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Iepexaan Jlucra-sraaauma: indopmanis aas nauicnra,
10 MAPKETYETHCSA TA MAAHYETHLCS /10 BBO3Y HAa TepuTOpilo YKkpaiuu

AKKopa
Juctok-rknaanu: IHOOPMALLIA JUTS TTALIIEHT A
OkcaninIaTHH KOHUEHTPAT s po3uuny aas indysiii, 5 mr/ma
Oxcaninnarux

VBaXHo npoynTaiTe Leil TMCTOK-BKIAIHLI, epe]l THM, SK PO3NOYaTH 3aCTOCYBAHHS Npenapary.

e 30GepiraiiTe Hel THCTOK-BKIAAHIL U1 TOTO, 1100 nepeunTaTH #oro y pasi HeoOXiAHOCTI.

e Slkwo y Bac BHHHKaIOTL 10AATKOBI 3aNHTaHHA, 3BEPHITHCA 10 CBOTO Jikaps, GapmauesTa aGo MeacecTpH.

e Slxkmo y Bac Bunukan xeGakaHi sBHLIA, 3BEPHITHCA 10 CBOrO Nikapd, dapmainesra abo meacectpu. Lle
CTOCYETBCA HeOaXKaHHX siBHLI, HE BKa3aHHX B LIbOMY JTHCTKY-BKIaauwi. J{u. posain 4.

HAxa indopmauis HaBe1eHA B ILOMY JHCTKY-BKJIAARIII

1. o Take OkcaniniaTHH, KOHUEHTPAT I8 PO3YMHY A1 iH(Y3iil, i 118 Yoro Horo 3acTOCOBYIOTE.

2. llo cnij 3HaTH Nepe NoyaTkoOM 3acToCyBaHHs npenapary OKcaninnaTiH, KOHUEHTPAT TS PO3YHHY /Ui
iHdy3ii.

Ak cnin 3acrocoByBatn OKcaniniaaTHi, KOHUEHTPAT IS PO3YHHY A iHdy3iil.

Moxausi HebaxaHi sBuLIa.

Sk cnin 36epirati OkcaninnaaTiH, KOHUEHTPAT ANA PO3YHHY ANs iHDY3iii.

6. Bwmict ynakoBku Ta iHia iHGopmaris.

v

1. o Take OkcaninaaTui, KOHUEHTPAT LIS PO3UKHY Ast iHDY3iil, i 475 HOr0 HOro 32CTOCOBYIOTE,

ITosHoo Hassowo Baworo nikapebkoro npenapary € «Okcaniniatii, KOHUEHTPAT 418 PO3uHHY 1% iHdysiii,
5 Mr/ma», ane Hajali B UBOMY JHCTKY-BKIAAHIIL MH Ha3uBaTHMEMO Horo «OkcaniniaTH, KOHUEHTPAT s
po3uuHYy s iHy3ii»,

AKTHBHHM iHrpesicnTom npenapary OKcaninmaTHH, KOHIIGHTPAT ANIA po34MHy Aa iHdysiil, € okcaninnaruy.

Oxcainiatii, KOHUEHTPAT I8 PO34MHY And iHdy3ill, 3aCTOCOBYIOTh A1s TiKYBaHHS PaKy TOBCTOI KHIIKH
(nikyBanns paky Tosetof kuimk I11 ctazii nicis noBHOT pe3ekiiii IEPBUHHOT MYXJIMHU, METACTATUYHOTO PakKy
TOBCTOI Ta NPAMOT KHWIKK). OKcaminjaTtiH, KOHUEHTPAT ANs PO34MHY Ans iHQy3il, 3aCTOCOBYIOTH B
KOMOIHALIT 3 IHIIMMKM NPOTHPAKOBHMH JIIKaPCEKMMH 3acobamu, S-hTopypanunoM ta GomiHOBOK KHCIOTOIO.
Oxcaniniarit, KOHUEHTPAT VI PO3YMHY Ans iHdy3ii, C1iA PO3UHHATH Ta BBOAHTH y BeHY B OpMi posumHy.
OxcaninuaTid, KOHUEHTPAT AN  po3uMHy ts iHdy3iil, € aHTHHeONIacTHYHMM a0 MPOTHPAKOBMM
npenapaTtom, L0 MICTHTE IJIATHHY.

2. Ilo Bam caia 3HaTH nepea movaTKOM 3acToCyBaHHs npenapaty OKcaXiniaTun, KOHIEHTPAT A8
po3YHHY Aad indys3iii.

Bam ne caig 3acrocoByBarn OxkeaniniaTun, KONNEATPAT a8 PO3UHHY A5 indysiii, y Bunagkax:

- Hasuocri aneprii fo okcaninnatuny aGo 10 Gyab-SKOro iHWOro iHrpenienTa npenapary Okcaninnaris,
KOHUEHTPAT Ul PO3YUHY 115 iH(]y3iil.

- Slkwo Bu roayere rpymaio.

- SAxwmo y Bac 3HmxeHunii BMicT KNiTHH KpPOBi.

- Skumio Bu BinuyBaere nokontosanHs Ta OHIMiHHS NabUiB pyk Ta/abo Hir, Ta y Bac BHHUKAIOTE NPOGIEMH
NpH BUKOHAHHI IeNIKaTHUX pobiT, Hanpukiaj, 3acTiGaHHi rya3ukiB Ha oaa3i.

- Slkwo y Bac HasBri TskKi nopyieHHs GyHKUiT Hupok.

