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IHCTPYKUISA
JJIS1 MEIMYHOTO 3aCTOCYBAHHS JIKAPCHKOT0 32C00y

Enopen®
(Enbrel®)
Cxkaan:
diloya peuoguna: eTaHEePIIENT;
1 M1 po3unHy MicTuTh 50 MT eTaHepIenTy;
1 monepeIHbO HAMIOBHEHUH TP UL MICTUTH 25 MTra6o 50 MreTa"epenty; 1 monepeaHp0 HaltOBHEHA
pydka MicTUTh 50 M eTaHepLenTy;
O00NOMINCHI peuosuHu: caxapo3a, Boja JUIs iH €Ki, HaTpio (ocdaT 1BOXOCHOBHMI AMTiIpaT,
HaTpito hochaT 0JHOOCHOBHUH AuTiApat, L-apriHiHy TiIpOXJIOpHI, HATPIO XJIOPU.

Jlikapcbka gopma. Po3uuH s 16’ €KIii.

OcHogHi ghizuko-ximiuni e1acmueocmi: piquHa Big 0€30apBHOTO 10 )KOBTOTO 200 0J11710-KOP UIHEBOTO
KOJIbOPY, ITP030pa abo omajeciieHTHA; MOe MICTUTH He3HAUHY KUTBKICTh HAIMBIPO30prX ab0 OUTHX
aMop(HHUX YaCTOK.

dapmakoTepaneBTHYHa rpyna. IMmyHocynpecanTu. [HriGiTopu (akTopa-o. HEKpO3y MyXJIHH.
Eranepuent. Kog ATX L0O4A BO1.

Dapmakono2iuni eracmueocmi.

DapmaxkoouHamixa.

Eranepuent — xuMmepHuil OuT10K penenrtopa (akropa HEKpo3y IMyXJIMH JIOAChKUM Ta p75Fc,
OTpUMaHMH 3a TexHoJsorieo pekom6iHanTHOI JJHK 13 BUKOpUCTaHHSAM KIITHH ccaBLiB (KIITHH
S€YHNKA KUTaChKOTO XOM 5IKa) SIK CUCTEMH €KCIIpecii.

@axtop Hekposy myxiuH (TNF, ®HII) — uuTokiH, 1m0 BiAirpa€e OCHOBHY POJIb Y PO3BUTKY
3amajabHOTO Mpolecy Npu peBMaroinHomy apTputi. [linBunienuii piserb @HII Takox BUABIsI€TbCS
y CHHOBIaJIbHIM 000JIOHII Ta ICOPIATUYHUX OJSAIIKAX MAIIE€HTIB 13 ICOPIaTUYHUM apTPUTOM, a TAKOXK
y CUPOBATIll Ta CHHOBIAJBHIN TKAHWHI MAIIEHTIB 13 aHKUTIO3MBHUM CHOHAWIITOM. [HDUTBTpamis
NCOPIaTUYHOT ONSAIIKA 3amaJbHAMHU KIITHHAMH, BKIIOUYAIOYM T-KITITHHH, TPU3BOAHUTH JIO
niaBunieHHs piast @HIT y Micsgx mcopiaTHIHOTO ypaKeHHS MOPIBHIHO 3 HEY PaXCHUMU JI1TITHKAMU
mkipu. Etanepuent € xkoHKypeHTHUM iHrioiTopom 3B’s3yBaHHs DHII i3 Horo moBepXxHEBUMHU
KJIITUHHUMU pELEeNnTOpaMu, a OTXe, BiH mpurHiuye Oiosoriuny aktuBHicTh DHII. ®HII Ta
AiM(OTOKCHH-TIpO3aNayibHI IMTOKIHU, $AKI 3B’S3YIOTBCS 13 JBOMa OKPEMHMH KIITHHHUMHU
MOBEpXHEBUMHU perienTopamu ¢pakTopa Hekposy nmyxiauH (POHII): 55 k/la (p55) Ta 75 x/la (p75).
O6unBa POHII icHy10Th B OpraHizmMi B MeMOpaHO03B’ s13aHil Ta po3unHHIA hopmax. Pozumani POHIT
perynorTh Oiosoriyny aktuBHicTh OHIIL.

@®HII Ta 1iM(}pOTOKCHH ICHYIOTh IEPEBAXKHO Y BUIJISIII TOMOTPUMEPIB, a IXHs 01070TI4HA AKTUBHICTH
3aJIeKUTh Bl nepexpecHoro 3muBaHHs penentopis @HII, mo 3Haxoa8Thcs HAa MOBEPXHI KIITHHUL
JlumepHi pO3YMHHI pEIENTOpPH, TaKi K €TaHEPIENT, MarTh Outhiy adinaicTh g0 DHII, Hix
MOHOMEPHI PEIENTOPH, & TOMY € 3HAYHO TOTYKHIITUMH KOHKY pEHTHUMHU 1HT101TOpamMHu 3B’ s13y BAaHHS
@HII 3 #ioro kniTuHHUME perenTopamu. Kpim Toro, Bukopuctanss ¢pparmenta Fe imyHornoOyminy
K €JIeMEHTA 3B’SI3yBaHHA Y CTPYKTYpP1 AUMEPHOrO pelenTopa MoJ0BXKYy€ Mepiol HaiBBUBEICHHS
mpemnapary 13 CHpOBaTKH KPOBI.

TakuM YHHOM, €TaHEPIENT NMEPEIIKOKAE BUHUKHEHHIO KIITHUHHOT BiJIOBI/I, OIOCEpPEIKOBAHOI



@®HII, 3a paxyHok Oiosmoriunoi iHaktuBamii ®HII. EtanepuenTt Takox 3m1aTHUNA MOJYJIIOBATH
010J10T14H1 BIANOBIAL, 0 KOHTPOJIIOIOTHCS J10IaTKOBUMH MOJIEKYJIaMH, SIKI I€peaaloTh CUTHAI Y
HU3X1THOMY HamnpsMKy (HampHKIaa, [UTOKIHM, aAre3uBHI MOJEKyJIH abo mnporeiHasu), Ta
CTUMYJIOIOTECS abo peryinororbess OHIIL.

Dapmakoxinemuxa.

AOGcopbuis

Eranepuent noButbHO abcopOyeTbes 3 MicHs MiAMIKIPHOT 1H €Ki, JOCSATAIOYM MaKCUMaJbHOI
KOHIIGHTpalii npuOnu3Ho yepe3 48 roauH micis BBEACHHS OJHOKpPATHOI 703U. AOCOIIOTHA
6i010CcTYyNHICTH cTaHOBUTH 76 %. IIpu BBeAeHHI npenapaty 2 pa3u Ha THXKIEHb OUYIKY€THCS, 11O
PIBHOBa)KH1 KOHIIEHTpaLli Oy yTh BABIY1 BUIIII 3a T1, III0 CIIOCTEPIratoThCs MICIs BBEEHHS Pa30BHX
no03. Ilicas ogHOKpAaTHOIrO MiAIIKIPHOTO BBEAEHHS 25 MI' €TaHEpLENTYy CepeaHs MaKCHMallbHa
KOHIICHTpallisl y 11a3Mi 310 poBUX A0OpOBOJIBIIB cTaHOBMIA 1,65 & 0,66 MKI/MJI, IIIOLIIA M1 KPUBOIO
«kouneHtpaiis — gac» (AUC) — 235 + 96,6 MKkreroa/mi.

Po3znonin

3aneXHICTh KOHIEHTpallii €TaHEPIENTy Bil Yacy OMUCYEThCA OICKCIIOHEHIIAJbHOI0 KPHUBOIO.
LlenTpanbHuii 06’ €M pO3MOALTY CTAHOBUTH 7,6 JI, TOJII IK 00’ €M pO3MOALTY B pIBHOBaXXHOMY CTaHi
ctaHoBuTh 10,41 7.

Busenenus

Eranepuent noBiibHO BUBOUTHCS 3 opraHizmy. [lepios HamiBBUBEIEHHS € TPUBAJIUM 1 CTAHOBUTD
npubau3Ho 70 roauH. Y Malli€HTiB 3 peBMAaTOIIHUM apTPHUTOM KIIipEHC CTAaHOBUTH puOm3HO 0,066
Ja/roA, WO TPOXH HWXKYE IHOTO TOKa3HWKA Yy 3a0poBux noOposossliB (0,11 n/rom).
@®apMaKOKIHETHKAa €TaHEpUENTy B NAll€HTIB 3 pPEBMATOIIHUM apTPUTOM, aAHKIJIO3UBHUM
CIIOHAWIITOM Ta OJSMIKOBUM MCOPia30M € MOJAiIOHOTO.

SIBHMX BIIMIHHOCTEH (papMaKOKIHETUKU €TaHEPIIENTY B YOJIOBIKIB 1 )KIHOK HEMAE.

JIiHiHHICT

OiuiitHO MPONMOPLINHHICTE 103 HE JOCIIKYBajlach, ajle HEMae BUAMMOTO HACUUEHHS KIIIPEHCY IS
Oy Ib-SIKOTO JO3yBaHHS.

Ocobausi nonyaayii

ITarieHTH 3 HUPKOBOO HEJJOCTATHICTIO

Xouya BUBEJCHHS paJl0aKTUBHOI PEYOBUHU MICIIS BBEICHHS PaJl0aKTUBHO MIY€HOTO €TaHEPLETY
naiieHTaM Ta 3J0pOBUM 10OPOBOIIBIIM BiIOYBA€THCS 13 CEUECIO, Y MALIEHTIB 3 TOCTPOIO HUPKOBOIO
HEJOCTATHICTIO 3pOCTaHHs KOHIIEHTpallii eTaHepUEeNnTy y I1a3Mi He crioctepiranocs. [lopymienns
(GYHKIIIT HUPOK HE BUMArae KOpeKIlii 103H.

[TaiieHTH 3 NEYIHKOBO HEJIOCTATHICTIO

306inbIIeHHS KOHIIEHTpallii €TaHepIENTy He CIOCTepiranaocs B MALI€HTIB 3 TOCTPOIO MEYiHKOBOIO
HepocTaTHicTIO. [lopyiieHHs QpyHKUii NEYiHKM HEe BUMArae KOpeKIil 103H.

[larieHTH JIITHLOTO BIKY

Po3paxoBaHi NOKa3HUKU KIIIpEHCY Ta 00’ €My PO3MOJILTY B MALIIEHTIB BIKOM BiJ] 65 110 87 pokiB Oyiu
noAi0HI 10 TaKUX Yy MAIlI€HTIB BIKOM J0 65 pOKIB.

JIiTH 3 IOBEHIIbHUM LTIOMATHYHUM apTPUTOM

[Ipodini xoHIEHTpalii €TaHEepIENnTy B CHUPOBATII MITE€H 3 MOJIAPTHKYJISIPHUM IOBEHITbHHM
110NaTUYHUM apTPUTOM AHAJIOTIUHI TAKUM Y AOPOCIHX MAI€HTIB 3 PEBMATOIJHUM apTPUTOM. Y
Halimosomux JiTed (4 POKH) NpU NPOBEACHHI IOCIIIKeHb KIipeHC OyB 3HMKEHUM (IIpU
CTaHIapTHU3aLii 32 Macol Tina KiIipeHc OyB 30UIbIIEHUN) MOPIBHSIHO 3 AITBMHU CTApPLIOTO BIKY
(12 poxiB) Ta nopocauMu. MoienoBaHHs 103yBaHHs Aa€ 3MOTY MIPUITY CTUTH, 1110 Y IT€H CTapIIOro
BiKy (10—17 pokiB) 1 1OpOCIUX MALIEHTIB KOHIEHTpAaLlli €TaHepLUEeNnTy B Iu1a3M1 KpOBl NPUOIN3HO
OJ/IHAKOBI, a y AIT€ll MOJIOJUIOTO BiKy — ICTOTHO HIKYI.

JliTu 3 mcopiazom

JiTn 3 61AmKOBUM TICOpia3oM (BikoM Bia 4 10 17 pokiB) OTpUMyBalIk €TAaHEPIIETT 13 po3paxyHKy 0,8
MT/KT MacH Ti1a (MakcuMalibHa 103a— 50 MT Ha THKII€HB) OJIMH pa3 Ha THXKIEHb BIPOIOBXK MEPIOAY
10 48 TwxHiB. CepeaHs pIBHOBa)KHA KOHIIEHTpPaLlis €TaHePLENTY B IJ1a3Mi KpoBi OyJjia B Mexkax BiJ
1,6 no 2,1 mxr/mn Ha 12-my, 24-my Ta 48-My THXKHAX. Bumiesaznaueni cepeiHi KOHICHTpalii y aireit
3 OJISIIIKOBHM TcopiazoM Oyiu MOMiIOHI O THUX, IO CIOCTEpirajucs B JITeH 3 IOBEHIIbHHM
ITIOTATHIHUM apTPUTOM TIPU 3aCTOCYBaHHI eTaHEepIenTy i3 po3paxyHky 0,4 Mr/kr 2 pasu Ha
THXJIEHb (MakcuMaibHa 103a — 50 Mr Ha TwkaeHb). Lli 3HaueHHs Oyau MOAIOHUMHU 10 TAKHX Y




JIOPOCIIUX TAIIEHTIB 3 OJISIIITKOBUM TICOPia30M, SIKi OTPUMYBaJIM €TaHEPIIECNT Y 1031 25 MT JIBa pas3u
Ha THXKJICHB.

KuiiniyHi XapakTepuCTHKH.

Iloka3zaunsa.

PesMaToigHuil apTpuUT

EnOpen® y koMmOiHawii 3 METOTPEKCATOM MOKa3aHUK ISl JIIKYBaHHS aKTUBHOTO PEBMATOIIHOTO
apTPUTY BiJl MOMIPHOTO 10 TSKKOTO CTYTIEHS B JOPOCIUX Y BHUIIAJKaX, KOJIH BiAMOBIAb Ha 0a30Bi
MPOTUPEBMATUYHI NpenapaTH, BKIIOYAIOYHW METOTpPeKcaT (3a BIACYTHOCTI MPOTHUIIOKA3aHB), €
HEJI0CTATHBOO.

EnOpen® Moske mpu3HaYaTHCS y BUTIISII MOHOTEpAIil y pa3i HeepeHOCUMOCTI MeToTpeKcary abo y
BUIAIKAaX, KOJIM TPHUBAJIC JIIKyBAaHHS METOTPEKCATOM € HEJAOIIHHIM.

Taxoxx EHOpen® moka3zaHuil st TiKyBaHHS TSKKOTO aKTHBHOTO i MPOTPECYIOYOTO PEBMATOIIHOTO
apTPUTY B IOPOCIUX MALIEHTIB, SIKI paHIIIe HE OTPUMYBAJIM TEPAIIIO0 METOTPEKCATOM.
IOBeHIIpbHNN 1TI0NATUYHUNA apPTPUT

JlikyBaHHSI moJiapTpUTy (peBMATOiHUHA (pakTOp MO3UTUBHUI ab0 HETATHBHUII) Ta MOIIMPEHOTO
OJIITOAPTPUTY B JiTE€H Ta MiJIITKIB BIKOM Bil 2 POKIB, Y SKHX CIIOCTEPIra€Thcs BigoMa
HEMEePEHOCUMICTh a00 HEeIOCTATHS BIJMOBIAL HA TEPAIiI0 METOTPEKCATOM.

JIikyBaHHS [ICOPIaTUYHOTO aPTPUTY B AiTEH BikoM Bix 12 pokiB y pa3iBijoM01HENIEPEHOCUMOCTI a00
HEJ0CTaTHBOI BIIMOBIA1 Ha Teparilo METOTPEKCATOM.

JlixyBaHHS €HTE3UT-aCOIMIMOBAHOTO apTPUTY B JiTe BikoM Big 12 pokiB y pasi Bimomoi
HEMEePEeHOCUMOCT1 200 HEIOCTATHHOT BIJMOBII1 HA TPAAUIIIIHY Tepariio.

[IcopiaTHYHHUN apTPUT

JIikyBaHHSI aKTUBHOTO Ta MPOTPECYIOYOT0 IICOPIaTHUHOIO ApTPUTY B JOPOCIHX Y pa3i He10CTaTHBOI
BIJIMOBI/I1 HA Teparito 0a30BUMHU NMPOTHPEBMATUYHUMHU TIpErapaTaMu.

