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Iepexran aucrka-priaaguma:
Inopmauin 1as nauienra

Axkodia® 30 man OJ1/0,5 ma (0.6 Mr/ma),
PO3MH 105t in'ekuiii aGo indysiii
Y monepeAHbo HANOBHEHOMY WTpH i

JHCTOK-BKJIATUIL, IKUI TOJAECTHCS 10 YITAKOBKH:
[HOOPMAIIISA 1151 TALIIEHTA

Axxodin® 30 man OJ1/0,5 max (0,6 Mr/ma), posunn axs in’cxuiii a6o indysiii
Y nonepeaHbo HANIOBHEHOMY LINPH I
(inrpactim

Ilepm mizk 3actocoByBaTn ueii Npenapar, il yBakHO 03HAMOMHTHCH 3i 3MICTOM JIHCTKA-
BRJIAHINA, OCKITLKH BiH MICTHTL BAKTHBY 115 namicnTa indopmaniro.

- Conin 36epertu weit aucTok-BRnagMIw, 106, Y pasi HeoGXinHOCTI, npoYnTaTH jHoro e pas.

- Y pa3si BUHHKHEHHS JI01aTKOBHX 3allUTaHb CJIia 3BEPHYTUCA 210 JTiKapsi, MeacecTpu abo hapmanesra.
- Leit npenapar npusnayenmuii KOHKpeTHiH moauni. Moro we crin nepenasatu inmmm. [Ipenapar
MOYKE 3aB/IaTH LIKOAM IHLUIH JIIOMHI, HABITH SKILO BOHA Mae Taki x CHMITOMH XBOPOOH.

- AK110 y nauienta BuHMKIH Gyab-aKi noGiuni edexty, y Tomy uncni nobiuni edexty, e BKazani y
JMCTKY-BKIIaUIL, C/Iil MOBIAOMHTH Npo 1e nikaps, dapmaierra a6o MeIHYHy cectpy. dusitscs
po3sjin 4.

3micT nIHeTKA-BRAAAMIIA:

1. o Take Akkodin i a5 yoro ioro 38CTOCOBYIOTh

2. Baxnupa indopmauis, sxy Tpeba 3HaTH nepea 3acToCyBAHHAM npenapaty AKKogin
3. Sl 3acrocoByBaTH Akkodin

4. Mosxnusi no6iuni edextn

5. Sk 3Gepiratn Akkodin

6. BmicT ynakosku ta inma indopmauis

1. Ilo Take Axkodia i 113 voro iforo 3aCTOCOBYIOTH

o Take Axkodin

AKKOQin MicTHTS ifouy peuoBHHY (inrpactum. Oinrpactum — ue Ginok. wo BHpOOISeTHCH
Oakrepismu Escherichia coli 3a gonomoroo Texmomorii pexombinanTHoi THK. ®inrpactim
BIZIHOCHTBLCS 10 rpymH Ginkis, 3aHHX UHTOKIHAMA, | TyKe CXOXKHIT Ha NpHpoAHU# Giok (dakTop,
L0 CTHMYIIO€E KOMIOHIT rpaHynountis [G-CSF]), sxuii BUPOOISAETBCS OprasizMoM, dinrpactum
CTUMYIIIOE KICTKOBHI MO30K (TKaHuHY, sKa BUPOOIAE KIiTHHM KpoBi), 1106 BHpo6asTH Ginkire
NICHKOUMTIB, sIKi IONOMAraioTs opraHismy 6oporncs 3 indekuismu.

st woro 3acrocoByoTs AKKodia

Jlikap npusnauns Axkodin w1s 36imbiIeHHs BUPOOJICHHS J1EHKOLUTIB OpranizMoM, Jlixap
NOBIIOMHTb NALlEHTA, YOMY CJ1iz1 3acrocoBysat npenapar Akkodin. Akkodin 3dCTOCOBYETLCH B
ACKINIbKOX PI3HMX BUNAJIKAX, TAKUX SK:

- XimMioTepanis,

- [Iepecajika KicTKOBOTO MO3KY,

- TSOKKa XpOHIYHA HEHTpONeHis (Mana KilbKicTh 0O1HOrO 3 BHJIIB JIEHKOLIMTIB),

- HEHTponenis (Mana KijbKicTs 0HOTO 3 BUAiB NSHKOUMTIB) Y NAWiE€HTIB 3 BlJI-ingekuieso,



81

- MoGii3aiis cTOBOYPOBHX KIITHH NepH(epHYHOI KPOBI (3 METOIO CTHMYJTIOBAHHS CTOBOYPOBHX
KJIITHH MOTPANISTH B KPOB | HAKONMYYBATHCA JUISi BAKOPHCTAHHS il 4ac nepecaki KicTKOBOro
MO3KY).

2. Baxausa indopmanisi, sxy Tpefa 3HaTH nepe] 3aCTOCYBAHHAM npenapary AKKopia

KoJi He ¢j1ii 3acTOCOBYBATH npenapar AKkodin
- ko y nauienTa anepris (rinepuyTinBicTs) Ha inrpacTum abo Oyab-AKi IHIII KOMIOHEHTH
1bOTO nipenapary (nepenidyexi B po3aini 6).

3acrepe:keHHs Ta 3aM00KHI 3aX0/1H

Iopaabrecs 3i cBoiM mikapeMm, ¢apmaneBToM abo MEAHYHOIO CeCTPOK MEPEA NOYATKOM
3acTOCYBaHHsA npenapary AkkoQi.

Tepen moyaTKoM JiKyBaHHS CIIiJl MOBIAOMHTH JIKapio, AKILO Y NalieHTa:

* CEPIIOBMIHOKIITHHHA aHeMis; AKKO(IT MOKE BUK/IHKATH CEPOBHAHOKIIITHHHIA KpPH3;

* OCTEOMOPO3 (3aXBOPIOBaHHS KICTOK).

Iliz uac 3acTocysanHa npenapaty AKKodin noBizoMTe JiKapio, AKIIO Yy Nalli€HTa BAHUKHE:

« Ginb y AinAHLI BepXHBOI 1iBOT YacTHHM kuBOTA (YepeBHOI NopoXHUHM), Ginb y niBiil vacTHHI
rpyaHoi KiTHHK abo y AinsHUI AiBOT sonaTKM [1e MOXKyTh OyTH O3HAKM 30IBIICHHS Cele3iHKH
(cnnenomeranii) abo HaBiTh 1i pO3pUBY].

+ kpoBoTeua 260 CHHLI (e MOXYTh OyTH O3HAKM 3IHWKEHHS KilbKOCTI TPOMOOLHTIB y KpOBi -
’I‘pOMGO].[HTOHCHiH) 1110 MOJKe 6yrn MOB'A3aHO 31 3HHKEHHAM 31aTHOCTI KpOBi J10 3rOPTaHHs.

* panToBi O3HAKH rmepqy'mnaocn, HAaNpUKIaz, BUCHII, cBepbik abo Kponus'aHKa, HaOpAK obmuyus,
ry6, sasuka abo iHIIMX YAaCTHH TiNa, 3a[MIUKa, XpHNH abo YTpyAHEHE AMXaHHS; lie MOKYTh OyTH
03HAaKM BaKKOI anepriyHol peakuii;

* HaGpsik 0611Myus abo WHKONOTOK, KPOB Y cedi abo ceda KOPUUHEBOIO KOIbOpY, abo Ko NauieHT
rnomiyae, 110 BUALIAE MEHILE cedi, Hixk 3a3BHYail (r1oMepyIoHedpuT).

KoBnadok rojku rornepeaHbo HANOBHEHOTO INMPHI@ MICTHTH BHCYLIEHMH NpUpoaHMil Kaydyk
(noxijiHe naTekcy), AKHI MOKe CIIPHYHHATH aJleprivHi peaxiii.

V naui€HTiB 3 HOBOYTBOPEHHSAM i B 3/J0POBHX JOHOPIB PiZIKO MOBIJIOMIIAIOCS TIPO 3anajlieHHs a0pTH
(BenMKOT KPOBOHOCHOI CYJMHH, 1O SIKiii KPOB TPAaHCIOPTYETLCA Bill CEPUA A0 PELUTH OPraHi3my).
CHMITOMH MOXYTb BKJIKOYaTH JHXOMAHKY, OilTb Y XKHBOTI, He31yxaHH4, ik y CIHHI | MiABUIICHHS
AKOCTI MapKepiB 3ananeHns. Ko B nauieHTa BUHUKAIOTH TaKi CHMITTOMH, CJTi/I TOBIIOMHUTH TIPO 11e
CBOIO JiKaps.

Bincymic'rb BiANOBIAL Ha (IJiJ]I‘paCTHM

SIK1Wo B MauieHTa BIACYTHS BIAMNOBIIb HA mxynanml c]erpaCTHMOM abo pe3yabTaT HE 3aTPUMYETHCA,
nikap 3'acye NPHYHHY LBOTO; OKpiM TOT0, BiH MepPeBipHTh, Y4 He BUPOOUIINCSA Y NallieHTa aHTHTINA,
1110 HEATPAIi3yOTh Ait0 dinrpacTumy.

Jlikap MOYeE YBa)KHO CTEXKMTH 3a CTAHOM MALli€HTa, IMB. PO3/1in 4 IMCTKA-BKIaMIIA /UIA NalieHTa.
V naiuieHTiB i3 TAKKOK XPOHIYHOI HEMTPOINEHIEI0 MOXKEe BUHMKHYTH PM3MK PO3BUTKY PaKy Kposi
(neiikemis, mienoaucnnactuunuii cunapoM [MJIC]). TlamieHT NOBHHEH TOrOBOPHTH 31 CBOIM
niKapeM Mpo PU3MK BUHHUKHEHHs PaKy KpOBi i Mpo THIM J0CHIUKEHb, AKi HEOOXIAHO TPOBOAUTH.
SIkuo y natieHTa po3BHBacThes abo MOKE PO3BUHYTHCH Pak KPoBi, He NOTPiOHO BUKOPHCTOBYBATH
Axko(is, SKIIO e He PEKOMEHI0BAHO JliKapeM.

Jlonopamu cTOBOYPOBHX KITITHH MOKYTb OyTH NHLIe /11oau y Bini Bia 16 a0 60 pokis.

Cain 6yTr 0cob6aHB0 00epe/KHHM NI 4AC 3aCTOCYBAHHS IHUIHX NPenapaTis, 10 CTHMYIIIOTH
BHPOOJICHHS JIeHKOIHTIB.

AKKO(iJ BXOIAUTH 10 FPYITH JIIKIB, L0 CTHMYJIFOIOTh BUPOOIEHHS IeHKOUMTIB. MeanyHi npatliBHUKH
3aBK/IH MOBRUHHI 3a3HaYaTH TOYHY HA3BY MPEnapary, 110 3aCTOCOBYETLCH.

ﬁ//&%’fﬁ/ / %
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Axkodia Ta inmi TiKapebKi 3acobu

He ciin 3actocoByBaT AKKO(QLI MPOTATOM 24 FONMHN 10 NOYATKY i 24 TOAMHH MICHA 3aBEPLICHHS
ximiorepartii.

Criil NOBiIOMUTH JiKapto abo dapMauesTy npo Bei miku, ki Bu mpuitmaete abo npuiimaii
HELIOAABHO, B TOMY 4MCi i Ti, AKi BIAMYCKAIOTHCA Oe3 peuenTa.

BariTaicts Ta roayBanus rpyair

JlocnipKeHHs 3aCTOCYBAaHHA Tpenapary Axxo(in y BariTHUX He TPOBOAMIOCH.

BakIMBO MOBIIOMHTH JIKapO:

« K110 TAICHTKA BariTHa abo roaye rpyaio;

« SKI10 BBaX<a€, 110 MOKe OyTH BariTHa:

« SKIIO TIaHYE 3aBariTHITH.

Hegizomo, un npoHHKae GiarpacTuM B rpyAHe MOJIOKO. Tomy niKap MOKe BUPILUHTH, 11O
[AIieHTIl He Cli npuiiMaTH 1 JIIKH, SKILO BOHA FOAYE rpyLIO.