3acrepexenns Ta 3anobikui 3axoau

[TpokoncynbTyiitece 3i cBoiM Jgikapem aGo apmaleBTOM [0 MOYATKY 3acTOCYBAHHA mpenapaty

OxcaninaaTiy, KOHUEHTPAT A8 Po3uMHY Ans indysiii:

- JAxwo y Bac B Munynomy Gynn anepriuui peakuii Ha nikapchki 3aco6u, 10 MiCTATb MIATHHY, TAKHX, K
KapOOMIaTHH, UHCNIATHH. ANEpriYHa peaKLis MoXIHBa nij yac Gyab-9Kkoi indy3ii okcaninnatuuy.

- ko y Bac HassHi nopywenHs Gpynkuii Hupok cnabkoro abo noMipHOro CTyneHs THKKQOTI.
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- SMxwo y Bac nasBri OGyab-aki npobinemu 3 nedinkoro abo aHoManbHi pesynbrati (QyHKUIOHANBHHX
NEYiHKOBHX TECTIB y Mepiof NiKyBaHHS.

- JSxmo y Bac HasBHi po3naam cepueBol AisNbHOCTI HA MOMEHT JikyBaHHs ab0 B MHHYJIOMY, Taki, K
aHoManii, BUABJICH] 3a pe3y/ibTaTOM €JeKTPOKapAiorpamMH, BiJoMi, sk 30i/bIICHHS TPHBATOCTI IHTEpBaNY
QT, neperynapue cepueurrs abo npobiemu 3 cepueM HasBHI B ciMeliHOMY aHamHe31.

JliTH Ta nUTiTKR
OkcaninnaTiH He CJ1ijl 3aCTOCOBYBATH B Teparii aiTeli ta mianiTkiB BikoM 10 18 pokis.

Inwi aikapeebki 3aco0n Ta OKcadinIaTHH, KOHUEHTPAT /IS PO3UHHY st iHy3ii

ITosinomre cBoro nikaps abo dapmauesTa, skuo0 By 3acTOCOBYETe, 3aCTOCOBYBaM paHiime a6o MOKIHBO
Oynere 3acTocoByBaTH Oyab-sKi Tikapchki 3aco0M.

- S-cropypaunn (abo Gyab-skui iHLIKIE TpoTHpakoBHii 3aci6)

- Eputpomiuns (antutioTnk)

- Caniumnaru (3ne6omoBanbHi nikapeski 3aco6H)

- I'panicerpoH (mpoTubaoBoTHHIL 3aci6)

- Tlaknitakcen (mpoTHpakoBHii 3acib)

- Harpiwo Bansnpoar (mpoTHeninentTH4H#ii 3aci6)

BariruicTs, nepioa rogysanus rpyaaio 1a GepruiibHiCTL

BariTthicTs

- He pexomenjoBano BariTHiTH B nepioA Tepanii okcaniniaTHHOM, OTKe, HEOOXiIHO BHKOPHUCTOBYBATH
eeKTHBHI METOAH KOHTpaLenii.

- JKiHkam cni BHKOPHCTOBYBATH HaNeKHI MPOTH3ANAiAHI 3aco6u B Mepioa Tepanii Ta NPOTAroM YOTHPLOX
MicALIB mic/ 1T 3aBepuIeHHs.

- Slxmo Bu BariThi abo nnanyete BariTHiCTb, Jy’Ke BaKIHBO NPOKOHCY/IbTYBAaTHCH 3 Bammm tikapem 1o
NOYaTKy JiKYBaHHS.

- Skmo By 3aBarithinn B nepioa tepanii, Bam ciiia noBiAOMUTH Npo 1ie CBOTO JTikapst HeraitHo.

INepioa ropysanHHs rpymamo
- ¥ nepioa Teparnii okcaniniaTHHOM HE CIIiJ FOAYBATH FPYIIO.

DepTHIIBHICTE
- Okcaninnatii Moxe BUKJIMKaTH Gesrutiaas, ske Moxe OyTtH HeoGopoTHum. [lauienTam-yonoBikaM i

3BEPTATHCH 3@ KOHCY/IbTALIEIO 111010 30epiraHHs cnepMi 10 MoYaTKy JiKyBaHHS.
- Tlauientam-yonopikam GaxaHo He craBaTh GaTbkaMmH B Nepioa Tepanii Ta MPOTATOM IECTH MiCALIB Mmic/s
i1 3aBeplLIeHHs, B 1ief nepioji ¢/l BAKOPUCTOBYBATH HANIGKHI METOAM KOHTpaLlenii.
Cnin npokoHcynbTyBaTHCh 3 Bammm nikapem abo dapmaueBtoM [0 mouatky npuiiomy O6yab-aKoro
niKapcbKoro 3acoby.

Kepysannsi asToTpancnopTraumu 3aco6aMu T4 BUKOPHCTAHHS MaLIHH:

ITin yac Tepanii i3 3acTOCYBaHHAM OKcaminiaTHHy 30INbLIYETBCA PH3MK 3anaMOpPOYEHHS, HYAOTH Ta
6oBaHHA, a TaKOXK IHUIMX HEBPONOTIYHHX CHMIITOMIB, AKi BIUIMBAIOTL Ha XO[Yy Ta PiBHOBAry; y BHOAJAKY
PO3BUTKY TaKHX SBHLL CTil yTPHMYBATHCh Bill KEPYBaHHsA aBTOTPAHCIOPTHHMH 3aco6amu abo BUKOPHCTAHHS
IHWKX MawuH. Y BHnaaky npo6ieM i3 30pom y nepioa Tepanii i3 3acTocysanHaAM npenapary OKcalinuaru,
KOHUEHTPAT /I8 PO34HHY A indy3il, He cnin KepyBaTH aBTOTPAHCIOPTHHUMM 3aC00aMH, BHKOPHCTOBYBATH
cknaaHi MauHy abo 3aimMaTHCh HeGe3neuHoo AisBHICTIO.