AKClaJIbHUH COOHIMIOAPTPHUT

AHKIITO3MBHAN CHOHIWIIT

JlikyBaHHS JOPOCIUX 3 TSDKKUM AaKTUBHMM aHKUIO3MBHUM CIIOHAMJIITOM Y pasi HEJOCTaTHBOI
e(peKTUBHOCTI TpaaUIIIHHOT Teparii.

HepeHTreHoa0rIYHni aKkCiaJIbHUNA COOHIMIOAPTPHUT

JlikyBaHHS JOPOCIHX TAIIE€HTIB 3 THKKOIO CTali€l0 HEPEHTTEHOJIOTIYHOTO aKCiaJIbHOTO
CIIOHJIMIIOAPTPUTY 3 00’ EKTUBHUMHU CUMIITOMaMH 3allajIeHHs, Ha 10 BKa3ye€ MiBUIIeHUH piBeHb C-
peakTuBHOTO Oinka Ta/abo pesynbpratd MPT, ski MaloTh HEIOCTATHIO BIAIMOBIIb HA JIIKYBaHHS
HECTEPOITHUMU MTPOTHU3ANATILHUMH JIIKapCchKkuMu 3acobamu (HITJI3).

BismkoBuii ncopias

JlikyBaHHSI TOPOCIUX MAIIEHTIB 3 OJSAIIKOBUM ICOPia30M MOMIPHOTO ab0 TSIKKOTO CTYTCHS Ta
MPOTUNIOKA3aHHM /10 3aCTOCYBaHHS 200 HEMEPEHOCUMICTIO 1HIIIOT CUCTEMHOT Tepallii, 1[0 BKII0Yae
UKJIOCTIOPUH, METOTPEKCAT, TIcopasieH Ta yiabTpadionaeroBe onpominenas A (PUV A-teparmis), abo
SKIO 11 JIIKYBaHHS 0YyJI0 Hee()EKTUBHUM.

BisimkoBuii icopias v airei

JlikyBaHHSI XPOHIYHOTO TSDKKOTO OJISIIIIKOBOTO IICOpia3y B JITEH BIKOM Bif 6 pOKIB, Y SKUX IIPH
3aCTOCYBaHHI IHITUX METO/IIB CHCTEMHOI Teparii a00 poToTeparii He OyJI0 JOCATHYTO TOCTATHHOTO
KOHTPOJIIO HaJl 3aXBOPIOBAaHHIM ab0 cIocTepirajiach HEMEPEHOCUMICTh TAKOTO JIIKyBaHHS.

Ilpomunoka3zanns.

[TinBuIIeHa Yy TAUBICTH A0 /1I040i peUOBHHU a00 10 OyAb-SKOi 3 TOMOMIKHUX PEUYOBHH.

Cernicuc a60 pU3MK BUHUKHEHHS CEIICUCY.

HasBHicTh y mali€HTiB akTHUBHUX IH(QEKUIHHUX TMPOIECiB, BKIOYAIOYN XPOHIYHI a0 JOKaJIbHI
iH(eKIIil, HA MOMEHT MOYaTKy JIIKyBaHHs npenapatom Enopen®.



B3aemooia 3 inmumu nikapceKumu 3acodamu ma inuti 6uou 83a€Emooiil.

Cynymmue 3acmocy8aHHs anaxiupu

VY nopocnmx mamieHTiB Ha ()OHI OJHOYACHOTO JIiKyBaHHs npemnapaToM EHOpen® Ta aHakiHPOHO
CIIOCTEPIrajocs MiIBULICHHS YaCTOTH BUHUKHEHHS TSDKKUX 1H(EKIiH MOPIBHIHO 3 MAlLliEHTaMU, Kl
oTpuMyBaJI TUTbKU EHOpen® abo aHakiHpy (3a JaHUMHU aHAMHE3Y ).

Kpim 1iporo, y noiBifHo ci1inomy miane6o-KOHTPOJIbOBAHOMY JTOCII/IKEHH], IPOBEACHOMY 3a Y4acTIO
JOPOCITHX MAIlI€HTIB, sIKI Ha (POHI JIIKyBaHHS METOTPEKCATOM OTpUMYBalu npenapar Enopen® Ta
aHaAKIHPY, CHOCTEPIrajaocs MiABUIEHHSA YaCTOTH BAHUKHEHHS TSHKKUX 1H( ek (7 %) Ta HeiirporneHil
MOPIBHSAHO 13 MaIlieHTaMH, sKi OoTpuMyBaym Jume EnOpen® (muB. po3aimum «OcoOIuBOCTI
3acTtocyBaHHs» Ta «[lo6iuH1 peaxiii»).

Komb6inanis npenapaty EHOpen® Ta aHaKiHpH HE TPOJAEMOHCTPYBaJIa i ABUIEHOT KITTHIYHOT KOPHCTI,
TOMY BOHA HE PEKOMEH/Y€ETHCS 0 3aCTOCYBAHHS.

Cynymue 3acmocyganHa abamayenmy

VY KIIHIYHAX JOCTIKEHHIX CYITyTHE 3aCTOCYBaHHs abararenty i npenapary EHOpen® npu3Bomwio
0 TiABUIICHHS 4YacTOTH BUHUKHEHHS TSDKKUX TMOOIYHMX peakmid. Taka koMmOiHaIis He
IPOJIEMOHCTPYBaNIA MIABUILEHOT KITIHIYHOT KOPUCTI 1 TOMY HE PEKOMEHAY€ETHCS 0 3aCTOCYBAaHHS.
Cynymue 3acmocy8anHs cyivghacanasumy

Y KIHIYHOMY JOCHIJKEHH1 13 3aJy4€HHSM JOpPOCIMX NAll€HTIB, SKI Ha (OHI JIKyBaHHA
CTaHJapTHUMH J103aMH CyJlibdacanasuny oTpumyBaiu EHOpen®, cmocrepiramocs CTaTHCTUYIHO
3HAYyIIe 3HWKEHHS CepeIHbOT KUTBKOCT1 JICHKOIMUTIB Y MAIi€HTIB, SIKi 3aCTOCOBYBaJIM KOMOIHALIO
npenaparip, MOPIBHAHO 3 TMAalli€HTaMHU, SKi OTpUMYyBaiu TuTbku EHOpen® abo cynbdacanasuH.
Kniniune 3HaueHHs 1i€i koMOiHamii HeBigome. Jlikapi MOBUHHI OyTH 00€pEKHUMHU, MPU3HAYAIOUN
BUIII€3a3HaUEHY KOMOIHAIIIIO.

Biocymuicmo 63aemo0ii

VY KITHIYHUX TOCTIIKEHHSIX HE CITOCTEPIraocs o JHUX B3a€MO/IIM IPU O THOYACHOMY 3aCTOCY BaHHI
npenapary EHOpen® 3 rIroKOKOPTHKOCTEPOIIaMH, CaliluaaTaMy (3a BUHATKOM CyJib(acanasuty),
HECTEPOINHUMH NPOTHU3ANAIBHUMH IpenaparamMy, aHajlbreTUKaMu abo0  MEeTOTpPEKCaToM.
Pexomenpanii o0 BakiMHalii HaBeAeHO B po3aiiti «OcoOIMBOCTI 3aCTOCYBAaHHS.

He crioctepiranocs »koJHUX KITTHIYHO 3HAYYIITAX MDKITIKAPCHKUX (DapMaKOKIHETHYHUX B3a€EMO I T
qac JOCIIKEHb 3 METOTPEKCATOM, TUTOKCUHOM a00 Bap(papuHOM.

Ocoobaueocmi 3acmocysanns.

Jlnst mosermeHHs BiACTEXXEHHS O10JOTIUHMX JIIKAPCHKUX 3acOo0iB Ciifg YiTKO 3amucatu (abo
3a3HAYMTH) TOPTOBEIBHY Ha3By Ta HOMEp cepii BBEJIEHOTO Nperapary B KapTIli Nalli€HTa.

Byno mokazano, mo EnOpen®, sk y BUINISINI MOHOTEpaIrlii, TAK i B KOMOIHAIIii 3 METOTPEKCaTOM,
VIOBUIBHIOE TMHAMIKY TIPOTPECYBaHHs Ypa)kKeHHs CyTIo0iB (3riIHO 3 JaHUMU peHTreHorpadii) Ta
moJrinmmye (yHKIN Cyriao0is.

EnbOpen® nmpoaeMoHCTpYBaB 34aTHICTh MOKpAIyBaTH (Pi3MYHUI CTaH MAIIEHTIB i3 ICOpPiaTHYHIM
apTPUTOM Ta YNOBUIbHIOBATH TUHAMIKY IPOrpeCyBaHHs ypa)keHHs nepuepuIHuX cyTriao0iB (3riaHo
3 JaHUMU pEeHTTeHorpadii) B MAIEHTIB 3 MOJIAPTUKYISIPHUMH CUMETPUYHUMH IMiJTUMIAMA
3aXBOPIOBAaHHS.

Ingpexyii

HeoOxi1HO OI[IHUTY HASIBHICTH IH(EKIIIT B MaLliEHTIB TIepe,] Mpu3HaYeHHIM npenapaty EHOpen®, iy
yac JIIKyBaHHSA 1 TICJIs 3akKiHYEHHA Kypcy Tepamii, BpaxoBYIOUM, IO CEpeaHid mepion
HaITIBBUBEJICHHS €TaHEpIeNTy cTaHOBUTH NMpuOan3HO 70 roauH (7—-300 roaun).

[Tpu 3actocyBanHi mpenapaty EHOpen® moBimoMIIsiocs mpo pO3BUTOK TSHKKUX 1H(DEKIIH, cencucy,
TyOEepKyJIbO3y Ta ONMOPTYHICTUYHUX 1H(EKIIH, BKIII0Yal0uu IHBa3UBHI IpUOKOBI 1H(EKLIT, JTicTepios,
aerionenbo3 (auB. po3ain «Ilo6iuni peaxii»), iki Oy cipuduHEeH1 OaKTepisIMU, MIKOOAKTEPisMH,
rpubamMu, BipycaMu Ta mapasuTaMu (BKIFOYAOUH HAUTIPOCTINTi). Y AESIKUX BUIMTAIKaX cCrenudiaHmii
BUJ IpuOKOBOI a00 1HIIOI OMOPTYHICTUYHOI 1H(EKiT He OyB BU3HAUCHMM, 110 MPU3BOJIUIIO JIO
3aTPUMKH PU3HAYEHHS HEOOX1THOTO JiKyBaHH, a 1HO1 — 10 cMepTi. [Ipu oOcTexeHH] nalieHTiB
II0JI0 HASBHOCTI 1HQEKUiil caig OpaTu 10 yBaru pHU3HK NEBHUX OMOPTYHICTUYHHUX 1H(EKLIH
(HampuKIIaa, BIUIMB €HAEMIYHUX MIKO3iB).

[Mamientn, y sxkux Ha QOHI JiKyBaHHS mpernapatoM EHOpen® BHHUKAIOTh HOBI iHQEKIHHI
3aXBOPIOBAHHS, TOBUHHI 3HAXOIUTHUCS i PETEIBHUM HAMISIIOM. Y pa3i pO3BUTKY TSKKOT iH(EKITi



3acTocyBaHHsa npenapaty EHOpen® cmin BinMinutH. EdexTuBHICTH Ta O€3MeKy 3acTOCYBaHHSI
npenapaty EHOpen® nmarieHTam i3 XpOHIYHUMHE iHQEKIIHHUMYU 3aXBOPIOBAHHIMH HE OLIHIOBAJIN.
Cuin 3 o6epexHicTio mpu3Hauat EHOpen® naimieHTaM 3 peluAMBHUMU Y1 XPOHIYHIUMH 1H(ESKIisIMU
B aHaMHe3l a00 maIfieHTaM, OCHOBHI 3aXBOPIOBaHH SIKMX (HANpUKIaA yCKIaJHEeHU abo moraHo
KOHTPOJILOBaHUH I[yKPOBHH 1a0€T) MOXKYTh CIPHUATH PO3BUTKY 1HDEKITI.

Tybepkynvo3

[ToBigomusiocs IpoO BUMAAKK BUHMKHEHHS aKTHBHOTO TYOEpKyJbO3y, B TOMY YMCIi MiJliapHOTO
TyOepKyIb03y Ta TyOepKyJIb03y IM03aJIereHeBO JJOKai3allil, y MaIli€HTiB, aKi oTpuMyBaiu EHOpen®.
[Tepen movaTkoM JIiKyBaHHs mpenapatoM EHOpen® yciX MamieHTiB MOTPIOHO OOCTEKUTH IIOI0
HAsIBHOCTI SIK aKTHBHOTO, TaK 1 HEAKTUBHOTO (JIATEHTHOTO) TYOepKyJbo3y. Lle o0cTexxeHHs TOBUHHO
BKJIIOYATH JI€TaJIbHE BUBYEHHS MEIUYHOTO aHAMHE3y, B TOMY YHCJi 1HIMBIIyalbHOTO aHAMHE3Y
3aXBOPIOBAaHHS HA TYOEPKYJIb03 200 MOKIMBUX KOHTAKTIB 3 XBOPUMHU Ha TYOEpKYJIb03 y MUHYJIOMY,
1 JaHUX II0JI0 TPOBEICHOT paHimie abo MOTOYHOT IMyHOCYTIpeCUBHOI Teparrii. Bcim martienTam ciin
MPOBECTH HEOOXIiTHI CKPUHIHTOBI TECTH, TOOTO TyOEpKYIIHOBY IIKipHY TIPoOY 1 peHTreHoTpadiro
JereHb (MOKHAa KepyBaTHCS MICIIEBUMHU peKOMeHaalisiMu). PekoMeHmoBaHO BigoOpakatu
NPOBEJICHHS IUX TECTIBY KapTi mauienrta. Jlikapsim ciiix naM’sTaTv Ipo pU3UK OTPUMAHHS XHUOHO
HETraTHMBHUX Pe3yJIbTaTIB TYOEpPKyIIHOBO1 IKIPHOT TPOOH, 0COOIMBO Y TSHKKOXBOPHUX MAIIEHTIB a00
0cib 3 oci1abieHuM IMYHITETOM.

VY pasi niarHoCTyBaHHS aKTUBHOTO TyOEpKyJbO3y HE CJIiJI NMPU3HAYATH JIIKYBaHHS IpenaparoM
EnOpen®. ¥V pasi giarHOCTyBaHHS HEaKTHBHOTO (JIATEHTHOTO) TyOEpKyJbO3y Hepe] MOYaTKOM
3acToCyBaHHA npenapaty EHOpen® HeoOXiITHO MPOBECTH MPOTUTYOEPKYIbO3HY TEPaIIito 3TiTHO 3
MICLIIEBUMHU PEKOMEHAALISIMU. Y TaKiid CUTyalii CiiJ peTeabHO MPpOaHaai3yBaTH CIiBBIIHOIICHHI
KOPHUCTB/PHU3HK JIIKyBaHHS IPETapaTOM.

VYcix narieHTiB noTpioHO npoiHdopMyBaTH PO HEOOXITHICTH 3BEPHYTHCS 10 JIIKaps y pasi MosiBu
mig vac abo micis jikyBaHHA npenapatoM EHOpen® o3Hak abo CUMITOMIB, XapaKTepPHHUX YIS
TyOepKyIb0o3y (TakuxX K MOCTIMHUN Kalllelib, BUCHAXXCHHs/ BTpaTa MacH Tiia, cyodeOpuibHa
TeMmIeparypa Tija).

