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NMPEMNAPAT EHBPEN®
A1 BALLOIO XXUTTH —
3A 1OMOMOIoKo

MAW KNIK®

MOKPOKOBUW NOCIGHUK i3 KOPUCTYBaAHHSA
nonepegHL0 HaNOBHEHOIO LUNPULL-PY4KOIO
3 npenapatom EHBPE/J1 50 mr — MAUW KJ/1IK

BaxnumBa iHchopmalLiisi, 3 KoK Cig, 03HaoOMUTUCA Nepeq,
BMKOpUCTaHHAM npenapaty EHBPE/], HaBeaeHa B iHCTPYKLUIi Anas
Me[MNYHOro 3aCTOCYBaHHS".







SMICT

3ATA/IbHA IHOOPMALYIS PO MAVA K/IK® (PO3UMH MPEMAPATY
EHBPEN® 50 MIr ANS IH'EKLIA Y MONEPEAHBO0 HAMOBHEHIN
LLIMPUL-PYYL)

BAXX/TMBA IHOPOPMALUIKO, AKY TPEBA 3ANAM'ATATU NEPE/],
NMOYATKOM KOPNCTYBAHHA

AK KOPUCTYBATUCSA LUMPUL-PYYKOIO MAN KJIK®

Kpok 1. MMiarotoBKa A0 BUKOHAHHS iH'eKLii npenapaty EHBPEN!
Kpok 2. Bu6ip MicLisi BBEIEHHS! iH'eKLiT"

Kpok 3. BUKOHaHHS iH'eKLiT po3unHy npenapaty EHBPE/®
Kpok 4. YTunisaujs BUKOpUcTaHoi wnpuu-pyykn MAIA KIK®

MNoi3aku 3 npenapatom EHBPEN®




3ATANIbHA IHOOPMALYS PO MAIA K/NIK® (PO3UMH MPEMAPATY
EHBPE/® 50 MI" 4719 IH'EKLIA Y MOMEPEAHBO HAMNOBHEHIA
LLINPULL-PYYLL)

3 HOBOIO LUNPUL-PYUKO0 MAW KJTIK pobuty iH'eKLii camocTiiiHo
BalLMM naieHTam CTasi0 NPoCTO, a 3aBAAKN AaHOMY NOCIOHUKY
LbOMY IETKO HABUYNTUCS.

LliikoM iMOBIPHO, LLIO MPOTArOM MEPLLOro HaBYaHHA NPaBU/bHIN TEXHILI
BUKOHAHHSA iH'EKLLiI 3 BUKOopucTaHHaM MAW K/IK Bawumm natieHTam
Oyae 3gaBartucs, Wo nikapo abo meacecTpi 6yno Ayxe nerko poomuTu
IH'EKLLII0 — TOMY LLIO e TakK i €. Ane AKWo AyMKa npo BBeAEHHS
iH'eKUiT cObi NpMMYLLYE HEPBYBATW BalLMX MaLEHTIB, TOAi Bam
Aonomoxe ysa épotuypa. MoXnMBO, BalLMX NaLli€HTIB 3aCNOKOITb TOW
thakT, Lo nonepeaHbo HanoBHeHa wnpuy-pyyuka MAW KNIK npoiiwna
peTenibHY OLIHKY B IOAEN, sIKi BUKOHYHOTb iH'eKUIT npenapaty EHBPE/.
MpoTArom Li€i OUiHKM 6yB 3p06/1€HNIN BUCHOBOK, LLIO BCi MOKA3HUKMW,
Taki K NerkiCtb BUKOHAHHSA iH'EKLIT, NPOCTOTa HaBYaHHSA npoueaypi
KOPUCTYBaHHS LUMNPULL-PYYKOI0, YNEBHEHICTb Y NPaBuIbHOMY BUKOHAHHI
IH'EKLiT Ta 3arasibHa 3a40BOJIEHICTb NaujieHTa, Oy Kpawmmm
NOpPIBHAHO 3 BUKOHAHHAM iH'eKUiT npenapaty EHBPEJT 3a gonomoroto
3BUYaiiHOro Wnpuua’.

MeTa ujei 6poLlypn — AONOMOITA BallMM NaljieHTam BigyyBaTu cebe BneBHeHile nif vyac
BuKkopucTaHHa MAI KNIK ans BukoHaHHs iH'ekji npenapaty EHBPE/. BoHa Kpok 3a
KPOKOM PO3KpPUE NPOLEC CaMOCTIMHOIO BUKOHAHHS iH'EKLLI BalMM nauieHTam i nokaxe, sk 3
NnpakTuKor BBeaeHHA npenapaty EHBEPEJ] moxe ctatn npocTolo Ta 3BUYHOK YacTUHOK
TXHBOIO XUTTA. Bpollypa MICTUTb Taky iH(bopMaLlito.

1. MNigrotoBka A0 BUKOHaHHSA iH'eKLii npenapaty EHBPE/.

2. Bn6ip micus BBefeHHS iH'ekui.

3. BukoHaHHs iH'ekuiT po3uunHy npenaparty EHBPE/I.

4. YTunisaujis BAKOPUCTaHOI Wnpuu-pyykn MAIA KNIK.

5. logatkoBa iHpopmaLis, Taka sk noi3gku 3 npenaparom EHBEPE/.

MepLu HiXX po3noyaT BUKOPUCTaHHS LLMPULL-PYYKN, HEO6XiAHO O3HaAoOMUTUCS 3 yCiMa

IHCTPYKLiSAMW.

FAKLLO nicna po3rnsaay Lboro NocioHMKa Balli nauieHTy BCe We MaTuMyTb Oyab-SKi
3anuTaHHA LWoAo NiAroToBKM Ta BUKOHAHHSA iH'eKUiT npenapaty EHBPEJ], B moxeTe
nopekoMeHAyBaTu iM OTpuMaTty 4oNoMory Bif, NiAroToBNEHOro MenpaLiBHMKa.




BAXX/IMBA IHOPOPMALIA, AKY TPEBA
SAMNAM'ATATU NEPEA NOYATKOM
KOPUCTYBAHHA

Hwxue HaBeAeHO KiflbKka KOPUCHUX Nopag, sIKi AONOMOXYTb BallM
nauieHTam posfnoyartu ycnilHo BBoAUTU npenapat EHBPEN®.

3aBxay nepesipaTV TEPMIH NPUAATHOCTI (MiCALb | piK), 3a3Ha4eHWi
Ha KapTOHHIN yNakoBL,i Ta Ha WNpUL-pyuLi. SKLLO BiH CKiHUMBCS,
He BYKOPUCTOBYBATY LUNPUL-PYYUKY i 3BEpPHYTUCA 40 (hapmaueBTa
3a gonomoroto. 36epirat MA K/IK y HeocTynHOMYy i
HenomiTHOMY Anst aiteld micujt.

36epirat MAV K/TIK y XonoannbHUKY 3a
Temnepatypu 2—8 °C.' He 3aMopoxyBaTtu

LINPALL-PYyYKY™.

Hamaratucsa 36epiratv AinsHKy BBEAEHHS iH'EKUIT Ta peui,
MOTPIGHI 4719 BUKOHAHHS iH'EKLT, MaKCMasIbHO YACTUMK Ta
CTEPUNBHUMN.

3aBecTv TpaguLito: BUSHAUUTU KOHKPETHI AHi Ta Yac ansa
BMKOHAaHHS iH'eKLii. Balwym navuieHTamMm MOXe cTatu B Npurogi
LLOAEHHNK, LLO6 CTEXNTU 38 AOTPUMAaHHAM PO3K/iady BUKOHaHHS
iH'EKLLINA.

Hikonn noBTOpHO He BukopucToByBaTn MAI K/1IK a6o

P—— ] iHLWi MaTepiasnn, SKi MaroTb BiHOLLEHHS A0 BUKOHAHHSA
\ iH'ekuii. HE HamaraTtucsa HagiTv KOBNayok Ha

BMKOPUCTAHY LUMPUL-PYYKy™.

YTunisysatin MAI KNIK 3rigHo 3 iHCTpyKLisiMu
nikaps, meacecTpu un chapmauesTa’.

Mepea BUKOHaHHAM iH'eKuUii npenapaTty EHBPE/:

Y KapTOHHIii ynakosui MAW K/IK 3HaxoanTbCs iHCTPYKLiA AN MeAUUYHOro
3aCTOCYBaHHS i3 BaXX/IMBOIO iH(hopMaLieto, Ky HeoOXigHO NnpounTaTn nepep,
BUKOpUCTaHHAM npenapaTty EHBPE/I: BigomocCTi Npo MOXnuBI anepriyHi
peakuii, NoGivHi echeKT (TAXKKI a00 iHLLII) Ta 06CTAaBUHU, 3a AKUX Npenapar
EHBPE/1 He cnig BUKOPUCTOBYBAaTHU.




AK KOPUCTYBATUCA LUMPUL-PYYKOKO MAI K/IK®

HaBepeHi HKUe iHCTPYKLLT NOSICHIOIOTb, IK KOPUCTYBATUCSA WNPUL-PyUKoto MAN
KNIK ans BUKOHaHHA iH'ekuii npenapaTty EHBEPEN®",

YBaXXHO npouyuTanTe iHCTPYKLUIT ¥ HaBYiTb BalIUX MawLi€eHTiB MOKPOKOBO 1X
BUKOHyBaTu. MpoaeMOHCTpylTe BallMM nawlieHTamMm, SK BAKOHYBaTWN iH'eKLil
npenapary EHBPE/.

MopekomMmeHAyTe HE HamMmaraTMCcA BUKOHATM iH'EKLitO0, MOKU NaLieHT He NepeKoHaBCH
B TOMY, LLIO 3PO3YMiB, K NPaBU/IbHO KOPUCTYBATUCSA LWNPULI-py4koto MAU KNIK.
AKWO Y NauieHTa € 3anUTaHHA WOoA0 TEXHIKU BUKOHAHHA iH'EKLii, NTOpekomMeHAaynTe
3BepHyTUCSA A0 Nikaps abo MmeacecTpu 3a AOMNOMOrolo.

Lito iH'eKLit0 He MOXHa 3MillyBaTU 3 OYyAb-AKUM iHLWWMM npenapaTtomM. Huxue
HaBejeHa NOKpoKoBa IHCTPYKLUiA i3 BBegeHHA npenapaty EHBPE/.

Kpok 1. MiarotoBKa A0 BUKOHAHHSA iH'eKLil npenapaTty EHBPE/!

> BMOGEPITb UNCTY, AOGPE OCBIT/IEHY i1 PIBHY PO6GOYY NOBEPXHIO .

> 36epiTb NpegMeTu, SKi BaM 3Ha00MATbCA /19 BUKOHAHHSA iH'EKUT,
i noKNagiTh X Ha BUGPaHy NOBEPXHHIO™.

a. OpHa nonepeAHbLO HanoBHeHa wWNpuL-pyyka MA KK Ta ogHa cnupToBa
cepBeTKa
(Bi3bMiTb TX i3 KAPTOHHOI YNaKOBKW 3i LLMNPUL-PyYKaMin, Siki BU 36epiraete
B XOI0ANNbHUKY. )"
He cTpyLuyiiTe wnpuu-pyyky®.

6. OauH BaTHUII aGo MapseBuUii TaMMNoOH®.

Intoctpauis 1

binut koBna4vok rosiku
3eneHa nyckoBa KHOMKa

[Mpo3ope KoHMpoibHe BiKHO

TepMiH npugamHocmi




» Mam'aTaiiTe Npo HeOOXiAHICTb NEepPEBIPKM TEPMIHY NPUAATHOCTI (MicAaus
Ta PoOKy) Ha WnpuL-pyyLi MAW KNIK®. Ko BiH ckiHumMBCS,
He BUKOPUCTOBYMTE LUNPUL-PYUKY 1 3BEPHITbCA 40 (hapmaueBTa 3a
Jfonomoroto’,

> [epeBipTe Po3urH Yy LNPUL-PYYLLi Yepe3 NPo30pe KOHTPO/IbHE BiKHO!.
PO34MH NOBUHEH BYTK NPO30pnM abo TPOXM MaTtoBuM, 6e36apBHUM
a60 6niJ0-XOBTUM i MOXe MICTUTU MaUsleHbKI 6i/li Yn Maiixe npo3opi
yacTku 6inka. Tak Mae BUrNaAaTn HesincoBaHuii npenapat EHBPEN®.
He BMKOPUCTOBYITE PO34MH, SKLLO MOro KoAip 3MIHUBCS, BiH MYyTHUIA
ab0 MICTUTb IHLWI YaCTKK, HDK onucaHi BuLLe. AKLWO BUMSAL PO3UNHY
BUK/IMKAE Y Bac 3aHENOKOEHHS, 3BEPHITLCA A0 dhapmaleBTa 3a
fonomoroto’,

> He 3HimauTe Ginnii KOBNA4YoK rosiku i 3a4eKainTe NPNGIN3HO 15-
30 XBUUH, 06 po3unH npenapaty EHBPEN® HarpiBcs A0 KiMHATHOI
Temnepartypu'. He nigirpisaiite WNpuu-pyyKy iHWXM cnoco6om®.
3aBxau nuuwaiite WNPUL-PYYKY B HeAOCTYNMHOMY i1 HENOMITHOMY
Ans aitei micuit.

[Mokun BN ByaeTe yekartu, Wob po3yMH Yy WNPULL-PYYL HarpiBca 40 KiIMHATHOI
Temneparypu, nepernaHste Kpok 2 (Ha HacTynHi CTopiHLi) i BU6epiTb
MicLe BBeAEHHS iH'eKLii*.

KOpI/ICHa BBeOeHHs1 po34yuHy KiMHamHoOI memnepamypu Moxe 6ymu
ni OKasKa 6i/1bw KomghopmHum 07151 Bac’.




Kpok 2. BuGip micusa BBefieHHS iH'eKuii’

> PekomeHfoOBaHe MicLe BBeAeHHS iH'eKUiT — cepeauHa nepegHbol
yacTuHU cTerHa. (Jus. imocmpayito 2.)* 3a 6axaHHSAM MOXHa BBOAUTY
npenapar B XMBIT, a/ie Micue BBeAeHHs Mae OyTu BigaaneHe Bif nynka
NpUHaiMHi Ha 5 cm'. FAKLLO iH'EKLIi0 NaLiEHTy PO6UTb iHLIA NAMHA, TO
MOXXHa TaKOX BMKOPMCTOBYBATM 30BHILLIHIO YaCTMHY neya’.

> KOXHY HOBY iH'€KLIO CNif BBOAUTU HA BiACTaHi NpuHaiiMHi 3 cM Bif
Micusi nonepeaHbOi iH'eKLi*. He BUKOHYITE iH'eKLit0 B 6oNtouy, 3a6UTy
abo yLinbHeHy AiNsHKY LWKipu'. He BUKOPUCTOBYIATE AiNSHKA LUKIPK 3i
Wwpamamu abo posTskkamu. (Moxe BUABUTUCA KOPUCHMM 3anncyBaTu
iHcbopmaLito NPo AiNsHKK, B SiKi 6ynun BBeAeHi nonepeHi iH'ekuji.)*

> FAKWO nauieHT XBOpie Ha ncopias, MoMy cnifg Hamaratucs He BBOAMUTU
IH'EKLT 6e3nocepeHbO Y BUNYKI, YLLiNIbHEHI, YepBOHI a0 sycKaTi
[INAHKA LWKipn®.
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nigKkaska

3anucyiime [HOpMaYiro MpPa OinsiHKU, B8 siKi 6y/1uU BBeOEHI nonepeoHi iH'eKyii*.




Kpok 3. BUKOHaHHSA iH'eKLii po3unHy npenapaty EHBPE/T®

Uepes npn6an3Ho 15—-30 XBUNUH, MPOTATOM SKUX PO3UUH Y LUMPULL-PYYL
HarpieTbCcA A0 KIMHaTHOI TeMnepartypu, MOMUIATE PyKn 3 BOAOHO Ta
MunoM*. MpoTPITh MicLle BBEAEHHS iH'EKLLIT CMMPTOBOI CEPBETKO
KPYroBUMW pyxamu ii gainte oMy BUCOXHYTK . Binblle He TopkaiiTecs
LIbOro MicLs nepef BBeAEHHSIM iH'eKLji™.

> Bi3bMiTb MAW KJTIK® i 3HIMiTb 6ifMi1 KOBNAYOK rOMKM, NMOTArHYBLUN 3a
HbOro 6e3 nepekocis. (4us. inocmpayito 3.)* LLLo6 He NOLLKOANTY FosKy
B cepeuHi MAI KJTIK, He 3ruHaiite 6inuii KOBNauoK rosikvi, Konu ioro
3HIMaEeTe, | He HaasraiTe Moro NOBTOPHO NIC/IA TOrO, SIK BM 3HS/M Oro*.
[icns Toro K BM 3HiMeTe 6iniA KOBMNavoK rosikun, B nobaunte duione-
TOBWUI 3aXUCHUI eKpaH rosiKn, KU TPOXK BUINsSiAaE 3 KiHUS LWNpuL-
pyukn MA KNIKY. Tonka 6ye NMWwaTtnca 3axMLLEeHOK B CepeuHi
LUNPUL-PYYKN A0 3aCTOCYBaHHA OCTaHHbLOI. He BUKOPUCTOBYINTE
LUNPULL-PYUKY, SIKLLLO BOHA Brasia nic/is 3HATTS KoBrayka ronku'.

> LLlo6 Bam Gyno ferwe Ta 3pyydHille BUKOHATW iH'EKLiI0, 3/1erka CTUCHITb
LUKIPY HAaBKO/10 MiCLA iH'EKLIT BEMMKNM | BKa3iBHMM NasibLiEeM BiNIbHOT

pyKkun'.
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Binut koBNa4ok rosku

®ionremoBuli 3axucHUli eKpaH rosiku

KopucHa Micnsa 3HaAMmMs 6in020 Kosnavyka 20/1Ku c/1io
- 7 is?, il
nIAKasKa He2auHO BUKOHamMu IH €EKYIr0-.




