaHHH IIpernapaTom
Enbpen®. V pasi MiaTHOCTyBaHHS HEAKTUBHOTO (JJaTEHTHOTO) TYOEPKYIh03y Iepen IMo4aTKOM
3acTOCyBaHHA IpenapaTy EHOpen® HeoOXimHO IPOBECTH IPOTUTYOepKYIbO3HY Tepaliio
3TiHO 3 MiCIIeBUMU pPeKOMeHAalisiMU. Y TaKill CHTyallil Cllifi peTebHO IIpoaHasi3yBaTu
CIIiBBIIHOIIIEHHS KOPUCThL/PU3UK JIIKYBaHHS IIperapaToM.

Ycix nanienTiB noTpi6HO MpoiHGopMyBaTU PO HeOOXiAHICTh 3BEPHYTUCS [0 JIiKaps Y pa3i MosBu mif
yac a6o micis yikyBaHHs npenapatoM EHOpen® 03HaK ab0 CUMITOMIB, XapaKTepHHUX OJIs
TyOEpKYIb03y (TaKuX SIK IMOCTiMHUY KallleJib, BUCHaXKeHHSI/ BTpaTa MacH Tina, cydodebpunbHa
TeMIlepaTypa Tina).

Peaxmusauia 2enamumy B

[ToBimoMusiyiocst Mpo BUIIAAKYU peaKTHUBallil remaTuty B y marienTis, ski 6ynu panime indikoBaHi
BipycoM remnatuty B i oTpumyBanu CynyTHe JliKyBaHHs aHTaroHicramu OHII, y Tomy uucri
npenapatoM ExGpen®. TaK0xXK MOBITOMIISIIOCS IIPO PEaKTHBAIIII0 TemaTUuTy B y malfieHTis, ki
MaJiy IO3UTUBHUY pe3yIbTaT TECTY Ha HagBHICTh aHTU-HBC aHTUTIN, ajle HeraTUBHUY Ha
HaaBHiCTE HBsAg. [Tepeq moyaTkoM JIiKyBaHHS IpenapaToM EHOpen”® mamieHTiB ciif
o0cTexXyBaTH IIOA0 HAsBHOCTI iH(DiKyBaHHS BipycoM remaTtuty B. IlalieHTam i3 MO3UTUBHUM
pe3yNbTaTOM TECTy II0A0 iH(PiKyBaHHSA BipyCOM renaTUTy B peKoOMeHOyeThCs
IPOKOHCYNILTYBATUCH 3 JIiKapeM, IKUii Ma€ AOCBif y NikyBaHHi renatuty B. En6pen® cmip 3
00epexkHICTIO 3aCTOCOBYBATH TallieHTaM, siKi Oyu panimie iHdikoBaHi BipycoMm remaTturty B.
HeoOximHui peTeIbHUM MOHITOPUHT CTAHY TAaKUX IAIliEHTIB IIOM0 03HAK i CUMIITOMIB rOCTPOI
iH(eKIIi], BUK/IMKAHOl BipyCOM TellaTUTy B, MIPOTSAroM yChOTO TiKyBaHHS Ta BIPOIOBXK
OEKINTbKOX TUXKHIB ITiCJIg MOr0 3aKiHYeHH. [I0CTaTHIX faHUX LIOAO JIIKyBaHHS MAlli€HTIB,
in(ikoBaHUX BipycoM remaTtuty B, koMmOiHalli€elo mpoTUBipyCHUX 3aC00iB Ta aHTArOHICTIB
OHII Hemae. Y pasi po3BUTKY iH(EKIIi], CHPUYUHEHO] BipyCOM renaTuTy B, 3acToCyBaHHS
npenapaTy EHGpen® CIlifi IPUIHHATY Ta PO3M049aTy eQeKTUBHE IPOTUBIPYCHE TiKyBaHHS
pa30M i3 HaJIeKHOI0 HiATPUMYI0Y0I0 TEPAIIi€l0.



3azocmpeHnHs 2enamumy C

3apeecTpOBAHO BUIAAKK 3arOCTPEHHs renaTuTy C y MallieHTiB, SKi 3aCToCOBYIOTh EnOpen”®. ToMy
1oro ciif i3 06epexkHiCTI0O MpHU3HAYaTH HallieHTaM 3 renatutoM C B aHAaMHe3i.

CynymHe 3acmocy8aHHs AHAKIHPU

CyIyTHE 3acToCyBaHHS IpemapaTy EHOpen”® Ta aHaKiHpH CYIpPOBOMXYBAIOCS MifBUIEHAM
PU3UKOM BUHUMKHEHHS TSIKKUX iH(PEKIIiH | HeUTPOIleHil OPiBHSIHO i3 MOHOTEpAIi€0
npenaparoM Ex6pen’. Taka KoMOiHallis He IPOEeMOHCTPyBaia 30ibIIeH s KIIiHIYHIX
IepeBar, TOMy 3aCTOCYyBaHHS TaKol KoMOiHallil He peKOMeHAYeThCs (OuB. po3minu «I1obiuni
peakiiii» Ta «B3aeMopmis 3 iHIKUMY JTiKapChbKUMHU 3aco00aMu Ta iHI BUAW B3a€EMOIii»).

CynymHe 3acmocyeaHHs abamauyenmy

V KITiHIYHEX OCTIIKEHHAX CYIyTHE 3aCTOCYBaHHS npenapary EHOpen® i abaTallenTy MPU3BEJIo
1o 30iNbIIEHHS YaCTOTH BUHMKHEHHS CepHO3HUX MOGIYHUX peakiili. LI kombiHallis He
moKa3asa 30iMblIeHHs KIiHIYHUX IlepeBar, TOMY Take 3aCTOCYBaHHS He PEKOMEHMYEThCS
(muB. po3min «B3aeMois 3 iHITMMH JTIKapChKUMHK 3ac00aMH Ta iHIIM BUOU B3aEMOMIl»).

AsepeiuHi peakuii

KoBna4ox ronku nonepenHb0 HAlOBHEHOTO IINIPULIA/PYYKYU MICTUTH JIAaTEKC (CyXy HaTypalbHy I'yMy),
SKUHM MOXKe CIIPUYMHUTY Peakliii MigBUIIeHO0l YyTIUBOCTI ¥ 0ci0 3 BimoMoi0 abo MOXKJIMBOIO
YYTJIMBICTIO [0 JTaTEKCY.

BBenenns npenapaty EHGpen” 4acTo CyIpOBOAXKYBAIOCS BUHUKHEHHSM alepriyHuX PeakIjii.

Anepriyni peakiii BKII04aayd aHTiI0HEBPOTHUYHUIM HAaOPSIK Ta KPONUB'THKY; OyJIM BUIAaOKK
BUHUKHEHHS TSXKKUX peakuiil. [Ipy BUHUKHEeHHi Oyb-IKUX TIKKHX aneprivaux abo aHadilakTHYHUX
peakl1iiii Tepamito npenapatoM ExGpen® ciif HeraiiHO IPUNKUHUTH Ta PO3IOYaTH BifIOBifHEe
JIiKyBaHHS.

ImyHocynpecia

He BukmodeHo, mo aaTaronictu ®HII, Bkmovaouy Ex6pen”, BIIMBAOTh Ha 3aXKUCHI
MeXaHi3MU OpraHi3My JTIOAWHY MPOTH iHPEKLiX i 3T0IKiICHUX HOBOYTBOPEHD, OCKinbku OHII
Oepe y4acTs y Ipoliecax 3alrajaeHHs i MOIyTI0€ KIITUHHY iMyHHY BifiOBigb. Y HOCTigXKeHHi
3a y4acTio 49 JOpOCIIKX Mali€HTiB i3 peBMaTOINHIM apTPUTOM, SKi 3aCTOCOByBanu EHGpen®,
He OyJI0 BUSIBIIEHO BUITAAKIB IPUTHIYEHHS PeakKIlill TinepuyTAXBOCTi YIIOBIIbHEHOTO THUIIY,
3HUKEHHS PiBHA iMyHOTI00y iHYy a00 3MiHU YHMCETbHOCTI MONYIALil KITiTHH-e(eKTOPIB.

Y OBOX MALi€HTIB 3 I0OBEHIILHUM iiONIaTUYHUM apTPUTOM BMHUKJIA BITpSAHA BiClla Ta O3HAKY i
CHMIITOMH aCeNITUYHOT0 MEHIHTITY, IKi MUHYH 0e3 ycKinagHeHb. [lamienTam, ki Oyau y KOHTAKTI 3
XBOPHMMH Ha BIiTPAHY BICIy, CJIifi TAMYaCOBO IPUIMHUTH TepaIlilo npenapaTtoM ExGpen” Ta
IPU3HAYUTHU TPodinakTUYHe JIiKyBaHHS iMyHOTI00y 1iHOM ITpoTH Bipycy Varicella Zoster.

EdekTuBHICTL Ta 6e3IeKy 3aCTOCyBaHHA IpernapaTy EHOpen® marieHTaMy 3 IpPUTHiYeHHM
iMmyHiTeTOM a60 XpOoHIiYHUMHY iH(PEKLiIMU He OLiHIOBAJIH.

3n05aKicHi ma aimgponposigpepamueHi 3aXx80PHOBAHH A



ComigHi Ta OHKOTeMaTONOTi4YHi 37I0S9KiCHI HOBOYTBOPEHHS (3a BUHATKOM PaKy IIKipH)

Y nocTMapKeTHHTOBUY Iepion (muB. po3min «[Tobiuni peakiii») mOBiHOMIISIIOCS PO BUHUKHEHHS
Pi3HUX 3M0SKiICHUX HOBOYTBOPEHbD (BKIII0Yal0YX KapLIUHOMY MOJIOYHMX 3aJ103 Ta JIETEHb, a TAKOXK
niMmpomy).

[Tig 9ac KOHTPO/IbOBAHUX KIIHIYHUX AOCiAXKeHb aHTaroHictiB OHII y naifieHTiB, sSKi oTpuMyBanu
inri6iTopu ®HII, cnocrepiranocs 6Ginbile BUMaAKiB PO3BUTKY J1iMGOMU MTOPIBHSIHO 3 KOHTPOJIBHOO
rpynoto nauieHTiB. OgHaK 1i BUmagku 0yIu IOOAUHOKKMMHY, a Iepiof] CIOCTepeXeHHS 3a MallieHTaMH,
SKi oTpuMyBasu manebo, 6yB KOPOTILINM, HiXK 3a MallieHTaMH, SKi OTPUMYBau JTiKyBaHHS
inribitopamu ®HII. ¥ mocTMapKeTHHTOBUI T1EPiof] MOBIIOMIISANIOCS IIPO BUTIAAKKU PO3BUTKY JIeMKeMil y
IIallleHTiB, AKi OTpuMyBanu Tepariio antaronicramu OHII. Y manienTis, fKi CTpaXaaiTh Ha
PeBMaTOIIHUM apTPUT 3 JOBTOTPUBAIMM BUCOKOAKTHBHUM 3allaIbHUM 3aXBOPIOBAHHSM, iCHYE
IiABUINEHUYN BUXITHUY PU3UK BUHUKHEHHS TiMdoMu abo nerKkeMii, 1110 YCKIafHIOE OI[iHKY PU3UKY.

3 OorIsAfy Ha aKTyasbHy Ha ChOTOfHI iH(hOopMallilo He MOXKHA BUKJIIOYATH MOXK/IUBUM PU3UK DO3BUTKY
nimdoM, nerikemil abo iHIINX OHKOTeMaTOIOTiYHNX ab0 COJIHUX 37I09KiCHUX HOBOYTBOPEHD y
NalieHTiB, sKi oTpuMytoTh anTaroHicTu ®HII. Heo6xifHO mposBaaTi 00epeXkKHiICTh, aHai3yloun
HeoOXifgHicTh Tepamnii anTaronicramu ®HIT oist nauieHTiB 31 37T0SIKICHUMY HOBOYTBOPEHHSIMU B
aHaMHe3i a60 IPOOBXKEHHS Tepalii 1S NallieHTIB, V SKUX BUHUKIIY 37I0KiCHI HOBOYTBOPEHHS.

Y nmoctMapKeTHHTOBUY nepion 6y OTpUMaHi MOBiIOMIIEHHS ITPO BUHUKHEHHS 3JI0SKiCHUX
HOBOYTBOPEHS, IHOMI 3 JIeTaJIbHUM HACJIIOKOM, Y OiTel, MiMIiTKIB Ta JOPOC/IUX MAalli€eHTiB MOJIOLOT0
BiKy (0O 22 pOKiB), IKi OTpHMyBaIM JiKyBaHHS aHTaroHictamu ®HII (JlikyBaHHS po3modaTo y Billi [0
18 pokiB), Bkmoyatour Ea6pen”. IIpu6IKU3HO y HOIOBKHI BUNAAKIB MOBITOMIISAIOCS IIPO PO3BUTOK
niM@omu. [HIII OTpHMaHi MOBIHOMIEHHS CTOCYBAJIUCS BUHUKHEHHS DAY Pi3HUX 37TOSAKICHUX
HOBOYTBOPEHB Ta BK/II0YaJIX IIOOOUHOKI BUIIAAKKU TUIIOBUX 3JI05IKICHUX HOBOYTBOPEHb, IIOB’I3aHUX 3
iMyHOCYyIIpecier0. PU3UK PO3BUTKY 3/105KICHUX HOBOYTBOPEHS Y HiTe! Ta MiJIiTKiB, 110 OTPUMYIOTh
nikyBaHHSA aHTaroHictamu ®HII, He MOXHa BUKJIIOUUTH.