Peaxmusayis cenamumy B

[ToBimomiIsTOCS PO BUMAJIKK peaKTUBAIlii remaTuTy B y martieHTiB, siki Oyiau paHimie iH¢iKOBaHi
BipycoM rematuty B 1 oTpumyBaim cynyTHe jikyBaHHsA aHtaroHictamu ®OHII, y Tomy umcim
npenapaToM EHOpen®. Takox MoBiIOMIISIIOCS PO pEaKTUBALIIO renaTuTy B y marieHTis, ski Mainm
MO3UTUBHHUIA Pe3yJbTaT TECTY HAa HasABHICTH aHTHU-HBc aHTuTN, ane HeraTMBHMN Ha HASBHICTDH
HBsAg. Ilepen mouyatkoMm JikyBaHHS npenapatoM EHOpen® mamieHTiB ci1ij 00CTEXKyBaTH 100
HasBHOCTI 1HQIKyBaHHs BipycoM renatuty B. [lamienTaM 13 moO3UTUBHUM pe3yJIbTATOM TECTY LIOJI0
iH}iKyBaHHS BipycoM remnatury B pexkoMeHAyeThesi MPOKOHCYJIBTYBATUCS 3 JIIKApeM, KUK Mae
nocBin y daikyBaHHi renatuty B. EHOpen® ciig 3 00epekHiCTIO 3aCTOCOBYBATH MAlliEHTaM, sIKi OyH
panime iH(dikoBaHi BipycoM rematuty B. HeoOXimHuii peTenbHMII MOHITOPHHT CTaHYy TaKHX
MALIEHTIB 100 03HAK I CUMIITOMIB rocTpo1 iH(EKIIii, BUKITUKAHOT BIpyCcOM renatury B, npoTsrom
YCBhOTO JIIKyBaHHS Ta BIPOJOBX JEKUTBKOX THXKHIB ITICJIS HOTo 3akiHYeHHs. JIOCTaTHIX JJaHUX IL0/I0
JIKyBaHHS MAalli€HTIB, iH(PIKOBAaHUX BipycoM renaTuty B, komOiHamiero mpoTUBIpYCHUX 3ac00iB Ta
anraronictiB ®HII Hemae. Y pasi po3BuTKy iH(EKIll, COPUIMHEHOI BIpyCcOM TemaTUTy B,
3acTocyBaHHs mpenapary EHOpen® ciig mpunMHUTH Ta po3nodyaTd e(EeKTUBHE MPOTHUBIPYCHE
JIKyBaHHS pPa3oM i3 HAJIEXKHOIO MATPUMYIOUO0IO Teparielo.

3azcocmpenus cenamumy C

3apeecTpoBaHO BUTIAIKHU 3arocTpeHHs renatuty C y maiieHTiB, siKi 3acTocoBY0Th EHOpen®. Tomy
Horo ciif 13 00epeKHICTIO MPU3HAYATH MallieHTaM 3 renatutoM C B aHaMHE31.

Cynymue 3acmocy8aHnHs anaxiupu

CymyTHe3acTocyBaHHs npenapaty EHOpen®Ta aHakiHpH Cy TP OBOIKY BaJIOCS I IBUILIEHUM PUZUKOM
BUHUKHEHHS TsDKKUX 1H(EKIIH 1 HEeWTPOIeHIi MOPIBHAHO 13 MOHOTepariero npemnaparom EHOpen®.
Taka koMO1HaIisl HE TPOJEMOHCTPYBaJia 30UIbIIEHHS KIIHIYHUX [IepeBar, TOMY 3aCTOCYBaHHS TaKoi
KoMOiHaIii He pexoMmeHayerbes (auB. posninu «lloOiuni peakuii» Ta «B3aemonis 3 iHIIMMHU
TIKapChKUMU 3aC00aMHU Ta 1HII BHIA B3aEMOIII»).



Cynymmue 3acmocyganHs abamayenmy

VY KIIHIYHEX JOCITIKEHHSIX CYITyTHE 3aCTOCYBaHHs npemnapaty EnOpen® i abaTanenTy npu3Belo 10
30UIBIICHHS. YACTOTH BUHUKHEHHS CEpHO3HUX MOOIYHMX peakuid. L[ xomOiHamis He mokaszana
30UTBIICHHS KIIHIYHMX MNepeBar, TOMY TaKe 3aCTOCYBAaHHSA HE PEKOMEHIYETbCs (IMB. pPO3AUT
«B3aeMonis 3 iHIIMMU JTIKAPCHKUMHU 3acO0aMHM Ta 1HIII BUIW B3aEMOIIN ).

Anepeiuni peakyii

KoBma4yok rojku nomepenHbO HAIOBHEHOTO LIMPHUIA/PYYKH MICTUTH JaTeKC (CyXy HaTypajbHy
ryMy), SKMi MOXe CIIPUYMHUTHU PeaKLii MiABUIIEHOT Yy TIMBOCT1 Y 0ci0 3 BiIOMOO 60 MOKITHBOIO
YyTIUBICTIO JI0 JIATEKCY.

Beenenns npenapaty EHOpen® yacTo cynpoBOKyBaNIOCS BUHUKHEHHSIM aIePTIYHUX PEaKIIii.
Anepriyni peakuii BKIIOYAJIM aHTIOHEBPOTUYHUM HAOpsIK Ta KPOMMB SHKY; OYyJIM BHIIAJKU
BUHUKHEHHS TSOKKMX peakuiil. I[lpu BUHHKHEHHI OyJb-SKUX TSKKMX aJepriyHuX abo
aHa(UTaKTHYHUX pPeakilii Tepariro npenapaToM EHOpen® citijl HerailHO MPUITMHKUTH Ta PO3MOYaTH
BIJIIIOBIJIHE JIIKYBaHHS.

Imynocynpecia

He Buxiroueno, mjo anraronictu ®HII, Bkitoyatoun EHOpen®, BIiMBatoTh Ha 3aXUCHI MEXaHI3MU
OpraHi3My JIOJIMHH MPOTH 1HPEKIIH 1 3JI0SKICHUX HOBOYTBOpEeHb, ockinbku @HIT Gepe yuacts y
npolecax 3amajJeHHs 1 MOJYJI0€ KIITUHHY IMyHHY BIANOBiIb. Y JOCIUIKEHHI 32 Y4acTio
49 nopociuX NamieHTiB i3 peBMaTOTHUM apTPUTOM, sIKi 3acTocoByBa EHOpen®, He OyI10 BUSBIICHO
BUNAJIKIB TPUTHIYEHHS peakiiil Tinepu4yTIUBOCTI YMOBUIBHEHOTO THITYy, 3HIDKCHHS pIBHI
IMYHOTJI00YJT1iHY 200 3MIHH YHCEJILHOCTI MOMYJIALIl KIITHH-€(DEKTOPIB.

VY 71BOX Mall€HTIB 3 IOBEHUIbHUM IJIONATUYHUM apTPUTOM BUHHKIA BITpsiHA BiCHa Ta O3HAKH 1
CHUMIITOMH aCENITUYHOI0 MEHIHTITY, sIKi MUHYJIM Oe3 yckinagHeHb. [lamientam, siki 0yJin y KOHTaKTI 3
XBOPUMH Ha BITPSHY BICIly, CJiJi TUMYacOBO NMPHUIMHHUTU Teparilo npenaparom ExOpen® Tta
MPU3HAYUTH MPOQITaKTUIHE JIIKYBaHHs IMYHOTJI00yIiIHOM NIpOTH Bipycy Varicella Zoster.
EdexruBHicTs Ta Oe3neky 3acTocyBaHHs mpemapaty EHOpen® mnaiieHTaMu 3 HPHUTHIYSHAM
IMyHITETOM 200 XpOHIYHUMH 1H(PEKLIIMU HE OI[IHIOBAJIH.

3nosaxicni ma rimgonponigpepamusi 3ax60pHOEaAHHS

CouigH1l Ta OHKOreMaTOJOTIUHI 3JI05AKICHI HOBOYTBODPEHHS (32 BUHATKOM DPaKy IIKIPH)

VYV nmoctmapkeTuHroBuit nepion (auB. po3ain «I1o6iuHi peakiii») MOBIIOMIISIIOCS IPO BUHUKHEHHS
PI3HUX 3JIOSAKICHUX HOBOYTBOPEHb (BKIIOUAIOYH KAPLIMHOMY MOJIOYHHX 3aJ103 Ta JIETCHb, a TAKOX
aimpomy).

[Tim yac KOHTPOIBLOBAHUX KIITHIYHUX JOCIikeHb anTaroHictiB @HII y mamieHTiB, siki OTpUMY BaIH
iriditopu ®HII, cnocTepiranocs Ouiblie BUNAAKIB pO3BUTKY JTIM(POMH HOPIBHSIHO 3 KOHTPOJIBHOKO
rpymnoro namienTiB. OgHaK 11l BUNIAAKK OyJIU 00 JUHOKUMH, & IEP10/]1 CIOCTEPEKESHHSI 32 MaIli€EHTaMH,
SKi OTpUMYBajM Iane6o, OyB KOPOTIIMM, HDK 3a MAaIllEHTaMM, SKIi OTPUMYBAJIHU JIKyBaHHSI
iridiTopamu @HII. Y mocTMapkeTHHTOBUH MEPi01 MOBIAOMIISIIIOCS TIPO BUMAIKUA PO3BUTKY JICHKeMil
y TaLi€HTIB, AKi oTpuMyBanu Tepanito antaronicramu ®HII. ¥V mamienris, siki cTpa)XaaroTh Ha
pPEeBMATOIIHUI apTPUT 3 AOBrOTPUBAIMM BHUCOKOAKTUBHHM 3alajbHUM 3aXBOPIOBAHHSAM, iCHYE
MiABUIICHUI BUX1THUI PU3UK BUHUKHEHHS JTiMpoMu abo IeikeMil, [0 yCKIIaHIOE OLIHKY PU3UKY.
3 orIsy Ha aKTyaJibHY Ha ChOTOTHI iH(OpMAIIif0 He MOYKHA BUKITIOUATA MOKITUBUNA PU3UK PO3BUTKY
aimMpom, neiikemii a00 1HIIUX OHKOTEMATOJOTIYHUX 200 COJIITHUX 3JIOSIKICHUX HOBOYTBOPEHb y
naiieHTiB, ki oTpuMytoTh antaronictu @HII. HeoOxigHo mposBisTH 00epekHICTh, aHATI3YI0UH
HeoOXiaHIcTh Tepamii antaroHictamu OHII nis mamieHTiB 31 3M0SIKICHUMUA HOBOYTBOPEHHSIMH B
aHaMHe31 a00 MPOTOBKECHHS Teparlii JJIs MaIliEHTIB, Y AKUX BUHUKIH 3710AKICHI HOBOYTBOPCHHS.
Y mocTMapKeTHHTOBHH mepios OyiauW OTpHUMaHi MOBIIOMIICHHS NMPO BHUHUKHEHHS 3J7O0SKICHUX
HOBOYTBOPEHbB, 1HO/I1 3 JTI€TAIbHIUM HACII1IKOM, Y AITeH, MIJTITKIB Ta JOPOCIUX MAIIEHTIB MOJIOJIOTO
BIKY (710 22 pOKiB), IKI OTpUMYBaJu JiKyBaHHs aHTaroHictamu @HII (JikyBaHHS po3moyaro y Billl
1o 18 pokis), Bkirouaroun EHOpen®. [IpuOInu3HO y MOI0BHHI BUMAIKIB ITOB1I0OMIISIIOCS ITPO PO3BUTOK
aiMpomu. [HIIT OTpUMaH! MOBIJOMJIEHHS CTOCYBAJUCS BUHUKHEHHS DSy PI3HHUX 3J0SKICHUX
HOBOYTBOPEHB Ta BKJIIOUAJIN OO AMHOKI BUIIAJIKU THUIIOBUX 3J10KICHUX HOBOYTBOPEHB, I10B’ I3aHHIX
3 IMyHOCYyTIpeci€ro. PU3HK pO3BUTKY 3710KICHUX HOBOYTBOPEHb Y IITEH Ta MiJIITKIB, IO OTPUMYIOTh
nikyBaHHs anTaronicramu ®HII, He MO)KHA BHKITIOYNTH.

Pak mikipu
VY naiieHriB, sfKi oTpuMyBa;M JikyBaHHs aHrtaronicramu OHII, Bximrowyaroun EnOpen®,




3apeecTpPOBAHO BUIAJKUA PO3BUTKY MEJIAaHOMM Ta HEMEJIAHOMHOIO paky MKipH. Y
MOCTMApPKETUHTOBUH TEPioJ TMOBIIOMIISIIOCS MPO PO3BUTOK KApUUHOMH KIITHH Mepkens y
NAIli€HTIB, SKUX JiKyBanu npenapatoMm EnOpen® (myxe pinko). PekomeHayerbes mepioIudHO
IPOBOIUTH 0OCTEKEHHS HIKIPH BCIM MaLliEHTaM, 0COOJIUBO 3 (paKTOpamMu pU3UKy BUHUKHEHHS PaKy
MIKIpH.

O06’enHaH1 pe3yIbTaTH KOHTPOJIbOBAaHUX KIIIHIYHUX BUITPOOYBaHb [TOKA3aJH, 10 BUMAAKIB PO3BUTKY
HEMEJIIAHOMHOTO paKy IIKIpH CIIOCTepiraiocs OUIbIIe y MalieHTiB, siki orpumyBanu EHOpen®,
0COOJIMBO y XBOPHUX Ha IcOpia3, MOPIBHIHO i3 KOHTPOJIBHHOIO IPYIIOIO.

Baxyunayii

He ciix 3acTOCOBYBaTH JKMBI BaKIIMHU OJHOYacHO 3 mpenapatoM ExnOpen®. Hemae maHux miozo
BTOPUMHHOI Niepenayi iHpeKIii yepes )uBy BaKIMHY Nalli€HTaM, SKi OTPUMYIOTh mpemnapat EnOpen®.
VY monaBiitHO ciinoMy miane60-KOHTPOIbOBAHOMY PaHAOMI30BAHOMY KIIHIYHOMY JOCIIIKEHHI 13
3a]Ty4eHHIM JOPOCIHX MALI€HTIB 13 ICOPiaTUUHUM apTpuTOoM 184 maiieHTH TakoX OTpUMaH Ha 4-
My THXXHI JOCHIIKEHHS MMHEBMOKOKOBY IIOJIIBAJICHTHY NoJIicaxapuiHy BakuuHy. buibmiicts
Nalli€eHTiB, sKi oTpuMyBanu EHOpen®, 3morna cpopmyBaTH e()EeKTHBHY T'yMOpalbHY IMYHHY
BIJIMIOBIJIb HA BBEJICHHSI THEBMOKOKOBOT MOJTiCaXapuaHOT BaKIIMHHU, ajie TUTPU 3arajioM OyJiu Jemio
HIDKYUMH, 1 JTUIIE Y AEKUTHKOX MAIliEHTIB TUTPU aHTUTUIT OYJIW BABIY1 BHIIII 32 Ti, 11O CTIOCTEPITaIUCS
y TAII€EHTIB, sIKi He oTpumyBanu EnOpen®. KitinidHe 3HaueHHs bOTO (pakTy HEBiIOME.
Ymeopenna aymoimynnux anmumin

JlikyBaHHs npenapatoM EHOpen® Moike NpHU3BECTH 10 YTBOPEHHS 2y TOIMYHHUX aHTHTLI (JTUB. PO3ALT
«IToGiuHi peakii»).

Temamonociuni peaxyii

VY narienriB, ski orpumyBanu EHOpen®, Oynu 3adikcoBaHi BUIAJIKA NaHIUTOICHIT (PiAKo) Ta
aruIacTUYHOI aHeMii (Ayke PiAKo), y ToOMy uHcii jetanbHi. Chig i3 00epekHICTIO MpU3HAYATH
npenapat EHOpen®namieHTam, o MaroTh B aHAMHE31 TeMaTOJIOTIYHI MOPYyIIeHHs (IUCKPa3iro KPOBI).
Bcix marieHTiB Ta 0cCi0, sIKI AOTISAAIOTH 32 XBOPUMH, CJiJl IPoiH(GOpMYBaTH PO HEOOXTHICTH
HETaltHOTO 3BEpHEHHS 32 MEMYHOIO JIOMIOMOTO0, SKIIO ITiJ] Yac JIiKyBaHHs npenapatom EHOpen® y
naIieHTa BUHUKAIOTh 03HAKHU Ta CAMITOMHU, XapaKTepHi AJIs MATOJIOTIYHUX 3MiH KpOBi a00 iH(eKiiit
(HampuKIaa CTIMKE MiABHUINEHHS TEeMIepaTypH, OuUlb y TOpPJi, YTBOPCHHS CHHIIB, KPOBOTEYa,
6miaicTh). HeoOximHO HeraifHO MpoBeCTH OOCTEKEHHS TAKUX MAIIEHTIB, BKIIOYAI0YW IIOBHUIN aHAT3
KpOBi; y pa3i HIATBEp/KEHHS TI'€MAaTOJIOTIYHOTO MOPYIIEHHS JIKYBaHHS IpenapaToM CIia
HOPUIAHUTH.