3. Sk caig sactocosysatn OKcaninaaTHi, KORUEHTPAT A48 POIYHHY A iH]Y3iil.

OkcaninaaTi, KORUEHTPAT AT PO3UKHY s indy3iii, npu3HAYEnNii 10 33CTOCYBANNS BHK/IOYHO B
Tepanii 10pocanx,

Jlist 01HOPA30BOI0 3aCTOCYBAHHS

JosyBanusn

Ho3y npenapary Okcaninnatii, KOHUEHTPAT IS PO3YMHY s iHY3iii, po3spaxoByIOTh iHIMBINYaNBHO, 3a
njioniero noeepxui Bauroro rtina. [1oti1y po3paXxoByrHOTh 3a pOCTOM Ta MAcoloO Tija.



CranpapThHa 103a JUls JIOPOCAHX, BK/IKOYHO 3 NaUi€HTaMH JITHBOrO BiKy, ctaHoBuTh 85 Mmr/m? momwmi
nosepxHi Tina. Jlo3a, 10 3aCTOCOBYETbCH, 3@1€KMTh TAKOK Bill Pe3yNbTaTiB aHali3iB KpoBi, a Takox Bil
HasBHOCTI HeDakanuX ABHUL pH npuitomi npenapary OKcalliniaTiH, KOHUSHTPAT ANd PO3YHHY Ans iHdysiii,
paHiuue,

Cunocid 3acTocyBanus

e OkcaniniaTiH, KOHUEHTPAT A4 PO3uMHY Ans iHdy3ii, Moxke Oyrn Bam npusHauenuii cnetianictoM-
OHKOJIOTOM.

¢ BBoaMTH npenapar NoBHHEH CrewianicT y ranysi 0OXOpoHH 310poB’s, sKkuii Gysie roTyBati HanexHy 03y
npenapary OKcaliniaTtiy, KOHUEHTPAT 11 po3duHy 1s iHdyziii.

e OkcaniniaTvH, KOHUEHTPAT And PO3UMHY s iHdy3iil, BBOAATS Y dopMi noBinbHOT in’€KUiT B OIHY 3 BeH
(BHyTpimIHBOBeHHA iH(]Y3id) TpHUBaTiCTIO 2 — 6 rOAHH.

® OxcaniniaTHH, KOHUEHTPAT A8 PO3unHy s iHdy3iii, cnia BBOANTH 0AHOYACHO 3 (ONiHOBOIO KHCIOTOIO
Ta nepeaindysieio S-bropypaumny.

Yacrora 3acTocyBaHHs
Sk npaBuno, iHGY3iT 30iHCHIOIOTE 3 IHTEPBAIOM B [1Ba THIXKHI.

TpuBanicts TKYBaHHA
Tpusanicts nikyBanHs Gyae Bu3HaueHa Baumm nikapem.

TpuBanicts JniKyBaHHs CTAHOBUTb MAKCMMYM LIICTh MICAWIB, SKINO JIKYBAHHA MOYMHAIOTH MiCNs MOBHOT
pe3eKuil NyXJHHH.

3acrocyBanns npenapaty OKcaJinIaTHH, KOHUEHTPAT A8 PO3unHy aas indysiii, y 103i, Bumiii 3a
norpibuy

OckinbkH ueil nikapcekui 3aci6 BBOANTE CnewLianicT y ramysi OXOpOHH 310pOB’S, HMOBIPHICTH OTPUMaHHS
ftoro y BuLLil aG0 HUKYIH 1031 € AyKe HU3BKOIO.

Y BUNAAKYy Nepefo3yBaHHs MOXKNHBE MOCHIEHHs HeGakanux sBULL. Ball jikap npusHauuTh HanekKHE
NiKYBaHHS y 3B’ A3KY 3 UMMH ABHILIAMH.

3a HasBHOCTI MUTaHb OO JiKYBaHHS CJIiJ 3BEPHYTHCH JI0 NiKaps, MezicecTpu abo dapmaliesTa.
4. Moxausi nebaxani aBuuIa

Sk i yei immi nikapeeki 3aco0u, ueil npenapar Moxe BUKIHKATH HeOakaRi ABILLA, X04a BOHH BHHHKAIOTh HE
y BCIX,

Skwo y Bac Bunukno neGaxkaHe sBHLUIE, 1ykKe BaXIHBO MOBIIOMHTH MO IIe CBOrO JiKaps JO MOYaTKY
HACTYIHOIO BBEJIEHHS Ipenapary.

[ndopmariio mono MoxkIHBUX HeGaxaHUX ABHLL HABEAECHO HHKYE.

Haiitiabm cepiio3ni Hebaxkani siBula
ITosizomTe cBOTO NiKAps Heraiino, AKWIO y Bac BUHHKIIO Oy/b-AKe 3 TAKUX ABHLL

Hyxe wacti (MoxauBi y > 1 i3 10 nauienTis)

- Anieprisi/anepriyna peaxilif, HaifqacTilue BUHHKAE Mia yac iHY3ii, iHkonM Hacyi10K Moske GYTH NeTanbLHIM.

