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Iepexaan Jlucra-Bkaaanma: indopmanis a1s nauiena,
110 MAPKETYEThCH Ta MJIAHYETHCH 10 BBO3Y HA TEPUTOPI0 YKpaiHu

AKkopa
Jlucrox-pxnamuin: IHOOPMALLLA V1A TTALIIEHTA
OkcaniniaTHH KOHUEHTPAT I8 po3unny ais indy3ii, 5 mr/ma
Okcaninnatux

VBaxHO NpounTaiiTe LeH THCTOK-BKIAIHII, TIEPel THM, SK PO3MOYaTH 3aCTOCYBAHHSA Mpenapary.

e 30epiraiiTe LeH THCTOK-BKIAJHIL 1715 TOTO, W06 NMepeunTaTH HOro y pasi HeoOXiMHOCTI.

¢ JSlkuo y Bac BUHUMKAIOTB 10/1aTKOBI 3aNTHTAHHSA, 3BEPHITBCA 10 CBOIO Nikapst, hapMaiesra abo MeJICecTpH.

e Slkmo y Bac Bunuknyu HeGaskaHi sBHILA, 3BEPHITBCA IO CBOTO Jikaps, ¢apmauerra abo mencectpu. Lle
CTOCYETHCA HeDaXKaHWX ABHIL, HE BKAa3aHKX B LIbOMY JIMCTKY-BKIaaumi. Jus. po3ain 4.

HAxa indopmanis HaBeaeHa B ULOMY JHCTKY-BKJIaaH LI

1. [o Take OxcaninnaTtHH, KOHIUEHTPAT Ul PO3YMHY [Uis 1H(Y3iH, i 11 4oro HOro 3aCTOCOBYIOTh.

2. Ulo cnix 3HaTH Nepej MOYaTKOM 3aCTOCYBaHHs npenapary OKcaliniaTiH, KOHUEHTPAT 71 PO3UHHY JUIS
indy3ii.

Sk cnin 3actocoByBaTi OKCaliNaaTHH, KOHUEHTPAT ISt PO3YHHY IS iHGY3iii.

Mooxnugsi HebaxaHni gpuIa.

Sk cnin 36epirati OKcaninnaTtiH, KOHLEHTPAT 11 PO3YMHY IS iH Y3,

BwMicT ynakoBku Ta iHmma iHhopMaris.
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1. o Take OkcaniniaTui, KOHUEHTPAT 1 PO3YHHY A5 iHY3ii, i 115 40ro HOro 3aCTOCOBYIOTS.

[loBHoto Hazeoto Bawioro ikapekkoro npenapary € «Okcaninnatii, KOHIEHTPAT JUIS POYHHY JUid iHdy3iii,
5 Mr/miy, ane Hajiani B HEOMY JTMCTKY-BK/IQIMLII MU HAa3UBATHMEMO #Horo «OKCANNIATHH, KOHLUEHTPAT I
po34MHY ans iHdy3iH».

AKTHBHUM iHrpelieHTOM npenapary OKcaninnatiH, KOHIEHTPAT NS Po3uMHy s iHdy3iii, ¢ okcaminmaTuy.

OxcaniniaTiH, KOHIEHTPAT 418 PO34MHY Ans iHdY3iil, 3aCTOCOBYIOTh JUIs JIIKYBaHHS PaKy TOBCTOI KHIIKH
(mikyBanHs paky ToBcTOi KHIkH 11 cTanii nic/is MOBHOT pe3eKuil IePBUHHOT MyX/IMHHM, METACTATHYHOTO PAKy
TOBCTOT Ta npsAMOI KHKkH). OkcaliniaTH, KOHUEHTPAT Anf pO3uMHy Ans iHdysii, 3acTocOBYIOTh B
KOMOiHALiT 3 IHIIMMH IPOTHPAKOBHMH JTIKAPCEKUMH 3acobamu, 5-GTopypaiuioM Ta GoTiHOBOIO KHCIOTOK.
OkcaninnaTis, KOHUEHTPAT I PO3UHHY A iHY3iH, /i1 PO3UMHSITH Ta BBOAWTH y BeHy B (GOPMi PO3UHHY.
OxcaniniaTud, KOHUEHTPAT AN  PO3uMHY s iHQY3id, € aHTHHEONIacTHYHMM abo MPOTHPAKOBHM
NpenapaToM, 1O MiCTHTB IJTaTHHY.

2. Ilo Bam caix 3naTH mepex mMovuaTKOM 3acTocyBanus npenapaty OKcaginjaaTHi, KOHUEHTPAT A5
PO3YHHY [JA IHPY3Iif.

Bam He ciiin 3actocoByBaTn OKcalinJaTHH, KOHUEHTPAT VI PO3UHHY As indysiii, y Bunagkax:

- Hasasrocri aneprii 1o okcaninnaruuny a6o 10 OyAb-5KOro iHUIOrO iHrpemieHTa npenapaty OKcaminiaTHH
KOHLIEHTPAT A8 PO34UHY Juls iH]y3iit.

- Skwo Bu rogyere rpymaio.

- Jxwmo y Bac sHmxeHuil BMicT KJiTHH KpOBi.

- ko Bu BiuyBaeTe NoKoIHOBaHHS Ta OHIMIHHS NMaibUiB PyK Ta/abo Hir, Ta Y BaC BHHUKAIOThH NPOGIeMH
NPH BUKOHAHHI JIelikaTHHX pobiT, HAPHKNAJ, 3acTiGaHHI I'yI3UKIB Ha O3

- Jkwo y Bac HagBHI TskKi mopyleHHs QYHKIT HHPOK.

b 5

3acrepexenns Ta 3anobixui 3axoau

[Mpokoncyneryiitece 31 cBoiM nikapeM afo apmaneBTOM [0 [0YaTKy 3acTOCYBaHHS Mpenapary

OkcaninnaTtiH, KOHIEHTPAT 115 PO3YMHY Ans iHy3iii:

- ko y Bac B Muanynomy 6ynn anepriuni peaxuii Ha nikapceki 3aco6M, 10 MiCTATH MIATHHY, TAaKHX, AK
KapOonuaTiH, UHCNNaThH, ANlepriyHa peakilis MOK/IHBA [1i1 yac Oy ab-aKol indys3il okcaniniarumy.

- ko y Bac naasni nopymenns ¢pyHkuii HHpok ciabkoro abo NOMIpHOTO CTYNEHS TSKKQOTI.

~ “f}




- JSlxwo y Bac naseri Oyap-aki npobrnemu 3 newiHkow ad0o aHOMalbHI pe3ynbTaTH (yHKIIOHATBHHX
NEeYiHKOBHX TECTIB Y Nepiojl NIKYBaHHS.

- JAxmo y Bac HasBHI po3naan cepueBoi AifNbHOCTI Ha MOMEHT JiKyBaHHSA a0 B MHHYIOMY, Taki, AK
aHoMaJii, BUABJIEH] 3a pe3yIbTaTOM eJeKTPOKapaiorpamMHu, BigoMi, sk 36ibIICHHS TPHBATIOCTI iHTEpBalY
QT, neperynsphre cepuebutts abo npobiieMu 3 cepleM HasfBHI B ciMeliHOMY aHamHe3i,

HiTH Ta nigaiTkn
OkcaninnaTyi He CITijl 3aCTOCOBYBATH B Tepanil AiTeH Ta mianiTkiB BikoM 10 18 pokis.

Inwi nikapebki 3aco6n Ta OKcaMiNIATHH, KOHIEHTPAT AJs PO3YHHY 1/t iHDY3iH

IloBinomTe cBoro Jikaps abo ¢apmaresra, Ko Bu 3acTocoByeTe, 3aCTOCOBYBaM paHilie abo MOXIHBO
Oynere 3acTocoByBaTH OYab-AKi JiKapPChKi 3aCO0H.

- 5-dropypaunn (abo Gyab-saKkuil iHIIKHA NPOTHPaKOBHIi 3aci6)

- Epurpominns (aHTHOI0THK)

- Caninunaru (3nebomoBansHi Nikapebki 3acobm)

- T'panicerpon (mpoTnOIOBOTHUI 3acid)

- TNaknitakcen (mpoTHpakoBHii 3acif)

- Harpiro Banempoar (porueniientuynuii zacic)

BaritnicTs, nepioa rogysanssi rpyaaio ta GepTHIbLHICTE

BarithicTb

- He pexomennoBaHO BariTHiTH B nepioa Tepamii OKCaminnaTHHOM, OTXKe, HEOOXiAHO BHKOPHCTOBYBaTH
edeKTHRHI MEeTOAM KOHTpaLenLii.

- OKinkam cni BHKOPHCTOBYBATH HAJIeXKHI MPOTH3ATLTIAHI 3aco0H B TIepio| Teparnii Ta NpOTAroM YOTHPLOX
MicsLiB nicas 1 3aBepIISHHS.

- Slkimo Bu Barithi abo mmaHyeTe BariTHICTb, Jy’e BaiJIHBO NMPOKOHCYIBTYBATHCH 3 BalmM Jikapem 10
NOYaTKY JIKYBaHHS.

- Jkuio Bu 3aBariTHinu B nepioa reparii, Bam ciiiji noBiAOMUTH Mpo 11e CBOTO JTiKaps HeraiHo.

[epioa roayBaHHs MPYAIIO
- Y nepioz Tepanii okcaniniaTHHOM He CJIiJ FOAYBaTH rPYIO.

QepTUNILHICTE
- Oxcaniniatvd MOxe BUKIHMKaTH Ge3mmimad, ske Moxke OyTH HeoGopoTHHM. [alieHTamM-uoM0BiKaM cliij

3BEPTATHCh 3d KOHCYJIbTALIEIO 1010 30epiraHHs CIepMH 0 M0YaTKY JiKyBaHHS,
- [Mauienram-yonopikam GaxkaHo He cTaBaTH GaTbkaMH B Nepiofl Tepamii Ta MPOTATOM IIECTH MicsuiB micns
ii 3aBepuIeHHs, B Lei nepio ¢l BHKOPHCTOBYBATH HAJICKHI METOIH KOHTpaLlemIlii.
Cnin mpokoHcynbTyBatHch 3 Bammm nikapem abo dapmaneBroM A0 MouaTky NpuHOMy 6yab-iKoro
JiKapcBKOTo 3acofy.

KepyBauns aBTOTpancnopTHHMH 32c00aMH TA BHKOPHCTAHHS MALIHH:

ITix yac Tepamii i3 3acTocyBaHHAM OKcalimnaTWHy 30iTBIIYETBCA PH3MK 3aNaMOPOYEHHS, HYJIOTH Ta
OmoBaHH#, a TaKOX IHIIHX HEBPOJNOTIYHUX CHMITOMIB, fKi BIUIMBAIOTh HA XOJy Ta PIBHOBArY; Y BHIIAAKY
PO3BHTKY TaKHX SIBHL CJIil yTPUMYBATHCh BiJl KEPYBaHHs aBTOTPAHCIIOPTHHMH 3ac06aMy aB0 BUKOPHCTAHHS
IHWHX MauMH, Y Bunaaky npobiem i3 30pom y nepioa Tepanif i3 3acTocyBasHsM npenapaTy OKcaliliaTyH,
KOHLEHTPAT JUIs PO3UMHY JUTA 1H(Y3ii, HE Cllia KepyBaTH aBTOTPAHCIOPTHUMHU 3acO0aMH, BUKOPHCTOBYBATH
CKNaaHi MamuHK abo 3aliMaTHCh HeGe3neuHo AifbHICTIO.