Pak mikipu

V malieHTiB, SKi OTpUMyBaIy JTiKyBaHHS aHTaroHictamu ®HII, Bkmogyanouu Exbpen®, 3apeecTpoBaHo
BUIMAOKYU PO3BUTKY MeJIaHOMU Ta HEMEeJIaHOMHOI'0 paKy LIKipu. Y IOCTMapKeTUHTOBUM Iepiof
IIOBIAOMJISAJIOCS IIPO PO3BUTOK KapLUHOMU KIIiITUH MepKesid y NalieHTiB, SKUX JIiKyBaJld IperapaToM
Enbpen® (myxe pigko). PeKOMEHIY€eThCS IepioguyHo IPOBONUTH 00CTEKEHHS IIKipH BCiM
naiieHTaM, 0co0MuBO 3 (haKTopaMy PU3NKY BUHUKHEHHS paky IIKipH.

O06’emHaHi pe3ynbTaTh KOHTPOJIbOBAHUX KITIHIYHUX BUIPOOYBaHb IIOKA3aJIy, 1110 BUNIAKIB PO3BUTKY
HeMeJIaHOMHOI'0 PaKy HIKipH CIIOCTepiranocs OGifblie y malieHTiB, SKi oTpuMyBanu EHOpen®,
0Cco0/IMBO y XBOPHX Ha IICOpPia3, IMOPiBHSIHO i3 KOHTPOJIbHOIO T'PYIIO0.

BakuuHau,ii

He crif 3acTOCOBYBaTH XUBi BaKIIMHA OGHOYACHO 3 IpenapaToM EuGpen’. Hemae maHUX IOA0
BTOPMHHOI Iepefadi iHpeKil yepes XuBy BaKIMHY HallieHTaM, SKi OTPUMYIOTh IpenapaT Exopen”. ¥
TIOJIBIXHO CyIimoMy I1aie60-KOHTPOJIbOBAHOMY PaHAOMi30BaHOMY KITiHIYHOMY HOCTioXKeHHi i3
3a/ly4eHHIM JOPOCIIUX Talli€eHTiB i3 ncopiaTUYHUM apTpuToM 184 maIfieHTu TakoX OTpHUMasu Ha 4-My
TAXKHI JOCIIIXKEHHS THEBMOKOKOBY II0JIiBaJIEHTHY I10JliCaXapuAHy BaKIMHY. bibIIiCTE ALl€HTIB, K1
oTpuMyBanu ExGpen”®, 3morna chpopMyBaTy epeKTUBHY T'yMOpabHy iMyHHY BifIIOBifb Ha BBE€HHS
ITHeBMOKOKOBOI ITOJTicaxapuaHOI BaKIIMHY, ajie TUTPU 3arajaoM OyJId Helro HUXKYUMHY, i JTuie y
MeKiTbKOX TAallieHTiB TUTPYU aHTUTIN Oy/Iu BABiIUi BUIII 3a Ti, 1110 CIIOCTepPiraiucs y NalieHTiB, sSKi He



oTpuMyBanu Exbpen’. Kniniune 3HaueHHs 1p0ro GakTy HeBigoMe.
YmeopenHna aymoimyHHux anmumin

JlikyBanHs npenapaToM EHOpen® MoXke IPU3BECTH [0 YTBOPEHHS ayTOIMyHHUX aHTUTIN (JUB. PO3MINI
«ITo0OiuHi peakirii»).

I'emamonoziuni peakuii

V marieHTiB, fKi oTpuMyBanu Ex6pen®, 6ynu 3adikcoBaHi BUNaKK NaHIUTONEHI (pigKo) Ta
aIIacTUYHOI aHeMil (OyzKe pifKo), y ToMy uuci meTanbHi. Crig i3 06epexkHicTI0 MprU3HavYaTu
npenapaT Ex6pen® mamieHTam, o MaloTh B aHaMHe3i FeMaToJIOTiuHi IopyIIeHHs (IXCKpa3ilo KPOBi).
Bcix nanieHTiB Ta 0ci0, SKi OTIIma0Th 3@ XBOPUMH, CJIifi TpoiHdopMyBaTH IIPO HEOOXigHICTh
HeraifHOro 3BepHEHHS 3a MEIMYHOI0 JOIOMOI00, SIKIIO IIif] Yac JTiKyBaHHA npemnapaTtoM Exbpen® y
nalieHTa BUHUKAIOTh O3HAKU Ta CUMIITOMH, XapaKTEpHi [JIs TaTOJIOTiYHUX 3MiH KPOBi abo iHdeKIii
(HampuKIag CTiMKe MiABUILEHHS TeMIepaTypHu, Oifib y ropJi, yTBOPEHHS CUHIIB, KPOBOTEYa,
OmigicTs). HeobxigHO HeraHO MPOBECTH 00CTEeXKEHHS TAaKMX IAI[iEHTiB, BKIIOYAIOYH ITOBHUM aHAJIi3
KPOBI; y pa3i MigTBepAXKeHHS reMaTOJIOTIYHOr0 IOPYIIeHHd JIiIKyBaHHS [IpernapaToM CJIif IPUIAHUTH.

HespooziuHi po3aadu

Y nooguHOKUX BUIIafKaX IIOBIOMIISLJIOCS PO BUHUKHEHHS [eMielliHi3yrounx 3axBopoBans LTHC y
TMali€eHTiB, gKi oTpuMyBanu ExGpen” (qus. po3min «I1o6iuHi peakii»). Takox 3pifKa IOBIIOMIIAIOC
Ipo nepudepuydHi AeMienini3yodi noninerponaril (BKI0o4auu cuHapoM [iiieHa - bappe, XpoHiuHYy
3anasbHy OeMieliHi3ydy NoJiHenponariio, feMielliHi3yo4dy IoIiHeponaTio Ta MyIbTA(DOKaIbHY
MOTOPHY Heliponartiio). Xo4a KJIiHiuHi gocifXeHHs npenapaTy EHOpen® 3a y4acTio HaL[i€HTiB,
XBOPHUX Ha PO3CiTHUY CKIEPO03, He IIPOBOAUINCS, KIiHiYHiI BunpoOyBaHH4 iHmmx iHridiTopis ®HII
IIOKa3aJ/Iu MigBUIIeHHS aKTUBHOCTI 3aXBOPIOBaHHS (PO3CiTHOTO CKiIepo3y). [lepen npu3HayeHHAM
npenapaTy ExOpen” maiieHTaM 3 paHille fiarHocToBaHUM a0 i3 HeloAaBHO AiarHOCTOBaHMM
OEeMI€NTiHI3yI0YMM 3aXBOPIOBAHHSIM, a TAaKOXK IallileHTaM, gKi BXOOATh A0 I'PYIH MigBUIIEHOTO PU3UKY
PO3BUTKY TAKOI'0 3aXBOPIOBaHHS, PEKOMEHYETLCS PETENIbHO OI[IHUTH CIIiBBiIHOIIEHHS
KOPUCTh/PU3UK, BKIIIOYAIOUW HEBPOJIOTIYHUM CTATYC.

KombiHosaHa mepanis

V KOHTPOJILOBAaHOMY KJIiHIYHOMY [OCIiIKeHHi 3acToCyBaHHs KoMOinamil mpenaparty ErGpen® i
MeTOTpeKCaTy TPUBAJIICTIO IBA POKH, IPOBEIEHOMY i3 3a/ly4eHHSAM Ial[iEHTIB 3 PpEBMATOIHHUM
apTpUTOM, He OyJI0 OTPMMaHO HeOoUiKyBaHUX pe3yibTaTiB mono Oe3neku. IIpodins 6e3neku
npenapaty Ex6pen® (mpu 3acTocyBaHHi y KoMGiHaIii 3 MeToTpekcaToM) 6yB MOmiGHAM [0 IpOodiriB,
IO CIOCTEpiranucs mpu AOCIIAXKEHHIX 1IUX IIpenapaTiB oKpemo. [I0BrOCTPOKOBI HOCTIIXKEeHHS
0e3meKky 3aCTOCYBaHHS 1iel KoMObiHallii Bce Ie TPUBaTh. be3neka JOBrOTPUBAJIOr0 3aCTOCYBAHHS
npenapaTy Ex6pen”® B KomGiHalii 3 iHIIMU 6a30BMMY aHTUPEBMATHYHIMH 3aC00aMu He
BCTaHOBJIEHA.

3acToCcyBaHHS eTaHEPIENTY B KOMOiHallii 3 iHIMMMMY CHCTEMHUMU MeTOoaMu JIiKyBaHHS 11copiady abo
dboToTepatmi€eo He OOCTIAXKYBaIOCs.

Hupxkosa ma neuiHkosa HedocmamHicmb

dapMaKoKiHeTHYH] JaHi CBig4aTh PO Te, 1110 He0OXigHOCTI KOPUTYBATH O3y AJIS NALEHTIB 3
TOpyIIeHHSIM GYHKII HUPOK ab0 MmeviHKu HeMa€; OOCBif KIiHIYHOT0 3aCTOCYBaHHS IpernapaTy TaKuM
marjieHTaM oOMexKeHuH.



3acmiliHa cepuesa HedocmamHicmb

Crin o6epexHo pU3HayaTy NpenapaT EHOpen” marieHTaM i3 3acTiliHO CepIieBO0 HeoCTaTHICTIO
(3CH). Y nocTMapKeTUHTOBUY TIepiof HagXOOUJIX MOBiOMIIEHHS IIpo noripmenHs nepebiry 3CH y
Tali€HTiB, 9Ki oTpuMyBanu EHGpen”, Ipy [bOMy IPOBOKYIOYi (GaKTOPH He 3aBXAU Oy/Ix BUABIICHI.
Kpiwm Toro, mosigomnsinocst npo nooguHoki Buniagku (< 0,1 %) Bunepiue BusiBnerol 3CH, Bkmouaoyu
3CH y nauienTiB 6e3 BigomMoro )oHOBOT0 CEPIIEBO-CYIMHHOI'0 3aXBOPIOBAaHHS. [IesKi 3 I[UX Malli€HTiB
Oymnu y Bitti mo 50 pokiB. [IBa BeIUKUX KITIHIYHUX [OCTiAXKEHHS, 10 OIiHIOBAJIX 3aCTOCYBaHHS
npenapaty Ex6pen® nna nikysanss 3CH, 6ynu JOCTPOKOBO MPUNKHEH] Yepe3 Hel0CTaTHIO
eekTuBHiCTD. [laHi, OTpUMaHi B OMHOMY 3 IIUX BUNPOOyBaHb, X04a i He € IePeKOHINBAMHU, JAI0Th
3MOTY IPUIYCTUTH MOXKJIUBICTE noripineHHs nepebiry 3CH y malfieHTiB, sKUM npu3Hadain
NiKyBaHHs mpemnapaTtoM Ex6pen’.

AKo201bHUU 2enamum

YV II da3i parmoMizoBaHOTO I1aneb0-KOHTPOIHOBAHOTO JOCHIIXKEHHS i3 3a/y4eHHAM

48 rocmitanizoBaHKX HAIi€HTIB, fKi oTpuMyBany Eubpen® a6o mnane6o A TiKyBaHHS
TIOMIPHOTO Ta TSXKKOI0 alKOroJIbHOro renaTuty, EHOpen® BUsSBUBCSA HeeheKTUBHUM, i 4yepe3
6 MiCsLiB CMEPTHICTh Cepef MallieHTiB, sKi OTPUMYBaJIN Enbpen’®, Oyna 3HaYHO BUIIOIO.
TakuM urHOM, EHOpen® He CIIif 3aCTOCOBYBATH Nali€HTaM SIK 3aci6 AJIs JTiKyBaHHS
aJIKOTOJILHOr0 TenaTuTy. CIIif i3 06epeXHiCTI0 3aCToCOByBaTH EHOpen”® mamieHTaM i3
IIOMIPDHUM Ta TAXKKUM QJIKOTOJIbHUM T'ellaTUTOM.