Kpok 3. (npoaoBxeHHA)!

> Tpumaiite wnpuu-pyyky MAI K/IK® nig npsaMum kytom (90°) Ao Mmicus
BBEAEHHSA iH'eKLii. BiAKpUTWIA KiHELb LUNPUL-PYYKM MILHO NpUTUCKanTe 40
LLKIpWY, 106 NOBHICTHO NPOLUTOBXHYTK (DIOIETOBUI 3aXUCHWUIN eKpaH rosik1 B
cepeavHy LNpuL-pydkn’. Ha Lwkipi B no6aunte Nerkuii cnig Big, HaTUCKaHHS.
(dus. imocmpadito 4.)* LLUNpuL-pyyKy MOXHA BUKOPUCTOBYBATY TiflbKW NIC/sA TOTO,
SIK PioNETOBUIA 3aXMCHUIA eKpPaH NOBHICTIO NOTPANUTL B CepPeanHy LUNPUL-PYYKA’,

KOIOVICHa 3esieHa nyckosa KHorka 6yoe 3a6/10K0BaHa, noku 3axucHuli eKpaH rnosHicmio
MigKaska | He mompanume y cepeduHy wnpuy-pyuku MAN KITIK'.

> Konu 6ygete MiLHO NpuUTUCKaTy LWNPUL-PYYKY A0 LUKIpU, WOo6 NOBHICTIO
NMPOLUTOBXHYTW (DIOIETOBUIA 3aXUCHUIA eKpaH rofikv BcepenuHy, A1 BUKOHaHHSA
iH'EKLIT BEMMMKUM MasibLiEeM HaTUCKalTe Ha LEeHTP 3e/1eHOT NMyCKOBOT KHOMKM
3BEpXy LWNpuU-pyukn. (4us. inocmpadyito 5.)* Mifg yac HaTUCKaHHSA Ha LEHTP
KHOMKM BU MOYYETE KNauaHHs".

> TpopoBXyiiTe MILHO NPUTMCKATK WNpuUL-pyyKy MA K/IK go wkipu, noku
He No4yyeTe Apyre KnauaHHA 4 BNpoaosX 10 cekyHn nicasa nepLioro
KnauaHHs (3a/1eXH0 Bif, TOro, Lo TPanuTbCs nepnm)®.

Mpumimka. SKwWo su He MoO)xeme po3roYyamu iH'€KYiro 32i0HO 3 OrnUCOM, MiYHO MPUMUCHIMb WNpUy-py4Ky 00 WKipu,
a nomim wje pa3 HaMUCHIMb Ha 3e/1eHy MycKoBY KHOIMKY™.
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K/TALAHHS (Y
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dionemosuli 3axucHuUll eKpaH 20/1KU HamucHimb Ha yeHmp 3es1eHor
MOBHICMIO 3HUK Y cepeduHi wnpuy- 1yCKOBOI KHOMKU

pyYKU




» IH'eKuisa byae BMKOHaHa To4i, KON BU NOYyeTe Apyre KrauaHHA (abo
AKLIO He no4yeTe ioro, Tofi yepes 10 cekyHa). (Jus. inocmpayito 6.)*
Tenep MoXHa BUTSTHYTU LLNPULL-PYYKY 3i WKipW. (4us. intocmpauito 7.)"
Micnsa Toro Sk BU BUTATHETE LUNPULL-PYYKY 3i LWKipK, GoioneToBwii
3aXUCHWIT eKpaH rofiku 3'ABUTbCSA aBTOMATUYHO, W06 3aKpuTu Tit.

> KOHTpO/ibHE BIKHO Ha WNpuL-pyyLi Tenep mae 0yTy NOBHICTIO
chionetoBuM, LLIO NiATBEPIXYE Te, WO A03a 6y/a BBeAeHa NpaBusibHo .,
AKLLO BIKHO CTas10 (PIO/IETOBMM HE MOBHICTHO, 3BEPHITLCA [0 MeACcecTpu
abo hapmaueBTa 3a 4OMOMOror, TOMY LLO LWNPUL-pyyKa Morna
He MOBHICTI0 BBECTM pO34MH npenapaty EHBPE/®. He HamaraliTecs
3HOBY BMKOPUCTATU LUNPULL-PYYKY | HE HAMaranTecs BUKOpUCTaTK Lie
OAHY LUNPULL-PYYKy 6e3 KOHCynbTaLji MmeacecTpu abo chapmauesTa’.

> FAKWO B MicLi BBeAEHHS IH'EKLiT BM nobaunTe KpoB, NPUTUCHITb 40
LIbOro MicLs BaTHUA a6o MapneBuii TamnoH Ha 10 cekyHA'.
He noTpibHO TepTu MicLie BBEAEHHS iH'EKLT".

KopucHa | miywo npumuckaiime wnpuy-pyuxy MAV K/IIK 8o micys
ni AKas3Ka B8Be0eHHs iH'ekyil, Wjo6 ompumamu nosHy 6o3y’.
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KoHmposibHe
BIKHO cmaJio
¢hiosilemoso2o




Kpok 4. YTunisauiss BUKopuctaHoi wnpui-pyukn MAA KMIK®:

LLInpuu-pyyky MAW K/TIK BUKOPUCTOBYIOT TiflbKv 0auH pas. |i He MoxHa
BMKOPUCTOBYBATK NOBTOPHO. He HamaramTecsa HagiTv KOBNavyoK Ha BUKOPUCTaHY
LINPUL-PYyYKy®. MeanuHi npenapaTtn He BUKUAAThb Y KaHasi3aliio abo nobyTosi
Bigxoawn. MNMopagbte BawWnM nawieHtTam 3anutaTtu B Jlikaps, MeacecTpu um
thapmaleBTa, sSiK yTWIi3yBaT HENOTPIOHI NpenapaTu®. Taki 3axoAun AonomaralTb
3aXUCTUTU HABKOJINLLIHE cepefioBuLLE.

Moi3gku 3 npenapatom EHBPEN®
HaragyBaHHsi. Mpenapat EHBPE/1 noBuHeH 36epiratucs 3a temnepartypu 2—-8 °CL.

Mpenapatr EHBPEJT moxHa 36epirati 3a Temneparypu, ska He nepesuutye 25 °C,
MPOTAroOM OAHOrO nepioy B MeXax YoTUPbOX TWXKHIB. licna uboro npenapar He chif
3HOBY 36epiraty B XO/I04WIbHUKY. AKLLO0 MPOTArOM YOTUPLOX TUXHIB 36epiraHHs He B
xonoannbHuky EHBPEJ1 He 6yB BUKOpPUCTaHWIA, MOro CAif BUKUHYTU. PekomeHa0BaHo
3anucysaru gary, konm Bu BuiiHaAn EHBPEJT i3 xonognnbHuKa, i gaty, nicns skoi
npenapar Cnif BUKUHYTU (Yepe3 4 TUXKHI) .

AKLLO Ball NauieHT NOAOPOXYETE NiTakoM, nopaabre 3asgaierigb 3anuTtatu B
aBiakomnaHii abo BifgnoBigHMX OpraHis, YM MoXxe BiH B3ATK npenapat EHEPE/ i3
CO0O0H0 B fNiTakK SK py4Hy NoKfaxy abo unm MOoXKHa Moro noknacTu A0 XON0ANIbHUKA Ha
yac nosbOoTy.

PekomeHaoBaHO nauieHTy maTu i3 co60to peuenTt Ha npenapat EHBPE/] Ta nncT Big,
nikapsi Ha Toil BUNafokK, SIKWO 3HaA00UTLCA NOACHUTU MUTHIK CyX06i Ta CryXo0i
6e3nekn aeponopTy, Yomy Viomy/ii noTpi6Ho matn MAI KNIK npu co6i. Booma
HEeOoOXiAHO 3aNULWNTK KONMiT peuenTa Ta iIMcTa Ha ToW BUNagokK, AKLWO nauieHT
3aryomutb opuriHanu.

AKwo y nauieHTa € 3anuTaHHA a6o NoTpidHa fopaTkoBa
iHchopmaLifa, nopekomeHAyTe 3BEPHYTUCA A0 NiKapAa, MeacecTpu
abo chapmauesBTa.




NMPUMITKUN




Cnucok nitepatypu

1. IHCTPYKUIA ona megnyHoro 3actocyBaHHS flikapCcbkoro 3acoby EHOpen®.
PeecTtpauinHe nocsigyeHHss Ne UA/16786/01/01 Big 21.06.2018, Haka3z MO3
YkpaiHu Ne 1192.

2. Miller-Ladner U, Flipo RM, Vincendon P, Brault Y, Kielar D. Comparison of patient
satisfaction with two different etanercept delivery systems. Z Rheumatol.
2012;71(10):890-899.




3ATBEPOXXEHO

Haka3 MiHicTepcTBa OXOpOHU
30,0p0B’A YKpaiHun
21.06.2018 Ne 1192
PeecTpauiiiHe nocBigYeHHs
Ne UA/16786/01/01

IHCTPYKUIA
ANA MefMUYHOTo 3aCTOCYBaHHS NliKapCbKOro
3aco0y

EHGpen®

(Enbrel®)

Cknap:

ditoya peyosuHa: eTaHepuenT;

1 M1 po3unHy MiCTUTb 50 Mr eTaHepuenTy;

1 nonepeaHbO HANOBHEHWI LWNPUL, MICTUTbL 25 Mr abo
50 mr eTaHepuenTy; 1 nonepesHbLO HaNoBHEHa pyyka
MiCTUTb 50 Mr eTaHepLenTy;

00rMOMIXHI PEYOBUHU: caxapo3a, Bofda A5 iH ek,
HaTpito doocchaT ABOXOCHOBHUIA AurigpaT, HaTpito
dhocdpat ogHOOCHOBHWIA Aunrigpart, L-apriHiHy
rigpoxnopug, HaTpito xnopua.

Nikapcbka hopma. Po3uvH ANs iH’eku;i.
OCHOBHI ¢hi3uKo-XiMiYHI B1acMuUBOCMI: pionHa Bif
6€e36apBHOT0 A0 XXOBTOro KO/1bOpy, Npo3opa abo
OnasieCLeHTHa; MOXe MICTUTW HE3HAYHY KiNbKiCTb
Hanisnpo3sopux abo 6innx aMmopHNX YaCTOK.

dapmakoTepaneBTUYHA rpyna. IMyHocynpecaHTy,
iHriGiTOpK (hakTopa-o. HEKPO3y NyxAunH. ETaHepuenT.
Kog ATX LO4A BO1.

dapmaKosio2iyHi sracmusocmi.
dapmakoouHamika.

ETaHepuenT — xumepHw®ii 6inok peuenTtopa haktopa
HeKpOo3y NyxX/IMH NIOACLKUIA Ta p75Fc, oTpumaHuii 3a
TEXHO/Orie0 pekombiHaHTHOT [JHK i3 BUKOpMCTaHHAM
KNITVH ccaBuiB (KITUH SEYHMKA KATACbKOIO XOM'SKa)
SK CUCTEMU eKCMpecil.

dakTop Hekposy nyx/mH (TNF, ®HIM) — UKTOKIH, Wwo
Bifirpae OCHOBHY POJ/ib Y PO3BUTKY 3anasibHOro
npoLecy npv pesmMatoigHoMy apTpuTi. MNigsuieHunii
piBeHb ®HI TakoX BUABAAETLCS Y CUHOBIA/TbHIN
006010HLi Ta NcopiaTUyHKX BsILLKax NaLieHTiB i3
ncopiaTMyHUM apTpUTOM, a TaKoX Y CUpoBaTLi Ta
CVHOBIaJ1bHIli TKAHWHI NAUIEHTIB i3 aHKI/TO3VBHUM
CNOHAMNITOM. IH(INbTPaLis NcopiaTUYHOT 6IIALLKN
3anasibHUMK KITUHaMW, BKIKOHYAKoUN T-KNIiTUHW,
Npu3BOAUTL A0 NiABULLEHHS piBHA ®PHIM y Micusax
MCOPiaTUUYHOIO YPAXEHHS MOPIBHAHO 3 HEYPaKEHNMM
AinsHKamu Wkipn. ETaHepuenT € KOHKYPEHTHUM
iHriGiTopoMm 3B'A3yBaHHA ®HIT i3 i0ro NoBepXHEBUMY
KNITUHHMMUW peLenTopamMu, a 0TXe, BiH NPUrHiYye
6ionorivyHy akTMBHicTb ®HIM. ®HIM Ta NiMGOTOKCUH-
npo3anasibHi LMTOKIHW, SKi 3B’A3yl0TbCA i3 ABOMA
OKPEMUMY KNITUHHYMMW NOBEPXHEBUMY peLentTopamu
(hakTopa Hekposy nyxsimH (P®HM): 55 kAa (p55) Ta
75 kfla (p75). O6uasa POHI icHytOTbL B OpraHiami B
MeMO6PaHO3B’A3aHili Ta PO34MHHIN dhopmax. PO3UMHHI
P®HM peryntotoTb 6i0N0riyHy akTMBHICTbL GHIT.

OHIM Ta NiIMGIOTOKCUH ICHYIOTb MEPEBAXHO Y BUINALI
roOMOTPUMEPIB, & iX 6i0/10riYHa aKTUBHICTb 3a/1€XNTb
Bif, MepexpecHoro 3wuBaHHA peentopis ®HIM, wo
3HaX0AATLCA Ha NOBEPXHi KNITUHW. JUMEpPHi PO3UYNHHI
peuenTopu, Taki K eTaHepLuenT, MatoTb GinbLuy
adpiHHicTb Ao PHIM, HiXX MOHOMEpPHI peuenTopu, a
TOMY € 3HAYHO MOTYXHILUVMUN KOHKYPEHTHUMU
iHriGiTopamu 38'a3yBaHHss ®HI 3 i0ro KMNITUHHUMK
peuentopamu. Kpim TOro, BUKOpUCTaHHS hparmeHTa
Fc imyHOrno6yniHy ik enemMeHTy 3B’A3yBaHHS Yy

CTPYKTYPi AMMEPHOro peLientopa NnogoBXye nepiog,
HaniBBMBEAEHHSA Npenapary i3 CMpOoBaTKN KPOBI.
TakMm YMHOM, eTaHepLenT NepeLLKoskae
BUMHVKHEHHIO KNITUHHOT BiANOBIAI, onocepeaKoBaHol
®HI1, 3a paxyHok 6ionoriuHoT iHakTmBauii ®HIM.
ETaHepuenT TakoX 34aTHUIA MOAY/H0BaTK GiONOriYHI
BiANOBI|, WO KOHTPONIOTLCA A0AATKOBUMU
MoneKkynamu, siki nepeaaroTb CUrHas y HU3XiZHOMY
HanpsMKy (Hanpuknag, UWATOKIHW, afare3uBHi
MOSeKyIM abo NpoTeiHasn), Ta CTUMY/OITLCA abo
peryntototbea PHIM.

dapmaKkokiHemuka.

Ab6copbuis

ETaHepuenT noBinbHO abcopbyeTbes 3 MicLs
NiALWKIPHOT IH'eKL,iT, fJOCAraloun MakCcumasibHOT
KOHUEeHTpaL|ii Npn6sm3Ho Yyepes 48 roavH nicns
BBE/leHHS 0AHOKpaTHOI A03W. AGCoNoTHA
6i040CTYNHICTL CTaHOBUTL 76 %. MNpy BBEAEHHI
npenapary 2 pasv Ha TWXXAEHb OYiKYETbCS, L0
PiBHOBaXXHI KOHLeHTpaLii 6yayTb BABIYi BULLi 3a Ti,
LLIO CMOCTepiratoTbCs MicNs BBEAEHHS pa3oBuX A03.
lMicns oAHOKpaTHOro NiALLIKIPHOTO BBEAEHHS 25 Mr
eTaHepuenTy cepefHs MakCuMasibHa KOHLeHTpaLis y
nnasmi 340poBKX 406POBONLLIB cTaHOBUNA 1,65 +
0,66 MKr/mn, naoLa nig, KpUBOK «KOHLEHTpaLis —
yac» (AUC) — 235 + 96,6 mkrerog/mn.

Posnogin

3an1eXHICTb KOHLIeHTpaLl eTaHepuenTy Bif Yacy
ONUCYETbCS BIEKCMOHEHLia/TbHOK KPYBOH).
LleHTpanbHuii 06’eM po3noginy cTaHoBuUThb 7,6 N, Togi
SK 06’€M po3noAisy B PiBHOBaXXHOMY CTaHi CTaHOBUTb
10,41 n.

BuBepgeHHA

ETaHepuenT NoBi/IbHO BUBOAWUTLCA 3 OpraHiamy.
Mepiof HanNiBBMBEAEHHS € TPMBA/IUM i CTAHOBUTb
Npn6n3HO 70 roguH. Y nauieHTiB 3 peBMaToigHUMm
apTPUTOM KJ/TipEHC CTaHOBUTL NpnbamsHo 0,066 n/rog,
LLIO TPOXM HWXKYE LibOro NoKasHUKa y 340POBUX
no6pososnsbuis (0,11 n/rog). PapmakokiHETHKA
eTaHepuenTy B NaLiEHTIB 3 peBMaTOigH/M apTpUTOM,
aHKI/T03VIBHUM CMOHANUNITOM Ta 6IALWKOBUM
rcopiasoM € NogiéHoto.

ABHMX BigMiHHOCTEl hapMakOKIHETMKM eTaHepuenTy
Y YO/OBIKIB i XiHOK HEMaE.

NiHiliHicTb

OdiLifiHO NpoNopUIiHICTb A03 HEe AochimpKyBanach,
asie Hemae BUAMMOTO HaCUYEHHS KipeHcy Ans 6yab-
AKOTO [A03YBaHHS.