KepyBanusi TPaHCIOPTHHMH 3ac00aMu T 06CTYTOBYBAHHSL MEXaHI3MiB

Akko(in MoKe MaTH HE3HAYHHMH BILUIMB HA 37aTHICTL KepyBaHHA TPAHCTIOPTHUMH sacobamu Ta
o6cnyroByBanns MexanismiB. Lleit npenapar Moske BUKJIMKATH 3a1aMOPOYCHHS.

PeKoMeHIOBAHO 3aUeKATH i NEPECBIAYNUTHEA, AK BH cebe nouyBaeTe Micys 3aCTOCYBaHHs Npenapary
Axkois, Tepll HiK KepyBaTH TPaHCIOPTHHMH 3acoBamu Ta 00CyroBYBaTH MEXaHI3MH.

AKkko(dia MicTHTE cOpIT i HATPIN.

I1eit nikapcbKuii 3aci6 MicTiTh copliT. AKuIO y falieHTa JiarHOCTOBAHO HEMEPEHOCHMICTb ACAKHX
yKpis (ppyKTO3M), Nepel NPUiiOMOM npenapatry cniz 3pepHyTHCS 710 Nikaps. Llefi npenapat TaKoi
MiCTHTB MeHII gK 1 MMoib Hatpiio (0,035 Mr HaTpilo) Ha 103y, To6TO NiKapchKHii 3aCi0 NPaKTHIHO
Bi/IbHMII BiJ HATPIIO.

3. Sk 3acrocoByBaTH AKKO(LI

Crin 3aB%aM 3aCTOCOBYBAaTH AKKO(IN TaK, K BaM NPHU3HAYABR nikap. SIKIO BM CyMHIBa€TECh,
3BepHITBCS 10 CBOTO JiKaps abo (apmauesTa.

Jlo3a npenapary AKKO(bin 3aneKHTE BiJl THITY 3aXBOPIOBAHHS, AKE niusArae AiKyBaHHIO, i MAcH Tina
MauiexTa.

Jlo3yBaHus

Axxodis i HeliTponeHis (HU3bKa KiZTbKiCTh OJJHOTO 3 BH/IB JISHKOUMTIB), IOB'A3aHA 3 xiMioTepami€eto
3pHyaiina ao3a cranoBuTh 0,5 Minsitona OJ1 (5 mxr)/kr/moby. Hanpuknaz, sxiio NallieHT BAKHTh
60 kinorpamis, To 71060Ba 1032 CTAHOBHTHME 30 minwitonis OJ1 (300 Mkr). JlikyBaHHA npenapaToM
Axkobin 3a3Buyail Tpusae OIM3BKO |4 gmiB. OmHak IS JA€SKHMX THIIB 3aXBOPIOBAHD MOMKYTH
3Hazo0uTHCs GUTBII TPUBAJI NEPION JIKYBaHHA, WO TPHBAIOTH npuGIN3HO 10 OHOTO MiCALS.

Axxodin i nepecajxa KicTKOBOIO MO3KY

3pMyaiiHa MOYaTKOBA 1032 CTAHOBUTH | MiJILHOH OAWHUIE (10 mikporpamiB) Ha KiJiorpaM MacH TiIa
Ha AeHb y Buraaai indysii. IIpumipom, axuio namient saxkutb 60 Kr, To 1060Ba 1032 CTAHOBAUTDH 60
Minbiionip oauHumb (600 MikporpamiB). 3asBu4aii nepiua A03a npenapary Axkxodin BBOAHTHCS
UlOHajiMeHIIe uepe3 24 TOAMHHM Micis XimioTepanii i oHaliMeHmIe 4Yepe3 24 roaMHH micnst
nepecaakH KICTKOBOrO MO3KY. [Ticns usoro jikap Oyzae pery/ispHO MpOBOAHTH aHasni3y Kposi, mod
OIIHUTH ¢)EKTHBHICTD JTiKyBaHHs | TPHBATICTD MKYBaHHS.

Axkodia i THKKA XPOHiYHA HeiTpOneHis (3HIKEHA KiIbKICTh MEBHOTO BUAY JIEHKOLUTIB)
Jpuuaiiia MOYaTKOBA 1032 cTaHOBMTH Bix 0,5 minbitona O] (5 mxr)/kr/noby 1o 1,2 minsitona O/1
(12 mkr)/kr/po0y, NpUAHATHX OHOPA30BO abo B pexinpka npuiiomis. TloTim nikap nposese aHanis

KpoBi, ab¥ OLIHATH, HACKINbKH BJAJIO NPOXOIHTE JIKYBaHH: npenapatom Akkodin, i ninibpatn

/B aonto 7
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HeoOXiHY 103y /Ul KOHKpeTHOro mnauienta. Jlas mikyBaHHs HeiTponenii norpidue TpuUBase
niKyBaHHs npenaparoM Axkkodi.

Akkodi i HeliTponeHis (Mana KifbKicTh OTHOTO 3 BUJIB JICHKOUNTIB) ¥ nauientis 3 BlUl-indexuicto
Ipnuaiina moyaTKkoBa 1032 craHosuTs Bia 0,1 mineitona OJ1 (1 mkr) no 0.4 wminkiiona O]l (4
MKr)/kr/n106y. Jlikap Gyje peryispHO NpOBOAMTH aHami3n KpoBi, aH OLIHMTH, HACKIJILKK BJANo
MPOXOAUTH NiKyBaHHA npenapatoM Akkogin. Tinbku-HO KIJIbKICTh JIEHKOLMTIB TOBEPHETHCA 10
HOPMM, MOHa Gyje BBOIMTH NiKapchkuit 3aci6 pianre, HiK 0JMH pa3s Ha 100y. [lna miarpumaHHs
HOPMANBLHOT KiNbKOCTI JEHKOLMTIB Y KPOBI MOXeE 3HANOOMTHCS TpuBane NiKYBaHHA Npenaparom
Akkodin.

Akkodin i nepecazika croBOYPOBUX KITHH nepudeprynol KpOBi (CTOBOYPOBI KJIITHHH, B3ATI 3
KDOBI JUIS BUKOPUCTAHHS 1111 YaC NepecaJk KicTKOBOTO MO3KY)

SIKIIO TALIEHT € JOHOPOM CTOBOYPOBHX KIITHH uis cebe, 3BHYaiHa 1032 CTaHOBHTH Big 0,5
MiIbHOHA OJHHHMLB (5 Mikporpamis) 10 1 minbiiona oauHHLE (10 MiKpOrpamiB) Ha Kijiorpam mMacu
Tina Ha 106y. JlikyBanns npenapatom Akkodin TpuBaTHMe 710 2 THKHIB. Jlikap Oyne
KOHTPOJIIOBATH PE3y/bTaTH aHATi3iB KPOBI, 100 BU3HAYHTH ONTHMANBHHI Yac ans 360py
CTOBOYPOBMX KIIiTHH.

SIKIO NAIIEHT € IOHOPOM CTOBOYPOBHX KJIITHH /U1 KOTOCh 1HIIOTO, 3BMYaiiHa 1032 CTaHOBHTD 1
MibioH oauuuie (10 Mikporpamis) Ha Kinorpam macH Tifa Ha 100y. JIiKyBaHHS npenapaTom
Axxodin Tpusac Bia 4 10 5 uis. Jlikap Gye NpOBOUTH PeryIspHi aHaMI3H KpOBi, 11100 BU3HAYUTH
ONTHMaIbHHii Yac s 360py CTOBOYPOBHX KJIITHH.

SIk 3acTOCOBYEThCA npenapar AKKodin

IIpenapar BBOAATH LUISAXOM iH’eKilii aGo BHyTpilHboBeHHOI HQY3il (KpanenbHo), abo 1UIAXOM
nigmkipHoi (sc.) il ekuii B TKaHUHY 6e3mocepeaHbo M WKIpY.

SIKIIO TALIEHTH OTPUMYIOTH TNpEnapar IUISXOM MimWKipHOi iH'exuii, Jikap MOKe MOpaauTH
NMalieHToBi HABYMTHCS PoGuTH in'ekuii camoctiiito. Jlikap abo Me/cecTpa HaBYaTh NALIEHTA, AK LE
3pobHTH (AMB. HMIKUYE IHCTpYKUIl Mpo Te, SK KOJOTH mnpenapar Axko¢in). He cmin nmpoGysaru
camocCTiiiHO pobuTH in'ekuito Ge3 nonepennboro Hapuanus. Jleska HeoOXiaHa iHhopmalls HaBeneHa
HANPHKIHII 1BOTO JIMCTKA-BKIQNWIIA, OIHAK Ul TPABUIBHOTO JIKYBAHHA KOHKPETHOTO
3aXBOPIOBAHHS MOTPIGHO TICHO i MOCTIHHO CHIBNPALOBATH 31 CBOIM JIKapeM.

Indopmanis npo camocTiiine BBeICHHS NpenapaTy

V wiii 4acTHHI JHCTKA-BKIAIMINA MICTHTLCS iH(opMallis mpo Te, K caMOCTIHHO KOJIOTH npenapar
Axkodi.

Bax11Bo, 1106 nauieHT He poGus iH'ekuil caMocTiiiHo, AKILO He OyB crelianbHo HaBuYeHUH CBOIM
nikapem abo MezicecTporo. Y pasi BUHMKHEHHS Oy/Ib-sKHX CYMHIBIB 11010 CaMOCTIHOTO TPOBEICHHA
iH'eK1il a60 Oyab-SKMX 3aMATaHb CI1iJ 3BePHYTHCS 3a IOTIOMOTOIO JI0 JIKAps 4H MECECTpPH.

Sk camocTiiino 3po6uTH in'exuiro npenapatom Axkodin?
[Ipenapar ciJl BBOAMTH B TKAHWHY NPAMO Mia mkipoko. Takuit cnoci6 BBeACHHA JIIKiB HA3HBACTHCSA
mimmKipHoIo iH'ekiiero. [H'exiio cnix poGUTH I0IEHHO B OZIMH 1 TOH caMuii Yac.

HeoGxinne obnaaHanus

[1{o6 camocTiiiHo 3po0uTH 1H' €Ki, BaM 3Ha0014THCs:

* 1onepeaHbO HATIOBHEHHMIT IMpPHII 3 penapatoM AKKo(in:

* BATHUIi TAMIIOH, 3MOYeHHUIT criupToM abo iHKUM Ae3iHdiKy109nM 3acODOM.

1o caia 3po6uTH Mepea caMoCTiiiHIM BBeJIeHHSIM npenapaty Akkodin?

[ToTpi6HO NepeKOHAaTHEA, 110 KOBMAYOK LIMPHIA 3ATHIIAETLCS HA MICII 10 TUX 11ip, MOKH Bee He Oy /e
roTOBO JUIs iH'€KWii.

)b 7,
(Sopeemto 77 ﬂa/
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a. BuiiMiTbh NONEpPEaHbO HAMOBHEHHH ILNPUIL 3 NTPEnaparom Axkodin i3 X0I0AUIBHAKA.

6. [lepesipTe TEPMiH NpHUAATHOCTI HA erukerui wnpuua (EXP). He BHKOPHCTOBYHTE Npenapar nicns
OCTAHHBLOrO JAHA Micsls, 3a3HA4YCHOrO Ha ynakosii, abo AKIIO npenapar 3bepirapcs 3a MeKaMu
XOJIOAMITBHHUKA MPOTATOM OUIBLI K 15 i, abo SKILO TEPMIH NpUIATHOCTI Npenapary 3aKiHUMBCSH
AKMMOCH THILIMM CriocoOoMm.

. IlepeBipre 30BHIMIHINA BUIIAA npenapary Axkodin. Ilpenapar MOBHHEH GyTH MPO30POI0
Ge30apBHOI0 PIAMHOK. SKIIO HasiBHI TOMITHI TBEpAi 4aCTHHKM B pO34MHi, oro He MOKHA
3aCTOCOBYBATH.

r. Jlns HaiimeHw Oonioyoro yKoIy 3aMUIUTE MOTIEPEIHbO HAMOBHEHWH LIMPULL TIPH KiMHATHIH
temnepatypi Ha 30 xBuauH abo obepekHO moTpumaiiTe Horo B pylli NPOTATOM KLILKOX XBHITHH. He
posirpisaiiTe Axko(in (Hanpukiaaz, He posirpisaiite npenapar y MikpoxsuapoBiii nedi abo B rerniii
BOJIi).

r. Pereapno BAMHITE PYKH.