I'panysremamos BeeeHepa

[Tnane60-KOHTPONILOBaHE AOCIIAXKEHHS, B IKOMYy 89 JOPOCIUX HallieHTiB oTpuMyBanu Exbpen”®
IOOaTKOBO IO CTaHAAPTHOI Teparrii (y ToMy uuci iuknodochamifom abo MeToTpekcaToM i
TIIOKOKOPTHKOIlaMy) BIIPOAOBXK Y CEpPeNHbOMY 25 MiCSIliB, He IPOIEeMOHCTPYBano e(peKTUBHOCTI
npenapaty Ex6pen® mpu NiKyBaHHI rpaHyeMaTo3y Berenepa. YacToTa PO3BUTKY 3/I0SIKICHHUX IyXJIMH
Pi3HOro TUIly HEIIKIpHOI JI0Kami3arii 6yaa 3HaYHO BUINOK Y MAIlieHTiB, SKi oTpuMyBanu Exbpen’,
TIOPIiBHSAHO i3 mallieHTaMy KOHTPOJbHOI rpymu. Tomy EHGpen® He peKOMEHIYETLCS 3aCTOCOBYBATH
IJ1s JIIKyBaHHA I'paHyleMaTo3y Berexnepa.

I'inoesikemis y nauieHmis, ki ompumyroms AiKy8aHHA npomudiabemuyHumu npenapamamu

[ToBimOMIISATIOCH IPO BUIIAAKK PO3BUTKY TilOTJIiKEMil ITicig II04aTKY 3aCTOCYBaHHS IpernapaTy
Enbpen”® mamieHTaM, sgKi OTpEMYyBajX IpenapaTy AJs JIKyBaHHS IyKPOBOro fiabeTy, o BUKIMKAIIO
HeoOXigHICTh 3MEHIIEHHS M03U MPOTUAia0e TUYHUX IIPernapaTiB JesIKUM 3 I[UX IallieHTiB.

OcobnuBi monynsiii

ITayieHmu AiMHb0O20 BIKY

Y Tperiii ¢asi gocmigKeHs i3 3aIy4eHHIM XBOPHX HAa PeBMaTOIAHUM apTPUT, IICOPiaTUYHUN
apTPUT Ta aHKIIO3yIYUM CIIOHAWIIIT 3arajioM He CIIOCTePirasoch Pi3HUIN ¥ PO3BUTKY
no0iYHUX peakKIlil, TIXKKUX MOOIYHUX peaklii Ta TAXKKUX iHPEKI[iN ¥ malieHTiB BikoM Bif 65
POKIB, sKi oTpuMyBay npenapat Eubpen®, i Oyiu momiGHUME [0 THX, SKi CIOCTEPIranuch y
TaIfieHTiB MOJIOAIIOTo Biky. OgHak HeobximHo OyTu o0epeXHUM IIPH JIiKyBaHH] MallieHTiB
JITHBOTO BiKy; 0COOIMBY yBary CIIif IPUOiNSATHA KOHTPOJIIO 3a BUHUKHEHHSM iH(DEeKIIiN.

Himu



PekoMeHAyeThCS, 11100 3a MOKIIMBOCTI [I0 ITOYATKY JiKyBaHHS IIperapaToM Enbpen’
MallieHTH OUTSAYOr0 BiKy OTpUMaJIX BCi IIEIIeHHS BiAMIOBIAHO A0 YMHHOI'O HAlLliOHAIbHOT' O
KaJleHaaps IIeTieHb (IUB. BUIle Migpo3ain «BakuuHaIiii»).

BMicT HaTpito

Lleit mikapchKu# 3aci6 MicTATh MeHIle 1 MMOJIb HaTpito (23 MI') Ha ONUHUIIIO OO3YBaHHS.
[TalieHTH, IKi JOTPUMYIOTHCS Ai€TH 3 HU3bKUM BMICTOM HATPil0, MOXKYTb OyTH
mpoiH@opMoBaHi IIpo Te, IO LeH JTiKapChKKUH 3acid MPpaKTHYHO He MICTUTh HATpiio.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

KiHKY penpoOyKTUBHOTO BiKY

2KiHKaM penpofyKTUBHOIO BiKy CJIifil BAKOPUCTOBYBATH HajleXkKHi 3ac00U KOHTpaIemnIil 3
MeTOI0 YHUKHEHHS BariTHOCTI ITiff 4ac 3acTocyBaHHA ImpenapaTy EHOpen® Ta mpoTsaroM 3
THXKHIB IiCJIsT 3aKiHYEHHS Teparril.

BariTHicTb

HocnigXKeHHsa TOKCUYHOTO BIJIMBY Ha PO3BUTOK IIJIOAA, 1[0 IIPOBOOUIINCS Ha TBApPUHAX, He
BUSIBUJIM O3HAK IIKiITMBOT'O BIUIMBY €TAaHEPIIEIITY Ha ITig a0 HOBOHAPOMKEHUX TBapPHH.
BrinuB eTaHeplenTy Ha mepebir BariTHOCTI BUBYaIM Y ABOX 00CepBallilHUX KOTOPTHUX
OOCITIIKEHHSIX. Y omHOMY 00CepBalliiHOMY JOCIiIKeHHi, B SKOMY IIOPiBHIOBAIKCH BATiTHI
MAll€HTKY, sKi OTPUMYBaJIM €TaHePILeNT BIPOLOBXK Iepiioro rpuMectpy (n = 370), 3 BariTHUMU
TallieHTKaMu, SIKi He OTPUMYBaJK eTaHepuenT abo i aHtaronictu ®HII (n = 164), 6yna
3apeecTpoBaHa IIigBHUIIleHa YaCTOTa CEPUO3HUX BPOAKEHHUX Baj PO3BUTKY (CKOPUTOBaHE
CIIiBBiAHOLIEHHA IIaHCIB - 2,4, 95 % [I: 1,0-5,5). Tunu cepiio3HUX BPOOKEHUX BaJl PO3BUTKY
BifTIoBigany HaMOiNIbII MOMMPEHNUM V 3arajibHill MOMyJIIil, Ta 0COOIMBOTO XapaKTepy aHOMaJlii
BUSIBIIEHO He 0y10. 2KOgHUX 3MiH YaCTOTH CIIOHTAHHUX BUKUOHIB, BUTIAJKiB MEPTBOHAPOIXKEHHS a00
HEe3HAYHUX BaJl PO3BUTKY He CIocTepiramocs. Y iHmoMy o6cepBaliiHOMy MixKHApPOTHOMY
PEECTPOBOMY HOCIiIXKEHHi 3 TIOPiBHIHHS PU3UKiB HeOakKaHUX Pe3yJIbTaTiB BariTHOCTI ¥ XKiHOK, SKi
OTPUMYBAJIM €TaHEPIENT NPoTAroM nepmux 90 gHiB BariTHOCTI (n = 425), Ta TUX, XTO OTPHMYBaB
HeObiosnoriuni npenapatu (n = 3497), He 6yn0 3adikcoBaHO MigBUIIEHOT0 PU3UKY TSIKKHUX BPOOAKEHUX
[IaTOJIOTiH (3aranpHe BigHOWEHHA ImaHCiB (BI) 1,22; 95 % [I: 0,79-1,90; micns KopuryBaHHS
BUOIPKY BiIIOBiOHO 10 KpaiHM, 3aXBOPIOBAHHS XKiHOK, KiJTbKOCTI IIOJIOTiB y aHaMHe3i, BiKy XKiHOK i
IaliHHA y paHHi# nepiop BaritHocTi BII = 0,96; 95 % [I: 0,58-1,60). Y uboMy HOCTiAXKEHH] ¥ XKiHOK,
sIKi OTpUMYBaJI eTaHePLENT IIif YaC BariTHOCTI, TaKOXK HE BUSBJIEHO IIiJBUIIIEHOT0 PU3UKY
He3HAYHUX BPOIXKEHUX nedeKTiB, mepeqdyacHuX I0JIoTiB, MEPTBOHAPOIXKEHH a00 iH(eKIIii Ha
TIepILIOMY POIi KUTTsI HeMOBIAT. EHGpen” Ciifl 3aCTOCOBYBATH IIif Yac BaTiTHOCTI TiJIbKH y pasi
HaraJbHOI TOTpebu.

ETanepiient npoHUKae Kpi3b IJIALEHTY Ta BUSABIISETHCSA B CUPOBATIIL HEMOBIIAT, MaTepl SKUX
OTPUMYBAH JiKyBaHHSA penapaToM ExGpen” mif yac BaritHOCTi. KniHidHa 3HaYYLICTh 1[HOTO
CIIOCTEpPEekKEeHHS HeBiloMa, OfHAaK HEMOBJIATA MOXYTh MaTH MigBUIIEHUN PU3UK PO3BUTKY iH(EKIIl.
4K paBUJIO, HEMOBJISATAM He PEKOMEHIYETHCS IPOBOAUTHY BaKIMHAIII0 XXUBUMU BaKLIHAMU
IpPOTATOM 16 THXKHIB IiCIs OTPUMaHHS MaTip’10 OCTaHHLOI 703U mpenaparty Exbpen’®.

T'ogyBaHHS TPYOIIO



[Ticns migmKipHOTO BBeleHHS TBapWHAM y Iepiof laKTallil eTaHepLeNnT BUAIISIBCSI B MOJIOKO Ta
BUSIBIISIBCA Y TIa3Mi KpoBi mrypsit. O6MexkeHa iHbopMallis, oTpuMaHa 3 my0ikarii, CBiTYUTh PO Te,
1110 eTaHePLENT Y He3HAYHUX KiJIbKOCTAX OYB BUSBIEHUN Y T'PYIHOMY MOJIOLi JTIOOUHY. PinmeHHS
IIOZI0 3aCTOCYBaHHS eTaHEepIENTy i 4ac I'PyIHOTO BUTOIOBYBAHHS MOXKe OyTU PO3TIIAHYTE 3
ypaxyBaHHSM KOPHCTi Biff T PyAHOT0 TOAYBaHHS [ IUTUHU Ta KOPUCTI Bif Tepamil [ns Matepi.

Xo4a 04iKy€eThCS, 1[0 CUCTEMHA €KCITO3UIlisl Y HEMOBJIAT, IKUX TOAYIOTh TPyanio, 6yme HU3BKOIO,
OCKIJIBKY €TaHEPLENT 3HaYHOK MIpO10 PO3IIafaEThCA B IIIIYHKOBO-KUIIIKOBOMY TPaKTi, HasgBHI
oOMexkKeHi JaHi 00 CUCTEMHOT0 BIJINBY Ha HEMOBJIAT, SKi epe0yBaloTh Ha TPYTHOMY
BUTOI0BYBaHHI. TOMy MOXKJIUBICTh BBe[JleHHS KUBUX BaKIUH (Hanpukinang bLI2XK) HeMoBnisgTaM, MaTepi
SKUX OTPUMYIOTh eTaHEepPIENT, MoxKe OyTH pO3TrjsHyTa Yyepe3 16 TUXKHIB Mic/g NpUNUHEHHS
TPYOHOTO BUTONOBYBaHHS (200 paHille, SKIO piBeHb €TAHEPIIENITY B CUPOBATII HEMOBJIATH He
BU3HAYAETHLCS).

®epTUNLHICTD

[okiHiuHI JaHi CTOCOBHO EPH- Ta IOCTHATAJILHOI TOKCUYHOCTI €TaHEePLENTY i BIJIUBY eTaHEPIENTy
Ha (QepTUIBHICTh Ta 3arajibHy PeNPONYKTUBHY 3AATHICTD BiJCYTHi.

30amuicmb eniueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizMamu.

En6pen® He BnnuBac a0 Mac He3HaYHWH BIUIMB Ha 3[aTHICTh KEPyBaTH TPAHCIOPTHAMH 3aC06aMu
Ta IIPaIfloBaTH 3 iHIMMMHN MeXaHi3MaMH.

Cnoci6 3acmocyeaHHsi ma do3u.

JlikyBanHs npenapaToM EHOpen® moBMHEH IpU3HAYyaTH Ta KOHTPOJIOBATH JIiKap, IKUH Mae [OCBif ¥
[iaTHOCTHUIII Ta JIiKyBaHHI PEBMATOIDHOTO apTPUTY, I0BEHIIBHOTO igiomaTuYHOTO apTPUTY,
IICOPIaTUYHOI'0 apTPUTY, aHKIJIO3y0YOr'0 CIIOHAUIIITY, HEPEHTI€HOJIOTIYHOI'0 aKCiaJIbHOT O
CIIOH[IUJIOAPTPHUTY, OJIAIIKOBOTO ICopia3y Ta OISIIKOBOTO IICOpia3dy B HiTei.

ﬂOSyBaHHH

PeamamoioHull apmpum

PexoMeHnoBaHa n03a CTAHOBUTH 25 MT IIpenapaTy gBa pa3u Ha TUXOeHb. AJTbTepDHATUBHO MOXHA
3acTocoByBaTH o3y 50 Mr 1 pa3 Ha TUXKMEHB, KA Ma€ JOoBefeHy 6e3meKy Ta e(eKTUBHICTE.

IIcopiamuyuHul apmpum, aHKiz03yoyul cnoHOUAIM Ma HePeHM2eHO0102IYHUU aKCiaAbHUU
cnoHousio0apmpum

PekoMeH0BaHa [103a CTAHOBUTHL 25 MT 2 pa3u Ha TUXAeHb a60o 50 Mr 1 pa3 Ha TUK[EHb.