Ocobausi nonynauir

MaLieHTn 3 HUPKOBOK HEAOCTATHICTIO
Xoua BUBELEHHS pajioakTUBHOI PEYOBKHU MiCASA

BBE/EHHS pajioakTVBHO MiYEHOTO eTaHepLenTy
nauieHTam Ta 340p0BUM J06POBONbLAM
BifOyBaeTbCA i3 ceyelo, y NauieHTiB 3 FOCTPOIO
HMPKOBOK HELOCTATHICTIO 3pOCTaHHS KOHLeHTpaLii
eTaHepuenTy y nja3mi He cnocTepiraiocs.
MopyLweHHs yHKUIT HAPOK HEe BUMarae Kopekuii
[o3u.

MNauieHTV 3 NEeYiHKOBOK HEOCTATHICTIO
36iNblUeHHA KOHLeHTpaLii eTaHepuenTy He
crocTepirasiocs y NauieHTiB 3 rOCTPOI0 NeYiHKOBO
HepocTaTHICTHO. MopyLIeHHs doyHKLiT NeviHkn He
BMMarae Kopekuii fo3u.

Po3paxoBaHi nokasHuKn KnipeHcy Ta 06’emy
po3noginy y nauieHTiB BikoM Bif 65 go 87 pokiB 6ynn
NOAiGHI A0 TakMX y NauieHTiB Bikom A0 65 pokiB.
LTy 3 IOBEHI/IbHUM ifjonaTYHUM apTPUTOM
Mpodhini koOHUEeHTpaLil eTaHepLenTy y cupoBsarLi
AiTell 3 NoiapTUKyNSPHAM FOBEHIIBHVM igionaTuyHnM
apTpPYTOM aHas10riyHi TaKUM Y JOPOCANX NALEHTIB 3
peBMaToigHNM apTpUTOM. Y HalimonogLmnx aitei (4
POKM) NpK NPOBEAEHHI AOCIAKEHb K/lipeHC OyB
3HWKEHUM (Npy CTaHAapTU3aLil 3a Macoto Tina




KnipeHc 6yB 36i/bLLUEHW) NOPIBHAHO 3 AiTbMU
CTapLUoro Biky (12 pokiB) Ta 4OPOCAUMM.
MogentoBaHHSA [03yBaHHA Aa€ 3MOry NpUnycTuTu, Lo
y AiTei ctapLioro Biky (10—17 pokiB) i gopocnamx
nauieHTiB KOHLUEeHTpaLii eTaHepLenTy B nna3mi KpoBi
NpW6/IM3HO OHAKOBI, a y AiTeil MOSIOALLIOrO BiKy —
iCTOTHO HWXUi.

it 3 ncopiasom

[itn 3 6nAwkoBmMm ncopiazom (Bikom Big 4 ol7
POKiB) OTpMMYyBas/I1 eTaHepLenT i3 po3paxyHky 0,8
Mr/Kr Macu Tina (MakcmasibHa go3a 50 Mr Ha
TWXKAEHb) OMH pa3 Ha TWXAEHb BNPOAOBX Nnepiogy
00 48 TxkHIB. CepefHA piBHOBaXKHA KOHLeHTpaLis
eTaHepuenTy B nja3mi kpoBi 6yna B mexax Big, 1,6 go
2,1 Mkr/Mn Ha 12-my, 24-Mmy Ta 48-My TUXHI.
BuesasHaueHi cepeHi KOHUeHTpaLii y aiteli 3
6nALWKOBMM Ncopiazom Bynn NogibHi o TuX, Lo
cnocTepiranuncsa y Aiteid 3 OBEHISIbHUM ifionaTnyHUM
apTpUTOM MpK 3aCTOCYBaHHI eTaHepLenTy i3
po3paxyHkKy 0,4 Mr/kr 2 pa3n Ha TWKAEHb
(MakcumasibHa fo3a — 50 Mr Ha TuxaeHb). Lli
3HauYeHHsa 6ynu No4ibHUMK 40 Takvx Y AOPOC/INX
nawieHTiB 3 6/1ALLKOBMM NcopiasoMm, AKi OTpUMYBaUn
eTaHepuenT y A03i 25 Mr gBa pasu Ha TVXAEHb.

KniHiuHi XxapakTepucTuku.

lNoka3aHHs.

PeBmaroigHuin aptput

EHOpen® y KomGiHaLji 3 MeTOTpeKcaToM nokasaHuii
[ANA NiKkyBaHHS akTMBHOTO PEBMAaTOiAHOro apTpuTy Bif,
NMOMIPHOIo 0 TSHXKKOro CTYNeHsa B OPOC/INX Y
BuNagkax, Konv Bianosiab Ha 6a30Bi
NPOTMPEBMATUYHI NpenapaTy, BKIH0Yaoum
MeToTpekcaT (3a BiACYTHOCTI NPOTUMNOKa3aHb), €
HeA0CTaTHLOHO.

EH6pen® moxe npusHayatucs y BUrNsA4i MoHoTepanii
y pasi HenmepeHOCMMOCTi MeToTpekcaTy abo y
BMNagkax, Konv Tpmeasie NikyBaHHA METOTPeKCaToM €
HefouiNbHUM.

Takox EH6pen® nokasaHwii ans nikyBaHHS TSHKKOTO
aKTMBHOIO | NPOrpecyyoro peBmartoigHoro apTputy B
Jopocnux nauieHTiB, SKi paHille He oTpyMyBanu
Tepanito MeToTpeKkcaToM.

HOBeHINIbHWIA ifjonaTUYHWn apTPUT

NikyBaHHs noniapTpuTy (peBMartoigHuin hakTop
NO3UTMBHUIA 260 HEraTMBHUIA) Ta MOLLUNMPEHOTO
oniroapTpuTy B AiTei Ta nianitkis BikoM Bif 2 pokKiB, y
AKMX CNOCTepiraeTbCA BijoMa HenepeHocumIcTb abo
HefoCTaTHS BiAMNoOBiAb Ha Tepanito MeToTPeKcaToMm.
NikyBaHHsA ncopiaTU4HOro apTpuTy B AiTell BiKOM Bif,
12 pokiB y pasi BifoOMOi HenepeHocnMocTi abo
HeJoCTaTHLOI BiAMOBIA4j HA Tepanito METOTPEKCATOM.
NikyBaHHs1 EHTEPUT acouiiioBaHOro apTpuUTy B AiTei
BiKOM Bif 12 pokiB y pasi BiJoOMOi HenepeHoCUMocTi
abo HefoOCTaTHLOI BiAMNOBIAI HA TPaAMLiiHY Tepanito.
McopiaTnyHuii apTput

JlikyBaHHs1 akTMBHOrO Ta NPOrpecyyoro
ncopiaTMyHOro apTpuTy B LOPOC/INX Y pasi
HefoCTaTHLOI BIAMOBIAI HA Tepanito 6a30BMMK
NPOTUPEBMATUYHUMM NpenapaTamu.

AKcia/ibHUIA cnoHAMA0apTPUT

AHKI/TO3UBHWI CNOHAWIT
JlikyBaHHS OPOCNUX 3 TSHKKUM aKTUBHUM

aHKi/I03VIBHVUM CNOHAMNITOM Y pasi HefoCTaTHLOT
epekTMBHOCTI TpaauuiiHOT Tepanii.
HepeHTreHoNori4YHuii akcianbHUiA COOHANN0aPTPUT
NikyBaHHS [OPOCNNX NALEHTIB 3 TSHXKKOIO CTafi€ro
HEPEHTIeHO/OMNYHOro akCiasibHOro CNOHANM0aPTPUTY
3 06’EKTUBHMMN CUMNTOMaMW 3anasieHHs, Ha Lo
BKasye NigBWLLEHWIA piBEHb C-peaKkTMBHOIO binka
Ta/abo pesynstatv MPT, ski MatoTb HE4OCTATHIO
BiZNOBiAb Ha NiKyBaHHA HECTEPOILHUMU
npoTu3ananbHUMK nikapcbkumm 3acobamu (HM3).
0BWiA Ncopia3

JlikyBaHHS1 AOPOC/IMX NALEHTIB 3 BALLKOBMM
ncopiasoM NoMipHOro abo TSXKKOro CTyMNeHs Ta
NPOTMNOKa3aHHAM [0 3acTOCyBaHHs abo
HEeNepeHOCMMICTIO iHLLIOT CUCTEMHOI Tepanii, LWo
BK/IHOYAE LMKIOCMOPUH, METOTPEKCAT, NCopasieH Ta
yneTpadioneTtose ornpoMiHeHHs A (PUVA-Tepanis),
a60 SAKLWO Le NikyBaHHA 6y10 HeeekTUBHUM.
BnsuwikoBuiA ncopias y aitei

JlikyBaHHS1 XpOHIYHOIO TSXKOro 615LLIKOBOro ncopiasy
B AiTeil BiKOM Big, 6 pOKiB, y SIKUX NPY 3aCTOCYBaHHi
HLLIMX METOAIB CUCTEMHOI Tepanii abo doToTepanii
He 6yN0 [OCATHYTO A0CTATHLOIO KOHTPOJO Haf,
3axBOpIOBaHHAM abo cnocTepiranach
HenepeHOCUMICTb TaKoro JliKyBaHHS.

Mpomunoka3aHHsi.

MigBuLeHa YyTNMBICTbL 40 Ai0YOT PevyoBUHY abo [0
6yAb-AKOT 3 JONOMKHUX PEYOBUH.

Cencuc abo pu3nK BUHUKHEHHS Cencucy.

HasBHICTb Y NaUiEHTIB aKTUBHUX iHADEKLiAHNX
NpoLeCiB, BK/IKOYAKUN XPOHiYHi ab0 NTOKasIbHi
iHgpekuji, Ha MOMEHT noyatky NikyBaHHA npenapaToM
EH6pen®.

B3aemoO0isi 3 iHWUMU JliKapCbKUMU 3acobaMmu ma
iHwi Budu s3aemodil.

CynymHe 3acmocyBaHHs aHaKiHpU.

Y popocnux nauieHTiB Ha hOHI 0gHOYaCHOro
nikyBaHHs1 NnpenapaTtoM EH6pen® Ta aHakKiHPOHo
crocTepiranocs nigBuLLEHHS YacTOTU BUHUKHEHHS
TSKKMX iHGDEKUI, MOPIBHAHO 3 NavieHTamm, sk
oTpUMyBanu Tinbk EH6pen® abo aHakiHpy (3a
[aHUMy aHaMHesy).

Kpim uporo, y nogsiiiHomy cninomy nnaue6o-
KOHTPO/IbOBAHOMY A0CNI)KEHHI, MPOBEAEHOMY 3a
y4acTo AOPOCANX NaLEHTIB, SKi Ha GOHI NiKyBaHHS
MeTOTpeKcaToM OTpuMyBas/iv npenapat EH6pen® Ta
aHakiHpy, cnocTepirasiocs NigBULLEHHSA 4acToTu
BUHUKHEHHS TSOKKMX iHADEKUin (7 %) Ta HelTponeHii
MOPIBHAHO i3 NaujieHTamMu, aKi OTpUMyBasIv NuLle
EH6pen® (anB. po3ainmn «Oco6mnBoCTi
3acTocyBaHHA» Ta «[o6GiuHi peakLiii»).

Kom6iHauis npenapaty EH6pen® Ta aHakiHpy He
NpoAeMOHCTpYyBasia NigBULLEHOT KNiHIYHOT KOPUCTI,
TOMY BOHa He PeKOMeHAYETbCSA A0 3aCTOCYBaHHS.
CynymHe 3acmocysaHHsi abamayernmy.

Y KMiHIYHUX JOCNIIKEHHAX CYMYTHE 3aCTOCYBaHHSA
abatauenTy i npenapaty EH6pen® npusBoamio 4o
NiABULLEHHS YaCTOTU BUHUKHEHHS TSHKKMX MOBIYHMX
peakLiii. Taka KOMGIHaL,is He NPOAEMOHCTpYBasia
NiABULLEHOT KTIHIYHOT KOPUCTI | TOMY He
PEKOMEeHAYETLCA [0 3aCTOCYBaHHS.

CyrnymHe 3acmocyBaHHSs Cy/ibhacasnasuHy.

Y KNiHIYHOMY O0CNIAXEHHI i3 3a/1y4eHHAM [0POC/InNX
naLieHTiB, AKi Ha (OOHI STiKyBaHHA CTaHO4aPTHUMU
[lo3amu cynbacanasuHy oTpuMmysanu EH6pen®,
cnocrepiranocs CTaTUCTUYHO 3HaYYLLLE 3HKEHHS
cepeaHbOI KiNlbKOCTi TeNKOLMTIB y NaLieHTiB, KM
3aCTOCOBYBa/IM KOMGiHaLLi0 Npenaparis, NOPIBHSAHO 3
naLjieHTamu, siki oTpUMyBanu Tinbku EHG6pen® a6o
cynbacanasuH. KniHiyHe 3HauyeHHs Uiei KombiHauii
HeBigome. Jlikapi NOBUHHI ByTV 06epexHUMK,
npusHavaloum BuLLe3a3HavyeHy kombiHau,ito.
BiocymHicmb B83aEMOOIT.

Y KNiHIYHMX JOCNIMKEHHAX HE cnocTepiranocs
XXOAHWX B3a€EMOZii NpM 0AHOYACHOMY 3aCTOCYBaHHi
npenapaty EH6pen® 3 r110KOKOPTMKOCTEPOIAaMM,
caniunnaramu (3a BUHATKOM cyribthacanasnHy),
HecTepoigHUMK NPoTU3anasbHUMK NpenaparamMm,
aHasibreTukamm abo meToTpekcatom. PekomeHaauii
LoA0 BaKuMHaLii HaBefeHo B po3aini «Ocob/MBOCTI
3aCTOCYBaHHS.

He cnocTepiranocs XXo4HUX KNiHIYHO 3HaYYLLMX
MDKIKaPCbKUX (DapMakoKiHETUYHMX B3aEMOZil nig



yac AoCnifKeHb 3 METOTPEKCATOM, AUTOKCUHOM a60
BaphaprHOM.

Oco61usocmi 3acmocyBaHHs.

[lns nonerweHHs BiACTEXEHHS 6ioNOriYHMX
niKkapcbkux 3acobiB cnig 4iTko 3anucatu (abo
3a3HauMTK) TOProBy Ha3By Ta HOMep cepii BBEAEHOTO
npenapary B KapTi naujieHTa.

Byno nokasaHo, Lo EH6pen®, sk y Burnagi
MOHOTepanii, Tak i B KOMGiHaLii 3 meToTpekcaTomMm,
YMOBINbHIOE ANHAMiKy NPOrpecyBaHHs YPaxXeHHs
cyrno6is (3rigHo 3 gaHumu peHTtreHorpadii) Ta
noninwye dyHKLito cyrnoobis.

EH6pen® npofeMOoHCTPYBaB 34aTHICTb NoKpaLLlyBaTu
hi3NuHWI cTaH nauieHTiB i3 NncopiaTMyHUM apTPUTOM
Ta YNoBiNIbHIOBATU AMHAMIKY NPOrpecyBaHHs
YPaXeHHs nepndepunyHnX cyrnobis (3rigHo 3 gaHnmu
peHTreHorpacii) B nauieHTiB 3 NONiapTUKyNAPHUMMN
CUMETPUYHMMMW NIATUNAMY 3aXBOPIOBaHHS.

IHgbekuyii.

HeobxiaHO OUIHWMTY HasiBHICTb iHQDEKLT y MaLieHTIB
nepeq npu3HauyeHHaAM npenapaty EH6pen®, nig yac
NiKyBaHHSA i Nic/a 3aKiHYeHHs Kypcy Tepanii,
BPaxoByouu, WO cepeHiil nepios HaniBBMBeAEHHS
eTaHepuenTy cTaHOBUTbL NpmbnunsHo 70 rogunH (7—300
rOAVH).

Mpu 3acTocyBaHHi npenapaty Ex6pen®
NOBISOM/IANOCH NPO PO3BUTOK TSHXKKMX iHCPEKLIN,
cerncucy, Ty6epKynbo3y Ta ONOPTYHICTUYHUX IHGEKLA,
BK/1K0HA0UM iHBA3MBHI rPMGKOBI iHGhekLil, nicTepios,
nerioHensLo3 (AuB. po3ain «IMobidHi peakuii»), aki 6ynun
cnpuyvHeHi 6aktepiamu, MikobakTepiamu, rpudamu,
Bipycamu Ta napasutamu (BK/H0YaK4M HaMpocCTiLLi).
Y peskux Bunagkax cneuudiyHmii Bua rpnbkosoi abo
iHLLIOT ONOPTYHICTUYHOT IHGDEKL,T He ByB BU3HAYEHWIA,
LLIO NPW3BOAMSIO A0 3aTPUMKN NPU3HAYEHHS
Heo6XigHOro NlikyBaHHs, a iHoAi — Ao cmepTi. Mpwu
06CTeXEHHI NaLEHTIB LWOA0 HAABHOCTI iHAheKUin cnig
6paTn o yBarv pu3nkK NEBHUX OMOPTYHICTUYHKX
iHbekUin (HanpyKnag, BNUB eHAEMIYHUX MIKO3iB).
MauienTn, y aknx Ha dYOHI NiKyBaHHS npenapaTom
EHOpen® BUHMKAKTh HOBI IHIPEKLLiViHI 3aXBOPHOBaHHS,
MOBWHHI 3HAXOAUTUCA Nif, PETENTbHUM HarnagoMm. Y
pasi po3BUTKY TSXKKOT iHDEKLiT 3aCTOCYBaHHS
npenapaty EH6pen® cnig BigMiHUTU. ECQeKTUBHICTb Ta
6e3neky 3acTocyBaHHs npenaparty EH6pen®
navieHTaMm i3 XpPOHIYHUMM IHADEKLIAHMY
3aXBOPIOBAHHAMM He ouiHoBanu. Cnig, 3
obepexHicTio npusHayat EH6pen® nauieHtam 3
peUNaNBHUMN YN XPOHIYHUMU IHCPEKLAMN B aHAMHESI
a60 nauieHTam, OCHOBHI 3aXBOPIOBaHHS SKMX
(Hanpuknag, ycknagHeHuin abo noraHo
KOHTPONbOBaHWIi AiabeT) MOXYTb CNPUATN PO3BUTKY
iHcheKuUiT.