1. TTokaaiTh yci IpeiMeTH, neoGxiani ans in'ekuii (nonepeanso HATOBHEeHHIl ITPHUIL 3 penapaTom
i 3MOYEHHH CITMPTOM TaMIOH), Y 3pyUHe, 106pe OCBITIEHE MIiCLE 3 XOPOIIHM JO0CTYTIOM.

Sk migrorysarTH in’exuiio npenapary Axxodin?

Iepiu Hiz poOnTH i’ exiiiro penapary AKKoQi 1o TpiGHO BUKOHATH TAKi qii:

1. YTpUMYIO4H KOpIyc LIMpHua, 0GepeskHO 3HATH KOBMNA4OK rONKH, HE obepratouu iioro. Cnia
MOTSTHYTH 3@ KOBMA4YOK NpAMO, SK MOKa3aHo Ha pucynkax 1 i 2. He TopkaiiTech rojKu Ta He
HaTHCKalTe Ha MOopIIEHb WINPHLIA.

a a

5 MosxHa noMiTuTH GynsbalmikH MOBITPS BCepeIHHi  TonepeaHs0 HAMoOBHEHOTO wnpuua. He
noTpibHO BHAAIATH Ui Oynb0alIKy MOBITPA NEpe/ i’ exiico. BBOAMTH PO3YMH 3 OysnbOamiKaMi
MOBITPA HE MIKiTHBO.

3. TTonepeHbO HANOBHEHM ITPHLL MOKE MicTHTH Ginblie pimMHK, HDK NOTPiGHO. 3a 10MOMOTOI0
[UKaa¥ HA KOpMyci mmpHia BiAMipsiTe MpaBHabHY 03y npenapary AKkodin, sK npu3HayeHo
nikapeM. Hauiiinox piauHi Cliijx BATHCHYTH, HATHCHYBLIHM Ha MOPLIECHD WINPHLIA BBEPX 10 K1IBKOCTI
(M), 110 Bi/MOBIAAE npu3HayeHiii 1031 npenapary.

4. Cr1ii NTOBTOPHO NEPEKOHATHCA, 11O Y IMpHUIi NpaBUiibHa 1032 Npenapary Axkodin.

5. IlInpwit rOTOBHH 710 3aCTOCYBAHHA.

Kyau ci1it KoJIoTH npenapar?

HalfKpawMu MiCISMH /115 CAMOCTIHOTO BUKOHAHHA in'exuii €:
« BepXH3 4aCTHHA CTEroH; Ta

« JKUBIT, 32 BAHATKOM AiNsiHKH 6ins MynKa (IMB. pUCYHOK 3).




kim0 in'ekuilo poGuTh iHImA 0c00a, TO BOHA MOWKE TAKOH BBECTH JIKH Y 3aJIHI0 YaCTHHY rieder
(IMB. PHCYHOK 4).

1

Miciie BBeACHHA Mpenapary CJi MiHATH LIOHS, abu yHUKHYTH GO0 BiJl MOBTOPHHX iH'eKLliH B
oJiHE MiclLe.

SIk BBOJMTH npenapar?
a. [posesindikyiite micie iH'ex1il BATHUM TAMIIOHOM, 10 3MOYEHHI1 CTIHPTOM, & TMOTIM 3aTHCHITH
CKNAJKY IIKipH MK BETHKHM i BKA3iBHIM MATBISMI, HE HAATO CTHCKAK0UH 1T (aMB. PUCYHOK 5).

[lonepeAHbO HANOBHEHMH IINPULL fe3 3aXUCHOTO KOBIIAYKa TOJKH

6. BBe/iTh TOKY B LIKipY, 3TIHO 3 iHCTPYKLI€IO MECECTPH a6o nikaps (AMB. PUCYHOK 7).

. OGepeKHO TOTATHITE 33 MOpUIEHD, 106 nepekoHaTHCA, 10 He Oy0 MpoKoIeHO KPOBOHOCHY
cynuHy. SIkmio Bu GauuTe KpOB Y LINPHLL, CITi1 BATATHYTH TOIKY i TOBTOPHO 3pOOMTH YKOI B iHIIE
MiclI€.

r. VBech yac, TPMMAIoUH IKipy MK NanbigmMi, HaTHCKaiiTe Ha MOpLIeHb MOBITBHO i piBHOMIPHO 110
Tnux mip, noku He Oyze BBeIeHAa BCA /1034, i mopmens Ginbiie HE BAAETHCS BHTHCHYTH. He
nocnaGoiiTe HATHCK Ha NOPLIEHS!
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r. Crtijt BBOAMTH TiJIbKM 103y, BH3HAUYEHY JIKapeMm.

. Tlicns BBeAeHHs piAMHM BHTSTHITBL TOJKY, 30epiraroum THCK Ha MOpUICHDb, & MOTIM BIAITYCTITh
WKIpY.

e. IToMicTiTh BUKOPHCTAHHH LINPHLL Y KOHTEHHEp A1 yruizauii. BUKOPUCTOBYiiTe TUTBKM OMH
IITTPHLL V1S OJIHi€T iH'eKl.

[MonepeaHLo HAOBHEHM IIMPHIL i3 3aXUCHHM KOBMAYKOM TOJIKH

€. BBe/liTh TOKY B LIKIpY, 3riHO 3 IHCTPYKUIEIO MEJICECTPH abo nikaps (IMB. pUCYHOK 7).

. OBepeKHO MOTATHITH 33 TOPILIEHb, MO0 NEPEeKOHATHCH, 110 HE Gys10 MPOKOJEHO KPOBOHOCHY
cymuny. SIKILo B GauuTe KPOB y LINPHL, CIlijI BUTSICHYTH TOJIKY i IOBTOPHO 3pOGHTH YKOII B iHIIE
Micle.

3. C71il BBOJMTH TiJIbKM [103Y, BU3HAYEHY JIIKapeM, sk ONHCaHO HUKHE.

i. VBech 4ac, TPUMAIOUM LIKIipy MiK MaJbLUAMH, HATHCKaHTE Ha NOPLICHb TMOBiNLHO | PIBHOMIPHO J10
THX mip, TMOKKW He Oyzae BBeAeHa BCd J103a, i nopuienb Oinblie HE BAAETbCA HAJABHTH. He
rioc1abmoiiTe HATHCK Ha MOPIIEHB!

k. TTic/isl BBeJEHHS DiAMHH BHTSTHITH TOJKY, Hajani TPHMAKOUH WINPHIL M THM CAMHM KYTOM 1
36Gepiraloun THCK Ha NOpILIeHb, @ NOTIM BiITYCTITh wkipy. KoBraduok aBTOMATHYHO 3aKpHE TOIKY, i
BU MOMYETE TydYHE KIAL@HHAY, WO MiATBEPUKYE, 110 KOBMAYOK CHpallioBas (auB. pucyHok 8).
KOBIa4yoK He CrpaLioe, MOKH He Oy/ie BBEICHO MOBHY 103Y.

“CLICK"

W

IpumiTka:
Y pasi BuHHKEHHs Gyb-SKHX 3aIATAHb 3BEPHITHCA 33 JIONIOMOT010 200 MOPAzoko 10 CBOIo niKaps 4u
MEJICECTPH.

Vrraizanis BAKOPHCTAHNX MNPAUIB

« KoBrnauok ToiKH 3amoBirac TpaBMaMm Bijl TOJKM MICHsA BHKOPUCTAHHSA, TOMY JKOAHI ocobnuei
3anoGiKHi 3aX0/M 10/10 YTHITI3ALIT He BAMAraloThes. Y THII3yliTe BHKOPUCTAHNH LINpPHIL B/IMOBIAHO
110 BKa3iBOK Jiikaps, papmanenra abo MeIHYHOT CECTPH.

Syt 27 %/



3acrocyBanns OiibIIoL, anix nepeadaaeHo, 1031 npenapaty AKKodia
V Bunanky 3acTocyBaHHsA OlibLIOL HiXK PEKOMEHJI0BaHa JI03M mpenapary Axkkodin cnii sikoMora
HIBH/ILLE 3BEPHYTHCA JI0 JiKaps ado bapmauesTa.

SIKI0 BH MPONYCTH/IH BBEICHHSI /103H npenapaTy Axkohia
He 3acTOCOBYiiTE MOABIHHY 7103y, 11100 KOMIEHCYBATH MPOIYLIEHY 1H'€KIIIO. 3BepHiTHCA 10 JiKaps,
11106 0GrOBOPHTH, KOJIM BOJMTH HACTYNHY 103y Npenapary.

[IpunuHenHs 32CTOCYBAHNS Npenapary Axrodin

Jlikap roBiZOMMTh NALIEHTOBI, KOIH /il MPUIHHHTH 3aCTOCYBAHHA npenapary Axxodin. Tepanis
MOJKE CKJIaJaTHCA 3 KiJIbKOX KypCiB BBeJICHHS Mpenapary Axxodin.

Y pa3i BUHMKHEHHS GyAb-SKHX 3aNUTaHk CTOCOBHO 33CTOCYBAHHS 1OTO MPETIAPaTy, 3BEPHITHCA 110
nikaps abo papmanenTa.

4. Mosausi nobiuni epexTH
SIk i immi Jikapebki 3acoH, neH npenapaT MOKe BHKJAHKATH HebamaHi sIBHILA, X04a BOHH
BHHHKAIOTH He Y BCIX.

ITix yac niKyBaHHs HeraifHo MOBLIOMTE CBOTO Jikaps:

* K10 Y BAC BUHHMKIIA a/eprivna peaxiiis, BKIIOHalouy c1adKicTh, 3HHKCHHA apTepianbHOro THCKY,
yTpYAHEHE MXaHHA, Habpsk 0OMyus (anadinaxcisi), WKIPHHH BUCHII, BHCHII 31 cBepOexeM
(KpOTMB'SIHKa), HAOpsK 0bnnuys, Ty0, pOTOBOI MOPOKHHUHM, A3HKA abo ropna (aHriOHEBPOTHYHHH
nabpsk) i 3amMiiKa (Hecraua nogitpa). [inepuyTauBICTh HacTo 3ycTpiuaeThes y MAUieHTiB 31
37105KICHUM YTBOPEHHSAM;

e HKII0 MAUIEHT Bia4yBa€ Kauienb, JUXOMaHKY il yTpyaHeHe AMXaHHA (3amumiKa), OCKUIBKH L€
MOXKYTb OYTH CHMIITOMH IOCTPOro pecripaTopHoOro JMCTPEC-CHHAPOMY (FPJAC). M'PAC ne wanro
MOIIMPEHUH Y MALIEHTIB 31 3M0AKICHUM HOBOYTBOPCHHSM;

« SKI110 B NALEHTA 3’ ABUTHCS Ginb y BepXHilt niBii qacTHHI JKMBOTA, Oi1b Mia NiBuM peGpom abo ik
y BepXHiil 4acTHHi nuieya, OCKITbKM LE MOWKC GyTH MOB'A3aHO i3 3aXBOPIOBAHHAM cenesiHku
[36inbIIEHHS CENE3IHKH (cnieHomeranis) aGo po3pue cese3iHKu];

+ SKIIO MALHEHT JIKYETHCA BiA TAKKOI XPOHIYHOT HeliTponeHii i y HbOro 3'sIBIAETHCA KPOB Y ceyi
(remarypis). Jlikap MOXKe peryaapHO KOHTPOIIOBATH aHATi3M ceyi, AKINO B NALICHTA 3’ IBUTHCS 1ei
noGiunuii edext abo AKIIO y cedi Oyze BUABICHO 6is10K (MpoTeiHypis).

e KO B MALIEHTA 3°ABUTHCS OAMH abo KilbKa 3 HACTYMHHX nobiunnx edekris: HaOpaK abo
HaOPAKITICTD, SKi MOXKYTb OyTH 110 p'si3aHi i3 3aTPUMKOIO BOJIH, YTPYAHCHE AMXaHHS, 31yTTH 4yepeBHOI
MOPOKHHMHH | BIAYYTTA NEPENOBHEHHS, & TAKOK 3AraibHE MOUYTTH BTOMH. i cumMnToMHU 3a3BU4aN
PO3BHBAIOTHCS [IBHIKO.