[lns BCix BUIle3a3HaUYEHUX [TI0Ka3aHb HasIBHI JaHi Aal0Th 3MOTY IIPUIIYCTUTH, 110 KJIiHiYHa BigIOBiOb
Ha 3aCTOCYBaHHS IIpelapaTy 3a3BUuYai 3 ABISETHCS NPOTATOM 12 TUXKHIB Biff MOYATKY JIIKyBaHHS.
fAKIo y maijieHTa BifiCyTHS BifNIOBiAb Ha JiKyBaHHS MPOTSATOM I[bOTO IIEPiofly Yacy, HeoOXigHO
yBazKHO MEePErIsSHYTY AOLIBHICTE TPOJOBKEHHS TaKOi Teparil.



baawKosut ncopias

PexomeH0OBaHa [i03a CTaHOBUTHL 25 MT IIpenaparty 2 pa3u Ha TuxkaeHb abo 50 Mr 1 pa3 Ha TUXKEHB.
AnbTepHaTHBHO EHOpen® MoXHa 3aCTOCOBYBaTH 110 50 Mr 2 pa3y Ha THXK/EHb BIPOOBX He Oiblie
12 tuxwniB. Hapani y pa3i Heo6XigHOCTI MiKyBaHHS MOXKHa 3aCTOCOBYBAaTH 03y 25 Mr 2 pa3u Ha
TUXKIeHb a60 50 Mr 1 pas Ha TUK[EHb.

Teparmito npenapaTom Ex6pen® ciif mpomoBKyBaTH [0 NOCATHEHHS PeMicii BIPOMOBXK Iepiofly He
Oinbie 24 TUXKHIB. [I715 IeAKUX JOPOCTIUX MAlli€HTiB MoxKe O6yTH JOUiNBHUM JIiKyBaHHS, 1110 TPUBAE
nmoHap 24 TuxHi (AuB. po3nin «®apMakoguHaMika»). Tepamito Ciif BiMIHUTH IIPX BilCYTHOCTI
edekTy yepe3 12 TUXKHIB Biff MOYaTKy 3aCTOCYyBaHHS. Y pa3i HE0OXiTHOCTI TOBTOPHOTO IPU3HAUYEHHS
npenapary CIifi JOTPUMYBaTUCS PeKOMeHallili CTOCOBHO TPUBAJIOCTI IiIKyBaHHS, 3a3Ha4eHNUX BHUIIIE.
[lo3a MoBMHHA CTAHOBUTHU 25 MT IpelapaTy 2 pa3u Ha TuXaeHb ado 50 Mr 1 pa3 Ha TUXKIEHb.

Oco6nuBi momymnsirii

ITauieHmu 3 HUPKOBOIO MA NeviHK080H HeEAOCMAmMHiCmo
[ToTpebu y KOpEKIIil 1031 HEMAE.
ITayieHmu AiMHb0O20 BIKY

[ToTpebu y Kopekirii mo3u HeMae. [[03a Ta CIoci0 3aCTOCYBaHHS TakKi X caMi, K i I maIfieHTiB
BikOM 18-64 poku.

Himu

o3y npenapaTy EHOpen® mjs miTell po3paxoByOTh 3 ypaxyBaHHAM MAaCH Tila TUTUHH.
[NTamieHTaM, Maca Tijla SIKUX MeHIe 62,5 K, Heo0XigHO 3aCTOCOBYBATH TOUHY 03y
(po3paxoBaHy y MI/kr) npenapaty Eubpen® y dopwmi miodinizaty 3 po3urHHEKOM
(iHpopMarris moa0 AO03YBaHHS IPY MEBHUX 3aXBOPIOBAaHHSAX HaBefeHa HUXK4Ye). [IiTaMm 3
MacoOI0 TiJla Bif 62,5 KT MOXHa 3aCTOCOBYBaTH (QiKCOBaHy Ho3y npenapaTy ExGpen’ y ¢popmi
PO3YUHY [JI iH'€KIIU V IIOIlepeIHbO HAlOBHEHUX IINPULIaX YU PyYKax.

HOBeHinbHUY idiONATHYHNN apTPUT

PekomenpoBaHa mo3a cTaHoBUTH 0,4 MT/KT Macu Tilna (MakKCUMalbHa pa30Ba [03a - 25 MT) 2 pa3u Ha
TUXKEeHb Y BUTJIAMI MigMKipHOI iH €K1l 3 iHTepBasoM Mix mo3amu 3-4 gHi a6o 0,8 Mr/Kr
(MakcumarsnbHa fo3a - 50 Mr) 1 pa3 Ha TUXKeHb. 3a BiACyTHOCTI epeKTy Bif NiKyBaHHS Yepe3 4 Micsli
Biff IOYaTKy 3aCTOCYBaHHS IIpelapaTy CJIif PO3TJIAHYTH HOLIIbHICTh MOT0 BiAMIHU.

Odiuiitni KmiHiYHI HOCTiAXKEHHS 3aCTOCYBaHHS IIpenaparTy EH6peJI® OiTSM BiKOM Bifl 2 0 3 POKiB He
npoBopunmuck. OmHak 00MekeHi maHi 3 6e3MeKy, OTpUMaHi 3 PEECTPY MalliEHTiB, Oal0Th 3MOTY
IPUITYCTUTH, 1110 Tpodine Ge3neku y miTedt BikoM Bifm 2 1o 3 pokiB nopibuuit no npodinio 6e3neku y
[OPOC/IUX MAalli€HTIiB Ta AiTe! BiKOM Bif 4 POKIB IIpM 3aCTOCyBaHHI 1 pa3 Ha TUXKOEHb MiAIKIPHO Y
mo3i 0,8 Mr/kr.

Ik npasuno, EOpen® He mifgnarae 3acTOCYBaHHIO [AiTAM BiKOM [0 2 POKiB IPH I0BEHIIBHOMY
igiomaTUYHOMY @pPTPUTI.

BrsmkoBui mcopias iTe# (miTy BiKOM Bizl 6 POKiB



PekomenpoBaHa mo3a ctaHoBuTh 0,8 MI/Kr (MakKcuManbHa pa30Ba Ao03a - 50 mMr) 1 pa3 Ha TUXKOEHb
IPOTATOM Tepiony He Ginmblte 24 TUXKHIB. 3a BigCcyTHOCTI edeKTy yepe3 12 TUKHIB JIiKyBaHHS CITif
IPUIUHUTH.

Y pasi Heo6xigHOCTI MOBTOPHOT'0 IPU3HAYEHHS IIPenapary Cllif JOTPUMYyBaTUCS PeKOMeHAalliH
CTOCOBHO TPHBAJIOCTI JIIKyBaHHS, 3a3Ha4YeHUX Bullle. PekoMeHoBaHa f03a CTaHOBUTH 0,8 Mr/Kr
(MmakcuMarnbHa pa3oBa mo3a - 50 mr) 1 pa3 Ha TUXKIEHb.

Ik mpaswuio, npenapaT EH6pen® He Mifsrae 3acTOCYBaHHIO [JiTAM BiKOM [0 6 POKIB Ipu
OIISIIIKOBOMY IICOPia3i.

Cnocib 3acToCcyBaHHS

[IpenapatT BBOAATH MIfIIKIPHO.

3a nmocumnaHHaM https://www.pfizer.ua/node/2186 3HaxoguThCS KapTKa MaIliEHTa.

3aeanvHi pexomeHOauii w000 KopucmyeaHHA nonepedHb0 HANOBHeHUM WNPULLOM dbo PYYKO

[Tepen BBemeHHAM IIpenapaT HeOOXiAHO HArpiTH g0 KiMHATHOI TeMIepaTypH (3aIuIIuTi Ipu
KiMHaTHil Temnepatypi npubnausno Ha 15-30 xBunuH). He MoXXHa HarpiBaTu npemnapar 6yab-sKUM
inmmm crioco6oM. KoBnauok He CyIif 3HiMaTH, ITOKM IONIePeqHbO HalloOBHEHUH mmpuill (ab6o pydyka) He
HarpieTbcs 0o KiIMHATHOI TeMIIEPATypH.

Po3uun Ma€ OyTH MPo30puM abo Helio onaaecueHTHUM, Big 6e30apBHOro [0 xk0BTOro abo 611imo-
KOPUYHEBOI'O KOJIHOPY Ta MOXKe MiCTUTH HEe3HA4YHY KilbKiCTh HaMiBIP0o30pux abo 6imux aMmophHUX
yacTok Oinka. He MOkHa BUKOPUCTOBYBATHU IIpenaparT, SKII0 PO3UYNH 3MiHUB KOJIip, IOMYTHIB abo
MICTHTb YaCTKH, SIKi BifPi3HAIOTHCS Bif ONMCAHUX BUILE. fAKII0 Bac TypOye 30BHILIHIN BUTTIAN
Ipernaparty, 3BepHIThCA 3a JOTIOMOT0I0 0 CBOTO JTiKaps.

PekxoMeHmoBaHe Miclle iH’€KIIii - cepequHa IepeqHbol IOBEPXHi CTerHa. ATbTEPHATHBHO Mpemapar
MOXKHA BBOOUTH B HilITHKY XKUBOTA, ajie He Onuxkde 5 CM Bif mymnKa, a00 B 30BHIIIIHIO TOBEPXHIO
nyeda. [H'eKIIi0 BUKOHYIOTh Ha BifCTaHi He MeHIIle 3 CM Bif MonepefHbOoro Micus i’ ekuii. He
OTPiOHO MTPOBOAUTH iH'€KIIiI0 B YYT/IMBY, YIIKOAKEHY a00 MOTOBIIEHY mKipy. HeoOxinHO yHUKATH
OiJISTHKY 3i IIpamMaMu Ta Po3TsxkKaMu. (Moxke OyTy KOPHCHO 3aHOTOBYBATH IOTIEPEHi MicCIs
in’exirii).

3a HasIBHOCTI IICOPia3dy CIlig HaMaraTHCs He BBOJUTH IIpelapaT y BUIYKITy, 3arpy0iny, uepBoHy abo
IIOKPUTY JIyCOYKaMHU IIKipy.

[TommepenHLO HAITOBHEHUY IITIPUIl IPU3HAYEHUN TilIbKY OJIS OMHOPA30BOro BUKopucTtaHHsg. lmpui i
roJika HiKO/Iu He MOBUHHI OyTH BUKOpPUCTaHi MOBTOPHO. HiKONMM He MOXXHa HafiBaTH TONKY BAPYTE.

IHcmpykuii u,000 BUKOPUCMAHHA NnonepedHb0 HANOBHEHOI pyYku 015 88e0eHHA npenapamy
Enbpen®

He moTpi6HO HamaraTucsi BBECTH IIpenapar, Ko He A0 KiHIlg 3p03yMisio IpaBuiia KOPUCTYyBaHHS
IIOTIIepefHbO HAIOBHEHOI PYYKOIO.



ITome pPeIHbHO HAIIOBHEHA PVYIKdA

o in’ekmil

[Ipo3ope KOHTPOIbHE BiKOHIIE
TepMiH npupaTHOCTI
3ereHa KHOIKA aKTHBAIlil

Binu# K0BIAYOK TOJIKU

Micna in’ekmil

Bigkputuu KiHellb - 3aXMCHa HacagKa
3arnoBHeHe KOHTPOIbHE BiKOHIIE

Puc. 1
Kpok 1: migroroBka g0 in’ekuii npenapary Enopen®.

[ToknacTu Ha YUCTY, IJIAaCKY i moOpe OCBiT/IIOBaHY ITOBEPXHIO IIPEAMETH, HeOOXimHi s
BUKOHAHHS iH’€KIIiI:

0 OfHa [ollepelHbO HAIIOBHEHA PYy4YKa 1 OOUH TAMIIOH 3i CIUPTOM;
0 KOHTEHWHeD [/ TOCTPUX IIpeIMeTiB (He BKJIIOUEHO [0 YIIaKOBKH);
0 YHKCTa BaTHa KyJbKa ab0 MapieBa MOoAylieyka (He BKITIOYEHi 10 YIIaKOBKH).

He MOxHa CTpyIIyBaTH PYUKYy.



He mMoxHa 3HiMaTH Oinui KOBIA4YOK J0 OKPEeMUX PeKOMeHalli.

Ins 6inbin KoMpOPTHOI iK' €Kil CTif 3aMUIIUTH OTePeIHbO HATIOBHEHY PYYKY IIpU
KiMHaTHi#l TeMIepaTypi npubnu3Ho Ha 15-30 xBUIMH, He 3HiMa04u 6ifiiii KOBIAYOK TOJIKHU.

He MoXHa HarpiBaTu npemnapart 6yab-IKAM iHIIUM CIIOCOOO0M.