Ty6epkybo3.

MoBigomAsn0ca NPoO BUNaAKN BUHUKHEHHS aKTUBHOIO
Ty6epKyb0o3y, B TOMY YACAi MiNliapHOro Ty6epKyibo3y
Ta Ty6epKyb03y no3asereHeBoi nokasisau,i, y
naujieHTiB, siki oTpuMyBanu EH6pen®.

Mepep noyaTkoM NikyBaHHs npenapatom EH6pen®
YCiX NaLieHTiB NOTPIGHO 06CTEXNTU LWOA0 HAABHOCTI
SIK aKTUBHOTO, TaK | HEaKTUBHOTO (NaTeHTHOrO)
Ty6epkynbo3y. Lie 06cTexeHHA NOBUHHO BKKOYATU
JeTasibHe BYBYEHHS MEAMNYHOIO aHaMHe3sy, B TOMY
yncni iHAMBIAYaIbHOTO aHaMHe3y 3axXBOPIOBaHHSA Ha
Ty6epKy/ib03 ab0 MOX/IMBUX KOHTAKTIB 3 XBOPUMU Ha
Ty6epKy/ib03 y MUHY/IOMY, | AaHWX LWOA0 NPOBeAEHOT
paHiwe abo NOTOYHOT iIMyHOCYNpecrBHOT Tepanii. Bcim
nawieHTam cnif NPOBECTN HeObXiAHI CKPUHIHTOBI
TecTu, TO6TO Ty6epKyniHOBY LLUKIpHY Npoby i
peHTreHorpacito nereHb (MOXHa kepyBaTucs
MicLleBMMU pekoMeHaaLismn). PekomeHg0BaHO
Bif0OpaxaTn NpoBeAEeHHS UUX TECTIB Y KapTi
nauieHTa. Jlikapsim cnig nam’atat Npo pusunk

OTPVMaHHS XMBHO HeraTMBHWUX Pe3y/ibTaris
Ty6epKyniHOBOI LLKipHOT Npo6u, 0cob6mnBo y
TSHKKOXBOPKX NaLieHTiB abo oci6 3 ocnabneHum
iMyHiTETOM.

Y pasi giarHocTyBaHHS akTUBHOTO Ty6epKy/ibo3y He
cnig, npusHadaTn nikyBaHHA npenaparoM EH6pen®. Y
pasi giarHoCTyBaHHS HEaKTUBHOIO («/1aTEHTHOrO»)
Ty6epKy/ibo3y nepes noyaTkoM 3aCTOCyBaHHS
npenapaty EH6pen® HeobxigHo nposecTu
NpOTUTYBEPKY/IbO3HY Tepanito 3rigHo 3 MiCLLEBUMMU
pekomeHgauissMu. Y Takiil cutyauii cnig, petensHo
npoaHanisyBatu CniBBiAHOLUEHHS KOPUCTbL/PU3NK
nikyBaHHA npenapaTom.

Ycix nauieHTiB NOTPiGHO NpoiHopMyBaTn NPo
HeOo6XiAHICTb 3BEPHYTUCA A0 fiKapsa y pasi nossu nig,
uac abo nicnsa nikyBaHHs npenapatom EH6pen® o3HaK
abo CUMNTOMIB, XapakTepHUX Ansa Ty6epkynbo3y
(Takmx SIK NOCTIiHWIA Kallenb, BUCHAXEHHsA/BTpaTa
macw Tina, cybcebpunbHa Temnepatypa Tina).
Peakmusauyis 2cenamumy B.

MoBigomMasn0CcA NPo BUNaK/ peakTueaLii renatuty
B y nauieHTiB, siki 6y/n paHile iHhikoBaHi Bipycom
renatuty B i oTpumyBann CynyTHE NiKyBaHHS
aHTaroHictamu ®HMM, y ToMy uncni npenaparom
EH6pen®. Takox NnoBigoM/sn0cs Npo peakTmsaLiio
renatuty B y naujieHTiB, SKi Mann NO3UTUBHWIA
pe3ynbTar TeCTY Ha HasiBHICTb aHTWU-HBC aHTuTiA,
ane HeraTMBHUI Ha HasABHICTb HBSAg. Mepes
noyaTkoMm JlikyBaHHs npenapatoM EH6pen® naujieHTis
cnig 06CcTexyBaTy LWoA0 HAsABHOCTI iH(hikyBaHHS
Bipycom renatuty B. MauieHTam i3 No3UTUBHUM
pesynsTaTtoM TeCTy o0 iHDiKyBaHHA BipycoMm
renatuty B pekomMeHAy€eTLCA NMPOKOHCYBLTYBATUCA 3
nikapewm, sikvii Mmae AocBig, y nikyBaHHi renatuty B.
EH6pen® cnig 3 06epexHicTio 3aCToCoByBaTK
nauieHTam, siki 6ynu paHiwe iHgikoBaHi Bipycom
renatuty B. HeobxiaHWA peTesibHWI MOHITOPUHT
CTaHy Takux MauieHTIB LLOAO O3HaK i CMMMNTOMIB
rocTpoi iHthekuii, BUKNMKaHOT BipycoMm renatuty B,
MPOTArOM YCbOrO JliKyBaHHSA Ta BNPOAOBX AEKiINIbKOX
TUXKHIB MicNsi Moro 3akiHYeHHs1. locTaTHix gaHux
LLIOAO NiKyBaHHSA NauieHTiB, iHhiKOBaHMX BipyCcOM
renatuty B, komMbiHaLiel0 NpoTMBIpyCHMX 3ac06iB Ta
aHTaroHicTiB ®HIM Hemae. Y pasi po3BUTKY iHGeKLiT,
CMpUYMHEHOT BipycoM renatuty B, 3acTocyBaHHSA
npenapaty EHGpen® cnif NpunuHATY Ta po3noyarm
ehekTMBHE NPOTUBIPYCHE JliKyBaHHA pa3oM i3
Ha/IeXHOI0 NiIATPUMYIOUOI0 Teparnieto.

3azocmpeHHs 2cenamumy C.

3apeecTpoBaHO BUNALKW 3arocTpeHHs renatuty Cy
naujieHTiB, siKi 3acTocoBYOTb EHGpen®. Tomy ioro
cnif i3 06epexHiICTIO NpU3HayaTy nalieHTam 3
renatutom C B aHaMHesi.

CyrnymHe 3acmocyBaHHs aHaKiHpU.

CynyTHe 3acTocyBaHHs npenapaty EH6pen® Ta
aHakiHpW cynpoBOAKYBas10Cs NiABULLEHNM PU3MKOM
BUHVKHEHHS TSDKKMX iHApeKUili i HelATponeHii
NOPIBHSIHO i3 MOHOTepanicto npenapaTom EH6pen®.
Taka Komb6iHauis He NPoAEeMOHCTpyBasa 36iNbLIEHHS
KNiHIYHNX nepesar, TOMy 3aCTOCyBaHHSA Takoi
KOMGiHaL|ii He peKoMeHAYETLCA (AUB. po3ainm
«[MoGiuHi peakLii» Ta «B3aemogis 3 iHWUMK
nikapcbkuMuy 3acobamu Ta iHLWi BUAW B3aEMOLI»).
CynymHe 3acmocysaHHsi abamayernmy.

Y KRNiHIYHMX BOCAISKEHHAX CYNYTHE 3aCTOCYBaHHS
npenapaty EH6pen® i abartauenTy Npu3Besno [0
36i/IbLUEHHS YACTOTV BUHUKHEHHS CEP03HMX
nobiyHmx peakuiii. Lis kombiHauis He nokasana
36i/IbLUEHHS KNIHIYHKX NepeBar, TOMy Take
3aCTOCYBaHHSl HE PEKOMEHAYETLCS (AMB. PO34in
«B3aemopjsa 3 iHWMMU NikapcbknMy 3acobamm Ta iHLi
BUAW B3aEMOSIli»).

AnepeaivHi peakyii




KoBnayok ronku nonepesHb0 HanoBHEHOTO
LWnpuua/pyykm MiICTUTb NaTekc (Cyxy HaTypasibHy
rymy), SKUiA MOXe CNPUYMHUTK peakuil nigBuLLeHol
YyT/IMBOCTI y OCi6 3 Bi4OMOI ab0 MOX/IMBOHO
UYT/IMBICTIO IO NaTEKCY.

BeeaeHHsi npenapaty EH6pen® yacto
CYNPOBOKYB&/10CH BUHUKHEHHAM aslepriyHmx
peaxuiii.

AnepriyHi peakuii BKNHOYasIM aHrioHeBPOTUYHWIA
HabpsK Ta KPOMUB'AHKY; 6yNy BUNALKN BUHUKHEHHS
TSOKKUX peakuiii. Mpy BUHUKHEHHI 6y b-SKNX TSXXKNX
anepriyHmx abo aHadifnakTUUYHKX peakLin Tepanito
npenapatom EHGpen® cnif HeraitHo NpUNUHUTY Ta
po3snoyaty BignoBigHe JiKyBaHHS.

IMyHocynpecisi.

He Buko4eHo, WO aHTaroHictn ®HI, Bkaovaroum
EHGpen®, BnvBaloTb Ha 3aXWUCHI MexaHiaMu
OpraHi3my oAnHY NPOTY iHAPeKLiR | 3n0aKICHNX
HOBOYTBOPEHb, OCkKiibkn ®HIM 6epe yyacTb y
npouecax 3anasieHHs i Moaytoe KAITUHHY iIMyHHY
BiANOBIAb. Y AOCNiMKeHHi 3a yyacTio 49 gopocnunx
nauieHTiB i3 peBMaToigHUM apTPUTOM, AKi
3actocoByBasiu EH6pen®, He Gyno BUSIBIEHO
BMMNAAKIB NPUrHIYeHHS peakLiii rinepyuyT/IMBOCTi
YMOBIIbHEHOIO TUMY, 3HWKEHHS PIBHA iIMYHOrN06YyiHy
a60 3MiHN YncenbHOCTI Nony AUl KNITUH-eeKTopIB.
Y [BOX NAUEHTIB 3 KOBEHINIbHUM igionaTyHNM
apTPMTOM BMHUMK/A BITPSIHA Bicna Ta O3HaKu i
CYMMTOMW acenTUYHOIO MEHIHTITY, AKi MUHY 6e3
ycknagHeHsb. MaujieHTam, ki 6ynv y KOHTakTi 3
XBOPVMU Ha BITPSHY BICMy, CNiJ TMMYacOBO
NPUNUHWTK Tepanito npenapatom EH6pen® Ta
NpU3HauUnTK NpoinakTnyHe NikyBaHHA
iMyHorno6yniHom npotu Bipycy Varicella Zoster.
EdbekTmBHiCcTb Ta 6€3neky 3acTOCyBaHHA npenapary
EH6pen® nauieHTaMu 3 NpUrHiYeHUM iMyHiTeTom a6o
XPOHIYHUMM IH(PEKLISAMN He OLiHoBaN.

3n105iKicHi ma nimMgbonposichepamusHi 3aXBOPHBAHHS.
ConifiHi Ta OHKOreMaTto/10ri4Hi 3/105KICHi
HOBOYTBOPEHHS (38 BUHATKOM paky LLIKIpK).

Y noctmapkeTvHroBuii nepiof (auB. po3ain «IMo6iyHi
peaku,ii») NoBigOMMIANOCA MPO BUHUKHEHHS Pi3HUX
3/105IKICH/X HOBOYTBOPEHb (BK/HOUAKUYUN KapLMHOMY
MOJTOYHMX 3a/103 Ta JIereHb, a TakoX simcomy).
Mig yac KOHTPONBOBAHUX KNIHIYHUX AOCNILKEHD
aHTaroHicTis ®HIM y nauieHTiB, AKi OTpUMyBan
iHriGiTopn ®HMM, cnocTtepiranocs GinbLie BUNaAKiB
pO3BUTKY /1iMOMU, NMOPIBHAHO 3 KOHTPO/ILHOIO
rpynoto nawieHTis. OgHak Ui Bunagkm 6ynum
NOOAMHOKMMMU, & Nepiof, CNOCTEPEXEHHS 3a
nawieHTamu, ki oTpuMyBanu nnaue6o, 6ys
KOPOTLLMM, HiXX 3a NauieHTamu, ki OTpUMyBaUu
NiKyBaHHS iHri6iTopamu ®HIM. Y nocTMapKeTUHroBuii
nepiog, NoBigoM/IAN0CA NPO BUNAAKA PO3BUTKY
nekeMmil y nauieHTiB, Aki oTpMMyBanu Tepanito
aHTaroHictamu ®HTI. Y nauieHTiB, ki CTpaxaaloTb Ha
peBmaToifHUiA apTpUT 3 AOBrOTPUBAUIVM
BMCOKOAKTMBHUM 3anasibHUM 3aXBOPIOBaHHAM, iCHYE
NigBULLEHWI BUXILHUIA PU3MK BUHUKHEHHS iMdoMN
abo neikemii, WO YCKNaAHKE OLiHKY PU3KKY.
3 ornagy Ha akTyasibHY Ha CbOrofHi iHhopmadiito He
MOXHa BUK/HOUATW MOXJIMBWIA PU3UK PO3BUTKY
nimcpom, neiikemii abo iHLWIMX OHKOreMaTosI0TiYHUX
a60 ConigHNX 3N105KICHUX HOBOYTBOPEHb Y NaLieHTIB,
SKi OTPUMYIOTb aHTaroHictn ®HIM. HeobxigHo
NPOSABAATN 06EPEXHICTb, aHai3ytoun HeobXiaHICTb
Tepanii aHTaroHictamun ®HI 4ns nawieHTiB 3i
3/105IKICH/MW HOBOYTBOPEHHSIMW B aHaMHesi abo
NPOAOBXEHHA Tepanii 418 NauieHTiB, Y SKMX BUHUKIN
3M105KiCHi HOBOYTBOPEHHSA.
Y nocTMapKeTUHIOBWiA Nepiof 6yn OTpUMaHi
NOBIJOM/IEHHSA NMPO BUHUKHEHHSA 3/T08KICHUX
HOBOYTBOPEHb, iHOAI 3 TeTa/IbHUM HacnigKoMm, y

iTeil, NigNiTKiB Ta 4OPOC/INX NaLEHTIB MOMIOLOTO BiKY

(80 22 pokiB), AKi OTpUMyBaNN NiKyBaHHSA
aHTaroHictamu ®HI (nikyBaHHS po3noyaTo Yy Bili A0
18 pokis), BkMovatoun EH6pen®. MpnbnnsHo y
MosI0BUHI BMNAAKIB NMOBIAOM/S/IOCS NPO PO3BMTOK
nimdoomu. [HWI OTpUMaHi NOBILOM/IEHHA CTOCYBaNUCA
BUHUKHEHHS PAAY Pi3HNX 3/105KICHUX HOBOYTBOPEHb
Ta BK/IOYaIN NOOANHOKI BUNAAKM TUMOBUX 3/10AKICHNX
HOBOYTBOPEHb, MOB'A3aHMX 3 iIMyHOCYrNpecieto. PuU3nk
PO3BUTKY 3M105KICH/X HOBOYTBOPEHb Yy AiTei Ta
NigNiTKiB, WO OTPUMYIOTb NliKYBaHHS aHTaroHictamu
OHI, HE MOXHA BUK/THOUNTI.

Pak uikipu.

Y nauieHTiB, ki oTpuMyBann NikyBaHHSA
aHTaroHictTamu ®HI, Bkoyatoun EH6pen®,
3apeecTpoBaHo BUNaAKM PO3BUTKY MENAHOMW Ta
HeMenaHOMHOrO paky LUKipW. Y NOCTMapKETUHIOBUIA
nepio NoBigOMNSAN0CA MPO PO3BUTOK KapLUHOMMU
KNiITUH Mepkens y nauieHTiB, AKX Nikysanm
npenapatom EH6pen® (ayxe piako). PekoMeHayeTbes
nepiognMyHO NPOBOANTN OOCTEXEHHS LUKIpW BCIM
nawieHTam, 0co61BO 3 hakTopamu pusmnky
BUHUKHEHHS paKy LUKipW.

O6’egHaHi pe3ynbTaTt KOHTPONbOBAHUX KNIHIYHUX
BMMPOGYBaHb NoKasau, Lo BUNaakiB PO3BUTKY
HeMenaHOMHOrO paky LLKipy cnocTepiranocs GinbLue
y nauieHTis, siki oTpumyBanin EHGpen®, oco6nmeo y
XBOPUWX Ha ncopias, NOPIBHAHO i3 KOHTPO/LHOK
rpynoto.

BakyuHauir.

He cnig 3acTocoByBaTh XMBi BakLMHU OQHOYACHO 3
npenapatom EHGpen®. Hemae AaHuX Womo
BTOPUHHOT Nepeadi iHheKLii Yepes XnBYy BakLUHY
naujeHTam, siki OTpMMYyIOTbL Npenapat Ex6pen®. Y
noABiliHOMY cMlinoMy nnaue60-KOHTPOIbOBaHOMY
paHOoMi30BaHOMY KIIHIYHOMY JOC/TiIXKEHHI i3
3aUTy4EHHAM AOPOCNNX NaLEHTIB i3 NCOpiaTUYHNM
apTpuToM 184 nauieHTn Takox oTpuMasnv Ha 4-My
TWXHI JOCNIIKEHHA MHEBMOKOKOBY MOJiBANIEHTHY
nonicaxapuaHy BakuuHy. BinbLwicTb NayieHTiB, Ak
oTpumyBanu EH6pen®, 3mMorna cchopmysaty
ehbeKkTMBHY rymopasibHy iMyHHY BifnoBigb Ha
BBe/leHHS NHEBMOKOKOBOT NoslicaxapnaHoi BakuuHK,
ane TUTpK 3arasiom 6ynn AEeL0 HWKYUMK, | nuwe y
[OEKINbKOX NaLieHTiB TUTPY aHTUTIN Bynv BABIYI BULL
3a Ti, WO cnocTepirasimcs y NauieHTiB, ski He
oTpumyBanv EH6pen®. KniHiuHe 3HaUeHHs Liboro
hakTy HeBigome.