Ile MOKYTH OYTH CHMIITOMHM HE HAATO MOLIMPEHOrO CTaHy (3’ sBnseTses wowaiGinswe B 1 31 100
ocif), sKMil Ha3UBAECTHCS CHHIPOMOM KaMiIsipHOTO BHTOKY, IO BHK/IMKAc BUTIK KpOBi 3 IpiOHMX
Cy/IMH Y TKAHWHH Ta IOPOKHUHH TiNa i BUMarae HeBiKIaHOT MEIHYHOT I0NIOMOTH,

+ SKIIO B MALIEHTA OJHOYACHO 3’ ABISIOThCA OyAb-SKi 3 HACTYNHUX CHMIITOMIB:

- IMXOMAHKa 4 03HOG ab0 BiIMYTTA XONOAY, IPHCKOpEHE CepleOHTTS, CTUTYTaHIiCTh CBiAOMOCTI a0
ne3opieHTallis, 321K, cubHMIE 6i1b a60 auckomdopT, Iunka abo criTHina wkipa. Lle MOXKYTb
OyTH CHMIITOMH 3aXBOPIOBAHHS, SIKE HA3UBAETLCS CCTICHCOM (TaKo BiZIOMOTO SIK CEMCHE, 3apAKEHHS
kposi). Lle cepiio3na indexuis i3 CHCTEMHOIO 3analbHOI0 peakiii€o, sika Moxke OyTH HebesneuHolo
JUISl SKMTTS | BUMArae HeBiK/IaHOT MEANYHOI J0NIOMOTH.

» 9KIIIO B NAlliEHTa HACTaHEC YpaKeHHA HHUPOK (rnomepynoxedpuT). ¥V NaLieHTIB, SIKI OTPHUMYBAJIH
Akkodin, criocTepiranocsi ypaxeHHs HHPOK. [MamieHT NMOBMHEH HEraiiHO 3BEPHYTHCA 0 JiKaps,
SKIIO Biuye HaOpsiK 06anyys abo LIHKOIOTOK, KPOB Yy ceui aGo KopuuHese 3abapsnenns cedi, ado
SKIIO MALIEHT NOMITHB, 1110 06’ €M cedi 3MeHIIHBCA.
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Jlyse noummnpenum nobiuHuM eexTom, 1o CrIOCTEpIraeThes Mijl Yac npuioMy npenapary Axkodin,
¢ 6iap y M'azax abo KicTkax (CKeneTHO-M'430BHH 6inb), AKAH MOKHA TONETLMTH, TMPUHHABLIM
cTanaapTHI 3He00MI0BaATIBHI NPENApaTH. XBopoGa «TPaHCILIAHTAT MPOTH rOCnoaaps» (GvHD) moxe
BHHMKATH y NALIEHTIB, AKi NepeHecIn TPaHCTIAHTALIO0 CTOBOYPOBHX KIITHH ab0 KiCTKOBOTO MO3KY,
— 1€ peaKilisi TOHOPCHKHUX KIITHH Ha NAUICHTA, 110 OTPHMAB TPAHCTIAHTAT. CHMIITOMH EKJIHOYAIOTh
BUCHMIAHHS HAa AOJOHSAX i MiJOLIBAX Hir, @ TAKOK BUPA3KM i BIAKPHTI BHPA3KH B pOTi, KHILIEYHHKY,
newiHui, wKipi a6o ouax, nerensx, Nixsi i cyrnodax. /lyxe 4acto y 310pOBHX JIOHOPiB CTOBOYPOBHX
KJTITHH CrIoCTepiraeThes 30inblueHHs KilbKOCT NeHKOLMTIB (1eiiKOUMTO3) i 3MEeHLIeHHS KilbKOCTI
TPOMGOUMTIB, AKi 3a0e3MeuyIOTh 31aTHICTD KpoBi 110 3ropTants (TpomGoumTomneHis). 3a UM Oyne
CTEKHTH JTiKap.

Jlyxe wacti nobiuni edexTn (MOKYTH TPAIIATHCA yactiwe gk B 1 3 10 ocif, sKi 3aCTOCOBYIOTh
npenapar Akkodin):

* OIOBaHHSA

* HyOTa

« He3BUuAaliHe BUNaaiHHg a00 BUTOHYEHHS BOJIOCCS (anonenis)

* BTOMA

« xBopoOnmBicTh i HaOpsK cnu30B0i OOOJIOHKHM TPABHOTO TPAKTY Bil POTOBOI MOPOKHWUHU /10
3aJIHBOIO MPOXOAY (MYKO3HT)

« 3MCHINGHHS KiJbKOCTI TPOMOOUMTIB, 1MO 3HMKYE 3[aTHICTH KpOBI [0  3ropTaHHs
(TpoMOoOLMTONEHIA)

* 3MEHIICHH A KiJIbKOCTI €pUTPOLHUTIB (aHeMis)

* IAXOMAHKa

* ronoBHUi Oib

* niapes

Yacri mobiuni epexn (MOKyTh Tparuisties yactime sk 8 131 100 ocib, fKi 3aCTOCOBYIOTH TIpenapar
Akkodin):

* nHeBMOHis (OpoHXIT)

« indexiis BEpXHiX IMXATbHUX UUISXIB

* iH(eK1is CedOBUBIIHUX LIIAXIB

* 3HHIKCHHS aneTHTY

* niopyLueHHs cHy (6e3conns)

* 3aMaMoOpOYEHHS

* 3HHKEHHs YyTJIHBOCTI, 0cO0MMBO WKIpH (rinoecte3is)
« HOKOJIOBaHHS 260 OHIMIHHS B pyKax 4u Horax (nmapecresis)
* 3HHKEHUI KPOB'SHHUIA THCK (IiNOTOHis)

* BUCOKHi1 KPOB'sHHIi THCK (rinepToHis)

* KalleNb

* Kalesb 3 KpoB'to (KpOBOXapKaHHs)

* Ginb y pOTOBii TIOPOXKHHUHI Ta ropi

* KpOBOTEHA 3 HOCA

* 3aKpen

* Gilb Y POTOBIi MOPOKHMAHI

« 36inbIIEHHS TIEUiHKHM (renaroMeranis)

* BUCHII

* MOYEPBOHIHHSA LWIKipH (epuTemMa)

* XBOpOOIMBI M'A30Bi CrIa3MH

* Gi1b NPH CEYOBUITYCKaHHI (AU3Ypis)

* 6inb y rpyasx

* Oisib

« 3araszibHa cnabkicTh (acTeHis)
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* 3arabHe He3/yKaHHs

« 1abpsiK pyK i HIr (nepudepuuriii HadPSK)

« [1iABHILIEHHA PIBHA ASAKMX (EPMEHTIB Y KPOBI
* 3MiHa NOKa3HUKIB GiOXiMil KpoBi

¢ nnocrTpancdysiitHa peaxiiis

Heuacti mobiuni edertTH (MOKYTh TPAILIATUCS yactime sk B 1 3 1000 ocif, aki npuiiMarTh
npernapat AKkogin):

« iZBHMIIEHA KLTbKICTh NEHKOLUMTIB y KPOBi (1€HKOLMTO3)

« aniepriuna peaxiis (rinepuyTiuBiCTb)

*  BIATOPrHEHHS TPAHCIIAHTOBAHOTO KICTKOBOTO MO3KY (xBopoOa «TPAHCIUIAHTAT MPOTH
rocroaaps»)

« BUCOKMI piBeHb CEYOBOi KHMCIOTH B KPOBi, 10 MOXKE BHKIMKAaTH nojarpy (rinepypukemiio)
(nizBHILEHs PiBHS CE4OBOI KHCIOTH B KPOBi)

* TOIIKO;UKEHHS NEYIHKH, BUKJIHKaHE 3aKyTIOPKOIO ApiOHMX BEH B NeYiHI (BeHOOKIIIO31iiHa XBOpOOa)
* opyuIeHHs poOOTH JiereHb, 110 BHKIMKAIOTH 3aAHLIKY (AMXanbHa HEJOCTATHICTD)

» nabpsk i/abo pianHa B nerensax (HaOpsK nereHb)

« THEBMOHis (1HTepCTHIIAbHE 3aXBOPIOBAHHS JIeTeH1)

* aHOMANBHi PEHTTEHIBChKI 3HIMKH JIeTeHb (nerenesi iHiNBLTPATH)

* KPOBOTEHA 3 JICTEHb (JIereHeBa KpoBOTEUA)

« BiJICYTHICTh BCMOKTYBaHHSI KHCHIO B JICTCHSAX (rinokcis)

* WIKIPHI BUCHTIAHHS 3 narnylaMu (MaKyaonanyrbo3HHH BUCHIT)

* 3aXBOPIOBaHHSM, NPH SKOMY KICTKHM CTalOTh MEHIL WiTBHAMM, 10 POOHTH iX MeHIl MIUHMMH,
KPUXKUMH i Oi1b1I CXMIBHUMH 110 nepenoMis (0cTEONOpO3)

« peakuis B Micili iH'exuii

Pinxicui no6iuni edextu (criocrepiraroThes yactime sk B 13 10000 oci®, siki npuiAMaoTh Mpenapar
Axxodin):

« 3anajeHHs aopTH (BEIMKOI KPOBOHOCHOI CYIAMHH, 1O sKiif KpOB TPAHCTOPTYETHCS Bif CepLd 10
iHILMX YACTHH Tina), AMB. TYHKT 2

« cunpHMil 6inb y KicTKax, rpyasx, KMIIEYHUKY abo cyrnobax (CeprnoBMAHOKIITHHHA aHemis 3
KPH30M)

« parrroBa HeGe3neuHa [Uif JKUTTS alepriyna peaxiis (aHadinakTHYHA peaKilis)

« Gistb i HAOPAK y cyraobax, CXoxi Ha noaarpy (nceaonoaarpa)

* nOpyuleHHS perynsAmii BoaHoro OGamaHcy OpraHisMy, Mo MOMKe MpOABIATHCA HaOpAKaMH
(BOJIEMiYyHMii po3s1aj)

* 3anaJeHHs KPOBOHOCHHX CYJIMH LIKIpH

* omyKJi XBOpPOOIHBI BUCHIIAHHS CTHBOBOTO KONBOPY Ha KinmiBkax, a iHoai i Ha o6nuyyi Ta wWHi 3
nuxomankoio (cunapom Ceita)

* 3arOCTPEHHS CHMITOMIB PEBMATOIIHOTO apTPHTY

« He3BUUAHI 3MiHH B ceui

* 3HUIKEHHS L{IILHOCTI KiCTOK

IIpokoHcynbTyiiTecs 3i cBOIM JiKapeM, GapMaLeBToM a60 MeICeCTpoIo, SKILO Yy BaC 3'ABIATHCS Oy /1b-
sKi noGiuni edexTy, BKI0Ya0dH Oyab-aKi nobiuHi ehexTy, He 3a3HAYCHI B IbOMY IHCTKY-BKJIaIHILI.

Mosinomaenns npo nodiuni epexTn

V BUNaAKY BUHHKHEHHS HeGaKaHOro ABUILA, Y TOMY YHCII HE 343HAYEHOTO Yy LbOMY JIMCTKY=
BKJIAJIMIII, TOBIZIOMTE TPO 1ie cBOro jikapst. ITpo mobiuni epekTH TaKoXK MOKHA NOBIIOMHTH
GesnocepenHbo Y JlenapTaMenT MOHITOPUHTY MoGiHHIX edexTip NikapchKHX 3aco6iB YpaB/iHHs
peccTpallii ikapehKHX 3aco6iB, BAPOGIB MEIUYHOrO MPU3HAYCHHA Ta GionmaHMX npenapaTis

an. €poszoaimebke, 181C
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02-222 Bapuiasa

Ten.: + 48 22 49 21 301,

dake: +48 22 49 21 309

e-mail: mailto:" HYPERLINK mailto:ndl@urpl.gov.pl ndl@urpl.gov.pl

[ToeigoMnsiouu npo noGiuni edekTH, BA MOKETE JOMOMOITH HalaTH Giapwe indopmauii npo
Gesneky 3acTOCYBaHHs Npenapary.