Kpok 2: nepeBipKa TepMiHy NIPHAATHOCTi Ta JO3yBaHHS.
[lepeBipuTH TEpMiH IPHUOATHOCTI (MiCAIb/PIK) HA €TUKETII II0TIepeHbO HAlOBHEHOI PYUKH.
[lepeKOHATHCH, 1[0 Ha €TUKETIIi BKa3aHe IIPaBUJIbHE 103yBaHHS JTiIKapChKOT0 3acoly.

Y pasi 3akinyeHHS TEPMiHY IPUAATHOCTI a00 HEKOPEKTHOT'O N03yBaHHS HE BUKOPUCTOBYBATHU
IMonepenHbo HAallOBHEHY PYYKY Ta 3BEPHYTHUCH 10 J'[iKapH.

Kpox 3: nepeBipka po3uuny.

e [lepeBipuTy PO34MH, SKUU MICTUTHCS Y IIOIIePEOHLO HAIOBHEHIN PyUlli 4Yepe3 Ipo3ope
KOHTPOJIbHE BiKOHIIE. Po3unH Mae OyTu mpo3opuM abo [ello omanecieHTHUM, Bif 6e36apBHOTO
10 KOBTOT0 a00 6J1im0-KOPUYHEBOTO KOJIBOPY Ta MOXKe MiCTUTH He3HaYHY KiJIbKIiCTh
HamiBIpo30opux abo Oinux aMopdHUX YacTok Oinka. 1Ied 30BHINIHIN BUTTISA € HOPMAJIBHUM [JIS
npernapaty ExOpern.

e He MOXHa BUKOPHCTOBYBATH IIperapar, K0 PO3YXWH 3MiHUB KOJIip, TOMYTHIB ab0 MiCTUTh
YaCTKH, SKi BiIpi3HAIOTHCS Bifi ONKMCaHUX BUllle. AKI0 Bac TypOye 30BHIIIHIN BUTIISAL
npenapary, 3BEPHIThCS 3a JOIIOMOTO0 IO CBOTO JIiKap4.

e IIpuMiTKa: y BikOHIIi MOXXe OyTH HasiBHA Oynb0alka MOBITPS, 1le HOPMaJbHO.

Puc. 2
Kpok 4: BuOip Ta migroroska micus in’ekimii.

PekoMeHpallii momo BuGopy MicIist i’ €KITi 3a3Ha4YeHO BUINE (OUB. «3arajibHi peKOMeHaIlil
III000 KOPUCTYBAHHS MOIEPEeNHbO HATOBHEHUM IIITPUIIOM a00 PYUKOI0»).

e OuuCcTUTH MicCIle iH €KIIil BOJ0I0 3 MIJIOM ab0, SIKIIO 3PYYHO, TAMIIOHOM 3i CIIUPTOM.

HaTtu oMy BuCcOxHYTH. He TopKaTuCcs Micus iH'eKIil i He OyTH Ha HBOTO.

KpoK 5: 3HATTA KOBIIAYKa I'0JIKH.

e 3HATU OiNUIM KOBIAYOK 3 T'OJIKYM, IOTSATHYBIIX 3a HHOTO (OuB. puc. 3). He 3rvHaTH KOBMAYOK IIif
Yyac 3HATTS.
e He MOXHa ITOBTOPHO OfsraTh KOBIa4oK.



e He MOXHa BUKOPUCTOBYBATH PYUKY, SKIIO BOHA BIIaja IiC/IsA 3HATTS KOBIadKa.

e ITlicnsg 3HATTS KOBIAYKa 3 TOJIKY Ha KiHIl pyuku 6yme BUOHO (iosIeTOBY 3aXMCHY HacagKy, sKa
371erKa BUCTYNaE 3 KiHlg py4yku. He MoxkHa HaTucKaT abo TOPKATUCh 3aXMCHOI HaCcagKu
TOJIKH.

[Tpumitka. Ha KIHUMKY IOJIKM MOXKe 3’sIBUTUCH Kpalljid PiIuHHU, 1le HOPMaJIbHO.

Puc. 3

KpoK 6: miiTbHO IPUTHCHITH PYYKY 0 IIKipH.

[[inbHO TPUTHUCHYTHU BiIKPUTHH KiHEIb PYYKY [0 IKipu IIif IpsaMuM KyToM (90°) go Micis
in’ekii, mo6 ioneToBa 3axucHa HacafKa IOJIKY ITOBHICTIO BBiMIIlIa BCePeAUHY PYUKHU (IUB.
puc. 4).

[TpumiTka: Bu 3M0oXKeTe HAaTUCHYTU 3eJIeHY KHOIIKY JIMIIe TOLI, KOJIU 3aXUCHa HacafKa 'OJIKU
IIOBHICTIO BBil[le BCEPEOUHY PYUKHU.

[MomunyBaHHS a00 PO3TATYBaHHS LIKipU mepeq iH’eKIlielo MoxKe 3p00UTH Micle iH’eKIil Oinbi
TBEPIUM, ITI0 TIOJIETIINTh HaTUCKAHHS KHOIKHM iH’ €KIIil.

Puc. 4

KpokK 7: mo4aTokK iH’eKiii.

HaTUCHYTH KHOIIKY
IIpomxoBiXKyBaTH YyTPUMYyBaTH

1° KTaaHHa
MO4aTOK

2° KJIallaHHA
abo

10 cex



Puc. 5

HaTHCHYTH 3eJIeHy KHOIKY [0 YIIOPY MOKK He IOoYyeTe KialaHHs (quB. puc. 5). KnanaHHs
O3HayaE II04YaToK iH E€KIIil.

[IpomoBXKYy#TE YTPUMYBATH PYUKY IIiIBHO MPUTHUCHYTOO M0 MIKIpH [0 APYroro KiaunaHHs ado
npoTsaroM 10 ceKyH IiCIs mepuioro (3ajekHo Biff TOTO, 110 TPAIUTLCS MEPIIAM).

[TpumiTka. AKIo He BOAnOCS MOYaTH iH €KIiI0, SIK OMMCAHO BHUIIEe, HeOOXiIHO IPUTHUCHYTHU CUJIbHIIIE
PYYKY [0 LIKipH, a MOTiM 3HOBY HAaTUCHYTH Ha 3€JIeHy KHOIKY.

Kpok 8: BUTATrYBaHHS PYYKH 3i INIKipH.

e BUTATHITH PyUKYy 3i WIKipH, MigHABIIN 11 BBEPX (IUB. pUC. 6).
o ®ioneToBa 3axKUCHA HacagKa aBTOMATUYHO 3aKPHUE TOJIKY.

Puc. 6

Kpok 9: nepeBipka KOHTPOJIbHOIO BiKOHIIS.

[TepeBipuTH KOHTPOJIbHE BiKOHIIE PYYKH, SIKe TOBUHHO OyTH IOBHICTIO ¢ioTeTOBUM (OUB. PUC.
7).

FAKI10 KOHTPOJIbHE BiKOHIIE He MOBHICTIO (DioseToBe, pemnapart Mir OyTH BBeIeHUU He
noBHicTI0. He noTpi6HO HaMaraTucst 3HOBY BUKOPUCTATH 1110 PYy4YKY a00 3aCTOCOBYBATH iHIIY PYUYKY
0e3 y3romKeHHs 3 JikapeM. AKIIO0 y Micli il €Kil 3’IBUTbCS Kparis KPOBi, MTOTPiOHO IPUTUCHYTHU [0
ITi€l [iNTHKY BaTHY KylIbKy a00 MapneBy nopymedky Ha 10 cexyHn. He moTpiOHO TepTH WKipy B MicIi
iH’€eKIIil.

[TpumMmiTKa: KHomnKa MoKe 3a/IMIIUTUCh ¥ HATUCHYTOMY CTaHi, Ile HOpMaJIbHO.

Puc. 7



Kpok 10: yruaisanisi BHKOPHCTAaHOl PYYKH.

HeoOxifmHO yTUmIi3yBaTH BUKOPUCTAHy pyuky. He ciif HamMaraTucst BCTaHOBUTH KOBIIQ4YOK Ha
TOJIKY PYYKHU.

He HaTucKaiTe Ha KiHelb 3aXMCHOI HaCaKX T'OJIKK. Y pPa3i BUHUKHEHHS OyIb-sIKUX 3alUTaHb
HeoOXiTHO 3BEPHYTHUCS [0 MEJUYHOTO IIpalliBHNKA, KWW Ma€ AOCBiJ 3aCTOCyBaHHS IIpemapary.

Himu.

[IpenapaT 3aCTOCOBYIOTH [JId JIIKYBaHHS IOBEHIIBHOTO iAi0MAaTUYHOTO apTPUTY B AiTEX BiKOM Bif
2 pOKiB, [y1s NiKyBaHHS OJISIIIKOBOTO IICOpPia3y - B [iTell BiKOM Bif 6 POKiB.

Besneka Ta epeKTUBHICTh 3aCTOCYBaHHA HpenapaTy EHGpen” AiTsaM BiKOM [0 2 POKIB He
BCTaQHOBJIEHI.

IlaHi BigCyTHI.

Ilepedo3yeanHs.

[Tig yac mpoBemeHHS KTiHIYHKUX BUITPOOYBaHb i3 3ay4YeHHSIM MAlli€HTiB 3 peBMATOITHUM apTPUTOM He
OyJI0 3apeeCTPOBaHO KOMHUX TOKCUYHUX SABUIL, 5IKi 6 BUMaranu o6MexkeHHs f03u. HalBUIIO00 103010
cepeq THX, IO OI[iHIOBANMKCS, Oyya 03a HaBaHTaXKeHHd 32 MT/M’ (BHYTPIIIHbOBEHHO) 3 MOMAIbIINM
BBEIEHHSM 16 Mr/M’ (mipmkipHO) 2 pa3u Ha TUXOeHb. OOUH MAIliEHT 3 PeBMATOIIHUM apTPUTOM
TIOMHJIKOBO CaMOCTiHO BBOIMB 10 62 Mr mpenapaTy EHOpen® HifmKipHO fBa pasd Ha THXMEHb
IPOTSATOM 3 TUXKHIB, IIPHU I[bOMY KOIHUX I00IYHUX e(eKTiB y HbOro He BUHUKIIO. Crienudignui
AHTHUAOT AJIs IpenapaTy EHOpen® HeBigoMuii.

ITobiuni peakuii.

Hattyacrime noBigoMsiocs: mpo pO3BUTOK MOGIYHUX pPeakIlilt y BUTTIAMAL peakiiil y Miclli BBeieHHS
(Takux SIK KpOBOTeYa y MIiCIli TPOKOJIIOBaHHS, IIOYEePBOHIHHS, CBepOikK, HabpsK, 0ifb),
indexkiil (Takux gK iHDeKIIii BepXHIX OUXalbHUX MINISIXiB, OPOHXIT, iH(eKIIil mKipu, iHpeKil
Ce40BOT0 MixXypa), TOJIOBHOTO 00JT0, aleprivHuX peakiliii, cBepbexky, TMXOMaHKH Ta
YTBOPEHHS aHTUTIIL.

TakoK MOBiHOMIISIIOCS ITPO BUHUKHEHHS TSIKKHUX MOOIYHUX peakiliii. AHTaroHicTu ¢hakTopa HEKpo3y
nyxnuH (OHII), Taki ax EH6pen”, BIIKMBAOTL Ha iMyHHY CUCTEMYy, i IX 3aCTOCYBaHHS MOXE BILUIMBATH
Ha iIMyHHUU 3aXUCT IPOTH iHQEKIiN Ta paky. TaXKi iHpeKIil Ha (HoHi 3acTOCyBaHHS IIpenapaTry
EH6peH® BUHHWKaX MeHIe HiX B 1 marienTa 3i 100. 3BiTu BK/II0YanIu MOBiIOMIEHHS IIPO
BUHUKHEHHS CEIICUCY, JIeTalbHUX iH(EKIIiN Ta iH(peKIil, 0 3arpoXKyTh XKUTTI0. [Ipy 3acTocyBaHHI
npenapaTy EHOpen® moBifoMIIsANI0CS NP0 BUHMKHEHHS Pi3HUX 3I09KICHUX IYXJIKH, BKIIOYAYH
3JI05IKiCHI IyX/IMHYU TPYAHOL 321034, JIeTeHb, MKipH, TiMpaTUYHUX By3iB (JT1iMdpoma).

[ToBigOMIIATIOCS IIPO PO3BUTOK TAKKUX 'eMaTOJIOTIYHUX, HEBPOJIOTIYHUX Ta ayTOIMYHHUX peaklliy,



BK/II0UAIOYH MTaHIUTOINEHII0 (PigKo) Ta alaCTUYHY aHeMilo (gyxe pigko). [Ipu 3acTocyBaHHI
npenapaTy EHOpen® noBifoMiIsAnocs Ipo BUIAAKH [eHTpasbHol Ta mepudepryHoi neMieninisanil
(pigKo Ta myKe pigKo BiAmOBiAHO). [CHYIOTH ITOBITOMJIEHHS IIPO PO3BUTOK BOBYAKa, ITAaTOIOTIYHUX
CTaHiB, IIOB’I3aHUX 3 BOBYAKOM, BaCKYJIITy.