YmBopeHHs aymoiMyHHUX aHmumis.

NikyBaHHs npenapatoM EHGpen® Moxe Npu3BecTyn 4o
YTBOPEHHSA ayTOIMyHHUX aHTUTIN (AWB. PO34in
«[lMo6iYHI peakuii»).

FemamorsoeiyHi peakyii.

Y naujeHTiB, siki oTpumyBanu EH6pen®, 6ynu
3adpikcoBaHi BUNagKy naHumUToneHil (pigko) Ta
annacTUYHOI aHeMil (gyxe pigko), y ToOMy unchi
netasibHi. Cnif i3 06epexHicTio npusHayaTu
npenapat EH6pen® nauieHTam, Lo MaloTb B aHAMHES3I
reMartosioriyHi NopyLleHHs (guckpasito Kposi). Beix
navujieHTiB Ta 0cib, Aki 4orA4alTb 3a XBOPUMU, CIf,
npoiHgopMyBaTh NPO HEOOXiAHICTb HEraNHOro
3BEPHEHHS M0 MeANYHYy A0NOMOrY, AKLLO Mif yac
nikyBaHHs npenapatoM EH6pen® y naujeHTta
BMHVKAOTb O3HAKN Ta CUMNTOMM, XapaKTepHi Ans
naTosoriyHMX 3MiH KPoBi abo iHdhekwiin (Hanpuknag,
CTilike NigBuLEHHA Temneparypu, 6inb y ropni,
YTBOPEHHSA CUHLIB, KpOBOTeYa, 6nigicTb). HeobxigHo
HeraliHo NPOBECTU OBCTEXEHHS TakUX NaLiEHTIB,
BK/THOYAOYM MOBHUIA aHani3 KPOoBi; y pasi
niaTBEPAXKEHHS reMaTo/10rN4yHOro NOPYLUEHHS
NikyBaHHA npenaparoMm Cif, NPUNNHUTA.
HesposioeiuHi po3nadu.

Y popocnux naujieHTiB, siki oTpumMyBanv EH6pen®,
BiAMIYaANNCA BUNALKN BUHUKHEHHS AeMIENIHI3YUnX
3axsoptoBaHb LIHC (avB. po3ain «IMo6ivHi peakuii»).




Takox gyxe pigKo nNoBigomasnocsa npo nepudepuyHi
JAeMieniHizytoui noniHeponarii (BK1OYa4M CUHAPOM
lineHa—Bappe, XpPOHiyHY 3ananbHy AeMieniHi3youy
noniHeliponarito, geMieniHi3ytody noniHenponarito Ta
My/bTMhOKa/IbHY MOTOPHY HelponarTito). Xo4va
KNiHiYHi fOCNiMKEHHS i3 3aCTOCyBaHHA npenaparty
EH6pen® XBopuM Ha po3cisiHuii ckiepo3s He
NPOBOAWINCSA, KNiHIYHI BUNPOBYBaHHSA IHLINX
iHri6iTopies ®HIM nokasanu NigBULLEHHS aKTUBHOCTI
3axBOpOBaHHSA (Po3cisiHOro ckneposy). Mepep,
npu3HadeHHaM npenapaty EH6pen® nauieHTam 3
paHilwe aiarHocToBaHMM abo i3 HeLoAaBHO
JiarHocToBaHUM AeMieNiHi3ylouMM 3aXBOPIOBAHHAM, a
TaKoX MmaujieHTam, ki BXOASATb 40 rpynu nigBuLLEHOTO
pY3VKy PO3BUTKY Takoro 3aXBOPHOBAHHS,
pPEeKOMEHAYETLCA PETENbHO OLHUTK CMiBBIAHOLIEHHSA
KOPWCTL/PU3NK, BK/IHOYAKOYN HEBPOSIOTIYHMIA CTaTyC.
Kom6iHosaHa meparnisi.

Y KOHTPO/IbOBAHOMY K/TIHIYMHOMY JOC/iIKEHHI
3acTocyBaHHs kom6iHauji npenapary EHGpen® i
MeTOTpeKcaTy TPUBaIICTIO iBa POKW, NPOBEAEHOMY i3
3a/1ly4eHHSAM NauieHTiB 3 peBMaToigHMM apTpUTOM, He
6yno oTpMMaHO HeOUiKyBaHWNX pe3ynsTaris Woa0
6e3nekun. Mpodinb 6e3nekn npenapary EH6pen® (npu
3acTocyBaHHi y kOMGiHauji 3 MeToTpekcaTom) 6yB
nogi6Hum fo npodinis, WO cnocTepiraancs npu
LOCTiMKEHHAX LUMX NpenapariB OKPeMO.
JlOBrocTpoKOBi fOCAiMKEHHS 6e3neKky 3acTOCyBaHHS
L€l KoMGiHaUiT Bce e TpnBaTb. besneka
[IOBrOTPMBAJIONO 3aCTOCYBaHHs npenapaty EH6pen® B
KOMGiHaUiT 3 iHWUMK 6a30BMMUN aHTUPEBMATUYHUMU
3aco6amMun He BCTaHOB/IEHA.

3acTocyBaHHs eTaHepLenTy B KOMOIHALT 3 iHLWXMK
CUCTEMHUMW MeToAaMU NiKyBaHHSA ncopialy abo
choToTepanielo He JOCiAXKyBaocs.

Hupkosa ma nediHkosa HedocmamHicma.
dapmakoKiHETUYHI AaHi ceigyaTb Npo Te, Wo
Heo6XigHOCTI KoperyBaTtu 403y /15 NaLEHTIB 3
NnopyLLEHHAM (OYHKLT HUPOK abo NeYiHkM HeMaE;
[0CBIf, KIHIYHOrO 3aCTOCYBaHHA Npenaparty Takum
nawieHTam o6MexXeHuiA.

3acmiliHa cepyesa HedocmamHicme.

Cnif 06epexHo npusHavaTn npenapar En6pen®
nawieHTam i3 3acTiliHOK CepLLeBOI0 HeAOCTaTHICTIO
(BCH). Y nocTmapKeTVHIoBWiA Nepios Haaxoaunm
NOBiJOM/IEHHS NPO MoripweHHs nepebiry 3CH y
naujieHTiB, siki oTpuMyBann EH6pen®, npu ubomy
NPOBOKYOUi (hakTopun He 3aBxau 6ynn BUsB/EHi. Kpim
TOro, NOBIAOMAAN0CS NPO NOOANHOKI BUNagky (<
0,1%) Bnepwe BusBneHoi 3CH, Bkntovatoun 3CH y
navjieHTiB 6e3 BifoMOro oOHOBOTO CepLEeBo-
CYAMHHOTO 3aXBOPHOBaHHA. [leski 3 UMX naLieHTiB
6ynu y Biuj go 50 pokiB. [lBa BEMKMX KAIHIYHUX
[LOC/iIKEHHS, WO OLiHI0Ba/IM 3aCTOCYBaHHS
npenapaty EH6pen® ans nikysaHHs 3CH, 6ynu
[OCTPOKOBO NPUMUHEHI Yepe3 HeJoCTaTHIO
eheKTUBHICTb. [laHi, OTpUMaHi B 0gHOMY 3 LinX
BMNPOBYBaHb, Xo4a i He € NePEKOHNINBUMU, AAl0Tb
3MOry NpUMYCTUTW MOX/IMBICTb MOTipLIEHHS nepebiry
3CH y naujieHTiB, AKMM NpU3HaYasy nikyBaHHSs
npenapatom EH6pen®.

AsiKkoe2osbHUl 2ernamum.

Y Il dhasi paHgomizosaHoro nnaue6o-
KOHTPO/IbOBAHOTO AOC/IMKEHHS i3 3a/TyHYEHHAM

48 rocniTanizoBaHMX NaUiEHTIB, SiKi OTpMMyBau
EH6pen® a6o nnaue6o Ana nikyBaHHs NOMIPHOTo Ta
TSHKKOTO asIKorosibHoro renatuty, EH6pen® Busisnecs
HeedeKTMBHMUM, i Yepe3 6 MiICALIB CMepPTHICTb cepep,
nauieHTi, siki oTpuMyBasin EHGpen®, 6yna 3HauHo
BULLOKO. Takum umHoM, EH6pen® He cnif
3acTOCOBYBaTU natjieHTam sk 3acib A1 nikyBaHHsA
a/IKOroNbHOro renatuty. Cnif i3 o6epexHicTio
3acTocoBysati EH6pen® natieHTam i3 noMipHuM Ta
TSDKKAM @/1KOrofIbHAM renaTtutom.

paHynemamos BezeHepa.

Mnaye60-KoOHTpONbLOBaHEe AOC/IMKEHHS, B AkOMy 89
[I0POC/VX NaLieHTiB oTpuMyBasin EH6pen® oaaTkoBo
[0 cTaHfapTHOI Tepanii (y Tomy yuchi
umknodpocamiioMm abo METOTPEKCATOM i
ITIOKOKOPTUKOIAaMK) BNPOAOBX Yy cepeaHboMy 25
MicALiB, HE NPOAEMOHCTPYBasIO e(PeKTUBHOCTI
npenapaty EH6pen® npu nikyBaHHi rpaHynemarosy
BereHepa. YacTora po3BUTKY 3/105IKICHUX MYX/IMH
Pi3HOr0O TUMY HeLUKipHOT Nokasisauii 6yna 3Ha4HO
BULLIOIO Y NALiEHTIB, siki oTpumyBasin EH6pen®,
NOPIBHAHO i3 NaLieHTaMn KOHTPO/ILHOT rpynu. Tomy
EH6pen® He pekoMeHAY€ETLCS 3aCTOCOBYBaTU 4151
nikyBaHHSA rpaHynemarosy BereHepa.

rinoanikemis y nayieHmis, siki ompumyroms JliKyBaHHs
npomudiabemuyHuUMU rpenapamamu
MoBigoMAsnoch NPo BUNaAKM PO3BUTKY rinoraikemil
nicns noyaTky 3acTocyBaHHsi npenapaty EH6pen®
naujieHTam, siki OTpUMyBasn npenapatu 415
NiKyBaHHSA fiabeTy, WO BMKIMKaI0 HEOBXIAHICTb
3MEHLLEHHS A03W NpoTUaiabeTnyHNX npenaparis
OESKUM 3 LUMX MaLieHTIB.

Ocobausi nonyasuii

lMayieHmu /1imHBLO20 BiKY

Y TpeTili hasi gocnigkeHb i3 3a/Ty4eHHsIM XBOPUX Ha
peBMaToigHW apTpuT, NcopiaTuyHuiA apTpuT Ta
aHKIJTO3VIBHWI CMIOHAWIT 3ara/ioM He CNocTepirasiochb
Pi3HWLi Y PO3BUTKY NOBIYHNX peakLiil, TSHKKUX
NoGIYHMX peakLii Ta TSXKUX IHGDEKL y NavieHTIB
BikOM Bif 65 pokiB, Siki OTpUMyBaiv npenapar
EH6pen®, i Gynn nogibHUMKM [0 TUX, siKi
cnocTepirannck y nauieHTiB MonoaLworo Biky. OgHak
HeobXxiAHO BYTU 06epeXHM NpU NiKyBaHHI NaLieHTIB
NITHBLOrO BiKy, 0CO6MBY yBary cnig, NpUAaINATA
KOHTPO/IO 38 BUHVKHEHHAM IHQDEKLiA.

Aimu.

BakuuHadiji.

PekomeHayeTbCA, 1106, 32 MOX/IMBOCTI, 40 NOYaTKY
nikyBaHHA npenapatoMm EH6pen® najeHTn gutsyoro
BiKYy OTpUMasv BCi LLENNEHHS BifMNOBIAHO A0 YAHHOIO
HaLiOHa/IbHOrO KasleHAaps LWwenseHb (4vB. BuLLe
nigpo3ain «BakunHaw,ii»).

3anasibHi 3axXBOPOBaHHS MPasHo20 mpakmy 8
rnayieHmis 3 BeHI/IbHUM i0ionamu4yHUM apmpumom.
MoBIAOMAANOCH NPO BUHUKHEHHS 3anasibHNX
3aXBOPIOBaHb TPABHOTO TPAKTY Ta YBEITY y NauieHTiB
3 I0BEHI/IbHUM iflionaTMyHUM apTPUTOM Ha GOOHI
3acTocyBaHHs npenapaty EH6pen® (aue. po3ain
«[Mo6GiuHI peakuii»).

3acmocyBaHHs y nepiod sBazimHocmi abo 200yBaHHS
epyooro.

JKiHKM penpoyKTUBHOIO BiKY.

XiHKkaM penpoayKTMBHOIO BiKy C/lig nopaguti
BMKOPWUCTOBYBATU HaNEeXHI 3acobu KOHTpauenwii 3
METOI YHUKHEHHS BariTHOCTI Mif Yac 3acTocyBaHHS
npenapaty EH6pen® Ta npoTarom 3 TUXKHIB nicns
3akiH4YeHHs Tepanii.

BariTHiCTb.

JocnigyKeHHs TOKCUYHOTO BMN/IMBY Ha PO3BUTOK
naoga, Wo NpoBOAUINCS Ha TBapunHax, He BUSIBUN
O3HaK LLUKIA/IMBOro BM/IMBY eTaHepLUenTy Ha nnig abo
HOBOHaPOMAXKEHMX TBAPVH. Y CNOCTEPEXHOMY
OOCNiIKEHHI, B AIKOMY NOPIBHIOBASIUCH BariTHi
naLieHTKn, AKki OTPUMYBa/IN eTaHepLEenT BNPOAOBX
nepLuoro TPUMECTPY, 3 BariTHUMU NaLieHTKamu, ki He
OTpUMYyBaN eTaHepuenT abo iHWi aHTaroHicTn OHIT,
6yna 3apeecTpoBaHa nigBuLLeHa YacToTa Ceprio3HNX
BPOAKEHVX Baf PO3BUTKY (CKOpUroBaHe
CniBBiAHOLWIEHHS WaHciB — 2,4, 95 % [iI: 1,0-5,5).
Tunu cepiio3HNX BPOKEHWNX Bag, PO3BUTKY
BiZANOBIAANN HABINbLL MOLWNPEHUM Y 3arasibHii
nonynsuji, Ta 0co6nMBOro xapakTepy aHomarlii
BUSIB/IEHO He 6y10. XKogHMX 3MiH 4acToTu




CMOHTaHHWX BUKWAHIB, BUNAAKIB MEPTBOHAPOMKEHHS
ab0 He3HaYHWX Baf, PO3BUTKY HE CroCTepirasiocs.
3acTocoByBaTi EH6pen® nig yac BariTHOCTi He
pekoMeHAYETLCS.

ETaHepuenT NpoHWKaE Kpi3b NnaueHTy Ta
BUSIB/IAETLCA B CUPOBATL HEMOB/IAT, MaTepi AKX
oTpUMyBa/u NikyBaHHs NpenapaTom EH6pen® nig yac
BariTHOCTI. KniHiyHa 3HauyLwicTb Lboro
CNOCTEPEXEHHS HEBILOMA, OfHaK HEMOBASATA MOXYTb
MaTy NiABULLEHWI PU3MK PO3BUTKY iHAIeKL,ii. AK
npasw/0, HEMOB/ATAM HE PEKOMEHAYETbCS
NPOBOAMUTU BaKLMHALLIO XNBUMMN BaKLMHAMU
NpOTAroM 16 TWXHIB MiCNA OTPUMaHHA MaTip’to
0CTaHHbLOT 403 npenapaty EH6pen®.

loayBaHHA rpyaato

Mosigomnanocs Npo BUAINEHHA eTaHepuenTy i3
rPYAHVM MOJSIOKOM MIOAUHW NicNs NigWKipHOro
3acTocyBaHHs. Iicns nigwkipHoro BBeAeHHA
TBapuHam y nepiof fakrtauii eTaHepuenT BUAINSABCA B
MOJIOKO Ta BUSIB/ISIBCS Y NNasMi KpOBi LLLYpAT.
Ockinbkn iMmyHOrno6yniHu, siK i 6arato iHWnX
nNiKapcbknx 3aco6iB, MOXyTb BUAINATUCA 3 TPYLAHM
MOJIOKOM JII0ANHW, CNif NPUAHSATY PILLEHHS LWOA0
NPUNUHEHHS TOAYBaHHA rpyaato abo NpUNUHEHHS
3acTocyBaHHsA npenapary EH6pen®. Mpuiimaroumn
pilweHHs, cnig 6patu 4o yBarn KOpUCTb Bif, rPYAHOIo
rofyBaHHsA A8 GUTUHW Ta KOPUCTb Bif Tepanii ans
mMaTtepi.

depTUIbLHICTL

[JOKMiHIYHI AaHi CTOCOBHO nepu- Ta NocTHaTasIbHOT
TOKCUYHOCTI eTaHepLenTy i BN/IMBY eTaHepLenTy Ha
hepTU/bHICTL Ta 3arasibHy PENPOAYKTUBHY 34aTHICTb
BIACYTHI.

3dammuicms sriiusamu Ha wBuoKicmb peakyii npu
KepyBaHHIi asmompaxcropmom abo iHwumMu
mexaHiamamu.

JocnimkeHHs BNAvBYy npenapaTty Ha 34aTHICTb
KepyBaTu TpaHCNOPTHUMU 3acob6amMu Ta npawuoBaTm 3
HLUMMK MexaHi3MaMW He NPOBOANNCS.