5. Sl 3GepiraTu npenapar AKKogin
36epiraT npenapar y HEBUIUMOMY i HEIOCTYITHOMY U1 miTei micui.

He 3acTOCOBYBaTH JliKapchKit 3acib micns 3aBepiueHH TepMiHy MPHAATHOCTI, BKA3aHOTO Ha
30BHilIHIH KOpPOOLLi i HA MONEPEAHBO HANOBHEHOMY wnpuid (EXP). [latoro 3aBepuieHHs TepMiHy
NPUIATHOCTI € OCTAHHIH JIeHb BKA3aHOr0 MiCSILs.

36epiratu B XxonoamnbuKy (2°C - 8 °C). He samoposyBari.

IInpui MOKHA BUIHSTH 3 XOJOTUIBHIKA i 3GepiraTi NpH KiMHaTHIH Temnepatypi (e Bule 25 °C)
[POTATOM AEAKOTO Mepioly, 1110 3aKIHYYETHCS B MEXKaX TepMiHy MPHIATHOCTI, BKA3aHOTO Ha
eTHKeTI, ajie He Oinpiue 15 auis. TTicns 3akiHYeHHS L(LOrO Yacy npenapar He C/1iJl 3HOBY KJIacTH B
XOJIOMIIBHHUK, @ Kpallle YTHJIi3yBaTH.

36epiraTi WNPHIL Y 30BHIIUHIH KapTOHHIH YNAaKOBLLi /UIs 3aXMCTY Bijl CBITJIA.

He BHKOpHCTOBYHTE L€l npenapar, Ko BA MOMITH/IH OMYTHIHHS 200 HasBHICTb TBEP/NX YaCTOK.
He naisraiiTe KOBNa4oK Ha BUKOPHCTAH1 IONKH, OCKITBKM BH MOJKETe BHIAKOBO BKOJICTH cebe.
JlikapcbKi 3aco0M He T BUIMBATH B KaHami3awio abo BUKHAATH 3 no6YTOBHM CMITTSAM.
[TpokoHCYNBTYiTECH i3 (hJapMalleBTOM LLO/0 TOrO, K MPABH/IBHO YTHII3yBaTH JIiKapchKi 3acobu,
ki BaM Ginbine He noTpiOHi. Taki 3axX0/11 CHIPAAIOTE 3aXHCTY HABKOJIHIIHBLOrO CEPCAOBHILA.

6. Bmict ynakosku Ta inma ingopmanis

II{o micTuThL Npenapat AKKodina

- Jlirtoua peyosuna npenapary — dinrpactim. Kosen nonepeasbo HaroBHeHHit wnpuL MicTHTh 30
Minbiionis oauuauis (300 Mikporpamis) dinrpactumy B 0,5 M1 pO3HHHY, L0 sianosinae 0,6 mr/mi.
- JlonoMmizKii pedOBHHM: KMCIIOTA OLITOBA IHOJISIHA, HATPIIO TiIPOKCHIL, copbit (E420), nonicopbat 80
i Boja sl iH'eKLiH.

Sk Burasgac AKKOQI i 110 MICTHTBCS B YNIAKOBIL

Akkodin — nposopuii 6e36apBHiii po3umH U1 iH'eKii a60 iH(Y3iH y MONEPEAHBO HATIOBHEHOMY
LITPHILI 3 TPaTyIoBaHHAM Ha LIiHApi 3 kpokom 1/40 Bin 0,1 M1 10 | M1 3 rOAKOK0. Koxen
[ONepeIHBO HAaNOBHEHH Wnpuil MicTHTb 0,5 M1 po3UHHY.

Akxo(in 1ocTynHuii B ynakoBkax, 1o mictats 1, 3, 5, 71 10 nonepeanbo HanoBHEHNX ILIMPHLIB 13
3aXMCHUM KOBIAYKOM IS TONKM a60 Ge3 HOro, a TAKOXK 31 CIUPTOBUMHU CEPBETKAMM.

VYnakoBKH He BCIiX po3MipiB MOXkyTh OYTH AOCTYNIHHMH Ha PHHKY.
BiaacHuk peecTpaniiiHoro nocsiauenHs
Axxopa Xenckea CJLY.

Bopna Tpeiin Cenrp,
Monn ne bapcenona,

/é/yzW/Z &f;//
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6/n, Enidici Ect 6 nosepx,
08039 bapcenona,
Icnanis

Bupobonuk

Axxopa Xenckea [Toscxa Cr. 3 0.0.

By, Jlyromepeka 50, 95-200 I1a6’suiue,
[Tonbwa

Jlns orpuManis Ginbi AokaanHoi indopmauii 3B'SKITBCA 3 TpeAcTaBHUKOM BracHuka
peecTpauifHOro MOCBIM4CHHA.

AT /BE/BG/CY/CZ/DE/DK/ FR
EE/EL/FI/HR/HU/IS/LT/ Axkopi Xenckea ®pance CAC
LV/LX/MT/NL/NO/PT/ Ten.: +333204017 70
PL/RO/SE/SI/SK/UK/ES

Axxopn Xenckea C.JLY.

Ten.: +34 93 301 00 64

IK
Axkopa Xenckea Jlimiten
Ten.: +39 02 94323700

JlaTa ocTanuboi aKTyadi3auii aueTka-praanma: 06/2019 poxy
JleransHa indopmallis 1po 1el npenapar A0CTYIHA Ha iHTepHeT-cTOpiHIl €BpONEeHCEKOro

areHTCTRA 3 JiKapchKUX 3aco0is hitp://www.ema.europa.cu.

Hacrynua indopmanis npu3HatieHa BHKIIOMHO st METHIHHX npauiBHUKIB 2060 NPaNiBHAKIB
cary:kO0H 3/10pOB’s:

Akkodin He MiCTUTb KOHCEPBAHTIB. 3 OrMIs/ly HA MOKIIMBHI PH3HK MiKpo0iONOriyHOTO 3aparKeHHs
LITIPHIM 3 npenapatoM AKKo(din npu3HayeHi TUILKH 114 0OIHOPA30BOr0 BUKOPHCTAHHIL.

BunaakoBa OJHOPa30Ba Jlisi HU3bKUX TEMIIEPATyp Ha NepioA A0 24 rojuH He BIIHBAC HETATHBHO Ha
crabinpHicTh npenapaty AKKo(in. S0 BIIMB TPHBAB MOHAL 24 roannHu abo AKIIO
3aMoposkyBanHs 6yno Gararopasosum, HE MOXKHA BukopucToByBaru Axkoin.

AGH NOJINLHTH BiICTE/KEHHS YHHHHKIB 3pOCTaHHs KOIOHIH IPaHyIOLMTIB, Ha3Ba JIIKapChKOro
npenapary (Akkodin) i Homep naptii BBEGHOTO Mpenapary noBMHHI OyTH YiTKO 3a3HayeHi B
JIOKyMEHTallii nalienTa.

Axkodis1 He MOKHa po30aBATH po3unHaMu X1opuay Hatpilo. [penapar He MoXHa 3MILLYBaTH 3
{HIIMK JTiKapChKMMHA 3ac0BaMH, OKpiM nepentiveruX Hikde. Posseenuii dpinrpacTum Moxe

ancopOyBarucs Ha CKJIi i MIIACTHKY, 38 BHHATKOM PO3BEICHb, niepeniueHHX HHKYE,

3a HeobxiaHoCTi AKKODIN MOKHA PO3BECTH B 5% Po3uMHi r1oK031. HiKoNH HE pEKOMEHAYETHCH
PO3BEICHHA /10 KiHLEeBOT KOHLEHTpauii Hikye 0,2 MibiOHa OMHHLLE (2 Mr) Ha M.

PO3uMH CJTij1 Bi3yanbHO nepeBipaTH nepen BeeaeHHAM. Cllil BHKOPHCTOBYBATH TiJIBKH NPO30pi
po3unHH 6e3 YacTo4oK.

(B ool %’/
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V nauienTis, AKi oTpuMyBaIH (inrpacTuM B KoHleHTpauiax Huskde 1.5 mun OJ1 (15 MKT) Ha M7, 10
posunny cnig pojatu ansOymin mnasmu momuan (YCA) 10 KiHLeBoi KoHUeHTpauii 2 mr/mi.
Mpuknaz: AKUO KiHueBuii o6ear craHoBuTb 20 M1, a 3arajibHa 1032 dbinrpacTuMy CTAHOEHTH MEHLLE
30 man O1 (300 mxr), To cnia gomati 0,2 Ma 200 mr/ma (20 %) po3unHy JOJACHKOTO ans0yMiHy.

[licast posseaeHHs B 5% po3umHi IIIOKO3M AKKODIN BHABIAE B3acMOAII0 31 CKJIOM 1 PI3HHMH
macTHkaMK, BKmouaoun [IBX, momionedinu (comonimep moninpominedy i nonieTuiaeHy) i
TOJTITPOITLIEH.

[Ticns po3BeIcHHA:

[Ticns po3BenenHs: XiMiuna i (isina cTaGinbHICTh NPH BUKOPHCTAHH] MPHIOTOBAHOIO PO3BEACHOTO
posumHy ans iHy3iii Gyna NpoeMOHCTPOBAHA NPOTATOM 24 TOAHH NPH temnepatypi Bin 2 °C no 8
°C. 3 Mixpo6ionoriuHoi TOUKH 30py MPOAYKT CJiJl BUKOPUCTOBYBATH HeranHo. SIKIIO MPOIYKT He
BHKOPHCTOBYEThCA 0E3MOCEPe/IHbO, HE3BAKAIOYH HA ACENTHYHI i KOHTPOJIbOBAHI yMOBM Mix wac
PO3BEIICHHS, KOPHCTYBad Hece BiANOBIA&IbHICTb 3a 4ac i ymosd 30epiraHs TOTOBOTO 10
3aCTOCYBAHHS JIiIKAPCHKOTO Mpernapary, siKi 3a3BHYail HE TMOBWHHI NEPeBHILYBATH 24 TOAMH NpH
temnepatypi Bia 2 °C no 8 °C.

BHKOpPHCTAaHHSA MONEPEIHbO HATIOBHEHOTO INPHIIA 13 3aXMCHUM KOBMNAUKOM T'OJIKH

3axiCHUIE KOBIAYOK TOJIKM 3aKpHBAa€ TONKY micas iH'ekuii, wob 3anobirru BHMAAKOBOMY YKOJY
ronikoio. Bin He BIIMBaE Ha HOPMaibHY poGoTy wimpuua. [TopuieHs il HATHCKATH TOBUIBHO |
piBHOMIPHO, 10KH He Gy/e BBeJeHa Bes 1034, | nopiiensb He MoX/MBo Oyae HaTucHyTH Jaii. [loTim,
YTPHMYKOUH HaTHCHYTHIi OPLICHb, BUAMIT IINPHLL 3 MicLs 0’ €KL, 3aXHCHUIH KOBNAYOK HAKpHE
TOJIKY, KOJIM BH BiJyCTHTE MOPLIEHb.

BUKOpHCTAaHHA NI0NEePeIHbO HATIOBHEHOro Nnpuua 63 3aXMCHOro KOBNAYKa FOJIKM
Jlo3y BBOJATE 3Ti/IHO 3i CTAHAAPTHUM NPOTOKOIOM.

Yrunizauis
Byab-siki HEBUKOPMCTAHi 3aiMlIKM Jikapcekoro 3acoby abo iforo Biaxomm ciii yTHii3yBaTH
BIJIMOBIIHO JO MICIIEBHX BUMOT.

Ha maxkem maxkoxyc HaHeceHi MmexHIYHI NO3HAYKU ma 6KA3i6KU 6UpOOHUKA, W0
CHIOCYIOMbCA 1020 MUNY, WIMPUX-KOOY

PM/4342 AW-QA-1327-06

(Gonanto 27 %
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1.  HA3BA JIIKAPCBKOI'O 3ACOBY

Axkxodin 30 maa OJ1/0,5 mn, po3uuH and iH’ ek abo iHdy3il y nonepeiibo HaNMOBHEHOMY LINPHLL
2. SIKICHUM TA KLIBKICHHH CKJIAJ

1 M1 po3unHy MicTHTB 60 MaH oxnnnLb (MO) (exBiBaneHTt 600 mikporpamis [MKr]) dinrpactumy.

| nonepeanbo HanoBHeHHH wWnpuu MicTuTb 30 Mad O/ (exsiBanenTo 300 Mkr ¢inrpactumy y 0,5 mn
PO34MHY A1 iH €Ki abo iHdy3iii).