HaBeneHuil HUXKYe TepetiK MoOiYHMX peaklliii I'PYHTYEThCS Ha pe3yJbTaTaXx KIIiHiYHUX BUIPOOyBaHb,
a TaKOXK Ha JaHUX MICNIAPeeCcTPaLiiHOro Harjsany.

Y Ko:KHOMY KJIaci opraHiB Ta cucteM mobiuHi peakilii HaBeqeHO BiIIIOBIAHO 10 YACTOTH I1X
BAHUKHEHHS (KiTbKOCTI Malli€eHTIB, y IKKAX OYiKyETHCS PO3BUTOK ITi€]l peakxilii) 3rigHo i3
TaKMMHU KaTeropiaMmu: ayxe gacto (= 1/10); gacto (Big = 1/100 mo < 1/10); HeuacTo (Bix
=>1/1000 mo < 1/100); pigko (Bim = 1/10 000 mo < 1/1000); myxe pigko (< 1/10 000), gacToTa
HeBigoMa (He MOXKHa po3paxyBaTH 3a HagBHUMU JaHUMU).

Ingexuii ma ineasii

Ilyxe 4acro: inpexuii (BKIOYa0uy iHGEKIIil BepXHiX AUXaIbHUX IUISXiB, OPOHXIT, IUCTHUT,
IIKipHi iHeKil)*;

HeYacTo: TSKKi iHDeKil (BK/TI0Yarouy MHeBMOHiI0, GprierMoHy, 6aKTepialbHUN apTPUT,
CeIICHC, TTapa3uTapHi iHpeknil)*;

pigko: TyOEpKYyJ1b03, OMOPTYHICTUYHI iH(eKii (BKTI0Yal0yy iHBa3UBHiI T'puOKOBI,
IPOTO30MHi, 6akTepianbHi, aTuNoBi MikobakTepianbHi, BipycHi iHdekwil Ta iHdekii, BUKIuKaHi
Legionella)*;

YaCcTOTa HeBigoMa: peakTHBallig renatuty B, Listeria.

IlobposiKicHi, 310aKicHI ma HecheuugiuHi HoOBOyMBOPeHHs (B8KAOUAOYU Kicmu ma nosinu)

HeuacrTo: HeMeJlaHOMHHUM pak mKipu* (muB. po3min «Ocob6IUBOCTI 3aCTOCYBaHHSI»);
pimko: 3710sIKicHA MenaHoMa (ouB. po3minn «OcoO0nMMBOCTi 3aCTOCYBaHHA»), MTiMdpoMa,
JIeHKeMis;

4acToTa HeBimoMa: KapUMHOMa KJIiTUH Mepkens (ouB. po3ain «OcoO6nuBoCTi
3aCTOCYyBaHHsA»), capkoMa Karmoui.

ITopyweHHsA 3 6OKY Kpogi ma aim¢pamuyHoi cucmemu

HeuacrTo: TPOMOOLMTOIIEeHisT, aHEMisl, TEeUKOTIeHisI, HEUTPOIEeHis;
pigko: MMaHIUTOIIEeHig*;
ny¥Xe pifgKo: aIiacTU4YHa aHeMis™*;

YacToTa HeBigoMa: reMogarouuTapHUu CUHAPOM (30KpeMa CHHIPOM aKTHUBAIlil
Makpodaris)*.

ITopyweHHs 3 6OKY iMyHHOI cucmemu

Yacrto: anepriuHi peaktii (muB. «ITopymieHHs 3 60Ky MIKipy Ta MigMIKipHUX TKAaHUH»),
YTBOPEHHS ayTOQHTUTLITY;



HeYacTo: BaCKyJIiTH (BKJII0YaOUM BACKYJIiTH, TO3UTHBHI 70 aHTUHENTPODITbHUX
[UTOIJIa3MaTUYHUX aHTUTIN);

pigko: TSIKKi anepriydi/aHadiiakTu4Hi peakiiil (BKI0Yal04u aHTiOHEBPOTUYHUN
HaOpsK, OPOHXOCIIa3M), CapKoimo3;

YaCcTOTa HeBioMa:  IOTIPIIEHHS CUMIITOMIB [epMaTOMIO3HUTY.

ITopyweHHs 3 60Ky Heps8osoi cucmemu

Iyxke 4acTo: TOJIOBHUM OiMnb;

pigko: sBuia geMieninizanii [THC, momiOGHi mo THX, IO CIIOCTEPIral0OThCS IpU
po3cigHOMY cKepo3i abo cTaHax JIOKali3oBaHOI AeMiemniHizallii, TakuxX sK HEBPUT 30pPOBOT'0 HEPBa Ta
noTiepeyHud MiemiT (OuB. po3min «OcoOIMBOCTI 3aCTOCYBaHHS»), BUMIAKU ITepudepudHol
neMiesinizarii, BKiogaouu cuHapoM [ilieHa - bappe, XpoHiUHY 3ananbHy AeMieniHi3youy
OJIiHEeUPOoIIaTio, JeMieiHi3y04y MOJIiHeHpOoNaTiio Ta MyJIbTU(OKAIbHY MOTOPHY HENPONAaTiio (OUB.
po3min «OcobIUBOCTI 3aCTOCYBAHHS»), CYIOMHU.

ITopyweHHs 3 6BOKY opaaHie 30py

HeuacrTo: YBEIT, CKIIEPUT.

Cepuesi nopyweHHA

HeuacrTo: IIOTipIIEeHHS 3aCTilHOI cepIieBol HeNOCTAaTHOCTI (OuB. po3min «Oco6IuBOCTI
3aCTOCYBaHHS»);
pimKo: BIIEpIIIe BUSIBII€HA 3aCTiliHA CcepIieBa HEJOCTATHICTh (IUB. PO3Min

«Oc06IUBOCTI 3aCTOCYBaHHS»).

PecnipamopHi, mopakaavHi ma mediacmuHAaAbHi NOPYWeEeHHA

Pigxo: inTepcruitianbHa xBopoOa JereHs (BKII04al0Yy ITHEBMOHIT Ta GiOpo3 ereHs)*.
ITopyweHHsA 3 6OKY WAYHKOBO-KUWKOB020 MPAKmy

Hewacro: 3arasbHi 3aXBOPIOBAHHS KUIIIEUHUKY.

I'enamobiaiapHi nopyweHHs

Heuacro: MigBUIIEHHS PiBHIB IIe4iHKOBUX (DEPMEHTIB*;

pigko: ayTOIMyHHUU remaTut*.

ITopyweHHs 3 60Ky WKipu ma niOWKipHUX MKAHUH

YacrTo: cBepOixkK, BUCHII;

HEeYacTo: aHTiOHEeBPOTUYHMY HAOpPSK, ITcopia3 (BKII04Yalouu BUHUKHEHHS a00
MOTipIIeHHS 3aXBOPIOBAHHS Ta IIyCTYJILO3HUM IICOpPias, MepeBaxKHO Ha [OJIOHSX Ta IMifOIIBaXx),
KPOIIUB THKA, 1COPia30OPMHHU BUCHUII;

pigko: cuaapoM CriBeHca - [[?>KOHCOHa, LIKIpHI POPMU BaCKyIiTy (BK/II0UQOYU



rinepCeHCUTHBHUM BaCKYIIiT), MyJIbTA()OPMHA epuTEMa, TiXeHOIIHI peakKilii;
ny¥e pifgKo: TOKCUYHUM elifepManbHUN HEKPOi3.
ITopyweHHsA 3 6OKY CKeaemHo-M’ 130801 ma cnoay4HOi MKaAHUHU

Pigxo: IIKIpHAY YePBOHUM BOBYAK, HiATOCTPHUM IIKIPHUNW Y€PBOHUM BOBYAK,
BOBYAKOIMOTIOHUY CUHIPOM.

Po31adu HUpOK i ceuos8usiOHUX W a5Xi8
Pinko: rJI0MepPyIoHePHUT.
3azanvHi po3aadu ma peakuii y micui eee0eHHA

Iyxe 4dacTo: peaxilil y MicIii BBeleHHS (BKJII0Yal04y KPOBOTEUY, YTBOPEHHS MifIIKiPHOL
reMaToMH, epuTeMy, cBepOixk, 6isib, HabpaK*);

4acCTo: MMipeKcid.

*[IMB. OMKC OKPEMHUX IMOOIYHUX PeaKIlii HIuKYe.

Onuc okpeMux nobiyHUX peaku,iti

3105KiCcHI ym8opeHHA ma aiMm¢onposihepamuHi NopyweHHA

129 BumafKiB yTBOPEHHS HOBUX 3JIOSIKICHUX MyXJIMH Pi3HOro TUMy OyJio BUgBNeHO y 4114 manieHTiB 3
PEBMaTOINHUM apTPUTOM, SIKi OTPUMyBaIH Ipemnapat EuOpen” mif yac KIiHiYHAX BUIPOOYBaHb
BIIPOMIOBXK Iepiofy IpUOIKN3HO [0 6 POKiB, B TOMy urcii y 231 malienTa, sKi oTpuMyBany ExGpen”® y
KoMOiHallii 3 METOTPEKCATOM IIPOTATOM 2-piYHOT0 KJIiHIYHOTO HOCTigXKEeHHS 3 aKTUBHUM KOHTPOJIEM.
YacToTa BUHUKHEHHSI TaKUX SBUII Ta 1X NOIIKPEHICTh Y BUINe3a3HaYeHUX KITIHIYHUX JOCTIAKEHHIX
Oynu momiOHUMU 10 TUX, II0 OUiKYIOThCS IS IOMYJIALii, sKa 6paia y4acTh Y OOCTigKeHHIX. Y
KJTIHIYHUX BUITPOOYBaHHSIX TPHUBAIICTIO MPUOJIM3HO 2 POKM 3a y4yacTio 240 maljieHTiB 3 ICopiaTUYHUM
apTPHUTOM, Ki OTpEMyBasu npenapaT Ex6pen®, 3aragoM 6yio 3adgikcoBaHo 2 BUNAAKV BUHUKHEHHS
3710KiCHUX HOBOYTBOPEHb. Y KITHIYHKX HOCTIKEeHHIX 3aCTOCyBaHHs npenapary ExGpen”
TpUBaicTiO Oinbire 2 pokiB 3a yyacTio 351 mallieHTa 3 aHKiI03yI0UUM CIIOHAUITITOM OyI10
3apeeCcTpPOBaHO 6 BUMAAKIB BUHUKHEHHS 3J105IKICHUX HOBOYTBOpeHb. [IoBinomiisanocs npo 30 BUaAKiB
PO3BUTKY 3JI0IKICHUX HOBOYTBOPEHS i 43 BUNAAKKA HEMEJIaHOMHOI'0 PaKy LIKIpY IIifl Yyac IMOABIMHO
CJIINUX 1 BIAXKPUTUX OOCIIIIXKEHDb TPUBAJIICTIO 10 2,5 POKYy i3 3anmyyenHsaM 2711 marlieHTis 3
OJIAIIKOBKMM IICOPia30M, Ki OTPUMYBaH JiKyBaHHS IpenapaToM EHGpen®.

[ToBimoMmnsinocst mpo 18 BunapakiB BUHUKHEHHS TiM(POMH ITifl Yac KIiHIYHUX DOCHiIXKEHb
3aCTOCyBaHHA npenapary EHGpen” i3 3any4eHHaM 7416 HalieHTiB 3 peBMaTOITHIM apTPUTOM,
[ICOPiaTUYHUM apTPUTOM, aHKIJIO3yIOYUM CIIOHAUIIITOM Ta IICOpia3oM.

Takoxk 0yJ10 OTpMMaHO MOBiIOMJIEHHS PO BUHUKHEHHS Pi3HUX 3JI0SKiCHUX HOBOYTBOPEHH (Y TOMY
YUCJIi KapIIMHOMU MOJIOYHOI 3a/103H, JIeTeHb Ta JTiM(pOMU) y TOCTMapKEeTUHTOBUM 1epiof (IKUB. PO3Min
«Oco6MMBOCTI 3aCTOCYBaHHS»).