Hesponoeiuni poznaou

Y NooAMHOKKX BUMAKaX MOBIIOMIISIIOCS IPO BUHUKHEHHS JAeMi€NiHI3y0unx 3axBopioBanb [[HC y
NalieHTiB, ski oTpumyBanu EnOpen® (muB. po3min «IloGiuni peakuii»). Takox 3piaka
NOBIIOMIIATIOCS Mpo mepudepuyHi AeMieniHizyoui mnodiHeidponaTii (BKJIIOYAIOUM CHUHIPOM
I'iliena — bappe, XpoHIYHY 3amajpHy JAEMIETIHI3yIOUY TOJIIHEHPOMATiio, JIEeMIETiHI3YIOUy
noJIiHeHponaTiio Ta MYJbTU(OKAIBHY MOTOPHY Helpomarito). Xouya KIIHIYHI JOCHIIKEHHSI
npenapary EHOpen®3a y4acTio maiieHTiB, XBOPHUX HA PO3CISHUI CKIEPO3, HE TIPOBO TUITHCS, KITiHIUHI
BunpoOyBaHHs iHmMUX iHri0iropis @HII mnoka3anu NiABHIIEHHS AKTHBHOCTI 3aXBOPIOBAHHA
(po3cisHoro ckiepo3y). Ilepen mnpusHaueHHsM mpernapary ExHOpen® mairieHTam 3 paHilie
JIIarTHOCTOBAHUM a00 13 HEIOIaBHO J1arHOCTOBAHUM JIEMIEJIIHI3YIOUNM 3aXBOPIOBAHHIM, & TAKOXK
naiieHTaMm, sKi BXOJIATHh 1O TPYNHU MiABUINEHOTO PHU3UKY PO3BUTKY TaKOTO 3aXBOPIOBAHHI,
PEKOMEHJY€E€ThCSI PETENBLHO OLIIHUTH CITIBBIIHOIIEHHS KOPUCTh/PU3UK, BKIIOYAIOYH HEBP OJIOTIUHUN
CTaTyc.

Kombinosana mepanis

Y KOHTPOJILOBaHOMY KITIHIYHOMY JOCIIIKCHHI 3aCTOCYBaHHs KoMOiHaii npenapaty EnOpen® i
METOTpEKcaTy TPUBAJICTIO Ba POKH, MPOBEACHOMY i3 3aJy4CHHSM Ialli€HTIB 3 PEBMATOIIHUM
apTpuTOM, He OyJIO OTPUMaHO HEOYIKyBaHUX pe3yibTaTiB moao Oesmeku. [Ipodine Oesnexu
npenapaty EHOpen® (npu 3acTocyBaHHi y KOMOiHaIIii 3 METOTpeKcaToM) OYB O IOHUM J10 TPOQ1TiB,
IO CHOCTepirajucs Npu IOCIDKEHHAX IUX MpenapaTiB okpemo. JJ0BrocTpOoKOBi JOCIIIKESHHI
Oe3MeKu 3acTOCyBaHH i€l KoMOIHAIT BCe I1Ie TPUBAIOTh. be3neka JOBroTpUBaIoro 3acTOCY BaHHS
npenapaty EnOpen® B komOiHamii 3 iHIMUMH 0a30BHMHM aHTHPEBMATHYHHMH 3acO00aMH He
BCTAHOBJICHA.

3acToCcyBaHHs €TaHEpLENTY B KOMO1HALI1 3 IHIIMMH CUCTEMHHUMHU METOJAMH JIIKY BAHHS IICOpia3y abo



dboToTepamiero He JOCTIIKYBalIOCs.

Hupkoea ma neuinkoea nedocmamHicme

dapMaKkoKiHETHYHI JaHl CBiAYATh MPO TE, 110 HEOOXIAHOCTI KOPUTYBATHU 03y JUIS MALIEHTIB 3
nopyuieHHsAM (yHKIIT HUPOK a00 ME4YiHKM HeMae€; JAO0CBiI KIIHIYHOTO 3aCTOCYBAaHHS Mpernapary
TaKuM HallieHTaM oOMeXEeHUIA.

3acmitina cepyeea Hedocmammuicmo

Curin o6epesxHo nmpu3HauaTu npenapar EHOpen® narieHTaM i3 3acTiHHOIO CepLEBOIO HETOCTATHICTIO
(3CH). ¥ nocTMapKeTHHIOBHIA Tepi0J HAIX OAMIM MTOBIJOMIIECHHS Mpo noripmenHs nepediry 3CH y
HAII€HTIB, SIKI OTpUMYyBaak EHOpen®, npu nboMy NpOBOKY0Ui (aKTOPH HE 3aBKI1 OYJIU BUSBIICHI.
Kpim Toro, noBigomisiocs npo nooauHoki Bunagku (<0,1 %) snepuue Busisnenoi 3CH, Bkirouaroun
3CH y mnauientiB 6e3 BiioMOro ()oHOBOTO CEpIEBO-CYAMHHOTIO 3aXBOpioBaHHA. Jleski 3 IuX
namieHTiB Oynu y Bii no 50 pokiB. /[Ba BeNHWKHX KIIHIYHUX JOCIIIKEHHS, IO OIIHIOBAJN
3actocyBaHHs npenapaty EnOpen® nns nmikyBanus 3CH, Oyiaum JOCTpOKOBO NMpPHITMHEHI dYepe3
HEJOCTaTHIO €(eKTUBHICTh. [laHi, OoTpuMaHI B OJAHOMY 3 IIMX BUIPOOYBaHb, Xo4a 1 HE €
NEePEKOHIUBUMH, JAIOTh 3MOTY HPUITY CTUTH MOXIUBICTB noripuieHHs nepediry 3CH y narieHTis,
SIKUM TIpU3HAYaIIH JTiKyBaHHs npenapatoM ExOpen®.

Ankoeonvuuii cenamum

Y 11 a3 panaoMi3oBaHOTO I1a€00-KOHTPOIBOBAHOIO JTOCHIIKCHHS 13  3aJIy4YCHHSIM
48 rocmitanizoBaHHUX MAII€HTIB, IKi oTpuUMYyBainu EHOpen® abo mrane0o 1uist JTiKyBaHHS TIOMIpPHOTO
Ta TSHKKOTO aJIKOTOJBHOTO renaTuty, EHOpen® BusBHBCS HeeDEKTHBHHM, 1 depe3 6 MiCSIlB
CMEPTHICTh CepeJ MalieHTIB, sSKi oTpuMyBaiu EHOpen®, Oyia 3HauHO BUIOI. TakuM YHHOM,
EnGpen® He ¢ 3aCTOCOBYBATH MaIli€HTaM SIK 3aCi0 7151 iKYy BaHHS aJIKOTOJILHOTO Tenatuty. Crin
i3 oOepexHicTIO 3acTocoByBati EHOpen® mamieHTam i3 TOMIPDHHM Ta TSDKKUM aJKOTOJIBHHM
TeaTUTOM.

I'panynemamos Beeenepa

[Tnane60-KOHTPOIBOBAHE JOCITIKEHHS, B SKOMY 89 mopociux maiieHTiB orpuMyBanu EHOpen®
JIOaTKOBO 10 CTaHAapTHOI Tepamii (y ToMy uuciai mukinodocdamigom abo METOTPEKCATOM i
[JIIOKOKOPTUKOIIaMU) BIPOJOBXK Y CEPEAHbOMY 25 MiCHIIIB, HE MPOJIEMOHCTPYBAIO €()EKTUBHOCTI
npenapaty EaOpen® npwu sikyBaHHI rpanynemaTo3dy Berenepa. YacTtoTa po3BHTKY 3ITOSIKICHAX
MYXJIMH PI3HOTO TUIy HEUIKIPHOI JIOKai3alii OyJia 3Ha4HO BUIIOIO Yy MAIlI€HTIB, SIKI OTPUMYBAIU
EnOpen®, mopiBHSHO i3 mallieHTaMu KOHTPOJIbHOT rpynu. Tomy EHOpen® He pekoMeHmyerbcs
3aCTOCOBYBATH JIJIsl JTIKyBaHHs rpaHyjieMaTto3y Berenepa.

Tinoenixemis y nayienmis, ki ompumyoms 1iKy8aHHs NPoOmudiademuyHuMu npenapamamu
[ToBimOMIISIIOCH PO BUMAAKKA PO3BUTKY TIMOMIIKEMIi Micisl MOYAaTKy 3aCTOCYBaHHS Ipemnapary
EnOpen® narienram, siki OTpUMY BTH IpeNapary AJis JIIKy BaHHSI IIyKpPOBOT'0 Aia0eTy, 0 BUKITHKAIO
HEOOXIHICTh 3MEHILIEHHS J03U MPOTUAIa0CTHUHUX NPETapaTiB IeIKUM 3 IIUX MAI€HTIB.
Oco0auB1 OOyl

llayienmu nimnbo20 GiKy

VY Tperiit ha3zi JOCIIKEHD 13 3aJIyY€HHSIM XBOPUX Ha PeBMATOIHUI apTPUT, ICOPIAaTUUHUNA ap TPUT
Ta aHKUTO3UBHHUM CHOHIWIIT 3arajloM HE CIOCTEPIrajJoch Pi3HUII Y PO3BUTKY MOOIYHHUX pEaKLi,
TSDKKMX MOOIYHHUX peakiliid Ta TSHKKUX 1H(GEKIIH y MaIieHTiB BIKOM BiJ 65 pOKiB, SIKi OTPUMYBAIH
npenapat EHOpen®, i Oy moQiOHUMH 10 THX, SIKI CIIOCTEPIraJuCh y MaIi€HTIB MOJIOMIIOTO BIKy.
Opnnak He0OX1AHO OyTH 00EpEKHUM IPH JIIKYBaHHI MALI€HTIB JITHHOTO BIKY; 0COOJUBY yBary ciia
OPUIUIATA KOHTPOJIIO 32 BAHUKHEHHIM TH(EKIIH.

Himu

PexoMeHay€eThCs, 00 32 MOXKIMBOCTI O TOYATKy JIIKyBaHHS mpenaparoM EHOpen® mnamieHTH
JIUTSAYOrO BIKy OTPUMAlU BCl INETUICHHS BIANOBIAHO 10 YHWHHOTO HAIIOHAJTBHOTO KaJeHIaps
nieruieHsb (AUB. BUIIE TMiApo3aLT « BakiuHamii» ).

Bwmict HaTpiro

[leii nikapchkuii 3ac1i0 MICTUTh MeHIIE 1 MMOMb HAaTpito (23 MT) HAa OJTMHUIIIO 103y BaHHs. [lariieHTy,
SKI JOTPUMYIOTHCS A1€TU 3 HU3bKUM BMICTOM HATPil0, MOXKYTh OyTH pOiH(GOPMOBaHI PO Te, 110
el J1iKapCchKuii 3aci0 MPaKTUYHO HE MICTUTH HATPIIO.

3acmocysanns y nepioo eacimnocmi abo 200y8anHs 2pyooro.
JKiHKku penpoayKTHBHOTO BIiKY




JKinkam penpoayKTHBHOIO BIKY CJIiJi BAKOPUCTOBYBATH HAJIEKHI 3aCO0M KOHTpAIEMIlii 3 METOO
YHHUKHEHHSI BariTHOCTI Ml 4ac 3acTocyBaHHs npenapaty EHOpen® Ta mpoTsarom 3 THXKHIB Mics
3aKiHYEHHS Tepamii.

BaritHicTb

JlocnigkeHHs! TOKCUYHOTO BIUTUBY Ha PO3BUTOK IUI0/1a, 110 MPOBOAMIIMCS Ha TBAPUHAX, HE BUSBWIN
03HaK IIKIUTMBOTO BIUIMBY €TaHEPIENTY Ha i a00 HOBOHAPO/HKEHUX TBapHH. BInuB etaHeprenTy
Ha Tepelir BariTHOCTI BUBYAIM y JABOX OOCEepBaliHHUX KOTOPTHUX MOCHIIKCHHAX. Y OJHOMY
obOcepBallifHOMY JOCHII)KEHHI, B SKOMY IOpPIBHIOBAJIKNCH BariTHI MAalli€HTKH, SKI OTPUMYBAIU
€TaHepILEeNnT BNPOJOBXK IMepmoro tpumectpy (n = 370), 3 BariTHUMHU Tallil€eHTKaMHu, SKI He
oTpuMyBasiu eTa"epuent ado inmi antaronictu ®HII (n = 164), 6yna 3apeecTpoBaHa MiABUIICHA
4acTOTa CEpHO3HUX BPOJIKEHHUX BaJl PO3BUTKY (CKOPUTOBaHE CMIBBIIHOIIEHHS aHCiB — 2,4, 95 %
Al: 1,0-5,5). Tunu cepito3HUX BPOJKEHUX BaJl PO3BUTKY BiANOBIaTN HAWOUIBII MOMIHUPEHUM Y
3araJibHI{ MOMYJIALIT, Ta 0COOJIMBOTO XapaKTepy aHOMaJIii BUSBIICHO He 0yJ10. Ko AHUX 3M1H 4aCcTOTH
CIIOHTAaHHUX BUKHU/HIB, BHIIAJKIB MEPTBOHAPOMKEHHS ab00 HE3HAYHUX BaJ PO3BUTKY HE
croctepiraigocs. Y 1HIIOMY oOcepBallifHOMy MDKHapOJAHOMY pPEECTPOBOMY AOCIHIIXKEHHI 3
HOPIBHSHHS PU3MKIB HEOAXaHUX PE3yJIbTATIB BariTHOCTI Yy JKIHOK, SIKI OTPUMYBaJU €TaHEPLENT
npoTsroM nepmux 90 nHiB BariTHOCTI (n =425), Ta TUX, XTO OTPUMYBaB HE010JIOTIUHI penapary (n
= 3497), He O0yyo 3a(hiKCOBAHO IiJIBUIIEHOTO PHU3UKY TSKKAX BPOJKCHHUX IMATOJIOTIH (3arajibHe
BiqHomeHHs mancis (BII) 1,22; 95 % Al: 0,79-1,90; micis kopuryBaHHS BUOIPKU BiMOBIIHO JI0
KpaiHH, 3aXBOPIOBAHHS JKIHOK, KUIBKOCT1 IIOJIOTIB Y aHaMHE31, BIKY JKIHOK 1 MaJliHHS y paHHiH nepiox
BariTHocTi BII =0,96; 95 % HlI: 0,58—1,60). ¥ upoMy DOCHIIKEHHI y KIHOK, SIKI OTPUMYBAIA
€TaHePIENT MiJl Yac BariTHOCTI, TAKOK HE BUSBJICHO MiABUIIEHOTO PU3UKY HE3HAYHUX BPOJKCHHIX
nedexTiB, mepeayacHUX MOJIOTiB, MEPTBOHAPOIKEHHs a00 iH(eKid Ha MepIIoOMYy POI KUTTA
HeMmoBIAT. EHOpen® citin 3acTOCOBYBAaTH Wil Yac BariTHOCTI TUIBKH y pa3i HarajibHOI MOTpeOu.
Eranepuent npoHukae Kpi3b IUIALlEHTY Ta BHSBISETBCA B CHPOBATLI HEMOBIST, MaTepl SIKUX
OTpUMYBAJIH JiKyBaHHs mpemnapatoM EHOpen® mix 4vac BaritHocTi. KiiHiuHA 3HAYyIIiCTh [IBOTO
CIIOCTEPEIKEHHS HEBIZIOMA, O/THAK HEMOBJISITA MOXKYTh MaTH MiJIBUIIIEHUNA PU3UK PO3BUTKY 1H(EKIIIL
SIK mpaBWIIO, HEMOBIATAM HE PEKOMEHIYEThCS NMPOBOAMTH BAaKIMHALIIO >XHUBUMH BaKUHHAMU
npoTAroM 16 THXKHIB MiCIs OTPUMAHHS MaTip 10 OCTaHHBOI 1031 mpenapaty EnOpen®.
I"'oxyBaHHS TPYAIIO

[ToBimoMJIsIIOCS PO BUAUICHHS €TaHEPLENTY 13 TPYAHUM MOJIOKOM JIFOJUHH MICIHS MiJIIKIPHOTO
3actocyBaHHs. [licis miamKipHOTo BBECHHS TBAPUHAM Y MEPioJ JIaKTallil €TaHEePIENT BUIUISIBCS B
MOJIOKO Ta BHUSBISBCS y IIa3Mi KpoBi HIypAT. OCKIIbKK IMYyHOTJIOOYJIIHH, SIK 1 6araTo iHIINX
JIKapCchbKUX 3ac001B, MOXYTb BUAUISITHUCS 3 TPYAHUM MOJIOKOM JIFOAWHMU, CJI1Jl IPUNHHATH PIlI€HHSA
IIOJ0 TPUIMHEHHS TOJYBaHHS TPYIII0 a00 NPUIMHEHHS 3acTocyBaHHs mpemnapary ExOpen®.
[Tpuitmatoun pimieHHs, ciIig OpaTH 70 yBaru KOPUCTH BiJ TPYIHOTO TOJyBaHHS AN AUTHHU Ta
KOPHCTB BiJ Teparii 1 MaTepi.