Crnoci6 3acmocysaHHsi ma 0o3uU.
NikyBaHHsi npenapaTom EH6pen® noBMHEH
npu3HayaTi Ta KOHTPONOBATY Mikap, KW Mae AOCBIf
y QiarHocTuLi Ta NikyBaHHi peBMaroigHoro apTpuTy,
FOBEHI/IbHOTO ifjonaTuyHoro apTpuTy, NcopiaTMyHOro
apTpuTy, aHKiIO3MBHOIO CNOHAUNITY,
HEepPEeHTIeHo/10MYHOro akCia/lbHOro CNOHAWI0apTPUTY,
6N1ALLKOBOro ncopiasy Ta 65ALLKOBOro ncopiasy B
AiTeld. NavieHTiB, WO NikylOTbCSA NpenapaTom
EHGpen®, cnig 3a6e3neunTn KapTKo-Nam’aTKo
nauieHTa.
[o3yBaHHs.
PesmamoioHul apmpum.
PekomeHpoBaHa fo03a cTaHOBUTL 25 Mr npenapary
[Ba pasn Ha TXaeHb. A/lbTepHaTUBHO MOXHa
3acTocoByBatu Ao3y 50 Mr 1 pa3 Ha TXAEHb, Ska
Mae€ foBefeHy 6e3neky Ta ePeKkTUBHICTb.
lMcopiamuy4Hul apmpum, aHKi/I03usHUU CrioHOUnIm
ma HepeHmaeHos102i4Hull akciasibHUl
crioHounoapmpum.
PekomeHgoBaHa f03a CTaHOBUTL 25 Mr 2 pa3u Ha
TMKAEHb a6o 50 Mr 1 pa3 Ha TXOEHb.
[na BCix BULWE3a3HAYEHNX MOKa3aHb HasaBHI faHi
[aloTb 3MOry NPUNYCTUTK, WO KNiHIYHA BiANOBIAb Ha
3aCTOCYBaHHA Npenapary 3a3Buyaii 3'ABISETbCA
nNpoTAroM 12 TWXKHIB Bif noyaTky JlikyBaHHS. AKLO Y
nauieHTa BigCyTHS BiAMNOBiAb Ha JliKyBaHHA NPOTSArOM
LibOro nepiogy yacy, HeobxiAHO YBaXKHO NEpPErnsHy Ty
[OOUINBbHICTb NPOAOBXEHHS Takol Tepanii.
Brswkosuli ncopias.
PekomeHfgoBaHa f03a CTaHOBUTL 25 Mr npenapary 2
pasn Ha TxaeHb a6o 50 Mr 1 pa3 Ha TUXOEHD.
HaTUMBHO EHGPEen® MoXHa 3acToCOoBYBaTH MO

50 mMr 2 pasu Ha TWxaeHb BNPOAOBX He bGinbLie 12
TWXKHIB. Hagani y pasi HeobxiAHOCTi NikyBaHHA MOXHa
3acTOCOBYyBaTU A03y 25 Mr 2 pa3u Ha TXAeHb abo
50 mMr 1 pas Ha TWXKAEHb.

Tepanito npenapatom EHGpen® cnif npofoBxXyBaTm
[0 [OCATHEHHS peMicii, BNpogoBX nepiogy He GinbLue
24 TwKHIB. iNa fesaknx 4opoCc/IvX NaLieHTiB MoXe
6yTV A0UINEHUM NiKYBaHHS, LLO TPUBAE NoHas 24
TUWXHI (aMB. po3ain «PapmMmakoguHamika). Tepanito
cnif BiAMIHUTM NpK BIACYTHOCTI edhekTy vepes 12
TWXKHIB Bifi NOYaTKy 3aCTOCYBaHHS. Y pasi
HeoObXiAHOCTI MOBTOPHOIO NpU3HAYEeHHs npenaparty
Cnig, 4OTPUMYBATUCA PeKOMEHAALin CTOCOBHO
TPVBANOCTI NiKyBaHHSA, 3a3HaveHunx suwle. [losza
NOBMHHA CTAHOBUTK 25 Mr npenapaTty 2 pasun Ha
TWKAEHb a60 50 Mr 1 pa3 Ha TMXKAEHD.
Oco6nuBi rpyni NaLieHTIB.

lMayjeHmu 3 HUPKOBOK Ma MNeYiHKOBOK
HedocmamHicmio.

MoTpebu y Kopekuii 031 HEMAE.

lMayieHmu nimHb020 BIKY.

MoTpebu y Kopekuji 4o3n Hemae. [lo3a Ta crnoci6
3aCTOCYBaHHA Taki X caMi, AK i 4719 NauieHTiB BIkOM
18-64 poku.

Aimu.

[osy npenapaty EH6pen® ans aiteli po3paxoBytoTb 3
ypaxyBaHHSAM Macw Tifla AUTuHW. MaujieHTam, maca
Tina siknx meHwe 62,5 Kr, HEOOXiAHO 3aCTOCOBYBATU
TOYHY A03Yy (po3paxoBaHy Yy Mr/kr) npenapary
EH6pen®y dpopmi niodpinisaty 3 po34MHHIKOM
(iHcbopmavuisa Wwoao A03yBaHHA NPY NEBHUX
3aXBOPIOBAHHAX HaBefeHa HxYe). [iTam 3 Macoro
Tina Big 62,5 Kr MOXHa 3acTOoCOBYBaTN (PiKCOBaHY
[[03y npenapaty EH6pen® y doopmi posunHy ansi
iH'EKL y nonepeaHb0 HAMOBHEHMX LLNPpULAX YK
pyuyKax.

HOBEHINIbHWIA igionaTMyHWiA apTpuT.

PekomeHgoBaHa go3a ctaHoBUTL 0,4 Mr/kr macu Tina
(MakcumarnibHa pa3osa fo3a — 25 Mr) 2 pasun Ha
TWXKAEHb Y BUTNAAI NIALKIPHOT iH'EKLIT 3 iHTepBasiom
MiX fo3amu 3—4 aHi abo 0,8 mr/kr (MakcumanbHa
no3sa — 50 mr) 1 pa3 Ha TxXAeHb. 3a BiACYTHOCTI
edpbekTy Big, NikyBaHHA Yepes 4 micAui Bif noyatky
3aCTOCyBaHHA npenapary c/if Po3risHyTU
[OOUINbHICTb Oro BigMiHW.

OdiLifHI KNiHIYHI 4OCNIfKEHHSA 3aCTOCYBaHHS
npenapaty EH6pen® fiTam BiKOM Big 2 [0 3 pokiB He
nposoAunmnck. OfHak o6MexeHi faHi 3 6e3neku,
OTpMMaHi 3 peecTpy NalieHTiB, 4al0Tb 3MOry
NpUNyCcTUTK, WO Npodoink 6e3nekn y Aitei Bikom Big, 2
00 3 pokiB nogibHuiA Ao npodinto 6e3nekn y
[0pOCAnX NauieHTiB Ta AiTeld BikoM Bifg 4 pokiB npu
3acTocyBaHHi 1 pa3 Ha TWxAeHb nigwkipHo y fosi 0,8
MI/K.

Ak npaBuno, EH6pen® He nignisirae 3acTocyBaHHIO
LiTAM BiKOM [0 2 pOKiB Npw HOBEHINIbHOMY
ifionaTnyHoOMy apTpuTi.

Bnswikosuii ncopias y Aiteii (aitn sikom Big, 6 pokis).
PekomeHaoBaHa go3a ctaHoBUTb 0,8 Mr/kr
(MakcmasnbHa pasoBa gosa — 50 mr) 1 pas Ha
TWXAEHb NPOTArOM nepiofy He 6inblue 24 TXHIB. 3a
BiACYTHOCTI edpekTy yepes 12 TVXKHIB JliKyBaHHA Crif
NPUNUHUTA.

Y pasi Heo6XiAHOCTi NOBTOPHOIO MPU3HAYEHHS
npenapary cnif, 4OTpUMyBaTUCA pekoMeHaaL il
CTOCOBHO TPMB&/IOCTi NiKyBaHHS, 3a3Ha4YeHNX BULLE.
PekomeHaoBaHa go3a ctaHoBUTb 0,8 Mr/kr
(MakcmasnbHa pasoBa gosa — 50 mr) 1 pas Ha
TUXAEHD.

Ak npaswno, npenapat EH6pen® He nignsirae
3aCTOCYBaHHIO [iTAM BiKOM [10 6 pOKiB npu
6naLLKoBOMY ncopiasi.

Cnocib 3acTocyBaHHA
Mpenapar BBOAATL NiALLKIPHO.




Mepepn BBEAEHHAM NpenapaT HeobXigHO HarpiT Ao
KiIMHaTHOT TemnepaTtypy (3a/MLLNTX NPU KIMHATHIi
Temneparypi npubnnsHo Ha 15-30 xBunauvH). He
MOXHa HarpisaTtu npenapart 6yAb-aKUM iHLLUM
cnocobom. KoBnayok He cnif, 3HimaTu, noku
nonepeAHbO HaNnoOBHEHWIA LINpWL, (pyyka) He
HarpieTbcs [0 KiMHaTHOI TemnepaTypu.

Po3unH mae 6yTn npo3opum abo geLo
onasniecueHTHUM, 6e36apBHMM abo 6Mif0-KOBTUM Ta
MOXe MICTUTW HeBennKi HaniBnpo3opi abo 6ini yacTkn
6inka.

PekomeHpoBaHe Mmicue iH ekl — cepeanHa nepeaHbol
NOBEPXHi CTerHa. ANbTepPHATUBHO nNpenapar MoXHa
BBOAMTY B [iNITHKY XMBOTA, a/ie He 6mkye 5 cm Big,
nynka, abo B 30BHILUHIO NOBEPXHIO M/ieva. IH'eKLio
BMKOHYIOTb Ha BifiCTaHi He MeHLuUe 3 CM Bif,
nonepeaHbLOro Micus iH'ekuii. He cnig sBogutn
npenapar B YLKOgkeHe Micue. HeobXigHO yHUKaTn
BBefeHHs npenapaty EH6pen® y wpamu, po3Tsxku Ta
LiNSHKW WKipy, ypaxeHi ncopiasom. Mpy HeobXigHOCTI
BMKOHAHHSA Takol iH'eKLii He cnig BBOAUTM Npenapar B
MOTOBLLEHY, YEPBOHY, NMOKPUTY JTyCOYKaMM LLKipY.
MonepeAHbO 3aMOBHEHWI LUNPUL, NPU3HAYEHWIA TiIbKU
[NS 04HOPAa30BOro BMKOPUCTaHHA. LLUnpuy, i ronka
HIKO/IM HE MOBWHHI BYTN BUKOPUCTaHi NOBTOPHO.
Hikonwn He oggdraiiTe ronky Bapyre.

[lns BBefeHHA npenaparty B nonepeHb0 HanoOBHEHIN
pyuUi cnoyaTky HeO6XIAHO 3HATY BiNIMil KoBNAYOK 3
rOfIKN, NOTATHYBLUW 3a HbOTO. [N YHUKHEHHS
MOLLKOMXXEHHS TO/IKU HE MOXHA 3rMHaTh Ta NOBTOPHO
ofAaratu Leii koBnayok. MNicns BuaganeHHs KoBnayka 3
oMKW Ha KiHLi pyykun 6yae BUAHO (DioNETOBY 3aXUCHY
HacagkKy. [0/1Ka 3a/IMLLNTBLCA 3aXMLLEHO, MOKN pyyKa
He 6yae akTnBOBaHa. He MOXHa 3acToCoByBaTU
PYUKY, SIKLLO BOHA Brasa nicns 3HATTA koBnayka. s
3pYYHOCTI 3M1€erka CTUCHITb LUKIPY HABKO/O MicLs
iH'eKUiT MDX BENIMKMM | BKa3iBHUM NasibLeM BiflbHOT
pykun. TpumaliiTe pyuky nig npsmum kytom (90°) oo
Micus iH’exuil. LLliNbHO NPUTUCHITE PYYKY A0 WKipK,
06 3axMcHa Hacagka ro/iku NoBHICTHO BBiliLLNa B
cepeauHy pyyku. Ha nosepxHi Wkipn 6yae nomiTHe
HeBesimke NornnbneHHs. Pyyka moxe 6yTu
aKkTMBOBaHa NuLe Tofi, KoM 3axmcHa HacagkKa ronku
MOBHICTIO BBillAe B CepesmnHy pyyKu.

[na noyatky iH'ekUiil HEO6XiAHO HATUCHYTU BE/TMKAM
nanbLUem LLeHTP 3e/1eHOT KHOMKU 3Bepxy pyyku. Mpu
HaTWCKaHHI Ha LEeHTP KHOMKN Byae YyTHO KnauaHHs.
Heo6xigHO NpoAoBXyBaTU yTPUMYBATU PYUKY
LWi/IbHO MPUTUCHYTOIO A0 LWKiPY A0 ApYyroro
KnauaHHA abo npotArom 10 cekyHz nicns nepLioro
(3an1eXHO Big, TOrO, WO TPanMTbCsA NepLunm).

Micns gpyroro knauaHHA abo yepes 10 cekyHf
iH’ekLia Byae 3akiHueHa. MoXHa BUTATHYTU FOJKy
PYYKM 3i LWKIpW. FK TiNbKM pyyKa nepectaHe TUCHYTU
Ha LUKipy, doioneToBa 3axucHa Hacajka aBToMaTuyHo
3aKpUE TONKY.

Micnsa 3aBepLUeHHS iH'EKLiT OrNs40Be BIKHO PyyKM
MOBWHHO BTN NOBHICTIO hioNIeTOBUM, LLO
niATBEPAXKYE NpaBubHE BBEAEHHSA [03M1. AKLO
YyacTuHa OrfIs40BOro BikHa He dhioneTosa, npenapar
6yB BBEEHWN HE NOBHICTIO. Y LibOMY BUNAAKY
Heo6XigHO 3BEPHYTUCH 40 MeANYHOT cecTpu abo
nikapsa no gonomory. He Hamaralitecsi 3HOBY
BMKOpUCTaT L0 ab0 iHLY pyyKy 6e3 y3romKeHHs 3
BaLIMM nikapem.

Pyuka npusHaveHa f/19 0HOPA30BOro BUKOPUCTAHHA.
Pyuky He cnif, BUKOPUCTOBYBATH NMOBTOPHO.

Aimu.
Mpenapar 3aCTOCOBYIOTb [/15 JliKyBaHHS HOBEHISIbHOTO
ifionaTMyHOro apTpuTy B AiTel BiKOM Big, 2 pokiB, Ans
NiKyBaHHA 6/1ALLKOBOro ncopiasy — B AiTeli BikoM Big 6
pokiB.

3acTtocyBaHHs npenapary EH6pen® gitam BikoM a0 2
POKIB HE A0CNiAXYBaI0Ch.

lMepedo3ysBaHHS.

MMig yac npoBeAEeHHS KNiHIYHUX BUNPO6YBaHb i3
3a/1y4eHHAM NaLieHTIB 3 PeBMAaTOoi4HNM apTPUTOM He
6yN0 3apeeCcTpOBaHO XOAHUX TOKCUUHUX ABULL, SKi 6
BMMarain 06MexXeHHs A03u. HaliBuLuo 403010
cepef TvX, LLO OLiHIOBasIMCs, 6yna fo3a
HaBaHTaXeHHs! 32 Mr/M? (BHYTPILLHLOBEHHO), 3
noAaibLIMM BBEAEHHAM 16 Mr/Mm? (NiaLwKipHo) 2 pasu
Ha TvxaeHb. OAWH NaLieHT 3 peBMaToigHNM
apTpMTOM NOMMW/IKOBO CamMOCTIHO BBOAMB N0 62 Mr
npenapaty EH6pen® nigwkipHo ABa pasu Ha TUXAEHb
NPOTATrOM 3 TUXHIB, MPU LibOMY XOAHWX NOBIYHMX
ehekTiB Y HbOro He BUHUKMNO. CneuundidyHnii aHTMgoT
Ans npenapaty EH6pen® Hesigomuii.

IMo6iyHi peakyir.

HaiuacTilwe nosigomisa10ca Npo po3BUTOK NOGIYHMX
peakuiin y BUrnsai peakuiii y micui BBeieHHs (Taki Sk
KpOBOTEYa y MiCLji MPOKO/OBAHHS, NOYEPBOHIHHSA,
cBepbix, HabpsK, 6inb), IHpeKLi (Takux AK iHpekuiT
BEPXHIX AUXaNbHUX WNAXIB, GPOHXIT, iHeKuil wKipn,
iHdpeKUiT ceyoBOro Mixypay), asfiepriyHux peakuii,
cBepb6exy, IMXOMaHKN Ta YTBOPEHHS aHTUTIN.

Takox NoBiAOMASNOCSH MPO BUHUKHEHHS TSHKKUX
No6GiYHMX peakLiii. AHTaroHiCTV dhakTopa HeKpo3y
nyxnuH (PHM), Taki sk EH6pen®, BNAMBaloTb Ha
iIMYHHY cucTemy, i ix 3acTocyBaHHS MOXe BMnBaTu
Ha iIMYHHWIA 3aX1CT NPOTU IHADEKLi Ta 3M108KICHNX
NYXNVH. TSKKI iHdeKUiT Ha hoHi 3acToCcyBaHHA
npenapaty EH6pen® BUHUKa/IM MeHLUe Hix B 1
nauieHTa 3i 100. 3BiTY BKOYAM NOBIAOMNEHHS NPO
BUHVKHEHHS CEMNCUCY, NETa/IbHUX IHAPeKUI Ta
iHCbeKUii, L0 3arpoxXytoTb XWUTTH0. [pun 3acTocyBaHHi
npenapaty EH6pen® noBigomsiocs Npo BUHUKHEHHS
Pi3HMX 3M0AKICHUX NYX/INH, BKIHOYAKYM 3/T0SKICHI
MYX/IMHN FPYAHOT 381031, NEreHb, LKipW,
nimghaTnyHmx By3nis (nimgoma).