OinrpactuM — pekOMOIHAHTHHIT NMIOACBKHIT METIOHIN TIpaHyIOUMTAapHHH KOJOHIECTUMYTIORYMIT
daxTop, otpumanuit 3 Escherichia coli (BL21) metonom pexomGinanTHoi JIHK.

JlonoMiXKHi pe4OBHHH 3 YCTAHOBJIEHOK Ji€10

1 mi1 po3unny MicTuTh S0 Mr copbity (E420)

IToBHuIl mepenik JONOMIKHHX Ppe4OBHH BHKNaaeHuil y Po3aini 6.1.
3. DAPMAIIEBTHYHA ®@OPMA

Posunn juid i1 ekuiii abo indysiii

ITpo3zopuit, Ge3bapeHuMit po3duH.

4. JETAJIBHI KJIIHIYHI XAPAKTEPUCTHKH

4.1 Iloka3aHH$ 10 32CTOCYBAHHS

Axxodin nokazaHMii 1718 CKOPOYEHHS TPHMBAIOCTI HEHTpPOMEHil i 3HMKEHHA YaCTOTH BMHHKHEHHA
HeliTpomneHil, y TOMY 9HCIi Takoi, IO CYyNpOBOKYEThCA (PeOPUNLHOIK peakliclo, Y Malli€HTiB, fAKi
OTPHMYIOTH CTAHAAPTHY XiMiOTepamil0 LHUTOTOKCHYHMMH 3acobami 3 TMpPHBOAY 3M0AKICHHX
HOBOYTBOPEHb (33 BHHATKOM XPOHIMHOTO MIE€N0IeiKO3y Ta Mi€JOANCIIIACTHYHOTO CHHAPOMY ), @ TAKOXK
JUIsi CKOPOYeHHS TPHBAJIOCTI HeHTpONeHii y XBOpHMX., HIO OTPHMYKOTE Mi€l0aOIATHBHY Tepamiio 3
HACTYMHOIO TPAHCIUIAHTALI€I0 KICTKOBOTO MO3KY Ta MalOTh TiABHIIEHHH PH3MK TPHBAIO! TSHKKOT
HeiTponeHii. besneka Ta edexkTHBHICTH 3acTocyBaHHsA npenapaty AKkodin y aopocimux i fiTeif, mo
OTPUMYIOTH LMTOTOKCHYHY XiMioTeparnilo, € moaioHumum.

Axko¢in nokazaHmil 1A 3acTOCYBaHHA 3 MeTOK MoGinisauil KIiTHH-NoNnepeaHHKIB nepHpepuyHOT
KpoBi (aHrn, peripheral blood progenitor cells, TICKK).

Tpusana Tepania npenaparom Akkodin nokasaHa mwis 30inblleHHA KinbKocTi HelTpodinis Ta
3MEHIIEHHS YacTOTH i TpHBAIOCTI iHGEKUIHUX YyCKJaaHeHb Y JiTell Ta JOPOCIHX 3 TMKKOKO
BPOJLKEHOI0, IIMKIiYHOI0 abo igionatnyHol HeliTponexiew Ta abconTHOK KiTbKicTIO HelTpodinia
(AKH) < 0,5 = 10%/n.

Axkodin nokasaHuii s nikyBaHHs ctifikoi meiftponenii (AKH < 1,0 x 10%n) y naiientis 3
posropuyToro crajiero BllI-indekuii nna 3uukeHHs pusuky OaktepiansHux iHdexuill, konu iHwi
MEeTOH JiKyBaHHA HeHTponeHii HenpHITHATHI,

4.2 Cnocid 3acTocyBaHHA Ta J03H
Tepaniro npenapatoM Akkodin cnia npoBoAMTY NHILE y CTiBMpaLi 31 cneuianizoBaHiM OHKOJIOTIYHHM
LIEHTPOM, IKHIi Ma€ JOCBIJ 3aCTOCYBaHHS IPAHYIOUUTAPHUX KOTOHIECTHMYMIOKOUNX (AKTOPIB (AHTII.

granulocyte-colony stimulating factor, I'-KC®) Ta nikyBaHHA 3aXBOPIOBaHb KPOBi 1 Mae HeoOXimHi
3acobu miarHoctuku. [Tpouenypu moOinizauil Ta adepesy NOBUHHI MPOBOANTUCS CIITBHO 3 LIGHTPOM

/ é’é//&a%ﬁ AL ﬂf
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OHKOreMaToJIorii, AKHil BOJIOIIE HANEKHHM J0CBIOM Y il cdepi Ta 3naTeH 3a0e3neYHTH HANECKHUI
MOHITOPHHT FeMONOETHYHNX KIITHH-NONEepPeaAHHKIB.

O3YBaHHA

IauieHTH, SKi OTPUMYIOTh CTAHAAPTHY LMTOTOKCHYHY XIMIOTEPaAMito

PekomenzoBaHa ao3a ¢inrpactumy cradoButs 0,5 mun O]l Ha kinorpam macu Tina Ha noby (5
MKI/kr/106y). Teputy no3y npenaparty Axkodin ciaijl BBOANTH He paHille, Hix Yyepe3 24 roauHmn micns
LMTOTOKCHYHOT XimioTepanii. Y paHa0Mi30BaHMX KIIHIYHMX BHNPOOYBAHHAX BHKOPHCTOBYBAJACH
niawkipHa 1o3a 230 mrx/M*/ 100y (8in 4,0 10 8,4 Mkr/K1/100Y).

[llonernie Brenents GinrpacTHMy Clia MPOAOBKYBATH A0TH, JOKH OYiKyBaHA KilbKICTh HeilTpodinis
He HOPMAJI3VEThCA TICAs NMOA0NaHHA Haaupy (HaliHmwk4oro uncna Heiitpodinis). ITicas crak1apTHOT
ximioTeparnii 3 NPUBOY COMIHUX MyX/HH, TiMpoM Ta NiMboIIHIX Neiikemill HeoOXinHe NiKyBaHHA 115
JOCATHEHHs BHIIE3a3HaueHoi MeTH Moske TpuBaTh Ao 14 muis. ITicns iHayKUiHHOT T2 KOHCOMIAYOUOT
Tepamii roCTPOro MieJIoiHOro Neiiko3y TPUBANICTh NiKyBaHHA MOKe OyTH 3HAYHO N0BILIOK (10 38
JIHIB), 3aJIEKHO BiJl THITY, 103M Ta PeKUMY J103yBaHHA LIMTOTOKCHYHOI XiMioTepanii.

V  nauientiB, fKi OTPUMYIOTH IMTOTOKCHYHY XimioTepanilo, 3a3BHuaii  criocTepiracThes
KOPOTKOTpHBale 30iNbIeHHs KinbKocTi HeliTpodinie depes 1-2 ami nicns mowaTky JiKyBaHHS
¢inrpactumoM. Opnak, mo6 3a6e3neynuTH TPUBANY TEpPaneBTHYHY BiANOBiIAbL, 3aCTOCYBaHHA
¢inrpacTuMy He criJl nepepuBaTH 10 TOro, AK OYiKyBaHWil HaaMp (HalHwKuMil MokasHMk) Oynme
riepeBHILeHHii | KinbKicTh HeliTpodinis HopManizyeThes. He pekoMeH10BaHO TepeayacHo MpHITHHATH
JiKyBaHHA (inrpacTUMOM [0 JOCATHEHHS OYIKYBAHOrO HaJAMpy (HAHHWAKYOro TOKa3HUKa)
HelTpodimnis.

IMawieHTH, siKi_ OTPUMYIOTH Mi€10a0IsaTHBHY Tepamilo 3 HACTYMHOK TPAaHCIIAHTALIEI KiCTKOBOIO
MO3KY

Pekxomengosana nmovyatkosa j03a dinrpactuMy cranoButh 1,0 man O/ Ha kinorpam macu Tina Ha go0y
(10 mxr/kr/mo6y). Ilepmy n03y dinrpacTuMmy ciia BBOAMTH He paHilie, HiK yepe3 24 roauHM michs
NpOBEJACHHS LHTOTOKCHYHOI XimioTepanii, ane He midiiwe, nix yepes 24 roauHu micas nepecaiku
KICTKOBOTO MO3KY.

[Ticna npoxomkeHHA HAAHPY M0 KiNbKOCTI HeliTpodinie, 1060By 103y dinrpacTHMy Cilill CKOPHIYBaTH
BiAMOBIHO /10 CXeMH, 3aJIeXKHO BiJl 3MiHM GOPMYJIH KPOBi:

KinbkicTs neiiTpodinis Kopurveanus 103u giarpacTamMmy

> 1,0 x 10°/n npotsirom 3 AHiB mocrniis 3menmut 10 0,5 M OJ1 (5 Mir)/kr/noby
[Micns usoro, skmo AKH zanumaerscs > [TpunuauTH 3acTOCYBaHHA dinrpacTumy
1,0 x 10%/n npoTsirom uie 3 AHiB nocnine

SIkmio mia vac nikysauus AKH sumxkyerses ao < 1,0 x 10%/n, o3y dinrpactumy HeobxiaHO
MOBTOPHO MiABUILUTH Bi/INOBIAHO 10 ONUCAHOI BHILE CXEMH
AKH — abconroTHa KilbKicTh HeHTpo(iiB

MoGinizauis nepudepuynux cToBOYPOBUX KIITHH KpOBi (anrn. peripheral blood progeniior cells,
[NCKK) y nauieHTiB, SiKi OTpUMYHOTh MienocynipecHBHY abo MienoabasTHBHY Tepanik 3 Nojalbllon
ayronoriyHow TpascennanTauieto [ICKK

PexomenjosaHa nosa ¢inrpactumy s Mo6inizanii ITICKK npu Monorepanii cravoButs 1,0 man O]
(10 mxr)/kr/noby npotarom 5-7 ouiB nocniae. Yac nposenenns neiikadepesy: 3a3suyaii 1-2 npouenyp
neiikagepesy Ha 5 Ta 6 no0y pocraTHRO. B iHmMX BHnankax Mmoske OyTH HeoOXiIHMM I0NaTKOBHIA
neiikadepes. 3actocyBaHHs (iarpacTHMy CIijl TPOXOBKYBATH 10 OCTAHHLOTO Jeikadepesy.

PexomennoBaHa no3a ¢inrpactumy ana mobinisanii [MCKK micns mienocynpecusHoi ximiorepamii
cranoButh 0,5 M OJ] (5 mkr)/Kr/nofy, 1110 3aCTOCOBYETLCA MIOAEHHO, TIOYHHAIOYM 3 Mepiiol 100H
micysl 3aBepuieHHs XimioTepanil i 0 MOAONAHHA HAMHWKUYOTO PiBHA KiNLKOCTI HeWTpodinie Ta
noBepHenHss AKH mo nopmansHix 3naqeHs. Jleiikadepes nosuHen nposoanTHes y niepio, konn AKH
30inbmyetses 3 < 0,5%x10°n mo > 5,0x10%n. Jins nauiedTis, ski He OTPUMYBAIM iHTEHCHBHY

/Cg/f%’/fé)/ /%
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ximioTepanito, oxmiei npoueaypu nefikadepesy, K NpaBuio, AOCTATHBO. B iHIIMX BHMDaaKax
PeKOMEHLYEThCs IPOBOAMTH I0aTKOBI MPOLEAYPH neiikadepesy.

MoGinizauis [TCKK v 310poBHX JI0HOPIB niepes1 anorenHoio Tpanciiantaiieio MCKK

Jlns MoGinisauii TICKK y 310poBux aonopis ¢inrpactim sactocosyiots y a03i 1.0 man OJ1 (10
MKT)/Kr/100y Bnpogoex 4 - 5 muiB nocnine. Jleiikadepes HeoOxigHo noumHatd Ha 5 o0y Ta
NPOOBKYBATH 110 6 106H, AKIIO HEOOXiNHO, 06 3i6paTH KiTbKicTh 4x10° CD34" xniTiH Ha Kijorpam
MACH Tilla PeLHIi€HTa.