3. #x cnig 3actocoyBaTn OKcalinIaTHH, KOHUEHTPAT VISt PO34HHY 145 iHdys3iii.

OxcaniniaTui, KOHUEHTPAT A8 PO3UHHY st iHQY3iil, NpH3HAYenHil 10 32CTOCYBAHHS BHKIKNYHO B
Tepamnii JopocanX.

J1s1 01HOPA30BOro 3aCTOCYBAHHS

Jo3yBanus

Ho3y npenapary Okcaninnatiy, KOHLUEHTPAT s POIUMHY A iH(Y3ii, po3paxoByrOTh IHOUBIIYANBHO, 3a
TIouiero nopepxui Bauoro Tina. [T1ouy po3paxoByioTh 3a pOCTOM Ta Macoko Tija.



CranjpaptHa no3a 118 AOPOCHHX, BKJIKOYHO 3 MNALlEHTAMM JITHBOIO BIKY, CTAHOBUTb 85 Mr/mM® mromi
noBepxHi Tina. Jo3a, 10 3aCTOCOBYETBCS, 3AI€KUTh TAKOXK BiJl pe3yJbTaTiB aHali3iB KpoBi, a Takox Bil
HasBHOCTI HeDaxaHKUX ABHLL NpH npuifomi npenapaty OKcaniniaTiH, KOHUEHTPAT JTS PO3UHHY [UIs 1HGysiil,
paHiue.

Cnoci6 3acTocyBanus

» OkcaninnaTiH, KOHUEHTPAT s Po3uuHy Ans indy3iit, Moxe Gyt Bam mpusHavyeHuii crewiamicroM-
OHKOJIOTOM.

* BBOWTH TIpEMapar MOoBUHEH CleliaticT y ramy3i OXOpPOHH 30pOB’s, SKuii Oyjie roTYBaTH HANEKHY JI03Y
npenapary OkcaniniaTiH, KOHUEHTPAT IS PO3YHHY 1S 1HY3iH.

* OxkcaninnaTuH, KOHUEHTpPAT A/Isi PO3UMHY s iH(Y3iil, BBOAATE Y GopMi MOBiNBbHOT i’ ekl B 01HY 3 BeH
(BHYTpimIHBOBeHHA iH(DY2is) TPHBANICTIO 2 — 6 TOKH,

* OxcamninuaTvH, KOHUEHTpPAT AN PO3YNHY JUTs iHGY3iH, ClTig BBOAUTH 0AHOYACHO 3 POTIHOBOIO KMCIIOTOK
Ta nepefindysiero S-hpropyparmiy.

YacToTa 3acTOCYBAHHA
Sk mpaBuno, iHy3iT 3MIACHIOIOT 3 IHTEPBAIOM B JIBa THIHKHI.

TpupanicTs JiKyBaHHSA
TpusanicTs nikyBaHHs Oyae BU3HaueHa BaumM nikapeM.

TpuBanicTh JNiKyBaHHS CTAHOBHTb MAakKCHMYM IIICTh MICALIB, SKWIO JiKYBaHHS MOYMHAIOTH IicNs NOBHOI
Pe3eKIT yXJIHHH.

3acrocyBanns npenapaty OkcaningaTHH, KOHUEHTPAT AJs PO3YHHY 1as indysiil, y 103, BHmiii 3a
noTpidHy

Ockinbky Lel Jikapchbkui 3aci BBOAMTE CrieNialicT y ramy3i OXOpOHH 3[0pOB’s, HMOBIPHICTE OTPUMaHHS
fioro y Buiii a0 HMXYiH 1031 € IyKe HU3LKOIO.

Y BHNAAKY TNEPeNO3yBaHHS MOKIHBE TOCHICHHS HeOaKaHHX SABHIL Bail Nikap NMpU3HAYHUTL HaNeKHE
NiKYBaHHS y 3B°A3KY 3 LIMMH SBHLIAMH,

3a HassBHOCTI MMTaHb OO JiKyBaHHs CITiJ 3BEPHYTHCh 110 NiKapst, MeacecTpu abo dapmalienTa.
4. MoxauBi HebakaHi ABHIIA

Sk 1 yei inmi nikapebki 3acofu, ueil npenapar Moxe BUKIMKATH HeOakaHi SBHINA, XOUa BOHH BHHHKAIOTh He
Y BCiX.

Skwo y Bac BuHuk10 HeGakaHe ABHLIE, AYXKE BaXKIMBO MOBIIOMMTH TIPO Ile CBOTO JiKaps 10 noyarky
HacCTYIIHOI'O BBEJAEHHSA npenapary.

Indopmaniro moao MOKIHBHX HEOAKAHUX SBHIL HABEICHO HUKYE,

HaiiGiabm cepiio3ni nebaxkani sBa1IA

ITosixomTe cBoro nikaps Heraiino, ko y Bac BUHHKIIO Gy/Ib-AKe 3 TAKUX SBHIIL

Hyxe wacti (MoxcmuBi y > 1 i3 10 naiienTis)

- Anieprisi/anepriuta peaxuis, HaifqacTile BUHHKAE 111 yac iHdy3ii, iHKOMM HACTITOK MOXe GYTH NETAIBHAM.

- CToMaTuT/MyKO3HT (BUpa3KH Ha ryGax abo y poToBiil MOPOXKHUHI)

- Husekuii BMicT TpOMOOIMTIB, aHOMANbHE YTROPEHHS CHHLIB (TpoMGouuToneHis). Baw sikap BissMe y Bac
KPOB /IS @HANI3iB [T MEpeBipKH TOro, 4H € JOCTATHIM BMICT KJIITHH KPOBi Nepel [o4aTkoM Tepanii Ta
nepes KOXKHHUM HACTYTTHHM KYPCOM.

- CumnToMu 3 GOKy AMXanbHOI CHCTEMH 0€3 MPHYHMH, Taki fK CYXMH Kallesb, YCKIaJHeHe MAMXaHHA Ta
XPHIIH.

Yaceri (MoxknuBi y 1 i3 10 nauienTis)
- Cepiosni indekuii kposi, ycknajaHeHi 3HIKEHHAM BMicTy nefikouuTis (GiaMx KIiTHH KPOBi)
(HeHTponeHiunmii cencuc), Aki MOKYTh NPHIBOANTH 110 JIETANLHOTO HACTIKY.
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- 3HMKeHHs BMicTy nelikoumTiB (61nMX KIITHH KpPOBI), IIO CYNPOBOJDKYETHCS NiJABHLIEHHSM TeMIepaTypu
Tina o 38,3 °C i e abo TpuBana TMXOMaHKa 3 TeMnepatyporo Tifa a0 38 °C i BulLe NPOTATrOM MoHaj
0JiH1eT roauHu (hebpunbHa HelTponeHis).

- Cumnromu aneprivudoi abo anadinakTHyHoi peakuii 3 panToBOI0 MOABOK TAKMX O3HAK, SIK IIKipHI
BUCHTIaHH:, cBepOik abo KpONWB’fAHKA, YCKIaIHEHe KOBTaHHSA, Habpsak obnwuus, ryd, s3uka abo iHmmx
YaCTHH Tifla, 3a/IMIIKA, XpHITH ab0 YCKJIaiHeHe AMXaHHs, HaA3BHYaiiHa BTOMIIIOBAHICTE (BIAYYTTS BTpaTH
ceizomocTi). V 6inplocTi BUNAAKIB Taki CHMIITOMHM BUHHKAIOTh Mij dac iHdy3ii abo oapasy micis Hel, ane
€ MOBIJOMIIEHHS TaKOX i Mpo BiAcTpoyeHi ameprivni peakuii, Yepes kinbka roguH abo HABITH AHIB micis
indy3if.

- Bine y rpynax abo BepxHiii yacTHHI cnMHM, ycKnaaHeHe AuMXaHHs abo Kaulenb 3 KPOB'1O (CHMNTOMH
HasBHOCTI TpoMOY B Jiereusx).

Heuacri (MoxnuBi y <1 3i 100 namienris)

- Cepiio3ni iHeKUil KpoBi (cencuc), ki MoxKyTb MPU3BOJUTH JI0 JIETATBHOIO HACTIAKY.
- Henpoxinnicts a60 Habpsak KHIIEYHHKY.

- TIpoGnemu 3i ciyxoM, 3anaMOpoYeHHs, A3BiH Y ByXax.

IMooaunoxki (Moxnuei y < 1 3 1000 nauieHTiB)

- KpoBoteua abo yTBOpeHHs CHHIIB 0e3 OYeBHIHMX MPUYMH BHACHIZOK MOMWMPeHHs TPOMGIB y kaninspax
(aMceMiHOBaHe BHYTPILIHBOCYAMHHE 3rOPTaHHS KPOBI), IHKOJIH 3 JIeTAILHUM HACTiIKOM.

- AHOMaJLHE YTBOPEHHS CHHILIB, KpoBoTedi, abo o03HakW iHdekuii, Taki, K aHriHa Ta IIiABHUILIEHHS
TEeMIIEpaTypH Tina.

- Crilika aGo TsKKa Jiapes 4u OMI0OBaHHSL.

- OGopoTHa, KOPOTKOTPHBANA BTPATa 30pYy.

- I'pyna Takux CUMNTOMIB, SK TOJOBHMIH Oiib, 3MiHa (YHKUIOHYBAaHHS TOJOBHOIO MO3KY, CYNOMH Ta
aHoManii 3 OOKy 30py, Bil HEWiTKOCTI 10 BTPaTH 30py (CHMOTOMH CHHAPOMY 3BOPOTHOI 3aiHBOI
Jneiikoenuedanonarii, piIkicHOro HEBPOIOTIYHOTO 3aXBOPIOBAHHS )

- HajseuyafiHo CHAbHA BTOMIIOBAHICTE 3i 3HMXKEHHAM BMIiCTY €PHTPOLMTIB (YEPBOHHX KIITHH KpoBi) Ta
33JIMIIKOI0  (reMOJIITHYHA aHeMis), i3omeoBaHa a0 YCK/IaAHeHa HHU3bKHM BMICTOM TPOMOOLMTIB,
aHOMAJIbHUM YTBOPEHHSM CHHIIB (TPOMOOLMTOICHIA) Ta 3aXBOPIOBAHHAM HHPOK, CHMITOMOM SIKOTO €
BIACYTHICTb BHMBENEHHA cedi abo BHBeZeHHs Oy)Ke Manoi KiTbKocTi ceui (CMMITOMM TIeMOJiTHKO-
YPEMIYHOTO CHHIPOMY).

- YTBOpeHHs pyOLiB Ta NOTOBIUEHE Y JIEreHsX i3 yCKIaIHEHHM JHXaHHAM, iHKOMH 3 JIeTALHUM HaCTiIKOM
(iTepcTULiHHE 3aXBOPIOBAHHS JIEreHIB).

- binp y BepxHili yacTHHI KHBOTA Ta CIIMHI, acOLilioBaHMH 13 HYOTOM Ta GIOBAHHIM.

Pinxicni (Moxnei y < 1i3 10000 nauienTin)

- 3axBOPIOBAHHA HHPOK 3 BHMBEJEGHHAM My)ke Manoi KinbKocTi ceui aGo BiACYTHICTH BHBENGHHS ceui
(CHMIITOMH rocTpoi HUPKOBOT HEIOCTATHOCTI).