DepTIIILHICTD

JlokmiHiYHI JaHI CTOCOBHO NEpH- Ta IOCTHATAJbHOI TOKCHMYHOCTI €TaHEpLENTy 1 BIUIUBY
€TaHeplUeNnTy Ha (PepTHIbHICTD Ta 3arajbHy PENpPOAyKTUBHY 3/1aTHICTH BiICYTHI.

30amuicme éniusamu Ha WEUOKICMb peakyii npu Kepy8aHHi a8MOmMpAaHCNOpmom abo iHumuUMU
MexaHizmamu.

EnOpen® He BruinBae ab0 Ma€e He3HAYHUI BIUIUB Ha 31aTHICTh KEPYBAaTH TPAHCIIOPTHUMHU 32C00aMU
Ta MPAIOBaTH 3 IHIIUMH MEXaHI3MaMH.

Cnocio 3acmocyeanns ma 0o3u.

JlikyBanHs npenaparoM EHOpen® noBHHEH Mpu3HAYaTH Ta KOHTPOIIOBATH JIIKAp, SKUH Ma€ TOCBII y
JIIaTHOCTHUINl Ta JIKyBaHHI PEBMATOiHOTO apTPUTY, FOBEHUIBHOTO 1MI0OMATHYHOTO apTPHTY,
NCOPIATUYHOTO AapPTPUTY, AHKUIO3MBHOTO CHOHAWIITY, HEPEHTTE€HOJOTIYHOIO aKClaJbHOIO
CIIOHJIMIOAPTPUTY, OJISIMIKOBOTO MCOpiazy Ta OISMIKOBOTO IMcopiady B JTiTEH.

Jo3yBaHHs

Pesmamoionuti apmpum

PexomenmoBaHa 1032 CTAaHOBUTH 25 MT Ipemapary JBa pa3u Ha THXKIEHb. AJIbTEPHATUBHO MOXHA
3acTocoByBaTH 103y 50 Mr 1 pa3 Ha THXKIEHB, KA Ma€ 10BEJIeHy Oe3MeKy Ta e(h)eKTHBHICTD.



Ilcopiamuynuti apmpum, aHKIIO3UGHUL CHNOHOUNIM MA HEPEeHMeHONOIUHUL  AKCIAIbHULL
CNOHOULOAPMPUM

PexomeHn0oBaHa 103a CTAHOBUTH 25 Mr 2 pa3u Ha TWXIeHb a00 50 Mr | pa3 Ha THXACHb.

Jliist BCix BHII€3a3HAYCHUX NTOKA3aHb HASIBHI AaH1 JaIOTh 3MOTY MPUITYCTUTH, 110 KIITHIYHA BiATIOBIIH
Ha 3aCTOCYBaHHS Ipemnapary 3a3Bu4ail 3 gBIs€TbCs NPOTAroM 12 THXKHIB BiJf TOYATKY JIIKyBaHHSL
Skmo y marieHTa BIACYTHS BIANOBIAb Ha JIIKYBaHHS NMPOTSITOM LILOTO MEPIOSy 4Yacy, HE0OXimHO
YBaXXHO MEPETAHYTH TOLUUIBHICTh MPOJOBKEHHS TAaKO1 Tepamii.

Brawxoeuii ncopias

PexomeHnmoBaHa 103a CTAaHOBHUTH 25 MT npenapary 2 pa3u Ha THXKASHb a00 50 Mr 1 pa3 Ha THKIEHb.
AnbrepHatuBHO EHOpen® MoxHa 3acTocoByBaTH 110 50 MT 2 pa3u Ha THXKIEHb BIPOJIOBXK HE O1IIbIIe
12 twxuiB. Hamani y pa3i He0OXiAHOCTI JIIKyBaHHS MOHA 3aCTOCOBYBAaTH 103y 25 MT 2 pa3u Ha
TwKaeHb a00 50 Mr 1 pa3 Ha TUKIICHD.

Tepamniro npenapatom EHOpen® ciif mpo 0Bk KyBaTH 10 JOCATHEHHS PEMICii BIIPOJOBXK MEepio1y He
outeiie 24 TwkHIB. {71 1eSKUX TOPOCTUX MAIIEHTIB MOKe OyTH TOIUIBHUM JIIKyBaHHS, 1110 TPUBAE
noHay 24 TwxHi (nuB. po3ain «PapmakoanHamikay). Teparmito ciif BIAMIHUTH MPU BiACYTHOCTI
edekry uepes 12 THXKHIB BiJl MOYATKY 3aCTOCYBaHHs. Y pa3i HEOOX1AHOCTI HOBTOPHOTO MPU3HAYCHHS
npenapary cJia JOTpUMYBaTHCS PEKOMEH/ 1alliii CTOCOBHO TPUBAJIOCTI JTIKyBaHHSI, 3a3HAYCHHUX BHIIIC.
Jlo3a moBHHHA CTAHOBUTH 25 MT mpemnapaty 2 pa3u Ha TwkaeHb abo 50 mr 1 pa3 Ha THKICHB.
Oco0auBl MOMYJIALIT

Tlayienmu 3 HUPKOBOIO MA NEYIHKOBOIO HEOOCMAMHICIIO

[ToTpebu y Kopexilii 1031 HEMAE.

llayienmu nimnbo020 GiKy

[ToTpebuy kopekiii go3u Hemae. Jlo3a Ta cioci 3acToCyBaHHS TaKi K CaMi, K 1 15 MAII€HTIB BIKOM
18—64 poxku.

Mimu

o3y npenapaty EHOpen® mis qiTel po3paxoByIOTh 3 ypaxyBaHHSAM MacH Tija TuTuHH. [laimieHTam,
Maca Tina sSKuX MeHme 62,5 Kr, HeoOXiJHO 3aCTOCOBYBAaTH TOYHY J103y (pO3paxoBaHy Yy MI/KT)
npenapaty Eaopen® y dopwmi miodinizaty 3 po3unHHHKOM (iHpOpMAaIis II010 JO3yBaHHS MPU
MEBHUX 3aXBOPIOBAHHAX HaBeJeHa HUkUe). J{iTaM 3 Macoro Tia Big 62,5 KT MO>KHA 3aCTOCOBYBaT!
¢ikcoBany n03y npenapaty EHOpen® y dopmi po3urHy s iH €Ki Y NONEPEIHFO HATIOBHEHUX
HITPUIAX YU PyYKax.

IOBeHIIpHNH 1TI0NATHYHUNA aPTPUT

PexomennoBaHa 103a cranoBuTh 0,4 MI/KT Macu Tina (MakCUMaJlbHa pa3oBa g03a — 25 Mr) 2 pasu Ha
TWKAEHb y BUIVIAAL MIJUIKIPHOT 1H €Ki 3 1HTepBajioM MDK Jno3amMu 3—4 nHi ab6o 0,8 mr/kr
(MakcumanbpHa 103a— 50 Mr) | pa3 Ha THXKIeHb. 3a BIICYTHOCTI €(DeKTy Bifl JTiKyBaHHS yepe3 4 Micsl
BiJl TOYATKy 3aCTOCYBAaHHS MpenapaTy CJil pO3MISIHYTH AOLUIBHICTh HOTO BIAMIHH.

OdimiiiHi KITIHIYHI JOCTIIKSHHS 3aCTOCYBaHHS mpernapary EHOpen® nitaM BikoM Bif 2 10 3 pOKIB He
npoBoAwInCch. OqHak oOMeXeHl JjaHl 3 Oe3NeKH, OTPUMAaHI 3 PEECTPY MalI€HTIB, JalOTh 3MOLY
HPUITY CTUTH, 1110 PO iy Oe3neku y AiTel BIKoM Bix 2 10 3 pokiB moaiOHui 10 npodimo 6e3mnexu y
JIOPOCIIMX MAIIEHTIB Ta IITE€H BIKOM BiJ 4 pOKIB IIPU 3aCTOCYBaHHI | pa3 Ha THXKAEHB MIAMIKIPHO y
nmo3i 0,8 MI/kr.

Sk mpaBuiio, EHOpen® He mimisirae 3acTOCYBaHHIO JITSM BIKOM 0 2 POKIB IPH FOBEHUIBHOMY
1110MaTHYHOMY apTPUTI.

basiimkoBHii copia3 v miTed (IiTH BIKOM BT 6 pOKIB)

PexomennoBaHa 103a craHoBUTh 0,8 MI/KT (MakcuMalbpHa pa3oBa g03a— 50 mr) 1 pa3 Ha THXKICHb
IPOTArOM Iepioay He Ounbiie 24 THXKHIB. 3a BIICYTHOCTI epeKTy uepe3 12 THKHIB J1KyBaHHS CIIiI
NPUIHTHATH.

VY pa3i HeoOXiTHOCTI MOBTOPHOTO MPU3HAUCHHS MpenapaTy CIiJ AOTPUMYBATUCS PEKOMEHAIIN
CTOCOBHO TPHMBAJIOCTI JIIKyBaHHA, 3a3HaueHUX Buile. PekomennoBana no3a craHoButh 0,8 Mr/kr
(MakcuManbpHa pa3oBa go3a — 50 Mr) 1 pa3 Ha TUXKIEHb.

Sk mpaBuio, npemnapat EHOpen® He miansArae 3acTOCYBaHHIO JITSAM BIKOM 70 6 pOKIB HpH
OJIAIIKOBOMY TICOpiasi.

Cnocib 3acToCyBaHHSI

[Ipenapat BBOASATH MiJLIKIPHO.

3a mocunanuaM https://www.pfizer.ua/node/2186 3HaxXoIUTHCS KapTKa MAIIEHTA.
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3acanvui pexomenoayii w000 KOPUCMYBAHHS NONEPeOHbO HANOBHEHUM WNPUUOM 00 DYYKOKO
[lepen BBeneHHSAM MpemnapaT HEOOXIIHO HArpiTH A0 KIMHATHOI TeMIepaTrypH (3aJHIIUTH TpPU
KIMHATHIN TemnepaTypi npuban3no Ha 15-30 xBunun). He MoxHa HarpiBaTu npenapart Oy Ib-sKuM
iHImKUM crioco6om. KoBmavoxk He ¢i1ij1 3HIMaTH, TIOKK TIOTIEPEIHHO HAMIOBHEHUHN MITIPHI] (a00 pyUKa)
HE HarpieTbes 10 KIMHATHOI TEMIIEpaTypHu.

Po3uun mae 6yTH npo3opum abo AeI1o onajecleHTHUM, Bi 6€30apBHOTO 710 ’KOBTOT0 200 0J1i10-
KOPHYHEBOTO KOJIbOPY Ta MOKE MICTUTH HE3HaYHY KUTBKICTh HaIIBIPO30pHX a00 011X aMmophHUX
qacTOK. He MOKHa BUKOPHUCTOBYBATH NIPETIApaT, KO PO3YNH 3MIHHUB KOJIip, TOMYTHIB 200 MiCTUTh
YaCTKH, SKI BIIPI3HAIOTHCS BiJl ONMMCAHUX BHIIE.

PexomeHnaoBaHe Miclie iH €Ki — cepeliHa epeaHbO1 MOBEPXHi CTErHa. AJIbTEpHATUBHO Mpenapar
MOJKHa BBOJUTHU B AUISIHKY JKUBOTA, alie He OJMXkK4Ye 5 cM Bij Mymka, a0 B 30BHINIHIO MTOBEPXHIO
mieda. [H ekiil0 BUKOHYIOTH Ha BIJICTaHI HE MEHIIE 3 CM BiJ MOTNEPEIHhOTO Micis iH ekiii. He
noTPiOHO MPOBOMTH iH’€KIIIO B Uy TIUBY, YIIKOJDKEHY 200 MOTOBIIECHY IKipy. HeobxiqHo yHUKaTH
JOUISHKM 31 mpaMaMu Ta po3TspkkaMu. (Moske OyTH KOPUCHO 3aHOTOBYBATH MONEPEaHI MICI
1H’ €KIIiT).

3a HasIBHOCTI ICopia3y CJIiJl HaMaraTucs He BBOJAUTH Mpemnapar y BUMyKITy, 3arpyO0iay, 4epBoHY a00
MOKPHUTY JyCOYKaMH IIKIpY.

[TonepeIHFO HATIOBHEHU IITPHI] TPU3HAYEHUN TIUTHKH JJIs1 0THOPa30Boro Bukopucrauus. [Lmprr i
rOoJIKa HIKOJIW HE MMOBUHHI Oy TH BUKOPHUCTaH1 MOBTOPHO. HikoJIM HE MOKHA HaJ1iBaTH TOJIKY BAPYTE.

IHempykuii wiodo suxkopucmants nonepeoHbo HaNosHeHoi pyuKu 0 66edenns npenapamy Enopen®
He notpiOHO HamaraTucs BBECTH Mpemnapar, SKII0 He 0 KiHIA 3p03yMiI0 IpaBHiia KOPUCTYBaHHI
MONEPEIHBO HAIIOBHEHOIO PYUKOIO (IIIPUI-PYUKOIO).

IlonepenHb0 HAMOBHEHA PYYKA (IINPHI-PYYKA)

3elieHa KHOMNKA aKTUBalli

// \ Binuii koBIa4ok royiku

Tepmin [Tpo3ope KOHTpOJIBHE BIKOHIIE
MPUIATHOCTI

Puc. 1
Kpok 1: miaroroska 10 in’exuii npenapary Enopen®.

1. 3HaiiTH YUCTY IUIOCKY 1 J0OpE OCBITIIOBaHY MOBEPXHIO.

2. TloknmacTu Ha MOBEPXHIO MPEeAMETH, HEOOX1IHI JUIST BUKOHAHHS 1H €KITIi:

a) OJIHa MOTMEPEIHbO HATMIOBHEHA pydyKa 1 OJWH TAMIIOH 31 CIUPTOM (TIOTPIOHO B3STH iX 13
KOpPOOKH 31 MINPHI-PyUKaMH, 1110 30epiraeTbcs B XOJ0AUIbHUKY ). He MOHa cTpyurysatu
PYy4Ky.

6) Opna BaTHa KyJibKa 200 MapJisl.

3. IlepeBipuTH TepMiH NPUAATHOCTI Ha WINPUI-Py4ni (Micaub/pik). He BukopucToByBatu
MITNPUL-PYYKY Y pa3i 3aKiHYSHHS TEPMiHY MPUAATHOCTI.

4. TIlepeBipUTH PO3YUH, IKUI MICTUTHCS y INPUI-PY UL, Uepe3 IPO30pe KOHTPOJIbHE BIKOHIIE
(muB. oTIIC BHIIIE).

5. [Tlepen BBepeHHSM mpenapaTr HEOOXITHO HATPITH 10 KIMHATHOI TeMIepaTypy (3aJ 1M IUTH
npu KiMHaTHIi Temmepatypi npu0/m3Ho Ha 15-30 xBuMH, He 3HIMaw4W Olami
KOBINA40K roJku). He moxHa HarpiBaTu npenapat Oyb-sIKUM IHIIUM CLIOCOO0M. 3aBKau
NMOTPIOHO TPUMATH IINPHUI-PYYKY 1032 M0OJIEeM 30py AiTei.

Kpoxk 2: Bubip micus in’ekuii.
3a3HaueHo BUIle (AUB. «3arajbHi peKOMEHMalii 040 KOPUCTYBAaHHS MOMEePEeIHbO HATOBHEHUM

11



HITIPUIIOM 200 PYUYKOIO»).

Kpok 3: BBeiennst po3unny npenaparty Enopen®.

1.

2.

3.

4.

5.

[TporepTH MicLe iH’ €KLii CTUPTOBOIO CEPBETKOIO0 KPYTOBUM PYXOM Ta JATH HOMY BUCOXHYTH.
He TopkaTucs mporo MicIs 3HOBY /10 MPOBEACHHS iH’ €KIIii.