Peakuii 8 micui esedeHHA



Y nopiBHSHHI 3 nnaiebo y nalieHTiB 3 peBMaTUYHUMHU 3aXBOPIOBAHHSIMM, SIKi 3aCTOCOBYBAJIH
npenapaT Ex6pen®, 4acToTa BAHMKHEHHS PeakIlii B MicIi in’ekiiii 6ya 3Ha4HO BUIIOW0 (36 % IpoTH
9 %). Peaxuii B MicLi iH’€KIIil 3a3BUYall BUHUKAJIA BIPOAOBXK IePIIOro Micsiug. CepenHs TPUBAIICTh
cTaHoBUJIa MPuOIKU3HO 3-5 AHiB. Y OinbLIOCTi BUNIAKIB TiKyBaHHS peakiii y micii iH’ekuii He
IIPOBOAMIIOCS; OiNBLIICTE i3 TUX MallieHTiB, KOMY HaflaBaiu JIiKyBaHHS, OTPHMYBaJia IIpemnapaTy s
MiCIIeBOT'0 3aCTOCYBaHHS, TaKi IK KOPTHKOCTEPOinu abo mepopaibHi aHTUTiCTaMiHHI TpenapaTH.
Oxpim TOTO, Y mesIKUX TMalliEHTiB BUHUKAIN PELUANBY Peakilil B MicIli iH’eKIril, AKi
XapaKTepH3yBalIKuCs MOSBOIO MIKiPHOI peakKilil y MicIli 3[iiiCHeHHS OCTaHHBOI iH €KIIil 3 OMHOYaCHUM
BUHUKHEHHSM peaklliil Ha THX TiNITHKAX, e IPOBOIUIINCS MonepenHi in’exiii. I1i peakirii, Sk
IIpaBUJIO, MaJIi TUMYaCOBUY XapaKTep Ta He BUHUKAaJIM I0OBTOPHO IIif YacC IOJasIbLIOro JIiKyBaHHS.

[Tig yac KOHTPO/IBOBAHUX MOCIIAKEHb i3 3ayYeHHSIM Malli€HTiB 3 OISUIKOBUM IICOPia30M IIPOTSATOM
nepimx 12 TUXKHIB JTiKyBaHHS peakilil B MicIi iH’eknil Bunuku npubnusso y 13,6 % mailieHTiB, ki
OTPUMYBaJIU EH6p8J‘I®, mopiBHSAHO 3 3,4 % MallieHTiB, SKi OTPUMYBaIH I1aiebo.

Tsoicki iHpekuil

Y nnane60-KOHTPOTbOBAHUX JOCTIIXKEHHSIX He CIocTepiranocs 30iblIeHHST YaCTOTH BUHUKHEHHS
TSIKKUX iHDEKITi (JIeTalbHUX, 3aTrPO3TUBUX [JIS XKUTTS ab0 THX, 110 BUMAaray TOCIiTasmisalil 41
BHYTPIIIHEOBEHHOTO BBefleHHS aHTU0i0TUKiB). TaXKKi iHGeKIil BUHUKIHN ¥ 6,3 % mallieHTiB 3
PEBMaTOINHUM apTPUTOM, IO OTpUMyBaay EHOpen® BIpomosx mepiody mo 48 Micsauis. o HUX
Hanexanu abciec (pisHoi mokamidarii), 6akTepieMist, OpoHXIT, OYPCUT, (prIeTMOHA, XONELHUCTHT,
niapesi, IUBEPTUKYJIIT, eHOOKAPOUT ([IiI03PIOBaHUL), TaCTPOEHTEPUT, rellaTUT B, onepisyrouuit
JuIIay, TPOPiduHi BUPa3Ky HUXKHIX KiHIIBOK, iH(EKIIl POTOBOL TIOPOXKHUHY, OCTEOMIEIIT, OTUT,
IIEPUTOHIT, THEBMOHIs, Mi€IOHe(QPHUT, CENICUC, CENITUUHNN apTPUT, CUHYCHT, iH(eKIIil MKipH,
BHpa3KOBe ypaXkKeHHs IIKipH, iHeKIlil cCe4OBUBIgHUX IIUISAXiB, BACKYJIT Ta paHoBa iHdekisd. HYacToTa
BUHUKHEHHSI CEPHO3HUX iH(DEKIiN mig Yyac 2-pivHOTo AOCTiAXKEeHHS 3 aKTUBHUM KOHTPOJIEM B yCiX
rpynax Gy/a aHaJIOriYHOM (HaLieHTH OTPUMYyBasy IpenapaT En6pen” uu MeTOTpeKcar K
MOHOTepamio abo Exbpen”® y koMmGiHarii 3 MeToTpekcatoM). OfHaK He MOXHA BUK/IIOYATH, 110
3acTocyBaHHsd KoMOiHalil npenapaTy EBOpen® 3 MeToTpekcaToM Moxe OyTH IOB’si3aHe 3i
30i/TbINIEHHSIM YaCTOTH BUHUKHEHHS iH(eKIii.

[Tig yac nnane60-KOHTPOILOBAHUX BUIIPOOYBaHb TPHUBAMICTIO 0 24 TUXKHIB He 0YJI0 BUSBIIEHO
pi3HMI y YacTOTi BUHUKHEHHS iH(QEKIiNHNX 3aXBOPIOBaHb y MAlli€HTiB 3 ONISIIKOBUM IICOPia3oM, sKi
3acTocoByBany npenapat Ea6pen” a6o mnane6o. TaxKi indexIii, o crocTepiranucs y HalieHTiB,
SIKVX JIiKyBaJIy npenapaToM Ex6pen®, BKmodany GpaerMoHy, FaCTPOSHTEPHUT, ITHEBMOHIO,
XOJIEI[UCTUT, OCTEOMIEJIIT, TaCTPHUT, alleHOUIUT, GaCIUIT, 3yMOBJIEHUN CTPENITOKOKaMH, MiO3HUT,
CENITUYHUY IIOK, IUBEPTUKYJIT Ta abcuiec. OOuH MallieHT MOBiJOMUB IIPO BUHUKHEHHS TAKKOI
indexkiril (MHEBMOHII) ITifl Yac MPOBeNEHHS MOOBIMHO CIIMUX Ta BiDKPUTHX JOCTiAXKEHb 3aCTOCYBaHHS
IIbOT'0 JTIIKapChKOT0 3aco0y Ipu ICOPiaTUYHOMY apTPUTI.

ITif yac 3acTocyBaHHs npenapaTy EH6pen”® 6y0 3apeecTpoBaHoO TAXKKIi Ta JIeTalbHi iHeKIil
OakTepianbHOi, MikoOaKTepianbHOI (BK/II0OYarouu MikoOakTepii Ty6epKyIb03y), BipyCHOI Ta TpuOKOBOI
eTionoril. [lesiki 3 HUX BUHUKa/IM IPOTATOM OEeKiTbKOX TUXKHIB Bifl IOYaTKy 3aCTOCYBaHHS IIpenapary
Enbpen’ y TalLli€HTiB, SKi, KPiM PEBMATOIJHOTO apTPUTY, MaIl OCHOBHI 3aXBOPIOBaHHS (HalpHUKIaL
IIyKpOBUii fiabeT, 3aCTiiHy ceplieBy HeJOCTaTHICTh, aKTUBHI a00 XpoHiuHi iHGeKIil B aHaMHe3i) (TuB.
po3pin «OcoBIMBOCTI 3aCTOCYBaHHsA»). 3aCTOCYBaHHs npenaparty Ex6pen” Moxe 30iIbmuTH
CMEpPTHICTH y AL€HTIB 3 glarHOCTOBAHUM CEIICHCOM.

[ToBimoMIsAiNIOCS TIPO BUHUKHEHHS ONMOPTYHICTUYHUX iH(GEKIIiN, y TOMY YHCITi iHBa3UBHUX TPUOKOBHUX,
apasuTapHUX (BK/II0YAK4y IIPOTO30MHUX), BipyCHUX (BKJIIOYAIOYU ONEePi3yI04uni reprec),
OakTepianbHUX (BKII0OYa0ud iH(eKIil, BUKIUKaHI TakuMu 30ynIHUKaMy, 5K Listeria Ta Legionella) i



aTUIIOBKX MiKoGaKTepianbHuX iH(peKIil, MoB’ A3aHuX i3 3aCTOCyBaHHAM npenapaTy Ex6pen’®. 3rigHo
i3 CYyKyIHUMU JaHUMHU, OTPUMaHUMU ¥ KIiHiYHUX BUNIpoOyBaHHAX, 01 15402 y4acHUKIB JOCTiKEHB,
sIKi oTpuMyBanu EH6pesn®, 3arajgbHa 4acTOTa BUHHKHEHHS OMOPTYHICTMYHUX iHQEKIi# cTaHOBKIA
0,09 %. Lle¥t moOKa3HUK, CKOPUTOBaHU 3 ypaXyBaHHSM ekcrno3util, ctanoBuB 0,06 Bumaaky Ha 100
Nali€HTO-POKIB. 3a JaHUMU TOCTMAPKETUHTOBOTO CIIOCTEPEXKEHHS NIPUOIU3HO IT0JIOBUHY
IIOBiAOMJIEHD 3 YCHOTO CBITY IIPO PO3BUTOK OMOPTYHICTUYHUX iH(DEKIIiN CTaHOBUJIU MTOBIJOMJIEHHS IIPO
inBa3uBHI rpubKOBi iH(eKIIil, HalbiNbII MOMUPEeHUMHU 3 IKUX 0yu iHbekii, cmpuunHeHi Candida,
Pneumocystis, Aspergillus Ta Histoplasma. TIpu4uuHoio Oifbllle HiX IIOJIOBUHM BCiX BUIIaAKiB CMepPTi
TALEHTIB, V IKUX PO3BUHYJIUCS OMOPTYHICTUYHI iHGeKii, Oynu iHBa3uBHI rpubKoBi iHbeKIIil.
BinpiricTe BUNAAKIB 3 JIeTaJIbHUMU HAC/IiIKaMU CTAJIUCA y Nall€HTIB 3 MTHEBMOLKUCTHO THEBMOHIEIO,
HEBCTAHOBJIEHOI0 CHCTEMHOIO I'puOKOBOIO iH(EKITi€l0 Ta acmepriyibo3oM (ouB. po3Min «Ocob6IuBOCTi
3aCTOCYBaHHS»).

Aymoaumumina

3pa3Ku CUPOBATKMU KPOBi JOPOC/IUX IAI[l€HTIB JOCIIAXKYBaIi Ha HagBHICTh ayTOAHTHUTIN Y KiJIbKOX
KOHTPOJIbHUX YaCOBUX TOYKaxX. Cepef MAalliEHTIB 3 pEBMATOIIHUM apTPUTOM, V SKUX OI[iHIOBaJIU
HasIBHICTh aHTHHYKJIEAPHUX aHTHUTIJI, BiICOTOK 0Ci0, sIKi BIepiile CTaju IO3UTUBHUMHU CTOCOBHO
YTBOPEHHST aHTUHYKJIeapHUX aHTUTIN (= 1:40), OyB BUIIMM Yy TPYyIi 3aCTOCYBaHHS ITpenapaTy
EH6pen® (11 %) nopiBHsiHO i3 rpymoo nnamne6do (5 %). BincoTok mallieHTiB, SKi BIepIie cTanu
TIO3UTHBHUMHU IIIOI0 YTBOPEHHS aHTUTIN 10 HaTUBHOI ABoJaH1orosoi [IHK, Takox 6yB BULIUM Y I'Pyi
3acTocyBaHHs mpenaparty EHOpen® (3a JaHMMM PafioiMyHHOrO aHami3y: 15 % HalieHTiB, aKi
OTPUMYBaJU Enbpen®, Ta 4 % malieHTiB, IKi oTpuMYyBasu Iane6o; 3a gaHuMu Tecty 3 Crithidia
luciliae: 3 % Ta 0 % BifMOBiAHO). AHANOTIYHO KiIbKICTh MAIiEHTIB, SKi OTPUMYyBaIu JiKyBaHHS
IIperapaToM Ta y SIKUX YTBOPUJIMCH aHTUKAPAIOJiNniHOBI aHTHTINa, Oysia OinbIIoio IOPiBHSIHO 3
TmaljieHTaMy, SKi OTpUMyBaIH Iane6o. BIIMB TpuBasoro IiKyBaHHs npenapaTtoM ExGpen”® Ha
PO3BUTOK ayTOIMyHHUX 3aXBOPIOBaHb HEBIJOMUI.

Hapgxopmuny MOOJUHOKI MOBiOMJIEHHS IIPO Nalli€eHTiB, Y TOMY YUCJIi i3 TO3UTUBHUM PEBMATOINHUM
($haKTOpPOM, y SIKUX YTBOPUIIKCS iHIIN ayTOAHTHTINIA i3 OQHOYACHUM BUHUKHEHHSIM BOBYAKOIOIIOHOTO
cuHapoMy abo BUCHUIIB, SIKi 3a CBO€IO KITIHIYHOI0 KAPTUHOIO Ta pe3ybTaTaMu 0iomcii HaragyBanu
MiOTOCTPHUY MIKiPHUY BOBYAK ab0 MUCKOITHWI BOBYAK.

ITaHuumoneHia ma aniacmuyHa aHemis

Y noctmapkeTHHTOBUY nepiof 6y10 OTPUMaHO MOBiIOMIIEHHS ITPO BUMAKY MaHIIUTOIEHII Ta
aIIaCTUYHOI aHeMil, JesiKi 3 IKUX Maju JeTalbHUM Hacigok (auB. po3min «OcobauBoCTi
3aCTOCYBaHHS»).