- YpaxeHHs CyluH TeYiHKH (CHMNTOMH BK/IIOYAIOTH GiNb y ®HUBOTI Ta Habpsk, 30inblIeHHs MacH Tina Ta
HaOpsK TKAHUH CTOTI, TOMiJIOK 200 IHIIHMX YaCTHH Tina).

Yacrora Hepimoma (YacToTa He MoKe OYTH BH3HAYEHA 38 HAABHUMM JaHHMH)

- Cepiiosni indeknii kpoBi Ta HU3bKHI apTepiaNbHUH THCK (CCNTHYHMII LIOK) 3 MOKIHBHM JIETANLHUM
HaCJIiIKOM.

- AHOManbHuii ceplieBud puT™ (30inpmerHs TpuBanocTi iHtepeany QT), skuii BHABIAIOTE 3@ pPe3yIbTaTaMu
enextpokapaiorpamu (EKI), 3 MOKIMBHM NeTanbHUM HACTiIKOM.

- M’s3o0Buii Ginbk Ta Habpsky, B koMGinaLii 3i cnaGkicTio, THXOMaHKOIO a60 3a6apBleHHSM ceyi B YepPBOHO-
KOPHYHEBHH KOMip (CHMNTOMH YLIKOIKEHHA M'S3iB MiA Ha3BOK pabaomioniz), 3 MOMKIMBHM JeTalbHAM
HACIIAKOM,

- Binb y sxuBoTI, HynOTA, GMOBaHHS 3 KPOB'10 a60 GNIOBOTHI MacH, 110 BUMIAAIOTH, K «KABOBA Iyliay ado
BUIOPOKHEHHA TEMHOTO KONBOPY/AbOITENOAIOHMH Kan (CHMNTOMH I[IYHKOBO-KHMIIKOBOI BHpa3ku 3
NOTEHIiHHO KpoBOTeueto abo mepdopalicio), 3 MOKINBUM NETATLHAM HACTIIKOM.

- IloripuienHs HanxoakeHHs KpoOBi J0 KHiueyHWKa (ilemis KMIIEYHHKA), 3 MOMJIHBHM JI€TATbHHM
HACJi1KOM.
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Cna3sm y ropni, sKuii BUKITMKAE YCKITaIHEHE THXaHHS,

AYTOIMyHHa peaklis, fKa NPU3BOAMTL JO 3HWAKEHHS KIIbKOCTI BCIX KIITHH KpoBi (ayToiMyHHa
NaHUMTONEHIN) (MOKITMBHMH CHMITOMAMH € CXHIBHICTB JI0 KPOBOTEY, JIETKE YTBOPEHHS CHHLIB, 3aIHIIKA,
HaJ(3BH4aiHO CHIIbHA JieTapria Ta cnabKiCTh 1 3pOCTaHHsA PH3MKY iHQEKUIHHMX 3aXBOPIOBaHb BHACTIIOK
ocnablneHoro iIMyHiTety).

CumnToMu iHCYNbTY (BKIIOYHO 3 PpANTOBHM TSKKHM TOJOBHMM GONeM, CIUTYTaHICTIO CBIZOMOCTI,
TOTipIIEHHAM 30py 01HOro abo 060X oueii, OHIMIHHAM a60 crabkicTio M’13iB 06MMYYA, pyKH ab0 HOTH, SK
TPaBHIIO, 3 OAHOTO BOKY, OMyLIEHHAM TKaHWH 00Uy, TPOOIeMaMH 3 X000, 3aIIaMOPOYEHHAM, BTPATOI0
PiBHOBAru Ta Hepo30ip/IMBICTIO MOBIEHHS).

[TneBmonis (cepito3ne iH(eKuiiiHe 3aXBOPIOBAHHS JIETEHIB), 3 MOKIMBUM JIeTANTLHAM HACTiIKOM.

Inmumu BitoMuMu HedaKAHUMH SABHIIAMHE MpenapaTy OKCcaXinIaTHH, KOHUEHTPAT A5 PO3YHHY /s
indysiii, € HacTynHi:

Hyxe wacri (MoxauBi y > 113 3 10 nauienris)

OkcayinuaTiy, KOHUEHTpAT INd PO3uHHY As iHGy3iil, Moxke BruMBatH Ha HepBH (mepHdepudna
Helponatis). Bu Moxere BinuyBaTH MOKOMOBaHHA Ta/af0 OHIMIHHA NManbUiB PyK Ta Hir, HABKOJO POTY
abo B ropii, AKe iHKOJIH MO3Ke CYTIPOBOKYBATHCH CYJOMAMH.

Ili siBrIla 4acTo BUHMKAKOTH MiJl BIUIMBOM XOJNOY, HAPHKIAL, NPH BIAKPHTTI XOMOAHTBHIKA abo rpw
TPUMaHHI CKIIAHKH 3 XOJIOAHMM HanoeM. Takoxk MOXIMBI NpoBieMu Npy BUKOHAHHI JeiKaTHUX 3a1ay,
TaKUX, K 3acTibaHHd Tya3ukiB Ha ona3i. Xoua B GiNBIIOCTI BUNAAKIB TaKi CHMITOMH 3HHMKAKOTH
MOBHICTIO, iCHYE MOXIMBICTB CTilikoro 30epexeHHs CHMNTOMIB nepuepuunol ceHcopHoi Helipomarii
nicjis 3aBepLIeHHs Teparii.

Jlesiki nauicHTH MOBIIOMIANH NMPO BiA4YTTs, HIOH ENEKTPUUYHHI PO3PS/ CIYCKAETHCA MO pyKax ao
TyayOy NpH 3ruHaHHI UK.

Okcaninnatid, KOHUEHTpAaT Ui PO3YHHY Wi iHQy3ill, iHKOMH MoKe BHKIMKATH BHHHKHEHHS
HENPUEMHOTO BIAYYTTA B IOPJI, 30KpPeMa, MiJl 4ac KOBTAHHS, a TAKOK BiAUyTTs 3aauiuky. Take BiTuyTTH,
SKIIO BOHO HasBHE, K NPaBMJIO, BUHHKAE NiJ 4ac indy3ii abo uepes Kinbka roauH micns Hel, 4acTo mix
BIUIHBOM X0jioAy. Xo4a BOHO i € HEMPHEMHHUM, Take BiIUYTTS € HeTPHBAIMM Ta MHHae Ge3 JiKyBaHHs.
Baur nikap Moxke peKOMeHIyBaTH 3MiHy Teparii.

OkcarniniaTii, KOHUEHTPAT s PO3UMHY JUIs iHGY3iii, MOXe BUK/IMKATH Jiapero, HE3HAUHY HY[OTY Ta
GmoBaHHs; MeHLIe 3 THM, Bam nikap, liMoBipHO, nopekoMeHaye Bam nikapebkuii 3aci6 ans zanoGiranss
HYNOTH, KM c/1iA mpuiiMaTy 10 indysil, a Takok MOXHA IPOIOBKYBATH Horo npuifoMm i micns ingysii.
OxcaninnaTyy, KOHUEHTPAT 715 PO3YHHY /Uis iH(y3iii, BUKIHKAE THMYACOBE 3HHKEHHS KIMBKOCTI KIITHH
KPOBi, 3HWIKEHHS KilIbKOCTi €PUTPOLMTIB (YEPBOHHX KIITHH KpOBI) MOXe CTaTH MPHYMHOK aHeMil
(3MEHUICHHS KiIbKOCTI ePUTPOLMTIB), aHOManbHi KpoBOTeui abo YTBODEHHA CHHLIB (BHACIIOK
3MEHIIEHHS KilbKOCTI TPOMOOUHNTIB). 3MeHIEeHHs KinbKocTi Jelikountis (6inux k1iTHH Kposi) nigsuiye
YyTIMBICTB JI0 iH(eKUiliHIX 3aXBOPIOBAHE,

Bawr nikap Bi3kMe y Bac KpoB Ha aHani3 1yis MEPeBIpKH TOTO, M € JOCTATHIM BMICT KiTHH KpoBi mepex
NOYaTKOM Teparii Ta mepes KOKHHM HACTYITHHM KYPCOM.

Binuyrrs nuckombopty noGnuzy abo y minsHui in’exuii mix gac indysir.

Jluxomanka, 03H0G (TpeMop), He3HauHa a6o TsKKa BTOMTIOBAHICTb, ik y Tisi.

3miHa MacH Tijla, BTpaTa aGo 3HIKEHHS alleTHTY, 3MiHa CMAKOBMX Bi4YTTIB, 2aKkperl.

[onoenwuii 6inb, 6116 y cnuwi.

AHOMAJBHI BIIYYTTS y 31Ky, MOXK/IHBI OB’ si3aHi POGIeMH i3 MOBNEHHSIM,

Binb y KUBOTI.

AHOManbHI KpOBOTEYi, BKMIOYHO 3 HOCOBHMH KPOBOTEYaMH,

AJleprivui peakuii, WKipHi BUCHITAHHS, MOXKJINMBO, 3 MOYEPBOHIHHAM Ta cBepOekeM, He3HayHa BTpara
BOJIOCCA (ATOTelin).

3MiHa pe3yNbTaTiB aHalli3y KpoBi, BKIIOUAIOYH 3yMOBIIEH] 3MIHOIO NIeYiHKOBUX dYHKIIIH,

HYacri (Mmoxnuei y <1i3 10 nauienTis)

Posnan tpasnenns Ta neuis, rukaBka, NPUILIMBHU, 3aNaMOPOYEHHS.



[TocuneHe NOTOBUAINEHHS, TAMKICTh HIFTIB, TYLIEHHS LIKIPH.
binb y rpynsx.

[TopyiienHs 3 60Ky JTEreHIB Ta HEKUTE.

Binb y cyrnobax Ta KicTkax.

bink npu BUBeneHHi ceul Ta 3MiHa GyHKUIH HUPOK, 3MiHA YaCTOTH BUBEICHHS Ce4i, 3HEBOAHEHHS.
KpoB y ceqi/BUnopoxHeHHAX, HaOpsAK BEH.

Henpecis Ta 6e3coHHs.

KoHIOHKTHBIT Ta pobieMH i3 30poMm.

3HUKEHHA BMICTY KalbLil0 B KPOBi.

Habpsik HepBiB, 110 MOB’43aHi 3 M’ 43aMH, CKYTICTh LK.

o [laninus.

Hewacti (Moxausi y <1 3i 100 nauienTis)
e HepgozHicTs.

IMooannoxki (moxauBi y <1 i3 1000 nauieHTiB)
e Brpara ciyxy.

Yacrora HeBioma (4acToTa He Moxe OYyTH BU3HAYEHA 32 HASBHHUMH JIAHHMHU)

* AsepriuHuii BacKymniT (3anajeHHs KPOBOHOCHHX CYIHH).

e (Cynomu (HeKOHTPONBOBAHHH TpeMop Tija).

e Indapkr mMiokapaa (cepuenit Hanan), creHokapais (6inb abo BixuyTTa IMCKOMAOPTY B TPYALX).

e 3ananeHHs CTPaBOXOAY (3amajeHHs CIM30BHX OOOTOHOK CTPAaBOXOAY, TPYOKH, fKa MOEAHYE pOT Ta
LIIYHOK, 1110 BHKJINKAE GiNb Ta YCKIa/HEHE KOBTAHHS).