- CTomaTHT/MyKO3NT (BHpa3KkH Ha ryGax abo y poToBiit MOposkKHHHI)

- Husekuii BMiCT TPOMGOUNTIB, aHOMATBHE YTROPEHHS CHHLIB (TpomGounTonenis). Bamw nikap issme y Bac
KPOB /ISl aHANi3iB JUIS MEPEBipKH TOro, YH € JOCTATHIM BMICT KiTHH KPOBi nepej mouaTkoM Tepanii Ta
nepel KOXKHUM HACTYIHHUM KYPCOM.

- Cumnromu 3 Goky AuxanbHOi cucTemy Ge3 MpuuMH, Taki AK Cyxuil Kauieidb, YCKIaj[HEHe IMXaHHS Ta
XPHIIH.

YHacri (Mmoxausi y 1 i3 10 nauienTis)
- Cepiiosni indexuil kposi, ycknagHeHi 3HukeHHSM BMicTy seiikoumtis (Ginux KiiTHH KpOBi)
(HelTponeHiuHMii CEncue), iKi MOXYThb MPUIBOANTH /10 JIETAILHOTO HACTIAKY.
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- 3HMXKEeHHS BMICTY JNeHKoUMTIB (OinMX KMITHH KPOBi), 110 CYNPOBOMXKYETLCA NIABHLIEHHAM TeMNepaTypH
Tina po 38,3 °C i suwe abo TpuBana nMxoMaHka 3 Temneparyporo Tija o 38 °C i BHLIE NPOTATOM NoHan
o/iHiel roaunn (dhebpuibHa HeHTponeHis).

- Cumnromu anepriynoi aGo anadinaktuyHoi peakuii 3 panToBOIO MOABOK TaKHX O3HAK, SK LIKIpHI
BHCHIIAHHA, cBepObK a0 KPOMHB'AHKA, YCKIaAHCHE KOBTaHHA, Habpsk obmwyus, ryd, s3uka abo iHmmx
YA4CTHH TiNa, 3a]MLIKa, Xpunu abo yCKiagHeHe AMXaHH:, Hal3BHYaitHa BTOMIIOBAHICTD (BIAYYTTA BTpaTH
cBigomocTi). Y GinbIIOCTi BUMAAKIB Taki CHMITOMM BUHHKAIOTH Mij wac indy3ii abo oapasy micns el ane
€ MOBIJIOMJIEHHSA TAKOXK i Mpo BiACTpoueHi anepriuni peakuii, uepes kinbka rogun abo HaBiTH AHIB Micas
indyaii.

- bine y rpyasx abo BepxHiii yacTHHI cnuHM, ycKiajaHeHe AuXaHHA abo Kaulelb 3 KPOB'IO (CHMITOMH
HasgBHOCTI TPOMOY B JIereHsx).

Heuacri (moxmuBi y < 1 3i 100 nauienTis)

- Cepiio3ni indekuii kposi (cencuc), ski MOXKYTh MPU3BOANTH [0 JIETATBHOIO HACTIIKY.
- Henpoxiznicte abo Habpak KuLIEYHUKY.

- Tlpobnemu 3i cniyxoM, 3anaMopoYeHHs, A3BiH y Byxax.

IMooaunoxi (Moxuei y < 1 3 1000 nauienTis)

- Kposoteua abo yTBopeHHs cHHIIB Ge3 OYeBMAHMX NMPUYMH BHACHIIOK MOwMpenHs TpoMmOiB v kaninapax
(aucemiHOBaHE BHYTPILIHbOCYAMHHE 3rOPTAHHA KPOBI), IHKOITH 3 IETANBHUM HACTiIKOM.

- AHOMalbHe YTBOPEHHS CHHLIB, KpoBOTedi, aG0 oO3HakW iHQexuii, Taki, #K aHriHa Ta NiABHILEHHSA
TeMIlepaTypH Tina.

- Criiika abo TsxKa niapes uu GnrOBaHHS.

- O6opoTHa, KOPOTKOTPHBAJA BTPaTa 30py.

I'pyna Takux CUMNTOMIB, SiK ronOBHMIi Oiib, 3MiHA (YHKUIOHYBAHHS TOJOBHOIO MO3KY, CYIOMH Ta

aHomanii 3 GOKy 30py, BiJl HEWiTKOCTi 70 BTpaTrH 30py (CHMOTOMH CHHIAPOMY 3BOPOTHOI 3aHLOI

JefikoeHuedanonarii, pikicHoro HeBpOJIOTiYHOTO 3aXBOPHOBAHHA)

Han3suyaiiHo CHIBHA BTOMIIOBAHICTB 3i 3HHKEHHSM BMIiCTY €pPUTPOLHMTIB (YEPBOHMX KJITHH KpOBi) Ta

3aJIMIIKOI0  (reMONiTHYHA aHeMis), i30n1boBaHa aB0 YCKNaJAHEHA HH3BLKHM BMICTOM TPOMGOLMTIB,

aHOMANBHHM YTBOPEHHAM CHHUIB (TPOMOOLMTOMNEHIA) Ta 3aXBOPIOBAHHAM HHPOK, CHMITOMOM SKOrO €

BIICYTHICTb BHBE/JICHHS ce4i abo BHBeAeHHs Jyke Manol KIABKOCTI cedi (CHMITOMHM TeMOIITHKO-

YPEMiUHOr0 CHHAPOMY).