Jns BBeAeHHs mpemnapary 3a JOTIOMOTOI0 IMOMEPEAHHO HAMOBHEHOI PYYKH CIOYATKY
HEOOXIHO 3HATH OLTIMI KOBMAYOK 3 TOJIKH, MOTSTHYBIIM 3a HBOTO (AMB. puc. 2). s
YHUKHEHHS MMOIIKOJKEHHS FOJIKM HE MOJKHA 3TMHATH Ta MOBTOPHO OJATATH IIEH KOBIAYOK.
I[Ticyist 3HATTS KOBIAYKa 3 TOJKH HAa KIHIIl py4YKd OyJie BUAHO (DI0JIETOBY 3aXUCHY HACAIKY.
['onka 3amWIIUTBCS 3aXMUIICHOIO, TMOKM pydka HEe Oyne axkrmBoBaHa. He wmosxHa
BUKOPHCTOBYBATH PYUKY, SIKIIO BOHA BHasa Micis 3HATTS KOBMAuKa.

Binnii KOBIIa4OK TOJIKU

®dioneroBa 3aXMCHA HACAAKA TOIKH
Puc. 2

Jlist 3pydHOCTI 371€TKa CTUCHYTH IKIPY HABKOJIO MICIIS 1H €KIIiT MK BEJIMKAM 1 BKa3iBHUM
najbleM BUIBHOT PYKH.

Heob6xigHo Tpumatu pydky mig npsmMuMm kytoMm (90°) mo wicus iH’ekuii. IlinbHo
NPUTUCHYTH BiIKPUTHH KiHelb PyYKH /10 IIKipH, 1100 3aXMCHA HACAJKA T'OJIKH TIOBHICTIO
BBilIIIa BcepenuHy pydku. Ha moBepxHi mkipu Oy 1€ MOMITHE HEBEJIMKE 3arUOJICHHS (B,
puc. 3). Pyuka Mmosxe OyTH akTUBOBaHa JIMILIE TO1, KOJIU 3aXKHCHA HACaIKa FOJIKH ITOBHICTIO
BBiliZie BCEPEANHY PYUKH.

3axucHa HacajKa rojIkd 3HUKae
BCEPEIUHI PYyUKH
Puc. 3

Jliist mouatky iH’ekuii HE0OX11HO CHJILHO HATUCHYTH BEJIUKUM MAJIbIEM Ha HEHTP 3eJ1eHOl
KHOIIKHU 3BepXy pydku (nuB. puc. 4). Ilpu HaTUCKaHHI HA IEHTP KHOMKHU OyJe 4yTHO
KianaHHs. HeoOXxiqHo MpoaoBKYBaTH YTPUMYBATH PYUYKY IIiIbHO NPUTHCHYTOIO /10
LIKipH 10 APYroro KJanaHHs abo npotsaroM 10 cekyHa miciist nepuoro (3aexHo Bif| TOIO,
10 TPAMUTHCS MEPILINM).

[Tpumirka. SIKII0 HE BAANIOCS MOYATH iH €KIIO, SK OMUCAHO BUIIE, HEOOX1THO MPUTUCHYTH
CUJIBHIIIE HIIPHI-PYUKY J0 IIKIPH, @ HOTIM 3HOBY HATHCHYTH Ha 3€JI€HY KHOTIKY.
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KJIIALIAHH

6. Ilicnaapyroro knamanas abo uepes 10 cekyHmin’ exiis Oy ae 3akinueHa (a1uB. puc. 5). Mosxna
BUTATHYTH IINPUL-PYUKY 31 HIKipH (AUB. pUC. 6). SIK TUIBKK pydKa NepecTaHe TUCHYTH Ha
HmIKipy, (ioJgeToBa 3aXHCHA HAacalka aBTOMAaTHUYHO 3aKPHE TOJIKY .

diosneroBa 3axucHa KonTponbsHe BiKOHIIE CTaE
HacaJlka TOJIKM 3aKpPHUBaE ¢ioneToBUM
TOJIKY
Puc. 5 Puc. 6

[Ticnst 3aBepieHHS 1H €KIiT KOHTPOJIbHE BIKOHIIE PYUYKH IOBUHHO OYTH MOBHICTIO (h10J€TOBUM,
[0 MiATBEP/KYE NMpaBUIbHE BBEACHHS J03U (AUB. puC. 7). SIKII0 KOHTPOJBHE BIKOHIIC HE
MOBHICTIO (hioJIETOBE, IpernapaT Mir OyTH BBeJeHUN He Bech. He moTpiOHO HaMaraTucs 3HOBY
BUKOPHUCTATH 1[I0 YUKy ab0 3aCTOCOBYBATH IHIIY pYUKy 0€3 y3roJKeHHS 3 JIIKapeM.
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KonTponkHe BikoHIIE cTae
¢ioneTroBUM

Puc. 7

7. Slkuroy micui iH’ €Kil 3’ IBUTHCS KPAIisd KpOBi, MOTPIOHO MPUTHCHY TH 10 1€ AUTSTHKA BATHY
KyJIbKy ab6o mapiio Ha 10 cexynn. He moTpiOHO TepTH 1IKipy B MicCIli iH’ €KIIii.
Kpoxk 4: yrnaizaniss BAKOPUCTAHOT IINPUI-PYYKH.
e JlomepeaHbO HANIOBHEHA py4yKa IPU3HAUEHA JIMIIE A1 OJTHOPA30BOro BUkopuctanHs. Hikomm He
CJI1J] BUKOPHUCTOBYBATHU pYUKy NMOBTOpHO. He00XiaHO yTHI13yBaTH BUKOPHUCTAHY IIPUL-PYUKY.
He cnig Hamaratucst BCTAHOBHTH KOBIIAYOK HA TOJIKY IITPHII-PYYKH.

Y pa3i BUHUKHEHHSA O0yAb-IKMX 3AMIUTAHb HEOOXiITHO 3BEPHYTHCS 10 MeIMYHOT0 MPAIIBHUKA,
SIKMii Ma€ JoCBix 3acTocyBanns npenapaty Enopen®.

Himu.

[Ipenmapat 3acTOCOBYIOTH JJIsl JIIKYBaHHS FOBEHUIHBHOTO 11I0MATUYHOTO apTPHUTY B JIITEH BIKOM BiJl
2 pokiB, A1 JIKyBaHHA OJIAIIKOBOTO Icopia3zy — B IITE€H BIKOM BiJ 6 POKIB.

be3neka Ta edekTHBHICTH 3acTOcyBaHHs mpemnapaty EHOpen® nitsM BiKOM 10 2 pOKIB He
BCTAHOBJICHI.

JlaHi BiCyTHI.

Ilepeodo3ysanns.

ITix yac mpoBeAeHHS KIIHIYHUX BUIIPOOYBaHb 13 321y YSHHSIM MAIlIEHTIB 3 PEBMATOITHUM apTPUTOM
He OyJI0 3apeecTpOBaHO JKOJHUX TOKCHYHUX SIBUIL, AKi O BUMaraiu oOMexeHHs n03u. HaliBumioro
JI03010 CepeJl THX, IO OI[IHIOBAIKCS, Oysia 703a HaBaHTaXeHHS 32 MI/M2 (BHYTPIIIHHOBEHHO) 3
MOIAJIBIIIUM BBEICHHAM 16 M1/M2 (IAMIKIpHO) 2 pa3u Ha TWKACHb. OIMH NAIIEHT 3 PEeBMATOITHAM
apTPUTOM MOMHUIKOBO CAaMOCTIHHO BBOJIMB 10 62 Mr mnpenapaty EnOpen® migmkipHo ABa pa3u Ha
TWKAEHb MPOTATrOM 3 THXKHIB, IPU LbOMY XOJHHUX MOOIYHUX €(EKTIB Y HbOIO HE BUHUKIO.
Crnerudivauii aHTHIOT 15 npenapaTy EHOpen® HeBimoMuid.

I o6iuni peaxuyii.

Haliyacrimie noBigoMJsuiocs Mpo pO3BUTOK MOOIYHUX PEaKI(iil y BUIISII1 peaKiiid y MicIll BBEJIEHHS
(Takux SIK KpOBOTEYa y MICII NMPOKOJIIOBAHHS, IOYEPBOHIHHS, CBEpO1K, HAOPSAK, OUIb), 1HPEKIIH
(Takux sK iH(EKIil BepXHIX AUXAIbHUX MUIAXiB, OPOHXIT, iHPEKUil mKipH, iH(pEKLii cedoBOro
MiXypa), TOJIOBHOTO 0O0JIf0, aJepriYHUX PeakKiliid, CBepOeKy, TMXOMAHKUA Ta yTBOPEHHS aHTHUTL.
Takok MOBIIOMIISITOCS PO BUHUKHEHHS TSOKKUX MOOTYHUX PeaKIiil. AHTaroHicTa pakropa HEKpo3y
nyxiaua (OHII), taki sk ExOpen®, BIUIMBaHOTh Ha IMYHHY CHUCTEMY, i 1X 3aCTOCYBaHHS MOXE
BIUIMBATH HA IMYHHUH 3aXMCT NpOTH iHGEKUild Ta paky. Tspkki iHekuii Ha (OoHI 3aCTOCYBaHHA
npenapaty EHOpen® BuHukamu MeHine Hix B 1 mamienTa 31 100. 3BiTH BKIFOYATH TOBIIOMIICHHS IPO
BUHHMKHEHHS CETICHUCY, JIETABHUX 1HPEKI1H Ta iHEeKIIiH, 10 3arpoXKy0Th )KUTTIO. [Ipur 3acTocyBanHi
npenapaty EHOpen® nmoBiqoMiIsiocs npo BUHUKHEHHS Pi3HUX 3JIO0SIKICHUX IMyXJIHH, BKITHOYAI0UYH
37I0SKICHI My XJIMHU TPYAHOT 37103, JIE€TeHb, LIKIPH, TIM(PaTUIHUX BYy3TiB (JiMpoma).
[ToBimOMIISLIIOCS PO PO3BUTOK TSHKKUX T€MaTOJIOTIUHUX, HEBPOJIOTTYHUX Ta ayTOIMYHHHX peaKuil,
BKJIIOUAIOUYM MaHIUTONEHI0 (piAKo) Ta allacTUYHy aHeMito (myske pinko). Ilpm 3acTocyBanH
npenapaty EHOpen® moBimomiisuiocs mpo BUMAJIKU HEHTPaIbHOT Ta nepudeprudHoOi neMieniHi3ari
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(pimko Ta my’ke piAKo BiAMOBIAHO). [CHYIOTH MOBIIOMJICHHS ITPO PO3BUTOK BOBYAKA, MATOJOTIYHIX
CTaHIB, MMOB’S3aHUX 3 BOBYAKOM, BaCKYJIITY.

HaBenenuii Hx4e nepesik moOi4HUX peakii IpyHTYEThCs Ha pe3yJIbTaTaX KIiHIYHUX BUTIPOOYBaHb,
a TaKOX Ha JJAHUX MICISAPEECTPaLifHOTO HATIISY.

VY KoXHOMY Kilaci OpraHiB Ta CHCTeM ITOOIUHI peakili HaBEICHO BIAMOBIAHO IO YacTOTH IX
BUHHUKHEHHS (KUTBKOCTI MAIIE€HTIB, y SIKAX OYIKYETHCS PO3BUTOK IT€l peakilii) 3rifHO 13 TaKUMH
KaTteropisMmu: qyxe yacto (> 1/10);qacto (Bin>1/100 mo < 1/10); meuacTo (Big>1/1000 mo < 1/100);
pinko (Bim > 1/10 000 mo < 1/1000); nyxe piako (< 1/10 000), wactora HEBigoMa (HE MOKHA
pO3paxyBaTH 3a HASIBHUMU JAHUMH).

Ingpexyii ma insa3sii

Hyxe yacro: iH}ekuil (BrIroyaoy iH}eKii BepXHiX AUXaTbHUX NUIAXIB, OPOHXIT, IUCTHT,
HIKipHi iHpeKuii)*;

HEYacTo: TSDKKI 1H(eKii (BKIIYaloun IMHEBMOHIO, IETIONIT, OaKTepialbHUN apTPHT,
CeICUC, mapa3uTapHi IHpeKmii)™;

piako: TyOepKyJIb03, OMOPTYHICTHYHI 1HPEKIil (BKIOYalOYM 1HBa3UBHI I'pUOKOBI,

NPOTO30iiHI, 6aKkTepianbHi, aTUIIOBI MiKOOaKTepiasbHi, BIpycHi iHeKmil Ta
iHexuii, BuKiuKani Legionella)™*;

4acTOTa HEBijoMa: peakTuBalis renatuty B, Listeria.

Iopywenns 3 60Ky Kpoei ma aimgpamuunoi cucmemu

Heuacro: TPOMOOIIMTOTEHIsI, aHEMisI, IEHKOTIeHIs,, HEUTPOTIEHIs;
piaKo: MaHIUTONCHIT™;
JTyKEe PIJIKO: aruIacCTUYHA aHEMidS™;

4acToTa HeBiAOMa: TeModaronuTapHuil CHHIPOM (30KpeMa CHUHIPOM akKTUBaLii Makpodarip)*.
HobposxicHi, 3105KicHi ma Hecheyu@iuHi HO80YMBEOPeEHHs (6KIIOUAOYU KICMU Ma NOINU)

Heuacro: HEeMeJaHOMHUM pak mkipu* (auB. po3aut «OcoO0IUBOCTI 3aCTOCYBaHHS);
pinko: 3NOsKICHA MeJlaHOMa (uB. po3ait «OcoOIUBOCTI 3aCTOCYBaHHS ), TIM(OMA,
JIefKo3;

4acToTa HeBijoMa: KapliuHoMma KIiTUH Mepkens (auB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHSD),
capkoma Kamnomri.
Ilopywenns 3 60Ky iMyHHOT cucmemu

Yacro: anepriuni peaxkiii (auB. «[lopymeHHs 3 60Ky MIKipH Ta MIAIIKIPHUX TKAHUH),
YTBOPEHHS ayTOAHTUTLIT*;

HEYaCTO: BAaCKyJIITH (BKJIIOYAIOUM BACKYJITH, MO3UTHBHI A0 aHTUHEUTPO UIBHUX
[UTOTUTAa3MAaTUYHUX AHTHUTLN);

piaKo: TSDKKI  ajieprivyHi/aHadiTakTHaHI peakiii (BKIOYaUYW aHTIOHEBPOTHYHUN

HaOpsIK, OpOHXOCMa3M), CApKOiN03;

4acTOTa HEBIIOMA: TOTIPIIEHHS CUMITOMIB JI€PMATOMIO3HTY.

Hopywenus 3 60Ky Hep8osoi cucmemu

Iyxe gacTo: TOJIOBHUH O1/1b;

piaKo: seuma aemieriHizamii [[HC, moxiOHi 10 THX, IO CHOCTEPIraloThCs MpU
pPO3CITHOMY CKJIepo3i a0 cTaHax JIOKaJlI30BaHO1 JAeMieiHI3allli, TaKUX SK
HEBPUT 30pOBOI0 HEPBA Ta MOMEpPEeYHUi MiediT (quB. po3ain «OcobauBocTi
3aCTOCYBaHHs»), BHUIMAJIKK TepupepuyHoi aemieriHizaimii, BKIIOYA4H
cuapom ['ifiena — bappe, XpoHIYHY 3amajbHy JEMIi€TiHI3YIOUY
MOJIIHEWPONATiIo, NEMIENIHI3YI0Uy MOJIHEHpONaTiio Ta MYJIbTU(OKAIBHY
MOTOpPHY Helpomnarito (AuB. po3ai1 « OcoOIUBOCTI 3aCTOCYBAHHSD ), CYTOMH.

Iopywenns 3 boky opzanie 30py

HeuacTo: YBEiT, CKIIEPHUT.

Cepyesi nopyuienns

Heuacro: MOTIPIIEHHS 3aCTIHOI ceplieBOI HEOCTATHOCTI (AUB. po3aia «OcobauBoCTI
3aCTOCYBaHHSI» ),

piaKo: BIIEpIIIE BHUSBICHA 3acTiifHA cepreBa HEJOCTATHICTh (IMB. PO3IAUT

«Oco0IUBOCTI 3aCTOCYBAHHS» ).
Pecnipamopui, mopaxanvui ma mediacmunanibHi nopyuleHHs
Pigxo: IHTepCTHIIIaJIbHE 3aXBOPIOBAHHS JIET€Hb (BKJIIOUAIOYU MHEBMOHIT Ta (Hi0po3
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JIETCHB)*.
Topywenns 3 60Ky ULTYHKOBO-KUUKOB020 MPAKMY

Heuacro: 3amayibHi 3aXBOPIOBAHHS KUIICYHUKY .