* Pusik BHHHKHEHHS HOBOrO OHKOJIOTIYHOIO 3aXBOPIOBaHHA. € TMOBIIOMIEHHS MPO PO3BHTOK JehKeMmil,
(bopmu paky KpoBi, y nauieHTiB, ki oTpuMyBanu OKcaminiaTHH, KOHIEHTPAT JUIs PO34MHY Ans iHdY3iil,
B KoMOiHauii 3 meBHMMM nikapchkuMK 3acofamu. [TpOKOHCYNBTYHTECH 3 JiKapeM LIOA0 MOMIMBOCTI
NiIBULIEHHS PU3HKY LBOTO THMY paKy Nnpu npuifomi npenapary OKcamimiaTiy, KOHUEHTPAT Ul PO3UMHY
As iHdy3ill, Ta IHIHX NikapchKHX 3acobiB.

IToBinomaeHHs Npo HeDaxaHi ABHINA

V BUNAZKY NOsABK HeOa)aHOro ABUIIA MOBIIOMTE TIPO e CBOTO Jiikaps, gapmauesTta abo meacectpy. Takumu
SBHLIAMH MOXYTh OyTH 1 BiAMiHHI Bil 3a3Ha4eHMX y LLOMY JIMCTKY-BKJaauui. [Ipu noeizomseHHi npo
HeOaxaHi sBHIla BH crnpuseTe OTpUMaHHIO A07aTKOBOI iH(opmalii wono Gesnekd UbOro MiKapchKOro
3acoby.

Y Beankiii bpuTanii — Bu moxete nosinomMuTn npo Hebakare siBule Gesnocepeanso uepes Yellow Card
Scheme, inTepHer caiit: www.mhra.gov.uk/yellowcard abo wykaiire MHRA Yellow Card y ngomartkax
Google Play abo Apple App Store.

B Ipnamaii — Bu wMoxere nopimomutH mnpo HeGakaHe sBuwe OGesnocepennbo uepes HPRA
Pharmacovigilance

Earlsfort Terrace, IRL - Dublin 2

Ten.: +353 1 6764971, dakc: +353 1 6762517

InTepreT: www.hpra.ie

Enextponna nowra: medsafety@hpra.ie.

Ha ManeTi — Bu Moxere nosinomutyn npo nebaxkane suie 6esnocepeanso yepes ADR Reporting,
InTepuer: www.medicinesauthority.gov.mt/adrportal.

S. Sk cain 306epiraTn Okcanin/iaTHH, KOHUEHTPAT Il PO3YHHY s indys3iit.
3Gepiraty nikapchKuii 3aci6 y HeIOCTYNHOMY Jis AiTelt MicL.

Ilepen npurorysanHsM po3uny mpenapart ciin 36epiraTi B OpHriHalbHIi ynakoBUi A5 3aXMCTy Bia BIHBY
ceitna. He 3amopoxyBari.



He 3acTocoByBaTH npenapar micis 3aBeplleHHs TepPMiHY NPHAATHOCTI (BKHUTH JI0), BKA3aHOr0 HA 30BHILIHIMH
YMAKOBIli Ta Ha eTHKeTUi drakoHa. JIaTOO 3aBepIICHHS TEPMIiHY NMPHIATHOCTI € OCTAHHIM JeHb BKa3aHOTO
MicsLs.

Po3uunn 30epirae ximiuHy Ta ¢isuyny crtabinbHicTe npoTsroM 48 roamu npu Temneparypi 2 — 8 °C Ta
NpoTSroM 24 roJuH npu temnepatypi 25 °C. Ane ans 36epexeHHs MikpoGioNoriYHOT YHCTOTH PO3YUH ATIA
IHy3iif cnin 3acTocoByBaTH HeraifHO. SIKINO Npenapat He 3acTOCYBAaTH HeraifHo, BiAMOBIANBHICTE 3a
BH3HAYEHHS TPUBAJIOCTI Nepiofly Ta yYMOB 30epiraHHs IOKIAQJAEThCs HA KOPUCTYBAda; sK IPABHIIO,
TPUBANICTE 30epiraHHs He NOBHHHA NEpPeBULLYBaTH 24 TOQMH, NpH Temmneparypi 28 °C, SKIWO NPHroTYBaHHs
po34HHy He 6y/10 NPOBEICHO B KOHTPOIBOBAHHX 1 ATECTOBAHHX CTEPHILHHX YMOBAX.

He cnig BukopucroByBatn OkcalinnaTHH, KOHUIEHTpAT JUIS PO3UYMHY s iHQy3ill, fKWO po3uuH He €
PO30PUM Ta BUILHUM BII CTOPOHHIX JOMILIOK,

Jlikapceki 3aco0m He cmig BHMMBaTH B CTiuHi BoAM ab0 BHUKMAATH 3 MOOYTOBHM  CMiTTSM.
[IpokoncyneTyiiTece 3 (hapMalneBTOM LIOJ0 TOrO, SIK MPABHIBHO YTHII3yBaTH Jikapchki 3aco0M, siki Bam
Ginbiue He noTpibHi. Taki 3aX0M CNPUSAIOTH 3aXUCTY HABKOMMIIHBOTO CEPEIOBHILLA.

Cnia He nomyckaTv nortpanisHHs npenapaty OKcaminnaTHH, KOHUEHTPAT IS POo3uMHy Ana iHdysiii, B oui
abo Ha wWKipy. Y pa3si BUMaAKOBOTO PO3NMTTA CNiA MOBIZOMHTH nikaps abo mencecTpy Heraino. Ilicns
3apepiueHns iH@ysii 3anumku npenapary OKCaNMIATHH, KOHUEHTPAT A8 PO3uMHY Ans indysiil, 6yayTs
HaJIeXKHUM YHHOM YTH/Ii30BaHi JlikapeM aGo MencecTporo.

6. Bmict ynakoBku Ta inma ingopmanis

Crkunan npenapary OkcadinIaTHH, KOHUEHTPAT AJs PO3YHHy A8 indysiii:
OxcaninnaTiH, KOHLUEHTPAT A4 PO34HHY A5 iHGy3iH, MiCTHTh AKTHBHUH IHrpeJicHT OKCaninIaTHH.
IHIIKM iHrpeNieHTOM € BoJIa AN iH’eKuiil.

3osuimniii BArAax npenapary OkcajiniaTHH, KOHUEHTPAT JJsl po3uuny anas indysiii, Ta Bmict
YHAKOBKH:

B 1 mMn1 kOHUEHTpaty [ist po3uuHy A5 iHdy3iH MiCTHTBCA S MT OKcaniniatuny.

OkcaliniaTtvi, KOHUEHTpAT ANg  PO34UHY s iHdy3il, € npo3opum Ge3GapBHUM PO3UMHOM, BiIbHUM Bif
CTOPOHHIX JIOMILIOK.

Koxnuii hrnakon ynakoBanuii B iHAHBIAYaNbHY KAPTOHHY YIIaKOBKY.

Y 10 M1 KOHUEHTpATY A4 po3uHHy Ans iHdy3iit MictuThes 50 Mr okcaniniatuHy.

Y 20 MJ1 KOHIEHTpATY AJ1A PO34HHy Ans iHdy3iit MictuThes 100 Mr okcaniniaTuny.

Y 40 MN1 KOHUEHTpATy AN po3uuHy s iHy3iil MictiuThes 200 Mr okcaniniaTuny.

Ha punKy MoxyTh OyTH NpeacTaBleHi yIakoBKH HE BCiX po3MipiB.

Biacnuk peccTpanifiHOro nocBigyenns Ta BHPOOHHK:

Biacnuk peecTpaniiiHoro nocsigyenns

Benuka bpuranis

Accord Healthcare Limited (Axkopn Xenckea Jlimiten)

Sage House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF (Ceiimx Xayc, 319 ITinnep Poyx, Hop3
Xeppoy, Minnecekc, HA1 4HF)
United Kingdom (Benuka Bputanis) Z' ,{uﬁ’“’*‘“-

Ipnangis/Manera

Accord Healthcare Ireland Limited (Akkopa Xenckea Aiipnenn Jlimiten)

Euro House, Euro Business Park, Little Island, Cork T45 K857, Ireland (€spo Xays, €po Bisnec [Tapk
Jlittnn Adinenn, Kopk T45 K857, Ipnannis)

?

Bupodnunk
Accord Healthcare Limited (Axkopa Xenckea JlimiTen)
Sage House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF, United Kingdom (Ceiimxk Xayc, 319
[Tinnep Poya, Hops Xeppoy, Minneceke, HA1 4HF, Benuka Bpuranis)
Accord Healthcare Polska Sp.z o.0. (Akkopa Xenckea [Toncka Cni.3 0.0),
T



ul. Lutomierska 50, 95-200 Pabianice, Poland (Byn. JIyromepcka 50, 95-200 ITa6’suiue, [Toabia)

Heii nikapebkuii 3acid 3apeceTpoBannii B kpaiHax-uienax €EC 3a TAKHMH Ha3BaMH:

Haspa kpaiun uiiena Hasga aikapeskoro 3acody

Benuka Bpuranis Oxaliplatin 5 mg/ml Concentrate for Solution for Infusion

ABcTpis Oxaliplatin Accord 5 mg/ml Konzentrat zur Herstellung einer Infusionslésung
Benwris Oxaliplatin Accord Healthcare 5 mg/ml concentré pour solution de perfusion/

concentraat voor oplossing voor infusie/Konzentrat zur Herstellung einer
Infusionslésung

Gonrapis Oxcaminmatid Akopa 5 mg/ml koHIEHTpaT 3a HHDY3HOHEH Pa3TBOP

Yecbka Pecnybrika Oxaliplatin Accord 5 mg/ml Koncentrat pro Pfipravu Infuzniho Roztoku

HimeuynHa Oxaliplatin Accord 5 mg/ml Konzentrat zur Herstellung einer Infusionslésung

Janis Oxaliplatin Accord 5 mg/ml koncentrat til infusionsvaske, oplasning.

Ecronis Oxaliplatin Accord 5 mg/ml infusioonilahuse kontsentraat

Icnanis Oxaliplatino Accord 5 mg/ml Concentrado para Solucién para Perfusién EFG

Qinnauig Oxaliplatin Accord 5 mg/ml Infuusiokonsentraatti, Liuosta Varten/ koncentrat
till infusionsvitska, 16sning

Dpannis Oxaliplatin Accord 5 mg/ml concentré pour solution de perfusion

YropuuHa Oxaliplatin Accord 5 mg/ml koncentratum oldatos infiiziéhoz

Ipnanpis Oxaliplatin 5 mg/ml Concentrate for Solution for Infusion

Itanis Oxaliplatino Accord 5 mg/ml concentrato per soluzione per infusione

JlatBis Oxaliplatin Accord 5 mg/ml koncentrats infuziju §kiduma pagatavosanai

Jlutea Oxaliplatin Accord 5 mg/ml koncentratas infuziniam tirpalui

Manbta Oxaliplatin 5 mg/ml Concentrate for Solution for Infusion

Hinepnanmau Oxaliplatine Accord 5 mg/ml concentraat voor oplossing voor infusie

[Tonema Oxaliplatinum Accord, 5 mg/ml, koncentrat do sporzadzania roztworu do infuzji

[TopTyrania Oxaliplatina Accord

Pymynis Oxaliplatin Accord 5 mg/ml concentrat pentru solutie perfuzabila

[Igemnis Oxaliplatin Accord 5 mg/ml koncentrat till infusionsviitska, 16sning

Pexpaknis nboro Juerka-raaguma Bocranmne 6yna neperasnyra 08/2019.