VTBopeHHs pyOLiB Ta NOTOBIUEHb Y JIETEHAX i3 YCKIAAHEHHM AHXaHHAM, IHKOMH 3 JeTAIbHHM HAC/TIAKOM

(iHTepcTHUIMHE 3aXBOPIOBAHHS JIETEHIB).

Bink y BepxXHiii yacTHHI XHBOTA Ta CNHHI, acouiiioBanmii i3 HYNOTOW Ta GMOBaHHAM.

Pinkicni (Mosunsi y < 1i3 10000 nauienTis)

- 3axBOpIOBaHHA HHPOK 3 BMBEICHHAM JykKe Manol KiNbKocTi cewi abo BiACYTHICTb BHBEIEHHs cedi
(CHMIITOMH TOCTPOT HUPKOBOT HEJOCTATHOCTI).

- YpaxeHHs CyIHH NEYiHKH (CHMNTOMH BKIIOMalOTh Gilb y XHBOTI Ta Habpsk, 30inbIIeHHsS MacH Tina Ta
HaOpsK TKaHHH CTOM, FOMiaok abo iHIIMX YacTHH Tija).

Yacrora nesigoma (vactora He Moke OYTH BH3HAYCHA 32 HASBHHMH JJaHHMH)

- Cepiiosni indekuil KpoBi Ta HW3BKWIH apTepianbHuii THCK (CENTHYHMIL WOK) 3 MOXKJIMBUM JICTATLHHM
HACiAKOM,

- AHOMaJIbHHIi cepueBHii put™ (30inbuienns TpuBanocti inTepsany QT), skuii BHABIAIOTH 3@ pe3yIbTaTaMu
enektpokapaiorpamu (EKIT), 3 MOMKIIHBHM JIETAJILHUM HACTIIKOM.

- M’s3oBuii 6inb Ta Habpsaxu, B komBinawil 3i cnabkicTio, MXxoMaHKoi0 aGo 3a6apBaeHHAM Ceui B YePBOHO-
KOPHYHEBHH KOJMIP (CHMNTOMH YIIKO/UKEHHS M’43iB Nij Ha3Bow pabaoMionis), 3 MOKIMBHM JNeTalbHHM
HaCIiAKOM.

- binb y xuBoTi, Hynota, GmosanHs 3 kKpoB’io a6o GAIOBOTHI MacH, WO BUIMAAAIOTH, K «KaBOBA rymwa» abo
BHIIOPOKHEHHA TEMHOrO KOJIbOPY/AbOrTenoAiOnuii Kan (CHMNTOMM LITYHKOBO-KHMIIKOBOI BHpaskH 3
noteHuilinoo kpopoTeyero abo nepdopauicro), 3 MOKIHBUM NETATbHHM HACTIAKOM.

- Iloripuwienns HaaXO/KEHHA KPOBI [0 KHIUEYHHKA (ilIeMis KHMIICYHWKA), 3 MOMKIHBHM JICTATBHHM
HAC/IAKOM,

—



Cnasm y ropni, AKH BUKIHKAE YCKIAJAHCHE AHXaHH.

AyToiMyHHAa peakilis, fka NPH3BOAMTL JO 3HWKEHHA KIIbKOCTI BCIX KIITHH KpoBi (ayToiMyHHa
MAHUKTONEHIA) (MOAKITHBHMH CHMITOMaMH € CXHIBHICTD 10 KPOBOTEY, JIerke YTBOPEHHS CHHLIB, 3a/H1IIKa,
HaJ2BHYAAHO CHIbHA JeTapria Ta cnabKicTh i 3pocTaHHA PH3MKY iH(EKUiHHMX 3aXBOPHOBaHbL BHACTINOK
ocnabneHoro iMyHiTery).

CamnToMu iHCYNBTY (BKJIIOWHO 3 PANTOBHM THKKHM TONOBHMM GoneM, CIUIyTaHICTIO CBiZoMocTi,
MOTiPUWEHHAM 30py 01HOT0 a60 060X Oueil, OHIMIHHAM a0 cnadKicTIo M 43iB 061MyYYs, pykH 260 HOTH, SK
NpPaBHIO, 3 OAHOr0 OOKY, ONMYUIEHHAM TKaHHH 06/1Hyus, PoGIeMaMH 3 X0I0H0, 3aaMOPOYEHHSAM, BTPATOIO
piBHOBaru Ta Hepo3BipIMBICTIO MOBIICHHS ).

[TuesmoHis (cepiiosne iHdekuiiiHe 3aXBOPIOBAHHS JIEreHIB), 3 MOKINBUM NETaJEHHM HACIIAKOM.

Inmumu BitoMaMu HebakanuMu sBHIIAME npenapaty OkecaninaaTHH, KOHUEHTPAT AJ51 PO3UHHY /5
indysiii, € nacTynui:

Hyxe wacri (Moxausi y > 1 i3 3 10 nauienris)

OxcaminiatiH, KOHUEHTpaT MAMs  po3ddHy ans iHGysill, Moxe BrmBath Ha HepsH (nepudepuuna
Heliporiatif). Bu Moxere BivyBaTH NMoKoMOBaHHA Ta/ab0 OHIMIHHA NaIbLIB PyK Ta Hir, HABKOJO POTY
abo B ropi, AKe iIHKOJIH MOXe CYMPOBOKYBATHCh CYIOMAMH.