TManiedTH 3 THKKOIO XPOHIUHOK HETPONEHIel0

Bpooocena netimponenin
PeKOMeHI0BaHA MOYATKOBA 03a cTaHoBuTh 1,2 MiH O/1 (12 Mr)/kr/no0y y BHIJIA/1 OZIHOPA30BOI 1031
abo NeKinbKoX.

ldionamuuna abo yuknivna neimponeHisa
PekoMeHI0BAHA MOYATKOBA A03a cTaHoBuTS 0,5 Mt OJT (5 Mkr)/kr/a06y y BUTIALI OAHOPA30BOT A03H
abo JeKinbKoX.

Kopuzysanna 0o3u

®inrpacTuM BBOAATH WIOAHA TNiAWKIPHO AOKH KiNBKICTH Heiitpodinis He Oyne crabinbHO
nepepuiysari 1,5x10%/n. ITicnst JOCATHEHHS TePaneBTHYHOrO eeKTy CIil BU3HAUMTH MiHIMaIbHY
ed)eKTHBHY 103y JUIA NiATPHMAHHS 3a3HaueHoro pisus AKH. Jlns mintpumManis HeoOXiaHoi KiNbKOCTI
HeliTpodiniB noTpiGHe TPHBANe ONEHHE BBECHHS NpenapaTy. Yepes 1-2 THIKHI JTIKyBaHHA MOYaTKOBY
703y MOKHA MoJABOITH a00 3MEHIUHTH HANOIOBHHY, 3aJIEKHO BiZ peakuii xBoporo. B nopanbiioMy
MOKHA MPOBOJMTH {HAMBIAYaNbHY KOPEKI[IO 03M KOkHi 1-2 THXKHI AIs MiATPHMKH cepeaHbol
kinbkocti Heiftpodinis y nianasoui Bia 1,5%10%/n no 10x 10%/n. JLnsg XBOPUX i3 TAKKAMH iH(DEKIIAMH
MOYKHA 3aCTOCOBYBATH cXeMy 3 GiJIbll LIBHAKMM TiIBHIICHHAM 103H. Y KIiHIYHHX BUNIPOOYBAHHAX Y
97% mauieHTiB 3 TepaNeBTHUHOIO BIANOBILIO CrIOCTepiraacs NoBHA KIiHiYHA BiANOBIb HA T1Ii 103 <
24 wmkr/kr/no6y. Besneka dinrpacTuMy TpH JOBrOTPHMBANIOMY 3aCTOCYBaHHi B J103aX NOHa. 24
MKT/KT/I06Y y MAieHTIB 3 TSKKOK XPOHIYHOIO HEHTPOTIEHIEIO He BCTAHOB/ICHA.

MauienTn 3 BUI-indexuieo

Bionosaenna kinokocmi netimpoginie

PexoMeH0BaHa NoYaTKoBa 103a (inrpactumy cranosnts 0,1 MmH OJ1 (1 MKr)/Kr/a00y WOAEHHO 3i
36iMbIEHHAM 1031 MakcuMym 0 0,4 mun OJ1 (4 mkr)/kr/no6y Ao cranoi Hopmanisauii KinbKocTi
Hefirpodinis (AKH > 2,0x10%/x). ¥ kniniuuux sunpobysanusx y nonan 90% nauielTiB cnocTepirasacs
KJIiHiYHA BiAMOBIAE HA IO 03y, a MeJiaHa HopManisauii KiJIbKOCTi HeHTpOdiniB cTaHOBMIA 2 HI.

Y pigkicanx Bumagkax (<10% namieHTiB) AN BiIHOBJIEHHS KiekocTi  HeliTpodinis
BUKOpHCTOBYBanucs 103u npenapary a0 1,0 mma OJ1 (10 mkr)/kr/a00y.

Hiompumanua HopmansHol kinbkocmi nelimpodinie

TTicns ycyHeHHs HefTponeHii ¢/l Bu3HauMTH HaflehexTHBHILLY MiHiMATbHY 103y AMA MiATPHMAHHS
HOPMaJbHOT KiNBKOCTI HeiiTpodinis. PexoMeHA0BaHO MOYHHATH KOPHIYBAHHS i3 3acTocyBaHHs
rno4atkosoi 1031 30 maH OJ1 (300 Mkr) Ha 106y 32 aIbTEPHATHBHOIO CXEMOKO (Yepe3 JeHb), 3alexHO
Bijt noka3umnkiB AKH nauicnta, Moke 3Haf0OMTHCSA JI01aTKOBE KOPUIYBAHHSA AO3K U1 MIATPHMAHHA
KinbKOCTi HelTpodinis Ha pisui > 2,0%10%/11. ¥ kniniusux sunpoSysannax as niarpumanns AKH sa
pieni > 2,0%10%n neoOxixno Gyno Beoautu 30 man O/1 (300 Mkr) npenapaty Ha noby Bia 1 1o 7 aHiB
Ha THKIEHb, PH 1LOMY Me/liaHa YacTOTH 3aCTOCYBaHHA NpenapaTy CTaHoBKAA 3 /Hi Ha TiKAeHb. i
nigrpumanns AKH ua pini > 2,0%10%1 mozke GyTn HeoOXiAHUM TpHBase 3aCTOCYBAHHA Npenapary.

Cneyiansri zpynu nayieHmis

Jlimui nayienmu

Y KniHiuHiX BANPoGyBanHAX (inrpacTumy Opana yqacTh HEBETHKA KibKICTh NITHIX NAUIEHTIB, OAHAK
creliafbHi A0CTUKeHH B Liif BIKOBiM TPyTi He NPOBOAMINCS, OTAKE KOHKPETHI peKOMEeHAawil 1010
NO3YBaHHA HE MOXKYTb OyTH HalaHi.

(Boieneo 77 %
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Hayienmu 2 nupkogoro nedocmamuicmio

JlocnimKeHHa i3 BMBYUEHHs 3acToCyBaHHsA (QiATpacTHMy mMalicHTaMM 13 TAKKHMH TOpYILEHHAMH
odyHkuii Hupok abo nediHku nokasand, wWo dapMakoKiHeTH4HMI Ta apmakoaMHAMIYHHI npodini
npenapary € noaiGHIMK 10 Npodiie, 110 CrocTepiraThes y 3A0poBuX ocid. Kopexii 1031 U1 TAKHX
NawieHTiB He noTpibHa.

Iediampuyuni nayienmu 3 MANCKOIO XPOHIHHOIO HEUMPONEHIEID MA OHKONO2IYHUMU 3AXBOPIOGAHHAMU
65% maIienTiB, ki 6panu yuacTh y nporpami K1iHiYHHX BUIIpoOyBaHb 3 1iKYBaHHA TAKKOI XpoHiyHOT
Heiitponesii, 6yan monoauwe 18 pokis. JlikyBaHHs y Wil BikoBiil rpyni, 10 AK0T B OCHOBHOMY BXOIMIIH
NalieHTH 3 BPOIKEHOK HellTporieHieo, BHiBHIOCA edekTHBHHM. He Oyno BHABJIEHO IKOIHHX
BiIMIHHOCTEH Mik mpodinamu Ge3neku y mMeaiaTpHUHWX NAUi€HTIB, 9Ki OTPUMYBAIH IiKYBaHHA 3
NPUBOIY THAKKOI XPOHIYHOI HEWTpOMNeHil.

Jlawi wriHiYHEX BHNpoOyBaHb 3a y4acTi neniaTpU4HMX NalUi€eHTIB cBiayath, WO Oes3nexka Ta
edexkTHBHICTh (iNTpacTUMY € aHANOTIYHMMM Y JAOPOCIMX Ta AiTeH, sKi OTPUMYIOTh LMTOTOKCHYHY

XimioTepamnito.

PexomMeHnpalii 100 A03YBaHHA IS NeJiaTpHYHMAX Nali€HTIB € Taki &, 4K I A1 J0pOCiHX, Mo
OTPUMYIOTh Mi€JIOCYTIPECHBHY LIITOTOKCHUHY XiMioTepaniio.

Cnoci6 3acTocyBaHHS

Hayicrmu, saxi ompumyoms cmaHoapmuy YUMOmMoOKCULHY ximiomepanio

@inrpacTUM MOKe BBOJMTHCS Y BUTUISL LIOJSHHMX MIIKIPHUX iH’ekuiil abo, sk aneTepHaTHBa, 30-
XBHIMHHMX 1IOJIEHHUX BHYTPIIIHLOBEHHNX iHQY3iii micng po3BeneHHs Y PO3UMHI ITIOK03H 50 Mr/mi
(5%). MonaTkoBi iHCTPYKLUIi 1110110 NMpOLEAYPH PO3BEIEHHA nepe] BUKOHAHHAM iHQY31i BUKIaAeH] y
po3nini 6.6. YV OGinbwocti BUMaAKiB KpallMM € MiAWKipHuii cnoci® 3actocyBaHHs. PesynsraTi
JOCTIIKEHHS 3 OJHOPa30BHM 3aCTOCYBAHHAM Mpenapary CBia4aTh, WO MPH BHYTPILIHBOBEHHOMY
BBEJIeHHI MOKe CKOpouyBaTHcs TpuBanicTs Ail. Kniniune 3HayenHs uporo Gaxty npu 6aratopasoBomy
3aCTOCYBaHHI mpenapaTy He 3°scoBaHe, BuOip crmocoOy 3acTocyBaHHs ClliJl POOHTH BHXOIAYH 3
KOHKPETHOI KJIiHI4HOI cHTyauil.

Hayienmu, siki ompusytons Mi€noabasmueny mepanito 3 HacmynHow mMpaicnaanmayiero Kicmxko6ozo
MO3KY

@inrpacTHM BBOAATH Y BHIUISAI KOpOTKOYacHO! 30-XBWIMHHOT BHYTpiliHbOBeHHO! indy3ii abo
Gesnepepsroi 24-roguHHOT MigWKipHOT YM BHYTpilHboBeHHOT iHdy3ii, B 00ox Bumaakax — micis
posBegenHs y 20 ma posumHy rmokosn 50 mr/ma (5%). JlonaTkosi iHCTpyKUil 11040 NpoLeaypy
po3BesieHHA Y po3unHi rmokosn 50 mr/ma (5%) nepen sukoHaHHAM iHQY3ii BUKnazeHi y posaini 6.6.

Hayienmu, axum npoeodumves mobinizayis IICKK

Ilpu monomepanii Qinepacmumom o mobinizayii IICKK:

dinrrpacTHM MoXKe BBOAWTHCS y BUrIani 24-roaunHoi OesmepepBHOi miamkipHoi iHdysii abo
nigmkipHoi in’ekuii. [Tepex sukoHanuasM iHQys3il dinrpacTtum ciia po3uyuHUTH Y 20 Ma 5% po3duBy
TJIIOKO34 (ANB. po3ain 6.6).

3acmocysanus ghinepacmumy ons mobinizayit IHCKK nicas mienocynpecuenoi ximiomepanit
QinrpacTiM 3aCTOCOBYIOTh Y BHIUIAAI MiAWIKIPHUX iH’ €Ki,

3acmocyeanns  inepacmumy ona mobinizayii IICKK y 300poeux oOoHopieé neped anozeHHoro
mpancnranmayicro IICKK
DinrpacTHM 3aCTOCOBYHOTh Y BHIVIAAL MIAIIKIPDHUX 1H €KL,

Iayienmu 3 mANCKOWO XPOHIYHOW HEUMPONECHIEIO
Ilpn Bpomxeniii, inionmaTHuniii abo wMknivYHIA HedATponeHil ¢inrpacTHM 3acTOCOBYIOTH Y BHTISAII
MiAWKIPHUX 1H’ €Ki,

Hayienwmu 3 Bl/T-inghexuicio
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3 MeTol0 ycyHeHHs HelTponeHii Ta MiATPUMaHHA HOPManbHO! KibKocTi HeliTpodinie y nauienTis 3
BlJl-indekuiero, GpinrpacTum 3acTOCOBYIOTH MiAIIKIPHO.