Husxuenasenena indopmanisi npu3HaveHa BHKJIKWYHO A8 Jjikapie  a6o
cneniagicTiB y raaysi oXopoHH 310poB’s

IHCTPYKIIS 13 3ACTOCYBAHHSI IIPEITAPATY OKCAJIIMIJATHH, KOHIIEHTPAT JLJIsI
PO3YHRBY NJIA IHOY3IH

Hyorce sascnuso npovumamu dokNadHull onuc npoyedypu neped NOYAMKOM RPUZ0my6anis. Okcaninnamuny,
KOHYEHmMpamy 0N po3yuny s iHgyysiil.

1. CKJIAL

OxcasiniaTiH, KOHLEHTPAT [T po3unHy Ans iHdysiil, € mpozopuM 6e36apBHAM PO3IUHHOM, KMl MiCTHTD 5
MI/MJT OKCAJiMIaTHHY.

2. JIIKAPCBKA ®OPMA

OkcaniniaTiH, KOHUEHTPAT As PO3uHHY JUis iHysiiif, nocTauarTh B 0HOPa30BHX (IaKOHAX, MO OJHOMY
dnakoHy B KapTOHHIH ynakosi.
®naxon 10 mn

KoHueHTpat ans posunny uis indysiit, B ckIsHOMY (3 ZOTAHHAM CHITIKOHY) (IakoHi Tuny 1 o6 emom 15 ma,
3 rymosoio 20-mm mpobkoro V9048 FM259/0 OMNIFLEX PLUS 2500/RF Ta 20-MM amoMiHieBHM
KOBIAYKOM 3 BIAPHBHOK HAKIAAKOK G1i10-1110BOr0O KOILOPY.
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@naxon 20 M

KonuenTpar ans po3unny s indysiil, B ckisHoMy (3 10AaHHSM cunikony) duakoni Tuny 1 06’ emom 20 M,
3 rymoBor 20-mm npobkoro V9048 FM259/0 OMNIFLEX PLUS 2500/RF Ta 20-mm amomiHieBUM
KOBITAYKOM 3 BiIPHBHOK HAKIAAKOK ONi10-11110BOr0 KONLODY.

drnakon 40 M

Konuentpar ans  posunny ans indysid, B ckasHOMy (3 A0AaHHAM cuiikony) daakoni Tumy I o6’emom 50
M, 3 rymoBoro 20-MM mpobkoro V9048 FM259/0 OMNIFLEX PLUS 2500/RF Ta 20-MM amioMiHieBHM
KOBIIA4YKOM 3 BIIPHBHOIO HAaKJIaAKo0 O11i0-71110BOTO KONBODY.

TepMiH Ta YMOBH 30epirasus
2 poku

Ilicns npuroTyBanHs po3duny B 5 % PO34MHI MIFOKO3K XiMiuna Ta ¢izuyHa cTabinbHiCTh TOTOBOTO PO3UHHY
30epiraetees npotarom 48 roaun, npu Temnepatypi Bix 2 g0 8 °C, Ta 24 rogunu npu Temneparypi +25 °C.
Hst 30epexennd MikpoGionoriyHoi YHCTOTH po3unH st iHdy3iii ciia 3acTocoByBaTH Heraiino.

Slximo npenapat He 3acToCyBaTH HeraiiHo, BIANOBIZ&NBHICTb 32 BH3HAYEHHs TPMBAIOCTI NEpiOay Ta YMOB
30epiraHHs MOKNa/lacThesl Ha KOPUCTYBaya; K MPABHIIO, TPHBANICTL 30epiranns He MOBHHHA TIEPEBHIIYBATH
24 roxuH, npy Temnepartypi 2-8 °C, AKIIO MPUTOTYBaHHs PO3YUHY He GO MPOBEJIEHO B KOHTPONBLOBAHHX i
aTEeCTOBAHUX CTEPHUIIEHUX YMOBAX.

30epirati ¢nakoH y OpuriHanbHili kapToHHil ynakoBLi A 3axucTy Bif ceiTia. He 3aMoposkypaTtu.

Ilepen BHKOpHMCTAHHAM TNPOBECTH Bi3yanbHy mnepeBipky. [loganblioMy BHKOPHCTAaHHIO NijuIArac JHIIe
NpO30pHH PO3UMH, B SKOMY BIACYTHI CTOPOHHi JoMiluku. JIikapcbkuii npemapat BUKIIOUHO s
OJIHOPA30BOr0 3aCTOCYBaHHd. HeBMKOpHUCTaHNT KOHLEHTPAT NpenapaTy Mianarae 3HHIEHHIO,

3. PEKOMEHJIAIII 3 BE3NEYHOI'O ITOBOKEHHS

Ak 1y Bunaaky iHIIKX MOTEHUIHHO TOKCHYHMX CIOMYK, M Yac NPUIOTYBAHHS PO3YMHIB OKCATIiMIaTHHY
HeoOXxinHa oGepexHiCTb.

IHcTpyKUii no poGoTi 3 mpenaparom
I[lix wac poGoTu 3 LMM npenaparoM MHTOTOKCHYHOI [ii MeaMYHMHt MepcoHan MOBHHEH peTelbHO

AOTPHMYBATHCh yCiX 3axomiB 6e3nekH, 1715 3a0e3neyeHHs 3axXucTy cefe Ta HaBKOIHIIHLOrO CepeoBHIIA.
l'oTyBati posduHM Ans iH'e€KUil LMTOTOKCHYHMX TIpENapatiB MOBHHEH BUKIIOYHO TNEPCOHAN, SKHI Mae
BIANIOBiAHY creuiani3oBany MiArOTOBKY, Ta 3HAfOMMIt 3 MpaBHIaMK POOOTH i3 3aCTOCOBYBAHMM NTiKAPCHKHM
3ac000M, B YMOBaX, fIKi FapaHTYIOTh YHCTOTY NpPENapary, 3aXHCT HaBKOTUIIHLOrO Cepe/IoBHINa, Ta, 30KpeMa,
3aXMCT NEepCOHaly, AKHH Npalioe 3 MpemnapaTtoM, 3TiZHO 3 NpaBHIaMH MEIHYHOro 3akiany. IIpUroTyBaHHs
PO3YHHY CIIA 3AIACHIOBATH B NMPUMILLEHHI, CMeNianbHO NPH3HAYEHOMY NS 1BOro. B 1bOMY NMpuMilleHHi
3a00POHEHO KYPHTH, BAXHBATH 1Ky ab0 Hamoi.

Ilepconan cnin 3aGe3neynTn HaJleKHIM 0OTATHAHHAM U1 POOOTH, 30KPEMa, XaJlaTaMH 3 JOBrHMH pykaBaMH
3aXHCHHMH MacKaMH, [IaNoYKaMH, 3aXHCHHMH OKYJ/PaMM, CTEPHUIBHHMH OJHOPA30BHMH pYKaBHUKaMH,
NPHUMIIIEHHS TOBUHHO OyTH 00/IaIHAHUM 3aXHCHUMH H0OXJIaMH, KOHTeHHepamMH Ta MilIKaMHu [T BiIXOJIiB.

2

Heo6xinna obepesxnicTs nia yac 36upaHHs BUIIOPOKHEHD Ta GIIOBOTHHX MaC.

KiHok y mepioz BariTHOCTI He CIiA JOMYCKaTH 10 poGOTH i3 IpenaparaMu LIHTOTOKCHYHOT Aii.

YTumi3auio nowKkoKeHHX (rakoHiB Cif 3AiHCHIOBATH 3 TOTPUMAHHAM THX CAMMX 3aXO/IiB Oesnexy, fK i
MpH yTHNI3ALIT KOHTaMiHOBAaHUX BiAxo/iB. KoHTaMiHOBaHI BiIXOIM CHij CNAMOBATH Y MillHKX KOHTeliHepax
3 BiANOBIIHUM MapKyBaHHAM. JIHB. HUXKYE po3/in «3HUILIEHHS BiIXOMIBY.

Y pasi BUNaJKOBOrO NOTPANIAHHS OKCANliMIATHHY, KOHIEHTPATY MUIs pO3YnHy A7s iHdy3ii, Ha mkipy, Horo
CIJIiJl HeraiHO peTeNbHO 3MUTH BEJIHKOK KiNTBKICTIO BOJIH.

Y pa3si BUNaJKOBOTO IOTPANIAHHS OKCANMITNIATHHY, KOHLEHTpaTy abo po3uMHy s iudysiil, Ha ciu30Bi
000I0HKH HOTO CJTi/{ HEraHHO PeTeNbHO 3MHUTH BENUKOI KIJIBKICTIO TPOTOYHOT BOIH.



4. IPUT'OTYBAHHS 1O BHYTPILIHBOBEHHOI'O BBEJAEHHS

Jaxoodu besnexu npu eeeoenni

* HE CJIIJ] BukopucToByBatH obaaananus s indysii, o MicTHTE AeTani 3 anoMiHik.

¢ HE CJII/1 BBOIMTH Hepo3Be/IeHHil KOHLEHTPAT.

* SIK PO3UMHHMK C/liJ 3aCTOCOBYBaTH BHKMOYHO 5 % posunn rmokosd. HE CJIIJI BHKOpHCTOBYBaTH 113t
MPUTOTYBAHHS PO3YNHY N iHGY3il conboBuii po3unH, ab0 PO3UMHH, 1O MICTAThH XJIOPHUIH.

* HE CJIIJ 3miuysatu 3 Gyab-aKHMH iHIIHMH NTiKapCBKHMH 3aco6amu B oHOMY iHdy3iliHOMY Milky aGo
BBOJIMTH Yepe3 OHY iHy3iHHY MiHiI0 3 iHIIHMH JTiKapCbKUMHU 3aC00aMH.

e HE CJIIJI 3miwyBatu 3 nikapchkimu 3acobamu abo po3dYMHAMH 3 JKHOK pEaklicro, 30Kpema, 3 5-
(ropypaunnom, npenapatamu (honiHOBOI KHCIIOTH, 10 CKJIajgy AKHMX, AK JONOMIXKHA PEYOBMHA, BXOIHTH
TPOMETaMOI, Ta 3 COJIAMM TPOMETaMoly IHIOMX JiKapchkuX cyOcrauuiit. Jlikapceki 3acoBu 3 mysHO0O
peakuiero 3aB/1al0Th LWKiAIMBOrO BILTHBY Ha CTaGIBHICTE OKcaniniaTtuyy.