Lli sBnma YacTo BUHMKAKOTH MiJl BITMBOM XONOAY, HANPHKIAA, NPH BIAKPATTI XOMOAMTBHAKA abo mpw
TPHMaHHI CKJSHKH 3 XOJOJHHM HarmoeM. Takox MOXJIMBI NpoGieMu npH BUKOHAHHI JeNiKaTHHX 3anay,
TaKMX, sk 3acTiOaHHs TyA3MKiB Ha oxs3i. Xo4a B OiNBIIOCTI BWMNAAKIB Taki CHMIOTOMH 3HHKAIOTh
MOBHICTIO, ICHYE MOXJIHBICTE CTIKOTO 30epexeHHs CHMNTOMIB nepudepuyHoi ceHcopHoi Heliponarii
nicas 3aBepLieHHs Tepartil.

Jleski naiuieHTH NOBIAOMISIM MPO BiAYYTTS, HIGH eNeKTPHYHMIE PO3PSA CNyCKaeThes Mo pykax ado
TyJyOy Npu 3rHHAHHI WHT.

Okcaninnatiy, KOHUEHTpAT M8  PO3UMHY Ad iHdy3ill, iHKONMM MOXe BHKIMKATH BHHHKHEHHS
HENPHEMHOTO BiAYYTTH B TOpJ, 30KpeMa, i/l 4ac KOBTAaHHS, @ TAKOXK BIA4yTTd 3aauky. Take BiguyTTa,
AKLLIO BOHO HafgBHE, fK NMPaBUI0, BUHMKAE Nij 4ac iHgy3il abo yepes KibKa roAuH micas Hel, 4acTo mif
BIJIHBOM X0N01y. X04a BOHO i € HEMPHEMHUM, TaKe BIAYYTTA € HETPHBAJIMM Ta MHHac Ge3 NiKyBaHHA.
Baui nikap Moske pekoMeHAyBaTH 3MiHy Tepartii.

Okcaninaatiy, KOHUEHTPAT A8 PO34MHY AN iHOY3ii, MoXke BHKIMKATH Jiapeio, He3HAuHY HYJOTY Ta
GnroBanHs; MeHIe 3 THM, Baw nikap, ifiMoBipHO, nopekomenaye Bam nikapcebKuit 3acid ana 3anobiranus
HYAOTH, AKHH Cijl npuiiMaTH 10 iHQY3ii, a Takoxk MOXKHA MPOJAOBKYBATH HOro mpuitom i micns indysii.
OxcaniniaTHy, KOHUEHTPAT A PO3YHHY JUIs iHdY3il, BUKITHKAE THMYACOBE 3HHKEHHS KiNbKOCTI KITITHH
KpOBi. 3HWXKCHHA KiJIbKOCTI €PHTPOLMTIB (YEPBOHMX KIITHH KpPOBi) MOXKE CTaTH NPHYMHOI aHeMmil
(3MEHIIEHHS KiNbKOCTI EPUTPOLMTIB), aHOMalbHi KpoBOTeui a0 YTBOPeHHs CHHUIB (BHACIigoK
IMEHIICHHA Ki/IbKOCTI TpoMGOUNTIB). 3MeHIIeH s KinbKocTi aefikounTie (Ginux kaiTHH Kposi) miasHiLye
YYTJIHBICTD 110 iH(eKIiHHUX 3aXBOPIOBAHE.

Baw nikap BisbMe y Bac KpoB Ha aHajii3 JUisi MepEBiPKH TOTO, YH € JAOCTATHIM BMICT KIITHH KPOBI nepea
NOYaTKOM Teparnii Ta nepeji KOKHHM HaCTYIMHUM KypCoM.

Binuyrts auckomdopty nobauzy abo y ainsHui in’ekuii nix gac indysi,
JInxomanka, 03106 (TpeMop), He3HauHa a0 THKKA BTOMIIOBAHICTS, Gilb y Tifi.
3mina MacH Tisa, BTpata ab0 3HHKEHHS ANETHTY, 3MiHa CMAKOBHX BiIUYTTIB, 3aKper.
Ionosuuit 6inb, 6i1b y cnusi.

AHOMAJBHI BIYYTTS Y S3UKY, MOXKIHB] MIOB’ #3aHi NIPOB1EMH i3 MOBNCHHAM.

Binb y xuBoTi.

AHOMaJIbHI KPOBOTEYI, BKIIOYHO 3 HOCOBHMH KPOBOTEHaMH.

Azneprivti peakuii, WKipHi BUCHNAHHSA, MOKIMBO, 3 NOYEPBOHIHHAM Ta ceepOexeM, He3HayHa BTpara
BojioccH (anoneuis).

3miHa pe3yJbTaTiB aHaizy KpoBi, BKIIOYAIOYH 3yMOBIIEH] 3MiHOIO Ne4iHKOBAX YHKLH.

Yacri (Moxkansi y <1i3 10 nauienTis)

Poznan Tpasnenns Ta neuis, rukaBka, NPHIIHBH, 3aNaMOPOYCHHA,



[Tocunene NOTOBUINCHHS, IaMKICTh HITTIB, NTYLUIEHHA LIKiPH.
bink y rpyasx.

ITopywienns 3 OOKy JIereHiB Ta HEXHTB.