I'enamob6iniapui nopyuienns

Heuacro: TIJIBUIICHHS PIBHIB MEYIHKOBUX (DepMEHTIB*;

piaKo: ayTOIMYHHUU renaTut™.

Hopywenns 3 60Ky wKipu ma niOWKIpHUX MKAHUH

Yacro: cBepOXK, BUCHIT;

HEYacTo: AQHTIOHEBPOTHUYHUN HAOpPSAK, TIcopia3 (BKJIOYAKOYM BHUHUKHEHHS abo

MOTIPIICHHS 3aXBOPIOBAaHHA Ta MYCTYJBO3HHH IICOpia3, MEPEeBakHO Ha
JI0JIOHSX Ta MiJ0IIBax), KpONHUB’ sTHKA, IIcOpia30(pOpMHUN BUCHTI,

piako: cuapom CriBeHca — J[KoHCOHa, IIKIpHI (OPMHU BaCKYJITY (BKIIOUAIOYH
rinepCceHCUTUBHUM BaCKYJIIT), MyJIbTU(OPMHA epuUTEeMa, JIIXCHOIIHI PeaKilii;

IyKe PiAKO: TOKCUYHUH emiJiepMaIbHUIl HEKPOIi3.

Ilopyuwienns 3 60Ky cKelemHo-M 930801 ma CROLYYHOT MKAHUHU

Pinxo: IIKIDHUA 4YEepBOHMN BOBYAK, MIATOCTPUN MIKIpHUNH UYEPBOHUH BOBYAK,

BOBYAKOIIO1I0HUI CHHIPOM.
3acanvHi po3nadu ma peakyii y micyi 66e0eHHs

Hyxe yacro: peaxiii y Miciii BBE€JEHHs (BKIIOYAIOUU KPOBOTEUY, YTBOPEHHS MiAMIKIpHOT
reMaToMu, epuTeMy, cBepOiXK, OTh, HAOPAK™);
4acTo: MipeKcis.

*JlUB. OMHUC OKPEMUX MOOIYHUX peakKiiil HIXKYe.

Onuc oxkpemux noOiuyHuUx peaxyiu

3noskicHi ymeopenns ma nimgponponichepamusti nopyueHHs

129 BunajkiB yTBOPEHHS HOBUX 3JIOSIKICHUX Iy XJIMH PI3HOTO THILY OYJI0 BUsiBIIeHO y 4114 narieHTiB
3 PEeBMATOITHUM apTPUTOM, SIKI OTpUMYBaiu npenapar EnOpen® mix yac KIiHIYHUX BUIIPOOYBaHb
BIPOOBXK IEepioay MpUOIU3HO 10 6 POKiB, B TOMY 4yucii y 23 1 mamieHTa, siki oTpuMyBaimu EHOpen®
y KOoMOiHaIlli 3 METOTpPEKCATOM MPOTATOM 2-pIYHOTO KJIIHIYHOTO JOCHIIKEHHS 3 aKTHBHUM
KOHTpoJieM. YacToTa BUHUKHEHHS TaKHUX SBUII Ta iX MONIUPEHICTH Y BHIE3a3HAYCHHUX KITIHIYHUX
JOCTIKEHHSIX Oyiau MOAIOHMMHU A0 THX, L0 OYIKYIOThCS AJISI MOMYJsALii, ska Opana ydacTb y
JOCHIKEeHHX. Y KIIHIYHUX BHUNPOOYBaHHIX TPHUBATICTIO MPUOIM3HO 2 POKH 3a YUacTio
240 mami€eHTiB 3 MCOPIATHYHUM apTPHUTOM, SIKIi OTPUMYBaIH npemnapatr EHOpen®, 3araiom Oyio
3a(ikCOBaHO 2 BUNAJKA BUHUKHEHHS 3JI0SKICHUX HOBOYTBOPEHb. Y KIIHIYHUX JOCIIIKEHHIX
3acTocyBaHHs npernapaty EnOpen® rtpuBajiicTio Outbine 2 pokiB 3a ydacTio 351 marienrta 3
AQHKUIO3UBHUM CHOHIWIITOM OYJIO 3apeecTpoBaHO 6 BHUMAJKIB BHUHUKHEHHS 3JIOSIKICHHX
HOBOYTBOpeHb. [ToBinomisuiocs npo 30 BunaakiB po3BUTKY 3J10KICHUX HOBOYTBOPEHb 143 BUINAIKu
HEMEJIAHOMHOTO paKy LWIKIPH MiJ Yac NOABIHHO CIINUX 1 BIAKPUTUX JOCTIKEHb TPUBAIICTIO JI0 2,5
poKy 13 3amydeHHsM 2711 mamieHTiB 3 OJSIIKOBUM IICOPia30M, SIKI OTPUMYBAJH JIIKYyBaHH]
npenapatom EHOpen®.

[ToBimommsiocs mpo 18 BuUMaakiB BUHUKHEHHS JiMGOMH TiJ dYac KIIHIYHUX J1OCJI1IKECHb
3acTocyBaHHs npernapary EHOpen® i3 3amydeHHsM 7416 mamieHTiB 3 pEeBMATOIIHHAM apTPUTOM,
NICOPIaTUYHUM apTPUTOM, AHKUJIO3UBHUM CHOHAMIITOM Ta IICOPIa30M.

Taxosx Oys10 OTpUMaHO MOBIAOMJICHHS IPO BUHUKHEHHSI Pi3HUX 3JI0SIKICHUX HOBOYTBOPEHb (Y TOMY
YUCII KapIIMHOMHM MOJIOYHOI 3aJ7103H, JIETeHb Ta JIM()OMHU) Yy MOCTMAPKETUHTOBUH TIepio (AUB.
po3ain «OcoOIMBOCTI 3aCTOCYBAaHHS» ).

Peaxkuyii 6 micyi 6sedenns

VY mnopiBHSAHHI 3 Miane0o y MaIli€HTIB 3 PEeBMAaTHUYHUMU 3aXBOPIOBAHHAMM, 5IKI 3aCTOCOBYBAIU
npenapat EHOpen®,yacTora BAHUKHEHHS peaKIlii B MiCIIi i’ ek1Iii Oy:1a 3HauHO BUIIO0 (36 % npotn
9 %). Peakuii B Mic1ii i’ €111 3a3BUYail BAHUKAJIM BOPOIOBXK nepioro Micsis. CepeaHs TpUBAIICTb
CTaHOBWIA NpUOINU3HO 3—5 AHIB. Y OUIBLIOCTI BUMAJKIB JIKYBaHHS peaKiil y MICII 1H €Kil He
NPOBOUIIOCH; OUIBIIICTb 13 TUX MALIEHTIB, KOMY HaJaBaJly JiKyBaHHS, OTPUMYBaJIa MPenapary 1
MICLIEBOTO 3aCTOCYBaHHs, TaKl IK KOPTUKOCTEPOiAX ab0 NepopalbHl aHTUTICTaMIHHI npenapar
OxpiM TOro, y /JAesSKMX TMAIi€HTIB BHHUKAIW pPEHUAMBH peakdii B MICIi iH eKIil, sKi
XapaKTepHU3yBaJIMCS MOSBOO MKIPHOT peakIii y MicIli 31iHCHEHHSI OCTaHHBOI 1H €KIIii 3 0THOYACHAM
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BUHMKHEHHSIM pEaKIlii Ha THUX JUISHKAX, /e MPOBOIMIMCS monepenHi in ekiii. 1{i peakmii, sk
paBUIIO, MAJIM THMYAaCOBHUI XapakTep Ta He BUHUKAJIX IOBTOPHO i/l Yac MOAAIBIIOTO JIiKyBaHHS.
[Tix yac KOHTPOJIBOBAHUX JOCHIIHKEHb 13 32Ty YEHHM MALEHTIB 3 OJISIIKOBUM IICOPiIa30M MIPOTATOM
nepiux 12 THXKHIB JiKyBaHHS peakuii B Miclli iH’ €Kil BUHUKIU npuOau3Ho y 13,6 % namienTis, gk
otpumyBain EHOpen®, nopiBHsHO 3 3,4 % Malli€HTiB, sIKi OTPUMYBaJH TUIAIe0o.

Taoucki ingpexyii

V¥ mnane60-KOHTPOJIbOBAHUX TOCTIIPKEHHIX HE CIIOCTEPiranocs 301IbIIeHHS YaCTOTH BUHUKHEHHS
TSDKKUX 1HQEKid (JIeTadbHUX, 3arPO3TUBUX IS KHUTTS a00 THUX, III0 BUMArajiu rocmiranizamii 9
BHYTPIIIHFOBEHHOTO BBEJACHHS aHTHUOIOTHKIB). Tsxkki iHpexuii BUHHKIN Yy 6,3 % mNalieHTiB 3
PEBMAaTOIIHUM apTPUTOM, 1[0 OTpuMyBaiu EHOpen® Bponorxk nepioay a0 48 micsmis. Jlo Hux
Hajexanu adcuec (pi3HOI Nokaiizalii), 6akrepieMiss, OpOHXIT, OyPCHUT, LETIONIT, XOJIEIHCTHT,
niapesi, IUBEPTUKYJIIT, eHAOKapAUT (T03pIOBaHUI), TaCTPOCHTEPUT, renaTtuT B, omnepizyrounii
Juman, TpodivyHi BUpa3KH HWXKHIX KIHINBOK, 1H(EKIii poTOBOI MOPOXKHUHU, OCTEOMIENIT, OTHT,
NEPUTOHIT, MHEBMOHIS, MIETOHEPPUT, CENCUC, CENTUYHHUM apTPUT, CUHYCUT, 1HQEKUIi MIKIpH,
BUPA3KOBE YpaKeHHs MIKipH, IH(EKIiT Ce4OBUBIIHUX LIUIAX 1B, BACKYJIIT Ta paHoBaiHdekiis. YacTora
BUHHUKHEHHSI CEpHO3HMX 1H(EKIIN M yac 2-piyHOTO JOCHIIKEHHS 3 aKTUBHUM KOHTPOJIEM B YCIX
rpymnax Oyia aHaJoriyHO (MAalieHTH OTpuUMyBaiM mpemnapatr EnOpen® um MeToTpekcar sk
MoHoTepamniio abo Enopen® y kombOinarii 3 Mmetorpekcatom). OHaK HE MOKHA BUKITIOYATH, IO
3acTocyBaHHA KoMOiHauii mpemapaty EnOpen® 3 MeroTpekcaTtoM Moke OyTH TOB’si3aHE 3i
301IBIICHHSIM YaCTOTH BUHUKHEHHS 1H(EKIIiM.

ITin gac muame60-KOHTPOIHOBAHUX BUMPOOYBaHb TPHBATICTIO 10 24 THXKHIB HE OYJIO BUSBIIECHO
PI3HMIII Y YaCTOTI BUHUKHEHHS 1HPEKIIHHUX 3aXBOPIOBAHbD Y MAIIE€HTIB 3 OJISIIIKOBUM IICOP1a30M, K
3acTocoByBaH npenapat EHOpen® abo miane6o. Tsokki iH(EKIIii, 10 CrocTepiraaucs y NalieHTis,
SKUX JIiKyBaiu TnpenapatoM EHOpen®, BKIOYaau UENIONIT, TaCTPOCHTEPHUT, MHEBMOHILO,
XOJIELIUCTUT, OCTEOMIENIT, FACTPUT, ANEHIULUT, ACLUT, 3yMOBJIEHUH CTPENTOKOKaMH, MIO3MT,
CeNTUYHUHN IIOK, NUBEPTHUKYIIT Ta abcuec. ONUH MALI€HT MOBIAJOMHB MPO BHUHUKHEHHS TSKKOL
iH(eKuil (MHeBMOHII) i Yac NPOBEACHHS [TOABIMHO CIINUX Ta BIAKPUTHX 10 CIIPKEHb 3aCTOCY BAaHHSI
I[bOTO JIIKAPCHKOTO 3aC00Y MpHU NCOPIATUYHOMY apTPHTI.

[Tin wac 3acTtocyBaHHs mpenapaTy EHOpen® Oyiio 3apeecTpOBaHO TSOKKI Ta JIeTadbHI 1H(EKIIi
OakrepiasibHOI, MiKOOaKTepiajdbHOI (BKIIOYAIOYUM MIKOOakTepii TyOepKyabo3y), BIpYCHOI Ta
rpubKoBOieTionorii. Jlesiki 3 HUX BUHUKAIHN MPOTATOM JEKUIbKOX THXKHIB B/l TOYATKY 3aCTOCYBAHHS
npenapaty EHOpen® y mamieHTiB, siKi, KpiM peBMaTOiTHOTO apTPUTY, MaJIH OCHOBHI 3aXBOPIOBAHHS
(HampuKIIaa IYyKpOBHi Jia0beT, 3aCTiHY CepIIeBY HeIOCTATHICTh, AKTHBHI 200 XpOHIUHI iH(pEKIIi B
anamue3i) (muB. po3ain « OcoOIMBOCTI 3aCTOCYBaHH»). 3aCTOCYBaHHs npenapary EHOpen® moxe
301IBIIUTH CMEPTHICTH y MAII€HTIB 3 11arHOCTOBAHUM CETICCOM.

[ToBimomiIsiocss MPO BUHUKHEHHS OMNOPTYHICTHUHMX I1HQEKIiH, y TOMY 4YHCIi I1HBa3WBHHX
IrpUOKOBHX, Mapa3UTapHUX (BKIOYAIOYH TMPOTO30MHHUX), BIpYCHUX (BKIOYAIOUH OTIEPI3YHOYHA
reprec), 6akrepianbHuX (BKIIOYalOYM 1H(EKIi, BUKIUKaHI TaKUMH 30yJHUKaMHU, K Listeria ta
Legionella) i atunoBux MikoOakTepianbHUX 1H(EKIIH, TOB A3aHUX 13 3aCTOCYBaHHIM Mpenapary
En6pen®. 3rinHo i3 CyKyIHHMH JaHUMH, OTPUMAHUMU Y KIIHIYHUX BHIPOOYBaHHAX, ais 15402
YYaCHHUKIB JOCII)KEHb, IKi OTpuMYyBai EHOpen®, 3aranbHayacToTa BHHUKHEHHS OTIOPTYHIC THYHUX
iHpexuii cranoBuna 0,09 %. e moka3HUK, CKOPUTOBaHUH 3 YpaxXyBaHHIM €KCIIO3HIIli, CTAHOBUB
0,06 Bunanky Ha 100 nmamieHTO-poKiB. 32 JTaHUMHU ITOCTMAPKETHHIOBOT'O CIIOCTEP €KEHHS P UOTUZHO
MOJIOBUHY MOBIJIOMJIEHb 3 YCBOTO CBITY HPO PO3BHUTOK OMOPTYHICTUYHHX iH(EKIiH CTaHOBIWIN
MOBIIOMJICHHSI TIPO 1HBa3WBHI IpHOKOBI iH(EKIIii, HAXOUTHII MOMUPEHUMHU 3 SIKUX Oy 1HDEKIIIi,
cnpuunneHi Candida, Pneumocystis, Aspergillus Ta Histoplasma. IlpuarHO¥0 O11b111€ HIXK T10J10 BUHH
BCIX BHIIAJIKIB CMEPTI MAII€HTIB, y SIKUX PO3BUHYJIMCS OMOPTYHICTHUHI iH(EKIil, Oyau iHBa3UBHI
rpubkoBi iHpexkiii. BiTbIIICTh BUMAAKIB 3 JETAJIBHUMHU HACHiIKaMU CTalHCs y TMAaIi€HTIB 3
MTHEBMOILIMCTHOIO ITHEBMOHIE€I0, HEBCTAHOBJIEHOK CHUCTEMHOIO0 TpPUOKOBOIO IH(DEKIE Ta
acreprurb030M (IuB. po3ait « OcoOIUBOCTI 3aCTOCYBAHHS ).