Incmpykuin_ iz geedennan pazom i3 honinosoro xucromoio (8 _ghopmi gponinamy xanvyito abo dorinamy
ounampir)

OkcaninuaTuy, y 203i 85 Mr/m” rwiows nosepxHi Tina, A B/B BBeeHH, PO3BEACHHIT 10 06’emy 250 - 500
M1 5 % PO3YMHOM TJIOKO3H, CHill BBOAMTH OJHOYACHO 3 GONIHOBOK KHCIOTOW, B (GOPMi po3uMHy TS
BHYTPIIIHBOBEHHOI IHQY3ii B 5 % po3umnHi IIOKO3W, TPUBAIICTh iHGY3ii Bia 2 10 6 TOAMH, BUKOPHCTOBYIOUH
Y-monibuuit TpiitHuk, postamoBannii GesmocepeaHbO Nepen MicueM in’exuii. 1li aBa nikapcbki 3acoGu
3a00OpOHEHO 3MillyBaTH B OAHOMY iHOY3iliHOMY Mimky. @oniHOBa KHCIOTA He TIOBHHHA MICTHTH
TPOMETaMOJI SIK IOTIOMIDKHY PE4OBHHY, J/Isl IPUrOTYBAHHs PO3YHHH CJ1iJi BHKOPHCTOBYBATH 30 TOHIMHHMI 5 Y%
PO3YHH ITIFOKO3H, A7 PO3BEJICHHS HE MOYHA 3aCTOCOBYBATH PO3YHHH 3 JTY)KHOIO PEAKILi €10, PO3YHHE HATPIIO
Xnopuy, abo po3uHHH, L0 MICTATE XJIOPH/IH.

Incmpyruia i3 sacmocysanna 6 komoinauii 3 5-dhmopypauunom
OxcaninnaTiH 3aBxk/u Ci1iJl BBOTHTH 110 BBeleHHs (TopnipuMinuHiB, To6TO 10 BEeaeHHs S-hropypalmny.
Ilicns BBeJeHHs OKCaNlinnaTHHY cHcTeMy juis iHQy3il Clil NpOMMTH, i NHIIE MicAs UbOrO BBOAMTH 5-

dropyparu.

Binbm noknanna ingopmanis Moo jikapchKHX Tpenaparis, siki 3acTOCOBYIOTh B KOMGiHOBaHiil Teparii
pa3oM 3 OKCaliMJIaTHHOM, HaBeleHa Y BiANOBIAHHX KOPOTKHX XapaKTepHCTHKAaX, [iArOTOBAHHX
BUPOOHHKAMH.

- CJILL BUKOPUCTOBYBATH BUKJIFOYHO pekoMeH10BaHi pO3YMHHHKM (IMBHCH HUIKYE).

- Beenennto miiaraio T e npozopi pozunH 6e3 CTOPOHHIX BKIIOYEHB.

4.1 IIpuroryBaHHS PO3YHHY 113 indy3iii

BUTATHYTH Wwnpuiom HeoOXiaHy KinbKicTh KOHIEHTpATY 3 (nakona (pnakoHis) Ta po3BectTi 10 06°emy 250
M1 — 500 Mt 5 % po3UHHOM ITIIOKO3H, 1A OTPUMAaHHS KOHLEHTpauii OkcaliniaTuny He MeHu Hixk 0,2 Mr/mi
— 0,7 mr/ma. Jlianason koHUeHTpawiii, 32 Akux okcanimnatun 3Gepirae Qisuuny Ta XiMiuHY cTaGinbHICTB,
CTaHOBUTE 0,2 Mr/mn — 2,0 Mr/mi.

[Ipenapar cnix BBopuTH y hopMi BHYTpilIHEOBEHHOT iHDY3ii,

[Ticns mpuroTyBanHs posuuny B 5 % po3uMHi MIOKO3H XiMiuHa Ta (isnuna cTabilbHICTE TOTOBOTO PO3UHHY
36epiraetbes mpoTsrom 48 roauH npu Temnepatypi Bia 2 1o 8 °C Ta 24 rogunu npu Temneparypi +25 °C.
Hst 36epeskenns MikpoGionorivHol YHCTOTH posuuH s iHgy3ii c1i 3acTocyBaTH HeraiHo.

SIKIIO Tpenapar He 3acTOCYBATH HeraiHo, BiANMOBINANBHICTh 3a BH3HAYEHHS TPHBATOCTI MEPIOAY TAa YMOB
30epiraHHs TMOKNaacTECs Ha KOPUCTYBaya; K MPaBHI0, TPHBAJIICTh 36epiraHHs He MOBHHHA NepeBHIILYBATH
24 roauuu, npu temnepatypi 2-8 °C, SKWIO MPUrOTYBAHHA PO3YMHY He G0 NPOBEAEHO B KOHTPOJLOBAHHX i
aTeCTOBAHMX CTEPUJIBHUX YMOBaX.

3 MikpoGionoriuHoi TOUKH 30py, FOTOBHIT po3unH Ans indy3iii ¢ BBOAUTH HeraitHo.

SIKio mpenapaT He BHKOPHCTAHO HEraifiHO, BM3HAYEHHS TPHBAJIOCTI nepioly Ta yMoB 30epiraHHs
NOKNAAAETECS HA BIANOBINANBHICTE KOPHCTYBaua; SK MPaBUIO, TpHBalicTh 30epiraHHs He [OBHHHA
nepeBuIyBaTH 24 roguHn npu Temnepatypi 2-8 °C, AKILO NPHUIOTYBAaHHA PO3UMHY He GY/NO0 MPOBENEHO B
KOHTPOJIbLOBAHHX | AaTCCTOBAHHX CTEPHIIbHHX YMOBaX.

f.a-‘"-*---.



XimivHa Ta }izuyna cTabinbHICTh FOTOBOro po3dynHy 36epiracThes MpoTsrom 7 JAHIB, IPH TeMIeparypi Bia 2
no 8 °C, B 3axuIIeHOMY BiJ CBiT/Na MicTi, TP KOHUEHTpawii posuuny Bix 0,2 mr/mia g0 2,0 Mr/ma, B 5 %
PO3YHHI TIIIOKO3H, Ta 7 AHiB, npu Temnepatypi 20-25 °C, B 3axulieHOMY Ta He3aXHLIEHOMY BiJl CBiT/Ia Miclli,
[IpH KOHUEHTpallii po3uuny 2,0 Mr/mn, y § % po34nHi rIoKo3H.

OTpuUMaHHH PO3YHH CMi  Bi3yanbHO nepeBipuTH. ITomanbloMy 3acTOCYBAHHKO MIINATAE JHUIIE MpO30pHil
PO3YMH, B SIKOMY BIACYTHI CTOpOHHI BKIroueHHs. Jlikapcekuil 3aci® BHKIIOMHO AMA OJHOPA3OBOrO
3acToCyBaHHsi., HeBHKOpPHCTaHI 3amMIIKM Tpenapaty MiANArarTh 3HULIEHHIO (AMBHCH pO3JIN  LIOJO
3HUIICHHA HHKYE).

3ABOPOHEHO BuKOpHCTaHHS PO3YMHY XJIOPHAY Hatpito abo po3uMHIiB 3 BMICTOM XJIOpHAIB s
PO3BEIEHHS.

Cymicuicts mpenapaty Oxcaninnatih, posunmH is iHQysii, Gyna mnepeBipeHa i3 BHKOPHUCTaHHAM
penpe3eHTaTUBHUX NiHil Ha ocHoBi [TBX,

4.2  Iudysia pozunny
3acTocyBaHHs OKCaNiMIaTHHY He noTpeGye nonepeaHLoi riaparauil.

Okcaninnarus, posseaenuit 10 06’ emy 250 ma abo 500 M y 5 % po3umHi IVIFOKO3M, B KOHIEHTpaLii He
MeHwue, Hixk 0,2 Mr/ma, cin BBoauTH B nepucdepiyuni abo LeHTpaibHi Benn, B Gopmi iHdy3ii Tpusanictio 2 —
6 romun. Tlpu komGiHOBaHOMY 3acTocyBaHHI 3 S-(Topypaumnom indysis OKcaninmaTMHy [OBHHHA
NepeayBaTH BBEAEHHIO S-(hropypauuiny.

4.3 3HHMIeHAHA

HeBukopucrani 3anuimku mpenapary, a Takox yci MaTepiand, ski BUKOPUCTOBYIOTH 17 PO3BENCHHS Ta
BBEJICHHS TNpenapary, CJliJ 3HULLYBaTM 3 JOTPMMAHHAM BHMOI 3aTBepiUKEHOI B INIKapHi NpoLeaypH
YTHHiSaHiY Bi}lXOI_liB OHUTOTOKCHYHHX PEHOBHH, a TaKOX BHUMOI MiCIJ.EBDI‘O 3aKOHOOAaBCTBa UWIOA0 3HHIIEHHA
Hebe3rneuHnX BIIX0/1iB.

ouunag opidsunso Miseegondf—
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Package Leaflet: Information for the user
Oxaliplatin 5mg/ml concentrate for Solution

for Infusion
Oxallplatin

Read all of this leafiet carefully before you start using this medicine
« Keep this leaflet. You may need to read it again.

if you have any further questi your mm or nurse.
= 1f you get any side effects talk to your doctor sharmacist or nurse. This
includes any possible side effects nat listed in this leaflet. See section 4.

What is in mls klﬂ!l

1. What Oxalipl for solution for infusion is and what it is used for

2. What you naadw know before you use Oxaliplatin Concentrate for slution
for infusion

3. How to use Oxaliplatin Concentrate for solution for infusion

4. Possible side effects

5. How to store Oxaliplatin Concentrate for salution for infusion

6. Contents of the pack and other information

The name of your medicine is Oxaliplatin 5 mg/ml Concentrate for Solution for
Infusion but in the rest of the leaflet it will be called ‘Oxaliplatin concentrate for
solution for infusion’

The active ingredient of Oxaliplatin concentrate for solution for infusicn is
oxaliplatin.

Oxaliplatin concentrate for solution for infusion is used to treat cancer of the
large bowel (treatment of stage lll colon cancer after completa resection of
primary tumour, metastatic cancer of colon and rectum). Oxaliplatin
concentrate for solution for infusion is used in combination with other

allad 5 fi and folinic adid.
Oxaliplatin concentrate for solution for infusion has to be dissolved and made into
asolution be!uenmbe\r\paedmnvun Oxaliplatin concentrate for solution
platinum.

You should not be given C solution

- You are allergic to oxaliplatin or any of the nh-nnwaﬁenh of the Oxaliplatin
concentrate for solution for infusion,

- You breast feeding,

- You already huve a reduced number of blood cells,

- You already have tingling and numbness in the fingers and/or toes, and have
difficulty performing delicate tasks, such as buttoning clothes,

- You have sevare kidney problems.

‘Warnings and precautions

Talk ta your doctor or pharmacist before taking Oxaliplatin Concentrate for

solution for infusion

- If you have ever suffered an allergic reaction to platinum-containing
medicines such as carboplatin, cisplatin. Allergic reactions can occur during
any oxaliplatin infusion.
- If you have maderate o mild Kidney problems

- If you have anylwar probiems or abnormal liver function test results during
your treatm

- uuhmmmdhuﬂéwmmmummw electrical signal

led prolongation of the QT interval, an imegular heartbeat, or a family

history of heart problems.

Children
Oaliplatin should not be used in children and adolescents below 1B years of age.
Other and O for solution for infusion

The following Information Is intended for medical or heaithcare
professionals only

PREPARATION GUIDE FOR USE WITH OXALIPLATIN CONCENTRATE
FOR SOLUTION FOR INFUSIDN

It is important that you entire contents of this procedure prior to.
preparation of UXAUF.LA‘ITN CONCENTRATE FOR SOLUTION FOR INFUSION

1. FORMULATION

Oxaliplatin concentrate for sclution for infusion is a clear colourless solution
containing 5 mg/mi oxaliplatin in.