Binb y cyrnobax Ta Kicrkax.

bine npu BuBesieHHi ceui Ta 3Mina QyHKLUIH HUPOK, 3MiHA YAaCTOTH BUBEEHHS Ceyi, 3HEBOAHEHHS.
KpoB y ceui/BUnopoxHeHHAX, HAOPAK BEH.

Henpecis Ta Ge3coHns.

Kon'toHKTHBIT Ta npobnemu i3 30pom.

3HHKEHHS BMICTY KalblLil0 B KPOB.

HaOpsix HepaiB, 110 noB’43aHi 3 M’ 43aMH, CKYTICTh LIHI.
[TajgiHHg.

Heuacri (Moxxnugi y <1 3i 100 nauienTis)
e HepBo3HicTb.

IMooaunoxi (moxknusi y <l i3 1000 nauieHTiB)
e Brpara cnyxy.

Yacrora nepinoma (yactora He Moxe OYTH BU3HAYEHA 3@ HASBHUMH JaHHMH)

* Anepriunuii BacKyniT (3ananeHHs KPOBOHOCHHX CYIHH).

e Cynomu (HeKOHTPOILOBaHHIT TpeMop Tina).

o Iudapkr miokapaa (cepuesnii nanan), creHokapais (6inb abo BixuyTTA AHCKOMAOPTY B rpyasix).

e 3anajeHHA CTPAaBOXONY (3ananeHHs CcIH30BMX OOCOJOHOK CTpaBOXoiy, TpPyOKH, sika NMOEJHYE POT Ta
IIUTYHOK, 110 BHKIHKAE OiNlb Ta YCK/1aHeHe KOBTAHHS ).

e Pu3uKk BMHMKHEHHS HOBOrO OHKOIOTIYHOrO 3aXBOpIOBaHHSA. € MOBIJOMJICHHS NMPO PO3BHUTOK JefiKeMil,
(opmi paky KpoBi, y nauieHTiB, ski oTpumyBann OkcaninnaTiH, KOHIUEHTPAT U1 PO3YMHY I 1HY3iii,
B xoMOiHaulil 3 MeBHUMU JikapchKMMH 3acobaMu. [IpoKOHCYNBTYHTECH 3 JiKapeM I0J0 MOKIHBOCTI
MiABUILEHHS PU3NKY LBOTO THITY paky Mpu npuiiomi npenapaty OkcaliniaThi, KOHUEHTPAT /LIS PO3UHHY
ans iHdy3iil, Ta iHIMX NiKapchKHX 3aco6iB.

ITosinomaenns npo Hebamani sBHILA

Y BunaznKy nossu HeOGaxaHOro ABUIIA MOBIOMTeE TPO Lie CBOro Nikaps, gapmatesta abo meacectpy. Takumu
ABHILAMH MOXYTb OYyTH i BiIMiHHI Bijl 3a3HaYeHMX y ULOMY JIMCTKY-BKiaauui. [1pu nosizomaeHHi npo
HebakaHi sBUIMA B cripuseTe OoTpUMaHHIO 10AaTKOBOI iHdopmalii uogo 6esnekn uboro mikapchbkoro
3aco0y.

Y Beankiii bpuranii — Bu Moxere nopinomMut npo Hebakane ssuute Gesnocepeanso uepes Yellow Card
Scheme, inTeprer caiit: www.mhra.gov.uk/yellowcard a6o wykaiite MHRA Yellow Card y momarkax
Google Play abo Apple App Store.

B Ipaamaii — Bu wMoxere nosizomutn mnpo ueGakane spumie Oesnocepensbo uepes HPRA
Pharmacovigilance

Earlsfort Terrace, IRL - Dublin 2

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

InTepuer: www.hpra.ie

Enexrponna nowra: medsafety@hpra.ie.

Ha MaubTi — Bu Moxere nosiomnTi npo neGaxane suile 6eznocepeanso yepes ADR Reporting,
InTepuer: www.medicinesauthority.gov.mt/adrportal.

5. Sk cain 36epiratn OkcaniniaTHH, KOHIEHTPAT VISt PO3UHHY 148 indy3iii.
36epirati nikapcbkuii 3aci6 y HeoCTYTHOMY A8 AiTeil Micui.

[lepen mpuroTyBaHHAM po3uMHy npenapar ciin 36epirath B OpHriHANBHIl YNaKoBLi AN 3aXUCTY Bijl BIIHBY
ceiTna. He 3amMoposxkysaru.



He 3acTocosyBati npenapar nicis 3aBeplIeHHs TePMiHY MPHAATHOCTI (BAUTH J10), BKA3aHOrO Ha 30BHILIHIH

yNaKkoBui Ta Ha eTHKeTUi QuakoHa. JlaToKO 3aBeplIeHHS TepMiHY MPHAATHOCTI € OCTaHHIN JEHb BKa3aHOTro
Mics1.

Po3unn 30epirac Ximiuny Tta isnuny crabinbricts npotarom 48 roaus npu Temnepatypi 2 — 8 °C Ta
NPOTATOM 24 roJuH npu Temnepatypi 25 °C. Ane ans 30epekeHHs MikpoGionoriyHoi YHCTOTH PO3YUH TS
ingy3ili cnin 3acTocoByBaTH HeraifHO. SIKIIO npenapat He 3acTOCYBaTH HeraifHo, BiANOBiganbHICTH 3a
BH3HAYCHHS TPHMBAIOCTI nepioay Ta yMOB 30epiraHHs TNOKJIAZAcTbCHd HA KOPUCTYBaua; sSK [paBHIIO,
TPUBAJICTh 30€piraHHs He NOBHHHA NMEPeBULLYBaTH 24 roJuH, npu Temnepatypi 28 °C, KO NPUrOTYBaHHS
po34uHy HE OyJI0 NPOBEICHO B KOHTPOJBOBAHMX i aTECTOBAHHX CTEPHJILHHX YMOBaX.