MoBigoOMIANOCA NPO PO3BUTOK TSHKKNX
remMaTtosiIoriYHnX, HEBPOIOTYHMX Ta ayTOIMYHHUX
peaxuiii, BK/IroYatoum naHumuToneHito (pigko) Ta
annacTuyHy aHemito (gye pigko). MNpu 3acTocyBaHHi
npenapaty EHGpen® noBigomsiocs Npo BUNagxu
LEeHTpa/IbHOI Ta Nepud)epuyHoOi gemieniHisadii (pigko
Ta AyXe pifKo BiAnoBiAHO). ICHYOTb NOBIAOMIEHHSA
MpPO PO3BUTOK BOBYAKa, NaToMOrN4yHNX CTaHiIB,
MOB’AA3aHNX 3 BOBYAKOM, BACKY/ITY.

HaBefaeHuii HWKYe nepenik NobiyHux peakuiii
I'PYHTYETLCA Ha pe3ynbrarax KiHiYHMX BUNpobyBaHb
3a y4acTio JOpOC/IMX, & TaKOX Ha JaHux
nicnsipeecTpayiiHoro Harnsay.

Y KOXHOMY K/iaci OpraHiB Ta cucTem nobiyvHi peakuii
HaBe[eHO BifNoBIAHO 0 YaCTOTW X BUHUKHEHHS
(KiTbKOCTI MavujieHTiB, Y AKUX OYiKYETLCA PO3BUTOK LET
peaku,ii), 3rigHO i3 HACTYNHUMW KaTeropissMun: ayxe
yacTo (= 1/10); yacTo (Big = 1/100 go < 1/10);
HeuacTo (Big =1/1000 po < 1/100); pigko (Big =

1/10 000 pgo < 1/1000); ayxe pigko (< 1/10 000),
HeBifOMO (He MOXHa po3paxyBaTu 3a HassBHUMU
AaHumn).

IHgbekyii ma iHsasil.

[yxe vacTto: iHdeKuii (BKIoYatoum iHekuil BepXHixX
ONXaNbHUX WAAXIB, BPOHXIT, LMCTUT, LUKIPHI
iHgoekwiT)*;

HeyacTo: TSXKi iHGeKLi (BK/THoYatoum NHEBMOHItO,
LentoniT, CENTUYHWI apTpuT, cencuc, napasmTapHi
iHGbekwiT)*;

pigko:  Ty6epKy/nb03, OMOPTYHICTUYHI iHGEKL,T
(BK/THOHAIOUY IHBA3UBHI FPUGKOBI, MPOTO30MHI,
6akTepianbHi Ta aTMnosi MikobakTepiasibHi iHdeKLT
Ta iHdhekuji, BUknnKaHi Legionella)*;

HeBiAOMO: Listeria, peakTuBaLiis renatuTy B.




lMopyweHHs1 3 60Ky KpoBi ma AiMghamuyHoi cucmemu.
Heyacto: Tpom6ouuTOneHis;

pigKo:  aHemis, NenKoneHis, HeTponeHis,
naHuMTONeHia*;

ayxe pigko: annacTnyHa aHemis*.
LlobposikicHi, 3/105iKicHi ma HecrieyudbiyHi
HOBOYMBOPEHHS (BK/IKOYAKOHU Kicmu ma rosinu).
HevacTo: HeMeNaHOMHI 3/105KICHI NMYX/IMHK
wikipy (amB. po3ain «OcobNnBOCTI 3aCTOCYBaHHS»);
pigko:  nimcoma, menaHoma (auB. po3gin
«OCc06/IMBOCTI 3aCTOCYBaHHS»);

HEeBiAOMO: nelikemisi, KapumMHoma KniTuH
Mepkens (guB. po3ain «Oco6mMBoCTi
3aCTOCYBaHHA»).

lMopyweHHs1 3 60Ky iIMyHHOI cucmemu.

YacTo: aneprivni peakuii (anB. «IMopyLeHHs 3 60Ky
LUKIpY Ta NiALUKIPHUX TKAHWH»), YTBOPEHHS
ayToaHTUTIN®;

HeYacTO: CUCTeMHI BacKyniTh (BK/Ito4aloum Backynity,
NMO3MTUBHI A0 aHTUHENTPOMINbHMX
uuTonasmMaTtuyHmUX aHTuTin);

pioko:  TSXKi aneprivyHi/aHadinakTuyHi peakwii
(BKNHOYAKOUM @HTIOHEBPOTUYHWI HABPSIK,
6poHxocnasm), capkoifos;

yacToTa HeBigoma: CUHAPOM akTuBawii
Makpodparis*, NOCUNEHHS CUMNTOMIB
JepmMaTomiosunTy.

lMopyweHHs1 3 60Ky HepBOBOI cUCMEMU.

Pigko:  cygomu; aBuwa gemieninizauii LIHC, nogji6Hi
[0 TUX, L0 CnocTepiratoTbCs NPy PO3CiAHOMY
Ckneposi abo cTaHax foKanizoBaHoi AemieniHisayi,
TakUX SIK HEBPUT 30pPOBOTO HEpPBA Ta NnonepeyHuii
MieniT (avB. po3ain «OcobAMBOCTI 3aCTOCYBaHHS»);
Ayxe pifKo: BMNaAKU nepudiepuyHoi
AemieniHizau,ii, Bkntovatoun cuHgpom lieHa—Bappe,
XPOHiYHa 3anasibHa AeMieniHi3ytoua noniHenponaris,
AeMieniHizyoua noniHeliponaris Ta MynsTuoKkasibHa
MOTOpHa HelponarTisa (auB. po3ain «Ocob/mMBOCTi
3aCTOCYBaHHSA»).

lNopyweHHs 3 60Ky op2aHis 30py.

HeuacrTo: YBEIT, CK/1epuT.

Cepuyesi NopyweHHs.

Pigko:  3acTiliHa cepLeBa HegoCTaTHICTb (OVB.
po3ain «Ocob6/MBOCTI 3aCTOCYBaHHS»).
PecniipamopHi, mopakasibHi ma mediaCmuHa/ibHi
MOPYWEHHS.

HeuacrTo: iHTepcTULiasibHe 3aXBOPOBaHHA
NEerexis (BKNHOYAYM MHEBMOHIT Ta hibpo3 flereHb)*.
Fenamo6biniapHi NopyweHHs.

HevacTo: NigBULLEHHA PIBHIB NEYiHKOBUX
hepMeHTIB¥;
pigKo:  ayTOIMyHHWUIA renaTuT.

lMopyweHHs1 3 60Ky WKIpU ma MidWKIpPHUX MKaHUH.

Yacto: cBepbix;

HeyacTo: aHTIOHEBPOTUYHMI HAOPSIK, KPOMUB'AHKA,

BMCKN, NCOPia30OPMHWIA BCKUM, Ncopias

(BK/THOYAOUM BUHUKHEHHSI 260 NOCUIEHHS

3aXBOPIOBAHHA Ta NYCTYNbO3HWIA Ncopias, NepeBaXHo

Ha OO/OHSAX Ta nigowBax);

PiaKo:  LWKipHI dhopMK BacKyniTy (BKOHaKum

NeKouUTOKNaCcTUYHNIA BackyniT), cuHapom CTiBeHca—

[bxoHcoHa, MynbTUdIOPMHA epuTema;

Oyxe pigko: TOKCUYHWIA enigepmanbHuii

HeKponis.

lMopyweHHs1 3 60Ky CKesiemHO-M’s13080i ma crosly4Hoi

MKaHUHU.

Pigko:  nigrocTpwii WKipHUA YepBOHWI BOBYAK,

ONCKOTAHWI YepBOHMIA BOBYAK, BOBYAKOMOAiGHWIA

CUHAPOM.

3azasibHi po3nadu ma peakuyii'y micyi BBeOeHHS.

[yxe yacTo: peakuii y Micui BBeEHHS

(BK/THOYAOUM KPOBOTEUY, YTBOPEHHSA MiALKIpHOT

rematomu, eputemy, ceepbix, 6isb, HabpsAK*);
NiMxomaHka.

**1B. ONUC OKPEMUX NOBIYHNX peakLiin HUXYe.

Onuc okpemux no6iYHUX peakuid.
371051KicCHI ymBopeHHSs ma 7imghonposichepamusHi

MOPYWEHHS.

129 BunNaakiB yTBOPEHHSA HOBUX 3/10AKICHUX MYX/TUH
pi3HOro Tuny 6yn0 BUABNEHO y 4114 nauieHTiB 3
peBMaToigHMM apTpUTOM, SiKi OTPUMYBa/IM Npenapar
EH6pen® nig, yac KniHiuHMx BUnpo6yBaHb BNPOAOBX
nNpn6an3HO [0 6 pokiB, B TOMY uuchi y 231 naujieHTa,
AKi oTpuMyBanim EH6pen® y KomGiHauii 3
METOTPEKCATOM MPOTATOM 2-PiYHOr0 KAiHIYHOro
OOCNIMKEHHNA 3 aKTUBHUM KOHTponeM. YacTtota
BMHUKHEHHS TaknX ABULL, Ta iX NOLUMPEHICTb Y
BULLIE3a3HAYEHUX KNIHIYHUX OCIIKEHHAX BYn
NoAIGHNMM [0 TUX, L0 OYiKYHTLCA AN nonynswi,
sika 6pana yyacTb Y AOCAIMKEHHAX. Y KNIHIYHNX
BMNPOBYBaHHAX TPUBAICTIO NPMGIN3HO 2 POKM 3a
y4yacTio 240 nauieHTiB 3 NcopiaTMyHUM apTpUTOM, SKi
oTpuMyBanu npenapat EH6pen®, 3aranom 6yno
3agikcoBaHO 2 BUNAAKN BUHUKHEHHS 3/1059KICHUX
HOBOYTBOPEHb. Y KNiHIYHUX AOCNIIKEHHSAX
3acTocyBaHHs npenapaty EH6pen® TpusanicTio
6inbLe 2 pokiB 3a yyacTio 351 naujieHTa 3
aHKINI03MBHMM CMOHAUNITOM ByN0 3apeecTpoBaHo 6
BUNA/KiB BUHUKHEHHS 3M105KICHUX HOBOYTBOPEHb.
Mosigomnsanocs npo 30 BMNazkiB po3BUTKY
3/105IKICHNX HOBOYTBOPEHD | 43 BUNaAKn
HEMeNTaHOMHOTO paky LLUKIpY Mg, Yyac noAaBiiHMX
cninux i BIaKpUTUX JOCNIAXEHb TPpUBAICTIO A0 2,5
POKY i3 3a/1y4eHHAM 2711 nayieHTiB 3 6/1ALWKOBUM
ncopiasom, ki OTpUMyBaNN NlikyBaHHA Npenaparom
EH6pen®.

Mosigomnanocs npo 18 sunakis BUHUKHEHHS
nimdoMm nig yac KNiHiYHUX AOCNiAKEHD
3acTocyBaHHsA npenapary EH6pen® i3 3any4YeHHAM
7416 naujieHTiB 3 peBMaToigHUM apTPUTOM,
ncopiaTMyHnM apTpUTOM, aHKINIO3MBHUM CMOHAW/TITOM
Ta ncopiasom.

Takox 6y/10 OTPYMaHO NOBIJOMNEHHS NPO
BUHVKHEHHS Pi3HMX 3/105KICHUX HOBOYTBOPEHD (Y
TOMY YMCAi KAPLMHOMM MOMTOYHOT 3a/1031, flereHb Ta
niMmdg)oMK) y NOCTMapPKETUHIOBUIA Nepiog, (4nB. po3ain
«OC06NNBOCTI 3aCTOCYBaHHS»).

Peakuyjii 8 Micyi BBEOEHHS.

Y NOpiBHAHHI 3 Nf1aue60 y nauieHTiB 3 peBMaTUYHNMU
3aXBOPIOBAHHAMM, SKMM 3aCTOCOBYBaU/M npenapar
EH6pen®, yactoTa BUHUKHEHHS peakLiii B MicLj
iH'ekuil Byna 3Ha4Ho BULLO (36 % npotn 9 %).
Peakuii B MicL,i iH’eKLi 3a3B1Yail BUHUKaIV BNPOLOBX
nepLuoro micaus. CepefHs TpMBasliCTb CTaHOBWIA
npnénunsHo 3-5 AHIB. Y 6inbLIOCTi BUNagKis
NiKyBaHHSA peakLiil y MicLi iH’ekUii He MPOBOAMNOCS;
GiNIbLUICTD i3 TVX NaLieHTiB, KOMY HagaBanu
nNiKyBaHH#, oTpuMmyBana npenapatu 418 MiCLLEBOro
3aCTOCYBaHHA, Taki Ak KOpTUKOCTepoian abo
nepopasbHi aHTuricTamMiHHi npenapatu. OKpim Toro, y
OeAKknX NaLieHTiB BUHMKaIN peLuavem peakuii B MicLi
iH'EKLLT, AIKI XapakTepu3yBasIMcs NOSABOK LLKIPHOT
peakuii y micui 34iiCHEHHS OCTaHHbLOT iH'EKLT 3
OfHOYACHWMM BUHUKHEHHAM peakLiii Ha TUX ginsHKax,
e npoBogunucs nonepenHi iH'ekuii. Lii peakwii, Ak
npaswio, Maav TUMYaCOBWIA XapakTep Ta He
BMHVKaIM NOBTOPHO Mif, Yac NoAanbLIOro JliKkyBaHHS.
IMig yac KOHTPONbOBAHWX AOCNIAXKEHb i3 3ay4YEeHHAM
naLieHTiB 3 6/1ALLKOBMM NcopiasoM NPOTAroM nepLumx
12 TVKHIB NiKyBaHHS peakuii B MiCLj iH'eLIT BUHUKIN
nNpn6nunsHo y 13,6 % nauieHTiB, SKi oTpUMyBaIn
EH6pen®, nopiBHSIHO 3 3,4% nNalieHTiB, SKi
oTpvMyBany nnaue6o.

Tsoxki iHgbekuyii.

Y nnaue60-KOHTPONbOBaHWX LOCNIIKEHHAX He
crnocTepirasiocs 36iMbLLEHHST YaCTOTV BUHUKHEHHS
TSOKKMX iHGDEKUIW (NeTasTbHUX, 3arpo3/iMBuX Ans




XUTTA abo Tux, Lo BUMaranu rocnitanisawii um
BHYTPILULHEOBEHHOIO BBEAEHHSA aHTUBIOTUKIB). TSXKI
iHdhekuil BUHUKIM y 6,3% nauieHTiB 3 peBMaToigHNM
apTpuTOM, LLO OTprMyBasn EHGpen® BnpogoBx
nepiogy 8o 48 micauis. [1o HUX Hanexann abeuec
(pi3HOi nokasisauyi), 6akTepiemisi, GPOHXIT, Bypcur,
LentoniT, XoNeuucTuT, diapes, AUBEPTUKYIIT,
eHfokapauT (Nigo3proBaHunii), racTpoeHTepuT, renatuT
B, onepisyrounii nuiaid, TpodiuHi BUPa3KM HKHIX
KIHL|iBOK, iH(peKLii pOTOBOT NOPOXHMHMW, OCTEOMIENIT,
OTWT, NEPUTOHIT, THEBMOHIS, NienoHedpwuT, cencuc,
CEeNTUYHUIA apTPUT, CUHYCUT, IHDEKLIT LLKipK,
BMPAa3KOBe YPaXXeHHs LUKipK, iHeKLii cevyoBUBIAHMX
LIAXiB, BACKyiT Ta paHoBa iHghekuis. Yactota
BMHUKHEHHS CEPO3HUX IHGIeKLii nig, yac 2-piyHoro
[OCNiMKEHHS 3 aKTUBHUM KOHTPOEM B YCiX rpynax
Oyna aHanoriyHow (NawieHT oTpuMyBasIM Nnpenapar
EHGpen® un meToTpeKkcar sik MoHoTepanito abo
EH6pen® y Kom6iHaLii 3 MeToTpekcaTtom). OfHak He
MOXKHa BUKJ/IKOYATHK, L0 3aCTOCYBaHHA KOMOGiHaUiT
npenapaty EH6pen® 3 METOTPEKCATOM MOXe ByTu
noB’si3aHe 3i 36iNbLUEHHAM YaCTOTN BUHUKHEHHS
iHCDEKLIiN.

Mig yac nnaue60-KoOHTPOIbOBAHMX BUNPOOYBaHb
TpuBanicTio A0 24 TWXKHIB He 6Y/10 BUSIBNEHO Pi3HULL Y
YacToTi BUHUKHEHHS iHCDEKLLIHMX 3aXBOpHOBaHb Y
navieHTiB 3 6/1ALLKOBMM NcopiasoMm, ki
3acTocoByBa/v npenapat EH6pen® a6o nnaue6o.
TadKKi iHGpeku,i, Wo cnocTepirasincsa y NauieHTiB, SKnx
nikyBasim npenapatom EH6pen®, BKYau Leonir,
racTpoeHTepMT, MHEBMOHIi0, XONELMCTUT, OCTEOMIENIT,
racTpuT, aneHANLMT, acLuT, 3yMOB/IEHWIA
CTPENTOKOKaMU, MiO3UT, CENTUYHUIA LLIOK,
AMBEPTUKYNIT Ta abecuec. OgUH NauieHT NnosigoMuB
NPO BUHVKHEHHS TSHKKOT iH(peKw,ii (NMHeBMOHIT) nig, yac
NpoBeAEeHHS NOABIAHUX CAINWX Ta BiAKPUTMX
JocnigpkeHb 3aCTOCYBaHHSA LibOro NikapCcbkoro 3acoby
npw ncopiatmyHomy apTpuTi.