2. PRESENTATION

Oxaliplatin concentrate for solution for infusion is supplied as single-dose
vigls, 1 vial per carton,

For 10 mi,

Concentrate for solution for infusion is filled in 15 mL Type | clear tubular glass

wvial (Siliconized) with 20 mm V3048 FM258/0 OMNIFLEX PLUS 2500/RF
rubber stopper and 20 mm aluminium flip off lavender seal

For 20 ml,

Concentrate for solution for infusion is filled in 20 mL Type | clear tubular glass
vial (Sificonized) with 20 mm VE048 FM258/0 OMNII PLUS 2500/R
rubber stopper and 20 mm aluminium flips off lavender seal.

(602368) Date: 02_11_19

Tell your doctor o pharmacist if you are taking, have recently taken or might
take any other medicines.
- 5-flucrouracil (an anti-cancer medicine)
= Erythromycin, (an antibiotic medicine}
- Salicylates, (pain relieving medicine)
- Granisetron, (an antiemetic medicine)
- Paclitaxel, (an anticancer medicine)
- Sodium vdpfoﬂ& (antiepileptic medicine)

Pregnancy, breast-feeding and fertility

-1t is not recommended that you become pregnant during treatment with
oxaliplatin and must use an effective method of contraception. - Female
patients should take appropriate contraceptive measures during and after
cessation of therapy continuing for 4 months.

- If you are pregnant or planning a pregnancy it is very important that you
discuss this with your doctor before you receive any treatment.

- f you get pregnant during your treatment you must imme diately inform your
doctor.

-You must not breast-feed while you are treated with oxaliplatin

Eegility

= Oxaliplatin may have an anti-fertility effect, which could be irreversible. Male
patients should seek advice on conservation of sperm prior to reatment.

= Male patients are advised nol to father a child during treatment and until 6 months
after trealment, and to lake appropfiate contraceptive measures during this time.

Ask your doctor or pharmacist for advice before taking any medicine.

Driving and using machines:
Oxaliplatin treatment may result in an increased risk of dizziness, nausea and
vomiting, and other neurclogical symptoms that affect walking and balance If
this happens you should not drive or operate machinery. If you have vision
prablems whils taking Oxdinlmn concentrate for solution for infusion, do not
drive, operate heavy machines. or en in dangerous actvities.

om,?un n concentrate lorwluuon bf Infusion Is Intended only for adults.
ngle use only.

Tne dose of Oxaliplatin concentrate for solution for infusion is based on your
body surface area. This is calculated from your height and weight.

The usual dose for adults including the elderly is 85 mg/m? of body surface
area The dose you receive will also depend on resuits of blood tests and
whether you have previously experienced side effects with Oxaliplatin
concentrate for solution for infusion

Method and route of administration

« Oxaliplatin concentrate for solution for infusion will be prescribed for you by
a specialistin cancer treatment.

« You will be treated by a healthcare professional, who will have made up the
required dose of Oxaliplatin concentrate for solution for infusion.

» Oxaliplatin concentrate for solution for infusion is given by slow injection into
one of your veins (an intravenous infusion) aver a 2 to 6 hour period.

« Oxaliplatin concentrate for solution for infusion will be given to you atthe
same tme as folinic acid and before the infusion of 5 fluorouracil

Frequency of administration
You should usually receive your infusion once every 2 weeks.

Duration of treatment
The duration of the treatment will be determined by your doctor.

Your treatment will last a maximum of & months when used after complete
resection of your tumour.

It you use more Oxaliplatin concentrate for solution for infusion than
id

As this medicine is administered by a healthcare prefessional it is highly
unlikely that you will be given too much or too litte.

For 40 mi,

Concentrate for solution for infusion is filed in 50 mL Type | clear tubular glass
vial (Siliconized) with 20 mm V8048 FM258/0 OMNIFLEX PLUS 2500/RF
rubber stopper and 20 mm aluminium flips off lavender seal.

2 years

After dilution of the solution in 5% glucose solution, chemical and physical
in-use stability has been demonstrated for up to 48 hours at +2°C to +E°C and
for 24 hours at +25°C.

From a microbiological point of view, the infusion preparation should be used
immedi

If not used |rrrne¢aldy in-use storage times and conditions prior to use are.
the responsibility of the user and would normally not be longer than 24 hours
at2 °C o B °C unless dilution has taken place in controlied and validated
aseptic conditions.

Keep the vial in the outer carton in order to protect from light Do not freeze.

Inspect visually prior to use, Only clear solutians without particles should be used.
The medicine is for single use only. Any unused solution should be discarded.

3. RECOMMENDATIONS FOR THE SAFE HANDLING

As with other potentially toxic compounds, caution should be exercised when
handiing and preparing oxaliplatin solutions.

Note: Artwork requires symbol of Scissor & dotted line, Perforation is not requiring in the artwork.

In case of overdose, you may experience increased side effects, Your doctor
may give you appropriate treatment for these side effects.

If you have any questions about your treatment, ask your doctor, nurse or
pharmacist.

Like all medicines, this medicine can cause side effects, aithough not
everybody gets them.

If you experience any ﬂdu effect it is important that you inform your doctar
before your next treatment.

You will find described below the side effects that you could experience.
Mest serious side effects
Tell your doctor Immediately If you notice any of the following:

Very common (may affect more than 1in 10 people}

- Allergies/allergic reactions, occurring mainly during infusion, sometimes fatal

- Stomatitis / mucositis (sore lips or mouth ulcars)
- Low platelet count, abnormal bruising (thrombocytopenia). Your doctor will
take blood to check that you have sufficient biood cells before you start

treatment and before each subsequent course.

- Unexplained respiratory symptoms such as dry cough, difficulties in

breathing or crackles.

Common (may affect up to 1 in 10 people)

- Serious infection of the blood in addition to a reduction in white biocd cells
(neutropenic sepsis), which may be fatal

- Reduction in white blood cells mmpamed by fever >383°C ora
prolonged fever > 38°C for more than one hour (febrile neutropenia)

& of an allergic or sudden signs such as
rash, itching or hives on the skin, difficulies in swallowing, swelling of the
face, lips, tongue or other parts of the . shortness cf breath, wheezing or
ftrouble breathing, -xm:me tiredness (you may feel you are going to faint). In
the majority of cases, these symploms occurred during the infusion or
immediately after but dsl-ysd allergie reactions have also been observed
hours or even days after the infusion.

- Pain in the chest or upper back, difficulty breathing and coughing up blood
{symptoms of clots in the lung).

Uncommon (may affect up to 1 in 100 people)

- Seriaus infection of the blood (sepsis), which may be fatal.
- Blockage or swelling of the bowel.

- Difficulty in hearing, vertigo, ringing in ears

Rare (may affect up to 1 in 1,000 psaple)

- Unexpected bleeding or brulsmu due to widespread blood clots throughaut
the small bicod vessels of the body (disseminated intravascular
coagulation), which may be fatal

- Abnormal bruising, bleeding or signs of infection such as a sore throat and
high temperature

- Persistent or severe diamhoea o vomifing

- Reversible short-term loss of vision

- A group of symptoms such as headache, altered mental functioning, seizures

and abnormal vision from blurriness to vnsuon Iou. (symptoms of reversible
posterior disorder)

- Extreme tiredness with decreased number of ud blood celis, and shortness
of breath (haemolytic anaemia), alone or combined with low platelet count,
abnormal bruising (thrombocytopenia) and kidney disease where you pass
little or no urine (symptoms of Hasmolytic-uraemic syndrome)

- Scarring and hck-nlnn in m= lungs with difficulties in breathing, sometimes
fatal (interstitial lung dis

- Pain in upper abdomen md hacluwn associated with nausea and vemiting.

Very rare (may affect up to 1in 10,000 pecple)

- Kidney disease where you pass litthe or no urine {symptoms of acule renal failure)
- Vascular disorders of m iver (symptoms include abdominal paln and swelling,
weight gain and tissue swelling of the feet, ankles or other parts of the body).

The handiing of this cy | requires e
precaution to guarantee the pm(ncloﬂ of the handler and his suroundings.
The prtpardhon of injectable solutions of wwhmc agents must be carried out
by ‘specialist with the medicines used, in
:ondnomhdgunm the integrity of the nmduct. the protection of the
environment and in particular the protaction of the personnel handling the
medicines, in accordance with the hospital policy. It requires a preparation area
resenved for this purpose. It is forbidden to smoke, eat or drink in this area

Persannel must be pmmd:d with appropriate handing materials, notably long
sleeved gowns, protection masks, caps, protective goggles, sterile single-use
gloves, protective covers for the work area, containers and collection bags for
waste.
Excreta and vomit must be handled with care.
Pregnant women must be warned to avoid handling eytotoxic agents.
Any broken conunef must be freated with the same precautions and

waste. C. waste should be
incinerated in wnax:r,v labelled rigid containers. See below chapter ‘Disposal”,
If oxaliplatin concentrate for solutien for infusion, should come into contact
with skin, wash immediately and thoroughly with water.
If oxaliplatin concentrate for solution for infusion, should come into contact
with mucous membranes, wash immediately and thoroughly with water.
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Not known (frequency cannct be estmated from the available data)

- Serious infection of the blood and low blood pressure (septic shock), which
may be fatal

- Abnormal heart rhythm (QT prulmgmjon:, that can be seen on
electrocardiogram (ECG)‘ which mny fatal

ne (symptoms of ), which

'N:durrlna\ ppain, nausea, bloody vomit of vomit that looks Eku "l:uﬂne
graunds or dark- Ty Stools of
with potential bleeding or perforation), which mey be fatal
- Decreased blood flow to the intestine/bowel (intestinal ischaemia), which
may be fatal

- Spasm of the throat causing difficulty in breathing

- Auto-immune reaction 1=ndmg to reduction of all biood cell lines
[{ include easy bleeding, easy
bruising, shomeas of b!eath extreme lethargy and weakness, and an
increased risk of infection due 1o the immune compromised state).

- Stroke symptoms (including sudden severe headache, confusion,
one of both eyes, numbress or weakness of face, lrmnrleq 3
face drooping, trouble loss of balance and speech difficulty)

- Pneumonia (serious lung infection ) which may be fatal

Other known side effects of Oxallplatin concentrate for sclution for

infusion are:

Very common (may affect more than 1in 10 people)

« Oxaliplatin concentrate for solution for infusion can affect the nerves (peripheral
nneurcpathy). You may feel a tingling andior numbness in the fingers, toes, around
the mawth of in the thcat, which may someimes Gocus in association wilh cramps.

These effects are often friggered by exposure to cold e,g. opening a refrigerator
or holding a cold drink. You may also have difficulty in performing delicate tasks,
such as buttoning clothes, Although in the majority of cases these symotoms
resolve themselves completely, there is a possibility of persistent symptoms of
peripheral sensory neuropathy after the end of the treatment.

Some people have experienced a tingling, shock-like sensation passing down
the arms or frunk when the neck s flexed.

= Oxaliplatin concentrate for solution for infusion can sometimes cause an
unpleasant sensation in the throat, in particular when swallowing, and give the
sensation of shortness of breath. This sensation, if it happens, usually occurs
during or within hours of the infusion and may be by exposure to the
cold. Although unpleasant, it will not last long and goes away without the need
for any reatment. Your doctor may decide to alter your reatment as a result.

= Oxaliplatin concentrate for solution for infusion may cause diarrhea, mild
nausea (feeling sick) and vomiting (being sick); however medication to
prevent the sickness is usually given to you by your doctor before treatment
and may be continued after treatment.