Aymoanmumina

3pa3ku CUPOBATKH KPOBI TOPOCJIMX MALIEHTIB TOCTIAKYBaIl Ha HASIBHICTh Ay TOAHTHUTL Y KUIBKOX
KOHTPOJIBHUX YacOBHUX To4kax. Cepes Malli€HTIB 3 peBMATOIAHUM apTPUTOM, Y SAKUX OLIHIOBAJIU
HasBHICTh aHTHHYKJIEAPHUX aHTHUTLI, BIICOTOK OCi0, SIKi BIEpIIe CTaIH MO3UTUBHUMHU CTOCOBHO
YTBOPEHHsSI aHTUHYKJIE€apHUX aHTUTL1 (= 1:40), OyB BUIIMM Y IpyIi 3aCTOCYBaHHs Ipernapary
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Enbpen® (11 %) mopiBHsHO i3 rpymnoro mianebo (5 %). BincoTok marieHTiB, ki BIEpIIe CTaIU
MO3UTUBHUMH IIOJ0 YTBOPEHHS aHTUTLI 10 HaTHBHOI ABoJaHIoroBoi JIHK, takox OyB BUIIEM Y
rpymi 3acrocyBaHHs npenapary EnOpen® (3a qaHuMu pagioiMmyHHOTO aHamizy: 15 % mamieHTis, ski
orpumyBanu EnOpen®, ta 4 % narmieHriB, siki OTpuUMyBaM 1ianedo; 3a nauuMu tecty 3 Crithidia
luciliae: 3 % Tta 0 % BIANOBIAHO). AHAJTOTIYHO KUIBKICTh MAIU€HTIB, SIKI OTPUMYBAJIH JIKyBaHHI
MpenapaToM Ta y SIKHX YTBOPWUJIHUCH aHTHKAPIIOJIMIHOBI aHTUT1IA, Oysia OUTBIIOI MOPIBHSIHO 3
nalieHTaMu, sKi OTpuMyBaiM Iuiane6o. Brume TpuBanoro siikyBaHHs npenapatoM EHOpen® Ha
PO3BUTOK ayTOIMYHHHMX 3aXBOPIOBAaHb HEBIIOMMUIA.
Hanxoammm mooIuHOKI TOBITIOMJICHHS PO MAIIEHTIB, Y TOMY YHCII 13 TO3UTUBHUM PEBMATOITHAM
(baxkTopoM, y IKUX YTBOPHIIHCS IHII1 ay TOAHTUT1Ia13 0JHOYaCHUM BUHUKHEHHSIM BOBYAKOTIOJIOHOTO
CUH/IpOMY 200 BHUCHIIIB, SIKi 32 CBO€IO KIIHIYHOIO KapTUHOIO Ta pe3yJbTaTamu Olomcii HaraayBaiu
HiATOCTPHIA MKIPHUK BOBYAK 200 NMCKOINHMIA BOBUYAK.
Ilanyumonenin ma aniacmuuna anemis
Y mocTMapKeTHHTOBUU Tiepioa OYyJIO OTPUMAHO MOBITOMIICHHS NMPO BUMAJKU IMMAHIIMTOICHII Ta
arIacTUYHOI aHeMii, NesKi 3 SKUX Mald JeTalbHHi Haclinok (auB. po3ain «OcoOmuBoCTi
3aCTOCYBAaHHS).
Inmepcmuyianbre 3aX80p108AHHS Jle2eHb
VY KOHTPOJIBOBAHUX KIIHIYHUX JOCHTIKEHHIX €TaHEPILENTY JJIs BCIX MOKa3aHb YacTOTa (BiJHOCHA
4acTOTa BUHUKHEHHS) IHTEPCTHUIIAJbHOTO 3aXBOPIOBAHHS JIET€Hb Y MAIlI€HTIB, SKi OTPHUMYBAIA
eTaHeplUenT 6e3 0JJHOUYACHOr0 3aCTOCYBaHHS MeTOTpekcaTy, cranoBuia 0,06 % (vacrora: pinko). Y
KOHTPOJBOBAHUX KIIHIYHUX JOCHIIKCHHSIX, B SIKHX JO3BOJSJIOCH OJHOYACHE 3aCTOCYBAaHHS
€TaHepIeNTy Ta METOTPEKcary, JacToTa (BIJHOCHA YaCTOTa BHSBICHHS) IHTEPCTHINATIHHOTO
3aXBOpIOBaHHs JereHb ctaHoBmiIa 0,47 % (vactoTta: HeyacTo). Y HOCTMapKeTUHIOBUH niepio 1 OyIio
OTPUMAaHO MOBIJOMJICHHS NP0 BUMAAKH IHTEPCTHIIAIBHOTO 3aXBOPIOBAHHS JIETEHb (BKIIOYAIOUU
MTHEBMOHIT Ta (PiOPO3 JIETeHB), ACAKI 3 AKUX MaJIHU JIETATBHUNA HACTIIOK.
CynymHe niKy8aHHs. AHAKIHPO1O
VY IOCHimKEHHSX, T Yac SKUX JOPOCIi NAIlleHTH OJJHOYACHO OTpuMyBanu npenapat EHOpen® ta
aHaKIHpY, YacTOTa BUHUKHEHHSA TSDKKUX IHQEKIii Oyna BHUINOIO MOPIBHAHO i3 TakKO MpU
MoHoTepanii npenapatom Enopen®. V 2 % mnamientiB (3 31 139) po3BuHynacs HEHTpPOTEHIS
(abcourorHe yucio venTpodinia < 1000/mm?). Ha ¢hoHi HEHTpOTIEHIi y 0THOTO MAI[i€EHTa PO3BHHYBCSI
LEJIONIT, SKMH BUIIIKYBaJld B YMOBaX cTauioHapy (IuB. po3ainu «OcoOaruBOCTi 3aCTOCYBaHHD Ta
«B3aeMo1is 3 IHIIMMU JTIKAPCHKUMHU 3aCO0aMHM Ta IHIII BHIH B3aEMOIIN ).
ITiosuwenns pisuie neuinkosux hepmenmis
[IpoTsrom MOABIMHO CHIMUX MEPIOIB KOHTPOJIbOBAHUX KITHIYHUX JAOCIIIKEHb €TAHEePICNITY I
BCIX IOKa3aHb YacTOTa (4acTKa BUMAJAKIB) MOOIYHMX peakuid y ¢opmi MiIBUIICHHS pPiBHIB
MEYiHKOBUX (DEPMEHTIB Yy MAII€HTIB, K OTPUMYBAIM €TAHEPIIENT O€3 OTHOYACHOTO 3aCTOCYBaHHI
MeToTpekcarty,ctanoBuia 0,54 % (aeuacTo). [IpoTaroM moABIHHO CIMUX IEPi011B KOHTPOIbOBAHUX
KIIHIYHAX JIOCJIKeHb, B SKUX OYJIO 03BOJICHO OJHOYACHE 3aCTOCYBaHHS CTAHEPICNTY Ta
METOTpEeKcaTy, 4yacToTa (YacTKa BHIMAJKIB) MOOIYHMX peakuid y ¢opmi MiIBUIICHHS pPiBHIB
nevyinkoBUx (hepmeHTiB craHoBmia 4,18 % (4acro).
AymoimyHnuuu ecenamum
Y KOHTPOJbOBAHMX KIIHIYHUX JOCIIIKEHHAX €TaHEPUENTY JJIs BCIX MOKa3aHb 4acTOTa (BlIHOCHA
4acTOTa BUHUKHEHHS) ayTOIMYyHHOTO IelaTHTy B TMAIi€HTIB, fKi OTPUMYBAJIHM €TaHEpUENT 0e3
OJHOYACHOTO 3aCTOCYBaHHs MeTOTpeKkcary, ctaHoBmia 0,02 % (dactoTa: piako). Y KOHTPOIbOBAHHX
KJIIHIYHUX JOCHIIJKEHHAX, Y SKUX OYJIO JO3BOJIEHO OJHOYACHE 3aCTOCYBaHHS €TaHEPLENTY Ta
METOTpEKCaTy, 4acToTa (BIIHOCHA YaCTOTA BUSIBIICHHS ) Ay TOIMYHHOT0 renatuty cranoBuia 0,24 %
(dacTora: HEUacTo).

iTH
Ilobiuni epexmu y Oimetl 3 108eHIIbHUM (0IONAMUYHUM APMPUTOM
3araniom 1o614Hi epexTu y 1iTeH 3 FOBEHUIbHUM noaiapmuKyIApHuM 1110IaTUYHUM apTPUTOM Oyiiu
N01I0HUMU 32 YaCTOTOIO 1 TUIIOM JI0 THX, 110 CIIOCTEPIrajucs y 10pOCIHNX MalieHTiB. BinmiHHOCTI
BiJl IOPOCIUX Ta iHIII cnerudiuHi AaHi, sKi TOTPeOyIOTh ypaxyBaHHs, HABEACHO HIKYE.
[Hdexii, mo crocrepiraancs M Yac KIIHIYHAX TOCTiIKEeHb 3a YYacTIO MAIIEHTIB 3 IOBEHIJIbHIM
1110aTUYHUM apTPUTOM BIKOM B 2 10 18 pokiB, K MpaBuio, OyJu BiJ JIETKOTO O MOMIPHOIO
CTYHNEHS TSXKKOCTI, @ 33 TUTIOM BiATIOBIAIH TUM, 1110 3a3BHY A 3y CTPIYAIOTHCS y ITEH, SIK1 JTIKYFOThCS
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amOynatopHo. J{o 3aikcoBaHUX TSHKKHX MOOIYHMX PEakKIliii HaJIeKaTu BITpsHA BicTia 3 03HAKaMH Ta
CHMIITOMAaMH aCEeNTUYHOIO MEHIHTITY, SIKI MUHAIU 0€3 Oy1b-IKUX YCKIaJHEHb (UB. TAKOX PO3/IUT
«OcoOMMBOCTI 3aCTOCYBAaHHA»), ANCHIUIUT, TACTPOCHTEPHUT, HEMpecis/ po3iaz 0CoOUCTOCT],
BUPA3KOBE YPAXKECHHS LIKIPH, €30(ariT/racTpuT, CENTUYHNHN IOK, BUKIMKAHUN CTPEITOKOKOM TPYIU
A, iykpoBuii n1iadet 1-ro Tumy Ta iHGEKIis M’ IKAX TKaHWH 1 MICIsS0TepaiiHIX paH.

YV ogHOMY AOCIIKEHHI 13 3aJTy4EHHSM JIITeH 3 FOBEHUTBHUM 1110MaTUYHUM apTPUTOM BIKOM BiI 4 110
17 poxiB min yac 3actocyBaHHs npenapary EHOpen® nporsrom 3 micsiiB (nepiia BiAKpHUTa 4aCTHHA
JTocCHimKeHHs ) iHekis BUHUKIA y 62 % miteii (43 3 69). HacToTa BUHUKHEHHS 1 TSDKKICTH 1HDEKITN
y 58 mari€eHTiB, fKi 3aBEpIIMIIM paHIIIe po3rmovyare JiKyBaHHS M 4ac 12-MICIIHOTO BIIKPUTOTO
KJIIHIYHOTO TOCHIKEHHs, 0y JTM aHATOrTYHUMH. BUIu 1 CIIiBBITHOIIIEHHS TOOIYHUX SIBHII y TTAIIEHTIB
3 IOBEHUIBHUM 1I0MATUYHUM apTPUTOM Oynu MOAIOHMMH [0 THX, LI0 CIOCTEpirajucs B
JOCIIDKeHHSIX npenapary EHOpen® i3 3ay4eHHsIM TOPOCITHUX MAIiEHTIB 3 PEBMATOITHAM ap TPUTOM.
binpmricts 13 HUX Oyau nerkumu. J[eski moOiuH1 peakirii crocTepiraaucs yacTinie y 69 marienris 3
IOBCHUTbHUM 11I0NATHYHUM apTPUTOM, SIKi OTPUMYBAJIH JiKyBaHHs npenaparoM EHOpen® npoTtsarom
3 micsmiB, HOpiBHAHO 3 349 HOpOCIUMU MALIEHTAMHU 3 PEBMATOIJHUM apTpUuToM. J[0 HUX HaJleKaTh
rosioBHH 611k (19 % namienTis, 1,7 BUMmaaKy Ha OJTHOTO MallieHTa Ha pik), HyaoTa (9 %, 1,0 Bumamxy
Ha OJIHOTO MaIllieHTa Ha pik), 6u1b y #uBoTi (19 %, 0,74 Bunmagky Ha OJHOTO MaIli€eHTa Ha PikK) 1
omoBanus (13 %, 0,74 BumaaKy Ha OJTHOTO TAIliEHTA Ha PIK).

[Tix yac mpoBeeHHS KIiHIYHUX BUNPOOYBaHb y MAIIEHTIB 3 IOBEHUIBHUM 1110IATUYHUM apTPHUTOM
3apeecTpoBaHO 4 BUMNAJIKU BUHUKHEHHS CHHIPOMY aKTHBalLlii MakpoQaris.

Tlob6iuni eghexmu y dimeti 3 OaaWKOBUM NCOPIA3OM

VYV 48- -THKHEBOMY JOCTIKeHH] 32 y4acTio 211 miteit 3 OnsSnIkoBUM ncop1a30M BiKOM Big 4 10
17 pokiB BusiBieHi Mo6iuHi epexTu Oyiau MoAiOHUMHU N0 THX, L0 CHOCTEpirajucs y momnepeHix
JOCIIKEHHSIX 13 3aJIyUYEHHSAM JOPOCIHX MAI€HTIB 3 OJISAIMIKOBUM IICOPIa30M.

3gimyeants npo nioo3proeari nooiuHi peaxyii

[ToBimomiieHHs Ipo MOOIUHI peakiii micIst peecTpallii TiKapchKOTO 3ac00y Ma€ BayKIIMBE 3HAUCHHSL
Ile nae 3MoOTy NPOBOJUTH MOHITOPHUHT CIIBBITHOIIEHHS KOPUCTH/PU3HK MPU 3aCTOCYBaHHI LIbOTO
JiKapchKoro 3aco0y. MenuyHuM Ta (hapManeBTUYHUM MpaLliBHUKAM, a TAKOX HaiieHTaM abo ix
3aKOHHUM TIpEeICTaBHUKAM CJIi/I TOBIIOMJISATH PO YCl BUTIAJIKH TTi03PIOBAHUX MTOOIYHUX PEaKIlid Ta
BIZICYTHOCT1 €()€KTHUBHOCTI JIIKAPCHKOTO 3ac00y uepe3 aBTOMaru30BaHy iH(popmalliiiHy cuctemy 3
dapmakoHarnany 3a nocuwinaHaaM: https://aisf.dec.gov.ua.

Tepmin npuoammnocmi.
30 wmicsiiB.

YmoBu 30epiraHus.

36epiratunpu remmnepatypisia 2 1o 8 °C. He 3amoposxyBatu. 30epiratv B HEJOCTYITHOMY JJ1s ATl
MiCII.

[Ipenapar y mexax TepMiHy NPUIATHOCTI MOKHA 30epiratu mnpu temmnepartypi He Buime 25 °C
OJHOKPATHO MpOTATroM 4 TIDKHIB, MICIS YOTO MpernapaT HE MOJKHAa MOBTOPHO 30epiratu B
XonoAwIbHUKY. [IpenapaT noTpiOHO yTHII3yBaTH, SIKIIO BiH HE OYB BUKOPUCTAHUH MPOTSIOM
4 TrKHIB Ticis 30epiraHHs M03a X0JI0AMIbHUKOM.

[Ipenapat 30epiraTv B OpUTiHAIBHIA YITAKOBII JUJTsI 3aXUCTY BiJg CBiTJIA.

Hecymicuicmo.
He ciin 3mimyBaTu EHOpen® 3 iHmmMMu JikapCchbKuME 3aC00aMH, O CKUTBKH JTOCIIIPKEHHS CYMiCHOCTI
€TaHepUEeNTy He MPOBOAMINUCE.

YnakoBka.
4 momnepenHpo HanoBHeH! mmpuiy no 0,5 mu (25 mr) ado nmo 1 ma (50 mr) abo 4 momnepeaHKO
HanoBHEHI pydku mo 1 ma (50 mr), 4 TaMmoHW 31 CHMPTOM Y IUIACTUKOBOMY KOHTEHHepi;

IUTACTUKOBHMM KOHTEHHEP Y KapTOHHII KOpoO1Ii.

Kareropis Binmycky. 3a penenrom.
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Bupoonuk.
[1aitzep Mentopexuypunr bensris HB.

Micue3naxoaskeHHss BAPOOHHKA Ta HOro agpeca Micus NpOBaJAKeHH JisVIbHOCTI.
Peiikcser 12, [lyypc-Cint-Amannc, 2870, benbris.

JaTta octanuboro neperasay. 05.03.2024
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