IHmepcmuuiaabHa x8opoba sezeHb

Y KOHTPOJIbOBaHUX KITIHIYHUX AOCTIAXKEHHAX eTaHePLeNTy A/ BCiX IT0Ka3aHb YacToTa (BiTHOCHA
YacTOTa BUHUKHEHHS) iHTepCTUIialbHOI XBOPOOU JIereHb y MallieHTiB, SKi OTPUMYyBaJd €TaHepPLeNT
6e3 0gHOYACHOT0 3aCTOCYBaHHSI MeTOoTpeKcaTy, ctaHoBua 0,06 % (4acrora: pigko). ¥
KOHTPOJIbOBaHUX KJTIHIYHUX JOCIIAKEHHSIX, B IKAX [T03BOJIATIOCH OOHOYACHE 3aCTOCYBaHHS
eTaHEePIENTY Ta MEeTOTPEKCATY, YacToTa (BifHOCHA YaCTOTa BUSIBIIEHHS) iHTEPCTHUIIiaIbHOI XBOPOOHU
nerenb ctaHoBuna 0,47 % (4acToTa: He4acTo). Y MOCTMapKeTHHTOBUY Tepion 6y10 0OTpUMaHO
TIOBiOMJIEHHS IIPO BUNAOKU iHTEPCTHUIiaIbHOI XBOPOOU JIereHs (BKII04al0ouy MHEBMOHIT Ta ¢i6po3
JIeTeHb), NesIKi 3 IKUX MaJIX JIeTaJIbHUHN HaCJIiIoK.

CynymHe AiKyB8aHHA AHAKIHPOIO



Y mocnipXeHHAX, i Yac SKUX OOPOCII MallieHTH OGHOYACHO OTPUMYBAJIM IIpernapaT EH6pen® Ta
aHaKiHpy, YaCTOTa BUHUKHEHHS TIXKUX iH(eKIii Oyia BUIIOK IOPIBHSAHO i3 TAKOI IPU MOHOTEpaIil
npenapatoM EuGpen®. ¥ 2 % nauienTis (3 3i 139) po3BuHyIacsa HeATpoIeHis (a6COM0THE YHCIIO
Heiitpodinie < 1000/mm’). Ha GoHi HeATpomeHil y 0AHOro malieHTa po3BUHYIACh (GIerMOHa, Ky
BUJIIKyBa/Ii B YMOBax CTalioHapy (muB. po3minu «Oco0IMBOCTI 3aCTOCYBaHHSI» Ta «B3aemopis 3
iHIITMMYM JTiKapCbKUMM 3aC00aM¥ Ta iHIIM BUOM B3aEMOIii»).

ITiosuuw,eHHA pieHiB nevyiHKo8uX (hepmeHmia

[IpoTAAroM MOABIVHO CIIINUX [TePiofiB KOHTPOJIbOBAHUX KIIIHIYHUX [OCIIIXKEHb eTaHepLeNTy OJIs BCiX
II0Ka3aHb YacToTa (YaCTKa BUMAAKiB) MOGIYHUX peakiliil y popMi mifBuilleHHS PiBHIB MEeYiHKOBUX
(GbepMeHTIB y Malli€HTIB, Ki OTPUMYBaIu eTaHepLEeNnT 6e3 OMHOYACHOTO 3aCTOCYBaHHS METOTPEKCATY,
cranosuna 0,54 % (Hegacto). [TpoTIroM MOABIMHO CNIMUX MePiofiB KOHTPOIbOBAHUX KITIHIYHUX
OOCIiIXKeHb, B IKUX OYJI0 O3BOJIEHO OMHOYACHE 3aCTOCYBaHHSI €TaHEPIEITY Ta METOTPEKCATY,
YyacToTa (YacTKa BUIAAKiB) MOGiYHUX peakiiit y ¢popMi migBuIilleHHs piBHIB neYiHKOBUX (EPMEHTIB
craHoBuna 4,18 % (gacro).

AymoimyHHUU 2enamum

Y KOHTPOJIbOBaHUX KITiIHIYHUX JOCHIIKEHHIX eTaHepLEeNTy AJSI BCiX T0Ka3aHb YacToTa (BigfHOCHa
YacTOTa BUHUKHEHHS) ayTOIMyHHOTO TeNIaTUTY B MAIli€HTIB, SKi OTPUMYyBa/i eTaHepIenT 0e3
OIHOYaCHOI'0 3aCTOCyBaHHSA MeToTpekcaTty, ctaHoBuia 0,02 % (4actora: pigko). Y KOHTPOJIbOBaHUX
KJTIHIYHUX [OCTIIXKEHHSX, V KX 0YJI0 J03BOJIEHO OMHOYACHE 3aCTOCYBAaHHS €TaHEPIeNTy Ta
MEeTOTpPeKCaTy, 4aCToTa (BifHOCHA YaCTOTa BUSBIIEHHS) ayTOIMYHHOTO TenaTUTy craHoBuma 0,24 %
(gacToTa: HEYACTO).

it
ITobiuHi e¢pekmu y dimetl 3 108eHiAbHUM idionamuyHuUM apmpumom

3aranom nobOiuHi edeKTH y [iTel 3 I0BEHITBHUM NOAIAPMUKYAAPHUM ifioIaTUYHUM apTPUTOM Oyiu
nofi6HUMHU 3a YaCTOTOIO i TUIIOM 10 THX, 1[0 CIIOCTEPiranucs y 4OPOCIuX NnauieHTiB. BigMiHHOCTI Bif
mopocnux Ta iHmi cnenudivyHi faHi, gKi oTpeOyOTh ypaxyBaHHs, HaBeNeHO HUXKYeE.

[Hdekwil, 1m0 crocTepiramucs Mmif yac KIiHIYHUX OOCHiAXKEeHb 3a Y4acCTIO MalliEHTIiB 3 I0BEHITbHUM
imiomaTMYHUM apTPUTOM BiKOM Bif 2 mo 18 pokiB, sIK mpaBuio, 6ynu Bifl 1ETKOTO [0 IIOMipHOTO
CTyIeHS TAKKOCTI, a 3a TUIIOM BifTIOBiaIX TUM, IO 3a3BHYal 3yCTPIiYalOThCA y OiTeH, SIKi JiKYIThCS
aMmOynaTopHO. [10 3adikCcoBaHUX TSIXKKUX MOOIYHMX peaklliii HajexKalu BiTpsHa Biclla 3 03HaKaMH Ta
CHMIITOMaM¥ aCelTUYHOTO MEHIHTITy, IKi MUHanu 6e3 Oyab-IKUX YCKIagHEHb (OUB. TAKOXK PO3Tin
«Oc0o6IMBOCTi 3aCTOCYBAHHS»), AlIEHOUIIUT, TACTPOEHTEPHUT, Jelpecis/ po3aag 0COOUCTOCT,
BHpa3KOBe ypaXkKeHHS IIKipH, e30(ariT/TaCTpUT, CENTUYHUN 10K, BUKJIUKAHUN CTPEIITOKOKOM IPYNIH
A, nykpoBuii miabeT 1-ro TNy Ta iHGEKIIiS M IKUX TKaHUH i micasonepaliiiux paH.

Y opHOMY [OCHiAXKEHH] 13 3a/ly4eHHIM [iTel 3 I0BEHIIbHUM ifjionaTUYHUM apTPUTOM BiKOM Bif 4 10
17 pokiB mif yac 3acToCcyBaHHS npenapaTy Ex6pen”® nmpoTsrom 3 MicawiB (mepiua BifKpUTa 4acTHHA
MOCIiXKeHHs) iHpeKIig BUHUKNa y 62 % miten (43 3 69). YacToTa BUHUKHEHHS i TSXKKICTb iHQEKIin
y 58 malieHTiB, gKi 3aBepIINIX paHille po3nodare JiKyBaHHA Mif 4ac 12-MiCIYHOTO BigKPUTOTO
KJTIHIYHOT0 JOCTifgXKeHHs, Oy/Iu aHaNOTiYHUMU. BUny i criBBifHOIIEHHS O0IiYHUX IBUII y NAILli€HTIB 3
IOBEHITbHUM ilioNaTUYHUM apTPUTOM Oy/IH MOTIOHUMHU 10 TUX, IO CIIOCTEPIraaucs B OOCITiIKEeHHSIX
npenapaTy Ex6Gpen” i3 3any4eHHSM JOPOCIUX HAliEHTIB 3 PeBMATOIHMM apTPUTOM. BilbIIicTh i3
Hux Oynu nerkumu. [lesiki mob6iuHi peakiii criocTepiranucs vacriine y 69 naiieHTiB 3 10BeHiTbHUM
ifiomaTMYHUM apTPUTOM, SIKi OTPHMYBaJIX JIiKyBaHHS IpenapaToM EHOpen® mpoTarom 3 MicsIiB,



MOPiBHSHO 3 349 mopocnIuMHu MallieHTaMyu 3 PeBMaTOIIHUM apTPUTOM. 10 HUX HalleXaTh TOJIOBHUMN
6inmb (19 % mamienTis, 1,7 BUMaAKy Ha OJHOTO MallieHTa Ha pik), HymoTa (9 %, 1,0 BumagKy Ha OJHOTO
malieHTa Ha pik), 6inb y x&uBoTi (19 %, 0,74 BuMamKy Ha OMHOTO MallieHTa Ha pik) i 6:oBanHs (13 %,
0,74 BumapKy Ha OOHOTO IaIliEHTa Ha PikK).

[Tig yac mpoBefeHHs KTiHIYHUX BUIIPOOYBaHb Y MAIiEHTIB 3 IOBEHIIbBHUM ilioaTUYHUM apTPUTOM
3apeeCcTpoBaHO 4 BUMIAaAKW BUHUKHEHHS CHHOPOMY aKTHBallil Makpodaris.

ITobiuHi epekmu y dimetl 3 61AWKOBUM NCOPiA30M

Y 48-tuxXHeBOMY HOCTiXKeHHi 3a yyacTio 211 miTelt 3 6/1AIKOBUM 11copia3oM BikoM Bif 4 mo 17 pokiB
BUSIBJIEH]I 06iuHi edekTH OyIu MOmiOHUMU [0 THX, L0 CIIOCTePiranucs y momnepenHix oCTimkKeHHIX
i3 3a;Iy4eHHSIM NOPOC/IUX Mali€HTiB 3 OISIIKOBUM IICOPia30M.

38imysaHHs npo nido3prosaHi nobiuHi peakuii

[ToBimoMnenHs npo nobiuHi peakiiil micnis peecTpariil 1ikapchbKoOro 3aco0y Mae BaXK/IMBe 3HAUYEHHS.
Lle nae 3MOry IpOBOAUTYU MOHITOPUHT CIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKoro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKaM, a TaK0oX IallieHTaMm abo ix
3aKOHHUM IIpefCTaBHUKAM CJIif TIOBiOMJISITH TIPO YCi BUMTAAKHU Iif03PI0OBaHKX MOOIYHUX peakllii Ta
BiICYTHOCTi e(peKTHUBHOCTI TiKapChKOT0 3aco0y Yyepe3 aBTOMaTU30BaHy iH(OpMaliiHy CUCTEMY 3
(dbapMakoHarnsAmy 3a nocunaHHsAM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi.

30 micsais.

YMmoBH 30epiraHHsi.

36epiratu npu Temmnepatypi Big 2 go 8 °C. He 3amopoxkyBaTu. 30epirati B HELOCTYITHOMY
OJIsI miTel Miclii.

[IpenapaT y Mexax TepMiHy MPUOATHOCTI MOXKHa 30epiraTu Ipu TeMiepaTypi He Buine 25 °C
OTHOKPATHO MPOTATOM 4 THUXKHIB, IIiCJIS YOT0 IIpemapaT He MOXKHa IMOBTOPHO 30epiratu B
XONOAUIbHUKY. [IpenapaT noTpiOHO yTUIi3yBaTH, SKIIO BiH He 0YB BUKOPUCTAHUM IIPOTITOM
4 TUXKHIB Ticns 30epiraHHs 03a XOJIOAUIBHUKOM.

[Ipenapat 36epiraTé B OpuriHabHil yIAKOBII [JI 3aXKUCTY Bif CBiTNIa.

HecymicHicme.

He cnip 3mimysatu Ex6pen® 3 iHIMMY TiKapChKUMHU 3aC00aMy, OCKINBKY HOCIIIIKEHHS CyMiCHOCTI
eTaHepLeNTy He IPOBOAUIIUACS.

VYnaxoBka.



4 momepenHbo HamoBHeH] mmpuiy mo 0,5 mn (25 mr) a6o o 1 mn (50 Mr) ab6o 4 monepemHbO
HanoBHeH] py4ku 1o 1 mi (50 Mr), 4 TaMIOHU 31 CIUPTOM Y IIJIACTUKOBOMY KOHTEHHEeDi; IJIaCTUKOBUU
KOHTelNHep y KapTOHHi# KOpOoO1Ii.

Kareropis Bigmycky. 3a perenTom.

BupoOHHK.

[daiizep Mentopexuypunr bensrig HB.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOr0 ajJpeca MicIisi IPOBaKeHHsI Tisl/IbHOCTI.

Peuikcser 12, Ilyypc-CinT-Amanpc, 2870, bensprig.