« Oxaliplatin concentrate for solution for infusion causes temporary reduction in
the number of blood cells. The reduction of red cells may cause anemia (a
reduction of red celis), abnormal bleeding or bruising (due to a reduction in
platelets). The reduction in white blood celis may make you prone o infections.

Your doctor will take blood to check that you hwe wmaem Nuud cells before

you start treatment and before each subsequent course,

« Sensation of discomfort close to of at the injection site during the infusion,
« Fever, rigors (remors), mild or severe tredness, body pain,

+ Weight changes, loss or lack of appefite, taste disorders, constipation,

+ Headache, back pain,

s Aunaimal toriglde sensaon predtal) aiorkig dgodt;

= Stomach p:
« Abnarmal bleedmg including nose bleeds,
« Allergic react which

may be red and itchy, nﬂd}drm(ﬂopeqa)
« Alteration in biood tests including those relating to abnarmalities in liver funct

Common (may affect up to 1in 10 people)

« Indigestion and heart burn, hiccups, flushing, dizziness,

« Increased sweating and nail disorders, flaking skin,

« Chest pain,

* Lung disorders and runny nose,

« Joint pain and bone pain,

« Pain an passing urine and changes in kidney function, changes of frequency
of urination, ration,

« Blood in me urineistools, sweling of the veins,

« High blood pressure

+ Depression and insomnia,

4, PREPARATION FOR THE INTRAVENOUS ADMINISTRATION

Special precautions for gdmin/siration

« DO NOT use injsction equipment containing aluminium

= DO NOT administer undiluted.

* Only 5% glucose solution is to be used as a diluent. DO NOT dilute for
infusion with sodium chloride or chioride containing solutions.

« DO NOT mix with any other medicines in the same infusion bag or
administer simultaneously by the same infusion line.

» DO NOT mix with alkaline medicines or salutions, in particular S-fluorouracil,
folinic acid preparations containing trometamol as an excipient and
trometamol salts of others active substances. Alkaline medicines or solutions
will adversely affect the stability of oxaliplatin,

lnstruction for use with folinle acld (as calclum folinate or disodium

lolinate]

Oxaliplatin BSmgim* IV infusion in 250 to 500 ml of 5% glucose salution i

the same time as folinic acd intravenous infusion in 5% glucose soumn,wurzla 6

hours, using a Y<ine placed immediately before the mofriua:

These two medicines should not be combined in the same infusion bag.

Folinic acid must not contain trometamol as an excipient and must only be

diluted using isctonic 5% glucose solution, never in alkaline solutions or

sodium chiaride or chloride containing solutions.

Oxaliplatin should always be ed before fluoropyr ie.

(602368) Date: 02_11_19

+ Conjunctivitis and visual problems,

= Decreased levels of calcium in the blood,

« Swelling of the nerves to your muscles, neck stiffness
«Fall

Uncommon (may affect up to 1 in100 people)
+ Nervousness.

Rare (may affect up to 1in 1,000 people)

« Loss of heanng,

Frequency not known (frequency cannot be estimated from the available data)

« Allergic vasculitis (inflammation of blood vessels),

« Convulsion(uncontrolied shaking of the body).

= Myocardial infarction (Heart attack), angina pectoris (pain or uncomfortable
feehnpm the mm}

The cther ingredients are water for injections.

What Oxaliplatin Concentrate for solution for Infusion looks like and
contents of the pack:

1 mi concentrate for solution for infusion contains 5 mg cxaliplatin,
Oxaliplatin concentrate for solution for infusion is a clear colourless solution
free from visible particles

Each glass vial is packed in individual carton.

10 ml of concentrate for solution for infusion contains 50 mg of cxalipiatin,
20 mi of concentrate for solution for infusion contains 100 mg of oxaliplatin,
40 ml of concentrate for solution for infusion contains 200 mg of oxaliplatin

Not all pack size may be marketed.
Holder and
Holder

of the lining of the -the

wbe that connects your mnulh ‘with your stomach- resulting in pain and
swallowing )

« Risk of new cancers. Leukemia, a form of blood cancer, has been reported
in patients after taking Oxaliplatin concentrate for solution for infusion in
ccombination with certain other medicines. Talk to your doctor about the
potential for increased risk of this type of cancer when taking Oxaliplatin
concentrate for salution for infusion and certain other medicines.

Reporting of side effects

If you get any side effects, talk 1o your doctor, pharmacist or nurse. This
includes any possible side eflects not listed in this leafiet. By reporting side
effects .you can help provide more

information on the safety of this medicine.

For UK- You can also report side effects directly via Yellow Card Scheme,
Wiebsite: www.mhra.gov.uklyellowcard or search for MHRA Yellow Card in the
Google Play or Apple App Store.
For Ireland-You can also report side effects directly via
HPRA Pharmacovigilance
Earisfort Terrace, IRL - Dublin
Tel *353 16764971, Fax: 4353 16762517
bsite: www.hpra e
e—mall mednmy@hptlln

For Malta- You can also report side effects directly via ADR Reporting,
ite. www medicinesauthority gov m/adrportal

Keep this medicine out of the sight and reach of children.

Prior to mixing this medicine must be kept in the outer carton in order to be
protected from light and must not be frozen.

Do not use this medicine after the expiry date (EXP) which is stated on the
outer pack and vial Iabel. The expiry cate refers o the last day of the month

Chemical and physical in-use stability has been demonstrated for 48 hours at
2°C to 8°C and for 24 hours at +25°C. From a microbiological paint of view,
this infusion preparation H not used X
in-use storage imes and conditions priof ta use are the respansibility of the
user and would normally not be longer than 24 hours at 2°C 1o 8°C unless
dilution has taken place in controlled and validated aseptic conditions.

Do not use Oxalipiatin concentrate for solution for infusion if you notice that
the solution is not clear and free of particies.

Medicines should not be disposed of via wastewater or household waste. Ask
your pharmacist how to dispose of medicines na longer required. These
rnnsumsml help to protect the environment.
Onxaliplatin concentrate for solution for infusion should not come into contact with the:
eyes or skin. If there is any accidental spillage, teil the doclor or nurse immediately.

When the infusion has finished, Oxaliplatin concentrate for solution for
infusion will be disposed of carefully by the doctor or nurse

What Oxallpiatin Concentrate for solution for infusion contalns:
Oxaliplatin concentrate for solution for infusion contains the active ingredient
oxalipiatin

S-fluorouracil.
After oxaliplatin administration, flush the fine and then administer 5-fuorouracil.

For i L on medicines i

corresponding manufacturer's summary of prudw& chandmems
- USE ONLY the recommended solvents {see below).

- Only clear solutions without particies should be used.

. see the

4.1 Preparation of the Infusion solution

Withdraw the required amount of concentrate from the vial(s) and then dilute
with 250 mi to 500 mi of a 5% glucose solution to give an oxaliplatin
concentration between not less than 0.2 mg/ml and 0.7 mg/mi. The
‘concentration range over which the physico-chemical stability of oxaliplatin
has been demonstrated is 0.2 mg/mi to 2.0 mg/mi.

Administer by Intravenous infusion

After dilution in 5% glucose, chemical and physical in-use stability has been
demanstrated for 48 hours at +2°C to +8°C and for 24 hours at +25°C.

From a microbiclogical point of view, this infusion preparation should be used
immediately.

If not used immediately, in-use storage times and conditions priof 1o Use are
the responsibility of the user and would normally not be longer than 24 hours
at 2°C to 8°C unless dilution has taken place in controlled and validated
aseptic condiions.

Note: Artwork requires symbal of Scissor & dotted line. Perforation is not requiring in the artwork.

United Kingdom

Accord Healthcare Limited

Sage House, 318 Pinner Road, North Harrow, Middlesex, HA1 4HF
United Kingdom

Ireland/Malta
Accord Healthcare Ireland Limited
Euro House, Euro Business Park, Little Island, Cork T45 K857, Ireland

Manufacturer
Accord Healthcare Limited,
Sage House, 319 Pinner Road, North Harrew HA1 4HF, United Kingdom

Accord Healthcare Polska Spz o.0.,
ul. Lutomierska 50,85-200 Pabianice, Poland

This medicinal product Is authorised in the Member States of the EEA
undqr the following names:
of the

Name Name of the medicinal product
Member State
United Kingdom  Oxaliplatin 5 mg/mi Concentrate for Solution for Infusion
ia Oxaliplatin Accord 5 mg/ml Kenzentrat zur Herstellung
einer Infusionsidsung
Belgium Onxaliplatin Accord Healthcare S mg/ml concentré pour
solution de perfusion/ concentraat voar oplossing voor
mlhsm / Konzentrat zur Herstellung einer in'usmnsiﬂsung
Bulgana Auum 5 mgimi
HHDYIHOHEH Pi
Czech Republic  Oxaliplatin Aacmf 5 mg/ml Koncentrat pro Pfipravu
Infuzniho Roztoku
Germany Onxaliplatin Accord 5 mg/mi Konzentrat zur Herstellung
einer Infusionslésung
Denmark Oxaliplatin Accord 5 mg/mi kencentrat til infusionsveeske,
lgsning
Estania Oxailpiatn Accord 5 mg/mi infusiconilahuse kontsentraat
Spain Onaliplatine Accord 5 mgimi Concentrado para Solucién
para Perfusién EFG
Finland Oxllloiahn Accord 5 mg/mi Infuusiokonsentraatti, Liuosta
Varten/ koncentrat till infusionsvatska, [6sning
France Oxaliplatin mgimi concentré pour solution de perfusion
Hungary Oxaliplatin Accord S mg/mi koncentratum oldatos infuziéhaz
Ireland Oxaliplatin § mg/mi Concentrate for Solution for Infusion
ialy Oxaliplatine Accord § mg/mi concentrato per soluzione per
infusione
Latvia Oxaliplatin Accord § mg/ml kencentrits infiziju $kiduma
pagatavodanai )
Lithuania Onxaliplatin Accord 5 mg/mi koncentratas infuziniam tirpalul
Maita Oxaliplatin 5 mg/mi Concentrate for Solution for Infusion
The Netherlands Oxaliplatine Accord 5 mg/mi concentraat voor oplossing
voor infusie
Poland Oxaliplatinum Accord, 5§ mg/mi, koncentrat do
orzadzania roztworu do infuzji
Portugal Oxahpmni Accord
Romania Oxaliplatin Accord ntru solutie ils
Sweden Onxaliplatin Accord 5 mgml koncentrat till infusionsvitska,
l6sning

The leaflet was last revised in 08/2018.

Inspect visually prior o use. Only clear solutions without particies should be used,
The medicine is for single use anh' Ary unused infusion solution should be
discarded (see chapter "dispasal” bell

NEVER use sodium chiaride or chioride containing solutions for dilution.
The compatibility of Oxaliplatin solution for infusion has been tested with
repr . PVC-based, i sets.

4.2 Infusion of the selution
The administration of oxaliplatin does not require prehydration.

Oxaliplatin diluted in 250 to 500 mi of a 5% glucose solution to give a
concentration not less than 0.2 mg/ml must be infused either by peripheral
vein or central venous line over 2 1o 6 hours. When oxaliplatin is administered
with 5-flucrouracil, the oxaliplatin infusion must precede the administration of
S-fluerouracil

4.3 Disposal

Remnants of the medicinal product as well as all materials that have been
used for dilution and administration must be destroyed according to hospital
standard procedures applicable to cytotoxic agents in accordance with local
requirements related to the disposal of hazardous waste,

INPOST
10 3374 2 602363,
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