4.3 Tlporumoxaszanus

IinepyyTansicTdb A0 Ail040T pe4oBHHH 200 10 OYAb-AKOT 3 IOMOMIKHHUX PEYOBHH, 3a3HaYCHHX Y pO3aii
6.1,

4.4 OcobanBocti 3acTocyBanus

BiacrexkysaHicTb
3 MeTOI0 MOKpalleHHA BIACTEXKYBAHOCTI 3aCTOCYBAHHA TIPaHYJIOLMTAPHHX KOJIOHIECTUMYITHOHOUHX
taxropis (I'-KC®D) HeoOXinHO 4iTKO BKa3yBaTH TOProBY Ha3BY Mpenapary, Lo BBOIANUTHCAH, Y MU HIiT
KapTii naiieHra.

OcoOnMBOCTI 3aCTOCYBAHHA 33 BCiMa MOKa3aHHAMM
@dinrpacTuM He CHiJ 3aCTOCOBYBATH JUIS MIABMILEHHA [A03M LHMTOTOKCHYHOI XiMioTepanii mounan
BCTAHOBNEHHIT PeXHUM J103YBaHHS.

DinrpacTMM He Ciijl 3aCTOCOBYBATH MALLIEHTAM 3 TSAKKOK BPOIKEHOW HEHTPOMeHiclo, y SKHX
PO3BHBAEThCA JeiikeMis a00 BHABIAIOTHCA O3HAKH NMPOTPECYBaHHA JeiiKeMil,

Linepyymausicmy

[Topinomnanocs Npo BUNAAKHM TiNepYyTINBOCTI, Y TOMY YHMCII aHaiakTHYHI peakuii, Ha MoYaTKy UM
BIIPOJIOBIK NOJANBIIOI Tepanii y NawiexTiB, AKi oTpuMyBany (iarpactuM. 3acTocyBaHHA (inrpacTumy
BiIMIHAIOTh MallieHTaM 3 KIIHIYHO 3HAYUMOIO TinepyyTausicTio 10 npenapaty. He cnia npu3nasatu
¢inrpacTuM nauienTam 3 rinepuyTimMBicTio 10 pinrpactumy abo nerdinrpacTuMy B aHaMHesi.

Ivyrozennicms

Sk i npH 3acTocyBaHHI iHIINX TepanmeBTHYHMX GiNkiB, icHye moTeHuian imyHorennocti. llleuakicts
YTBOPEHHA aHTHTLN 10 dinrpacTuMy 3a3suuaii HU3bKa. Sk i ovikypanocs, 3B'13yBaHHA 3 aHTHTLIAMH
AificHO BinOyBaeThCA, AK y BCiX GionpenapaTis, 0JHAK Ha CHOTOJHI HE BCTAHOBICHO, L0 BOHO MOMKE
noB’s3yBaTHCA 3 HeliTpanizauicio egeKkTy npenapary.

OcobnnBi 3acTepe)keHHs 100 3ACTOCYBAHHA NALIEHTAMH 3 FOCTPUM MIEJ0IAHMM Teiiko3oM (anT.
acute myeloid leukaemia, TMJT)

Picm snoaxichux knimun
I'panynounTapHuii KoNoOHiECTHMYTIOIOUHI (AKTOP MOJKe CIIPHATH POCTY MIEIOTAHUX KJIITHH in vitro.
AHanoriunuii edekT in vitro MoKe CrocTepiraTHesA i B JICAKHX HEMIETOIIHNX KIITHHAX.

Mienooucnnacmuyunuii cunopom abo xpouivnuil micnoneiixos

Besnexa ra edexTnBHicTb 3acTOCYBaHHA iNrpacTHMy NaLiEHTAMH 3 MIETOIHCIIACTHYHHM CHHIPOMOM
abo XpOoHIYHMM MienoiiHuM neiiko3oM He BeTaHoBneHi. OTKe, 3aCTOCYBaHHS (inrpacTHMy npH UUX
3aXBOPIOBAHHAX He mokasane. OcoOnuBy yBary ciia 3Bepratd mnpu npoBeneHHi anudepeHuiiiHol

AiarHOCTHKH Mik 611acTHOIO TpaHCHOPMALIEI0 NPH XPOHIYHOMY MI€I0MIEKO3i TA TOCTPHM Mi€I0TIHUM
neiiko3oM.

Tocmpuit mienoionui neiixos

YpaxoByrouu OOMEKEHICTh NaHHX II0A0 Oe3nekd Ta e(eKTUBHOCTI TIpenapaty y MallieHTiB 3
BTopuHHUM ['MJL, 3acrocypanus dinrpactumy cnia npoBoautH 3 obepexuictio. besneka Ta
ebeKTHBHICTB 3acTOCYBaHHS (iNrpacTUMy y NaLieHTIB BikoM < 55 pokiB 3i WIOHHO JiarHOCTOBAaHHM
I'MJT Ta 3a70BiIbHUMM LUMTOr€HETHUYHWMH MOKasHWKamu [t (8; 21), t (15; 17), iusepcis (16)] He
BCTAHOBIIEHI.

Inwi ocobnusi sacmepexcenns
Ocmeonopas
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[amieHTam i3 iCHYIO4MM OCTEOMOpO30M, fKi MNpOXOAsTh Oe3nepepeHy Tepaniio (iArpacTHMoOM
MPOTATOM NOHaA 6 MicAliB, MOke OyTH MOKa3aHHii MOHITOPHHT LIINLHOCTI KiCTKOBOT TKAHHHH.

TToGiuwi AGua 32 OOKY JezeHnb

IMosinommusanocs npo nobiuni peakuii 3 60Ky JereHs, 30kpeMa BUMAJAKH IHTEPCTHLIATLHOT MTHEBMOHII,
nicna sseaenns [-KC®. Pusnk moske OyTH 30inblueHnii y NaUieHTIB 3 JereHeBuMy indiabTpatamu abo
MHEBMOHIEI0 B HelaBHbOMY aHamHe3i. [TosiBa jereHeBnx posnajis, TaKHX AK Kallejb, THXOMAHKA Ta
JANCTIHOE, Y KOMIUIEKCI 3 PEHTreHONOTiYHMMH O3HakaM# NereHeBHX iHGinbTpaTie Ta NoriplieHHs
(yHKIIT Teredb MOKyTh OyTH NEPWINMH CBiIYEHHAMH IOCTPOTO PECHipPaTOPHOr0 ANCTPEC-CHHAPOMY
(aurn. Adult Respiratory Distress Syndrome, T'PJIC). Y Takux BHMalKkax 3acToCyBaHHA (inrpactumy
CJIiJI MPHITHHUTH Ta PO3MOYaTH BiANOBiAHE NiKYBaHHA,

Cunopom KaniiapHozo umoxy

IMicas 3acTocyBaHHS TIPaHYJIOLUMTAPHHX KOJOHIECTHMY/I0I04MX (axTopiB noBiomisnocs npo
BHHHKHEHHS CHHIPOMY KaniJsSpHOro BHTOKY, AKMil XapaKTepH3YETbCsi apTepiaibHON TiNOTEH3i€r0,
rinoansOyMiHeMi€lo, HaGpPSKOM Ta TIeMOKOHLEHTpauielo (36iNbLIeHHAM KiTbKOCTI €pPHTPOLMTIB).
TNauienT, MO MAKOTh CHMITOMM CHHAPOMY KamiJISpHOTO BUTOKY, IOBHHHI nepedyBaTH Nijl peTeNbHAM
HArJIsI0M Ta OTPMMYBATH CTAHAAPTHE CHMIITOMATHYHE iKYBAHHS, B TOMY YHCJIi IHTEHCHBHY Tepanilo,
3a notpebu (auB. po3ain 4.8).

Inomepynonedpum

TToBiAOMASAIOCH MPO PO3BMTOK IJIOMEPYIOHePHTY Y Mali€HTiB, AKi OTpHMYyBanu (inrpacTum Ta
nerdinrpactuM. 3a3Buyail NpPOsBM IIOMEPYNOHeDPUTY 3HMKANM [MiCNs 3HWKEHHA J03u  abo
NPUMMHEHHS JTiKyBaHHs QinrpacTuMom Ta nerdinrpactumMom. PexoMeH10BaHUIT KOHTPOIIb TOKa3HHKIB
ceyi.

OcobauBi 3acTepesKeHHs Ul NALIEHTIB 3 OHKOJIOTIYHOIO NaTONOTIE0

Craenome2ania ma po3pus cenesinku

[Ticns BBegeHHs (inrpacTHMy HAAXOANIM HEYacTi NMOBIJIOMIEHHS MPO BUMAJAKH CIUIEHOMErasii Ta
pO3pURY cene3iHku. [leski BHNaaKu po3puBy cenesiHky Oynau geranbHuMu, TlamienTis, SKi OTPUMYIOTE
¢inrpactum i ckapxkaTtbes Ha OGinb y BepXHilt niBill yacTuHI MBOTa Ta/abo y JiBoMy Iuieyi, cimia
repeBipuTH Ha HAABHICTH 30iNbIIEHHSA po3MipiB cenesinkn abo po3puBy cenesiHkH. BeranosneHo, mo
3HIKEHHS 71031 inrpacTuMy crioBinbHIOE abo 3ynunse nepebir crnneHoMeranii y nauieHTis 3 TAKKOIO
XPOHIYHOIO HefiTponeHieto, s 3% nanienTiB Oyna HeoOXinHA CTIIEHEKTOMIS.

Jletixoyumos
Y menme Ak 5% nauieHTis, Ak npuiiMamd QinrpacTuMm y 1o3ax, uo nepesuinytots 0,3 mud O[T (3

MKT)/Kr/106y, KiTbKicTh TeHKOUMTIB y KpoBi cTanosmna 100x%10%/1 aGo suute. He 3adikcoBaHO OIHUX
noGiunux ABum, GesnocepeqHbO 3YMOBIEHHWX TAKHM CTyMeHeM nelikouuTtosy. OaHaK, BPAXOBYIOUM
NOTEHLiHHI PH3MKN, NMOB’A3aHI 3 THKKUM JEHKOLMTO30M, CHil PEeryispHO NepeBipATH KilbKICTh
NeHKOLMTIB Y KPOBI Malli€HTIB NiJ 4Yac JiKyBaHHS (iarpacTMMoM. AKIIO KilbKIiCTh JeHKOLMTIB
nepesuinye 50x10°n nicas odikysaHoro Haaupy (HaiiHuAk4MH NOKa3HMK), CAiA HeralHO MPUITHHHTH
3acTocyBaHHs (inrpactumy. Kpim Toro, Ko KinbKicts nefKoLMTIB 30inblyeThes Ao nouas 70x 10%/x
nig uac npuifomy dinrpacrumy ans mobinizauii [TCKK, HeoOXinHo NpHNMHATH 3aCTOCYBAaHHs
npenapary abo 3MEHLIHTH HOro J03y.

Puzuru, o cynpogodxcyviomoca 30inbuienoio 003010 xiniomepanii

3 ocobnuBoi obayHicTIO COiA MPOBOAMTH Kype XiMioTepamnii BHCOKHMH 103aMH NpenapatiB, amwxe
BHCOKI [103M MpenapaTiB He NPH3BOAMIM [0 3MEHIICHHS MyXJIMHH, HATOMICTh IHTEHCHBHI [d03H
XiMioTepaneBTHYHNX PEHOBHH MOKYTh MPH3IBECTH 0 HAKOMMYEHHS TOKCHHIB B OpraHi3Mi, ypameHHA
CeplEeBO-CYJAMHHOI, AMXaNbHOI Ta HEPBOBOI CHCTEM. a TAKOXK BHMKIMKATH JepMaTo/orivymi peaxuif
(paaumo yBas<HO BHBYHTH PEKOMEHaLT 10 3acTOCYBaHHSA BiMOBIAHUX XiMiOTepaneBTHYHUX areHTiB).

Bnawe xiviomepanii Ha epumpoyumu ma mpomooyumu
MonoTepanis ¢inrpactumMom He 3anobirae BHHUKHeHHIO TpombouHTONeHIl Ta aHeMii, o0yMOBIEHUX
Mi€JIOCYTIPECHBHOK XiMioTepani€lo, 0JJHAK Ja€ 3MOTy 3aCTOCOBYBATH XiMionpenapaTH y BHIIMX J03aX
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