Mig, yac 3acTocyBaHHA npenapary EHGpen® 6yno
3apeecTPoBaHO TAXKI Ta NIeTaulbHI iHdeKuiT
6akTepiasibHOI, MikobakTepiasibHOT (BK/IOUakumn
MikoGaKTepil Ty6epKy/ib0o3y), BipyCHOI Ta rpubKoBoi
etionorii. leski 3 HUX BUHVKaIM NPOTATOM A,EeKifIbKOX
TUXKHIB Bif, NOYaTKy 3aCTOCYBaHHSA npenapary
EHOpen® y nauieHTiB, AKi, KpiM peBMaToigHoro
apTpuTy, Main OCHOBHI 3aXBOPIOBaHHS (Hanpukiag,
LlyKPOBWiA fiabeT, 3acTiliHy cepLeBy HeAOCTaTHICTb,
aKTMBHI ab0 XpOHiYHi iHheKLii B aHaMHesi) (auB.
po3ain «Ocob/MBOCTI 3aCTOCYBaHHA»). 3aCTOCYBaHHS
npenapaty EH6pen® Moxe 36iNbLUNTN CMEPTHICTb Y
nauieHTiB 3 AiarHOCTOBaHNM CEMNCUCOM.
MoBigoMIAN0CA NPO BUHUKHEHHS OMOPTYHICTUYHMX
iHdheKLUi, y TOMY Ync/i iIHBa3UBHUX rPUBKOBUX,
NPOTO30/HMX, 6akTepianbHNX (BKIOUAKUM IHGEKLT,
BUK/IVKaHi TakumMu 36yaHMKamu, sk Listeria Ta
Legionella) i atmnoBux Mikob6akTepianbHNX iHDEKLN,
MOB’'AI3aHUX i3 3aCTOCyBaHHSAM npenapaty EHGpen®.
3rigHo i3 CyKyMHUMMN JaHUMK, OTPUMaHUMK Y
KNiHIYHMX BUNpOo6yBaHHAX, 415 15402 yyacHukiB
LOCTipKeHb, SiKi oTpUMyBa/n EHGpen®, 3arasibHa
YyacToTa BUHWMKHEHHS ONOPTYHICTUYHUX iH(heKL, il
ctaHoBunia 0,09 %. Lleli nokasHWK, CKOPUroBaHuii 3
ypaxyBaHHAM ekcnosuii, ctaHosms 0,06 Bunaaky Ha
100 naujeHTO-poKiB. 3a AaHUMWN NOCTMaPKETUHIOBOIO
CNOCTEPEXEHHS NMPUBIN3HO NOSIOBUHY MOBILOM/IEHD 3
YCbOr0 CBIiTY NP0 PO3BUTOK OMOPTYHICTUYHMX iHOPEKLL
CTaHOBW/IN MOBIAOM/IEHHS NPO iHBA3WBHI rPUOKOBI
iHdpekuil, HalBiNbLL NOLWNPEHNMU 3 AKX ByNn
iHGpekLii, cnpuunHeHi Pneumocystis Ta Aspergillus.
MpuumnHOO BiNblUe HK NOSTOBMHN BCiX BUNAAKIB
CMepTi NaUieHTIB, Yy AKUX PO3BUHYNNCA OMOPTYHICTUYHI
iHdpekuil, 6ynu iHBa3uBHI rpnBKoBI iHeKLiT. BinbwicTb
BMMNA/AKIB 3 NIeTa/lbHUMW HAC/igKaMun cTasimcs y
nauieHTiB 3 NTHEBMOLMUCTHOK NMHEBMOHIELO,

HEBCTAHOB/IEHOK CUCTEMHOIO rPUBKOBOLO IHGDEKLIED
Ta acneprinbo3om (AuB. po3ain «OcobnmeBocTi
3aCTOCYBaHHS»).
AymoaHmumina.
3pasku cMpoBaTKy KPOBi AOPOC/IMX NAUEHTIB
[OCNiopKyBan Ha HAsABHICTb ayTOAHTUTI/N Y KIJIbKOX
KOHTPO/bHMX YacoBMX Toukax. Cepef naujieHTiB 3
peBMaToigHUM apTPUTOM, Y SKUX OLLHIOBasIN
HasIBHICTb aHTUHYK/I€apPHUNX aHTUTIN, BIACOTOK
nawieHTis, AKi BnepLue cTanm NO3UTUBHUMU CTOCOBHO
YTBOPEHHS aHTUHyKNeapHux aHTuTin (=1:40), 6ys
BULLIMM cepef, NauieHTiB, siki oTpumyBasin EHGpen®
(11 %), nopiBHAHO i3 NauieHTamu, Ski oTpUMyBaun
nnaue6o (5 %). BigcoTok nawieHTiB, siki BnepLue
CTa/IM NO3UTUBHMMM LLIOAO YTBOPEHHS aHTUTIN A0
HaTvBHOI ABonaHuorosoi AHK, Takox 6ys BALLMM
cepeq nawjieHTis, siki oTpumysanu EH6pen® (3a
OaHVMU pagioiMyHHOro aHanisy: 15 % nauieHTiB, ski
oTpumyBasiv EH6pen®, Ta 4 % nauieHTiB, siki
oTpumyBanu nnauebo; 3a gaHnmu Tecty 3 Crithidia
luciliae: 3 % Ta 0 % BiANOBIAHO). AHANOrYHO
KiNIbKICTb NaLieHTIB, SKi OTPUMYBaU/IN NiKyBaHHSA
npenaparoM Ta y Sikux yTBOPWUINCH
aHTuKapgioniniHosi aHTMTINA, Byna 6inbLLo
NOPIBHAHO 3 NalieHTaMK, ki oTpuMyBasv nnauet6o.
Bnnve TpuBanoro nikyBaHHs npenapatom EH6pen®
Ha PO3BWTOK ayTOIMYHHMX 3aXBOPIOBaHb HEBIAOMUIA.
Hapaxoamnu noofmHOKI NOBIAOMIEHHS MPO NauieHTiB,
y TOMY YMCAi i3 NO3UTUBHUM PEBMATOIAHNM
hakTopomMm, y SKMX YTBOPW/IUCS iHLLI ayToaHTuTINa i3
0HOYaCHMM BUHUKHEHHSIM BOBYaKOMOLAiGHOro
cuMHApoMy abo BUCUNIB, AKi 3a CBOEID KNiHIYHO
KapTMHO Ta pesynsratamu Gioncii Haragysanu
NiAroCTPWiA WKIpHWIA BOBYaK abo AMCKOIAHWUIA BOBYAK.
MaHyumoneHisi ma arnsacmuy4Ha aHeMisl.
Y nocTmapkeTuHroBuii nepiog 6yno oTpyMaHo
NOBILOM/IEHHS NPO BUNAAKV NaHLMTONEeHIi Ta
annacTu4Hol aHeMii, AesiKi 3 AKUX Manu eTasibHUiA
Hacnigok (ame. posain «OcobnmnBocCTi
3aCTOCYBaHHA»).
IHmepcmuyjasibHe 3axX80PHOBAHHS /1e2EHb.
Y nocTMapKeTuHroBwit nepiog 6yno oTprmaHo
NOBIAOM/IEHHSA MPO BUMAAKM iIHTEPCTULia/IbHOrO
3aXBOPIOBAHHSA NereHb (BKH0Yakum MHEBMOHIT Ta
hibpo3 nereHb), AesKi 3 AKX Masin NeTasTbHUIA
Hacnigok.
CynymHe JlikyBaHHS aHaKiHpOo\o.
Y pocnimkeHHsax, nig yac aKMx 40opoc/i nauieHTu
oAHOYacHo oTpuMyBanu npenapat EH6pen® Ta
aHakiHpy, YacToTa BUHUKHEHHST TSHKKMX iHCDEKLn Byna
BULLIOIO MOPIBHSIHO i3 TAKOK Npy MOHOTepanii
npenapatomM EH6pen®. ¥ 2 % naujeHTis (3 3i 139)
pO3BUHYNacsa HelTponeHis (abconTHe YNCo
HelTpodinie <1000/mMm®). Ha dhoHi HeliTponeHii y
OJHOrO NavjieHTa pPo3BUHYBCS LieNonNiT, siknin 6yno
BWU/IKyBaHO B YMOBax cTaLjioHapy (4MB. po3ainu
«OCc06/MBOCTI 3acTOCyBaHHA» Ta «B3aemogis 3
iHWMK niKapCcbKnMK 3acobamu Ta iHLWi BUAK
B3AEMOLIli»).
[lioBuweHHs piBHIB Ne4YyiHKoBUX thepMeHMIB.
MpoTArom NoABiliHNX cAiNMX nepiogis
KOHTPOMbOBaHMX KAIHIYHUX AOCMIAKEHb eTaHepLenTy
AN BCIX NoKasaHb YactoTa (YacTka BUnagkKis)
NoGiYHMX peakLiin y hopMi NiABULLEHHS PIBHIB
MeYiHKOBMX (hepMEeHTIB Y NauieHTiB, Sk OTpUMyBaIn
eTaHepuenTt 6e3 0fiHOYaCHOro 3aCTOCyBaHHsA
meToTpekcary, ctaHoBuna 0,54 % (HeuacTo).
MpoTArom NoABiliHKMX CAiNMX nepiogis
KOHTPONbOBAHMX KNiHIYHUX AOCMIXKEHb, B AKUX 6yno
[03BO/IEHO OAHOYACHE 3aCTOCYBaHHA eTaHepLenTy
Ta MeToTpeKcary, yacTtoTa (Y4acTka BunajKis)
NoGiYHMX peakLiin y hopMi NiABULLEHHS PiBHIB
neyviHKoBMX thepmeHTiB cTaHoBUNa 4,18 % (4acTo).
iTw.




lMo6iuHi ecpekmu y dimeli 3 H0BEHI/IbHUM
idionamuyHuM apmpumom.

Y uinomy nob6iyHi echekTn y aitein 3 oBEHINIbHUM
rnosliapMuKy/sipPHUM igionaTuyHUM apTpuToM Bynn
noAiéHMMM 3a 4acTOTO | TUNOM A0 TUX, WO
crocTepirasinca y Aopocnux nauieHTis. BigmMmiHHOCTI
Bifl JOpOCAUX Ta iHLWI cneundiyHi faHi, ki
noTpebytoTb ypaxyBaHHS, HaBEAEHO HIXKYE.

IHCheKUiT, o cnocTepiranncs nig, yac KAiHIYHKUX
OOCNifKEeHb 3a y4acTHo NauieHTIB 3 HOBEHITbHUM
ifionatnyHYM apTpUTOM BIKOM Bif, 2 A0 18 pokiB, K
npasuno, 6ynu Big NEerkoro Ao NOMIpHOro CTyneHs
TSDKKOCTI, @ 3a TUMOM BifnoBiganu TUM, LLIO 3a3BUYai
3ycTpivaloTbCa y AiTei, AKi NikyloTbca amby1aTopHO.
[0 3achikcoBaHNX THXKMX NOBIYHMX peakuili
Hanexasnu BiTpsHa Bicna 3 03HakaMu Ta CMMNTOMamu
acenTUYHOro MEeHIHrITY, ki MUHann 6e3 Byab-aKnX
ycKnagHeHb (OUB. TakoX po3ain «OcobnmeocTi
3aCTOCYBaHHS»), aneHANLUT, raCTPOEHTepUT,
JAenpecis/posnag 0coGUCTOCTI, BUPA3KOBE YPaKEeHHs!
LwiKipy, e3odparit/racTput, CENTUYHNIA LLIOK,
BVIK/IMKaHWI CTPENTOKOKOM rpynu A, LyKpoBuii aiabet
1-ro TMNy Ta iHeKUia M'AKUX TKaHWH i
nicnsonepavuiiHix paH.

Y ofHOMY [OCAIIXEHHI i3 3aU1y4eHHsAM aitein 3
IOBEHINIbHMM ilionaTuyH1M apTPUTOM BIKOM Bif, 4 [0
17 pokiB nig, 4ac 3acTocyBaHHs npenaparty EH6pen®
npoTsarom 3 micsuiB (NepLua BigKkpuTa YacTuUHa
JocnimkenHs) iHdekuis BUHuknia 'y 62 % piteii (43 3
69). YacToTa BUHMKHEHHS | TSXKKICTb IHDEKLn y 58
navwieHTiB, AIKi 3aBepLUNIN paHille po3noyare
NiKyBaHHA nig, vac 12-mMicA4HOro BiAKPUTOro
KNiHIYHOrO JOCNifAXeHHs, Bynn aHanoriyHumun. Buamy i
CNiBBiLHOLUEHHS NOBIYHMX ABULL, Y NALEHTIB 3
HOBEHIMIbHMM iionaTtnyHuM apTpuTom Bynu nogibHumn
00 TUX, LWO CNOCTepirasincs B AOCAIKEHHSX
npenapaty EH6pen® i3 3a/1y4eHHsIM 4OpOC/INX
nauieHTiB 3 peBMaToigHuM apTpuToM. BinbLicTs i3
HUX Bynu nerkumun. feski no6idyHi peakuii
cnocrepirasimca yacTtiwe y 69 nauieHTiB 3 OBEHINbHUM
ifionatnyHUM apTpUTOM, SIKi OTPMMYB&/TN NiKyBaHHSA
npenapatoM EH6pen® npotsarom 3 micauiB, NOpPIBHAHO
3 349 gopocnumuy nawieHTamy 3 peBMatoigHUM
apTpuToM. [0 HMX Hanexarb rofioBHUiA 6inb (19 %
nauieHTis, 1,7 Bunagky Ha o4HOro natieHTa Ha pik),
HypoTa (9 %, 1,0 BUuNagoK Ha o4HOro nawieHTa Ha pik),
6inb y xuBoTi (19 %, 0,74 BunagKy Ha ogHOro
navjeHTa Ha pik) i 6noBaHHA (13 %, 0,74 Bunaaky Ha
OJHOrO0 NavLjeHTa Ha pikK).

Mig yac npoBefeHHs KNiHIYHUX BUNPOOyBaHb cepes,
NaLieHTIB 3 IOBEHIIbHMM ifionaTnyHMM apTpUTOM
3apeecTpoBaHo 4 BUNALKA BUHUKHEHHSA CUHAPOMY
aKkTuBauii makpodaris.

Y noctmapKeTuHroBwuii nepiog 6yn10 oTpMmaHo
NOBIJOM/IEHHSA NPO BUMNAAKM PO3BUTKY 3anasieHHs
KVLLEYHWKY Ta YBEITY Y NaUiEHTIB 3 IOBEHINIbHUM
igionaTuyHMM apTpuUTOM, siki 3acTocoByBasin EHGpen®,
BK/1H0HA0YN HE3HAYHY Ki/TbKICTb BUNAKIB
BiHOB/IEHHS NOGIYHOI peakLii Npy NOBTOPHOMY
npu3HadYeHHi npenaparty (ame. po3gin «Oco6anBocCTi
3aCTOCYBaHHA»).

Mo6i4Hi echekmu y 0imeli 3 615ILKOBUM 11COPIaA30M

Y 48-TmxHeBOMY fOCAiAKeHHI 3a yyacTio 211 giteid 3
6NALKOBMM NCOpia3oMm BiKOM Bif, 4 [0 17 pokis
BMABNEHI NOGIYHI edpekT Bynn NogibHUMK [0 THX, L0
cnocrepiranuca y nonepegHix AOCAIIKEHHAX i3
3aJ1y4eHHSAM J0POC/MX NALEHTIB 3 GNIALLKOBUM
rcopiasom.

3simyBaHHs1 MPo Ni003prosaHi no6i4HI peakyii

3BiTyBaHHA Npo Nigo3proBaHi No6iuHi peakuii nicns

peecTpadii nikapcbkoro 3acoby Mae Baximse

3Ha4yeHHs. Lle aae 3mory 3gilicHioBaTn 6e3nepepsHuii
[TOPVHT CNiBBIJHOLUEHHS MiX KOPUCTIO Ta

pusnKamu, noB’sA3aHnMN i3 3acTtocyBaHHAM
niKkapcbkoro 3acoby. MeanyHMX nNpaLiBHUKIB MPOCATbL
3BiTyBaTK Npo Oyab-AKi NiL03pHoBaHi NOGIYHI peakLil.

TepmiH npudamHocmi.
30 micayis.

YMoBU 36epiraHHs.

36epiratv npu Temneparypi Big 2 go 8 °C. He
3amMopoXyBaTu. 36epiratv B HeAOCTYMHOMY 4151 AiTei
MicLj.

MpenapaT y mexax TepMiHy NPUAATHOCTI MOXHa
36epiratn npu Temneparypi He sue 25 °C
OJHOKPAaTHO NPOTAroM 4 TWXHIB, MiC/IA YOro npenapar
He MOXKHa MOBTOPHO 36epiratn B X0N0AWUTbHUKY.
Mpenapar NoTpi6HO yTUNi3yBaTtu, AKWO BiH He 6yB
BMKOPUCTaHWIA NPOTATrOM 4 TWXKHIB Nicns 36epiraHHs
no3a X0NoANNbHUKOM.

Mpenapar 36epirati B OpuriHasIbHI ynakoBL,i A5
3axucTy Big CBiTNA.

HecymicHicmb.

He cnig 3miwyBat EHG6pen® 3 iHWyMK NiKapcbkumi
3aco6amu, OCKINbKN JOCNILKEHHSA CYMICHOCTI
eTaHepLenTy He NPOBOAW/IUC.

YnakoBka.

4 nonepeAHbO HaNoBHeHi Wnpuuy no 0,5 ma (25 mr)
a6o no 1 mn (50 mr), abo 4 nonepeaHbO HANOBHEHI
pydkn no 1 mn (50 mr), 4 TamMnoHU 3i CNUPTOM Y
N1aCTMKOBOMY KOHTEHepIi; N1acTUKOBUIA KOHTeHep
Y KapTOHHI kOpoo6Li.

KaTeropis Bignycky. 3a peLentom.

BupoGHuUK.
Baet dapmaceyTtukanc / Wyeth Pharmaceuticals.

MicuesHaxogkeHH BUPOGHUKa Ta iioro agpeca
Micus NPoBafKeHHA AisANbHOCTI.

Hbto fleliH, XaBaHT, PO9 2NG, Benuka bputaHis /
New Lane, Havant, PO9 2NG, United Kingdom.

Jarta ocTaHHbOro nepernsay. 21.06.2018.
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