He cnin BukopucroByarn OKcaninnatii, KOHUEHTPAT IS PO3YMHY Aus iHy3if, SKUIO PO3UHH He €
NPO30PHUM Ta BilBHUM BiJl CTOPOHHIX JOMILLIOK.

Jlikapceki  3acoGm He ciig BHIMBaTH B CTiYHi BoAM aG0 BHKHIATH 3 TOOYTOBHM  CMiTTSM.
[Ipokoncynetylitecs 3 dapmaueBToM OO0 TOro, AK MPABHIBHO YTHII3yBaTH JiKapchki 3acobu, ski Bam
Ginbiue He noTpibui. Taki 3aX0aN CIPUAIOTH 3aXHCTY HABKOIUIITHBOTO CEPEIOBHLILA.

Cnin we nonmyckaTu noTpanisHus npenapaty OkcaniniaTii, KOHUEHTPAT A8 PO3uMHY Ans iHQys3ill, B oui
abo Ha wkipy. Y pa3i BHNAJKOBOTO PO3JIHTTA CNiJ NOBIZOMHTH jikaps abo meacectpy Heraitno. ITicns
3aBepiuenns indysii sanmnwkn npenapary OkcaNiniaTiH, KOHUEHTPAT A1 PO3YMHY Aaa iHby3iH, GyayTs
HACHKHHM YHHOM YTHI30BaHi Jikapem abo MeacecTporo.

6. Bmict ynakoBku Ta inma indgopmauis

Cxaan npenapary OkcaniniaTH, KOHUEHTPAT A5 POZUHHY 118 iHdy3iii:
OxkcaninnaTiH, KOHUCHTPAT [UIA PO3YMHY ANs iHQY3ii, MICTHTD aKTHBHHI IHCPEiEHT OKCaninIaTHH.
Inmum inrpenieHToM € Boja s iH' eKuiii.

3oBHiHiA BArAsa npenapaty OKcaninJaTHH, KOHHEHTPAT AJsl PO3YMHY AAst indy3ii, Ta Bmicr
YIAKOBKH:

B 1 M KOHUEHTpATy 1S pO3YHHY As iHdy3ii MiCTHTBCA 5 M OKCaninIaTHHY.

OKcaniniaTiH, KOHLEHTPAT i PO3uMHy A1a iHdY3ii, € npo3opum Ge3bapBHHM PO3UMHOM, BiIbHHM Bij
CTOPOHHIX JIOMILIIOK.

Koxuuit dnakon ynakosaumii B iHANBILYaNnbHy KAPTOHHY YAKOBKY.

VY 10 M1 KOHUEHTpATY /18 po3uHy And indy3iil MicTuThest 50 Mr OKcaminIaTHHY.

V 20 mJ1 KOHUEHTpATY 1714 PO3unHY Aas indy3iit mictutbes 100 Mr okcaninnatuny.

V 40 M2 KOHUEHTpaTy A1 po3uHHy s iHy3iit Mictutses 200 Mr okcaniniaTuuy.

Ha puHky MOXyTb OyTH NpeJcTaBneHi ynakoBKH He BCiX po3MipiB.

Baacuuk pecerpaniiinoro nocsigueHns Ta BAPOOGHHK:

Baacuuk pecerpaniiinoro nocsindenns

Beauka Bpuranis

Accord Healthcare Limited (Axkopa Xenckea Jlimiten)

Sage House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF (Celimxk Xayc, 319 ITinnep Poyx, Hop3

Xeppoy, Mianecekc, HA1 4HF) .

United Kingdom (Benuka Bpuranis) o ltame
Ly

Ipnanain/Manbra

Accord Healthcare Ireland Limited (Axkxopa Xenckea Aiipnenn Jlimiten)

Euro House, Euro Business Park, Little Island, Cork T45 K857, Ireland (€spo Xays, €Bpo Biznec Iapk,
Jlittn Aiinenn, Kopk T45 K857, Ipnanzis)

Bupobnnk

Accord Healthcare Limited (Axkopn Xesnckea Jlimiten)

Sage House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF, United Kingdom (Ceitmx Xaye, 319
ITinnep Poyn, Hops Xeppoy, Mianeceke, HA1 4HF, Benuka Bputanis)

Accord Healthcare Polska Sp.z o.0. (Akkopa Xenckea IToncka Cn.3 0.0),



ul. Lutomierska 50, 95-200 Pabianice, Poland (Byxn. Jlyromepcka 50, 95-200 [1a6’suiue, [onbia)

Lle# nikapenkuii 3acié 3apeccrpoBannii B Kpainax-aienax €EC 3a Takumu nassamu:

Haspa kpaiun 4/iena Hassa aikapcekoro 3acody

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

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

concentraat voor oplossing voor infusie/Konzentrat zur Herstellung einer
Infusionslésung

bonrapis Oxcanunuatud Akopa S mg/ml KoHLEHTpaT 3a HHQY3HOHEH Pa3TBOP

Yeceka Pecniybrika Oxaliplatin Accord 5 mg/ml Koncentrat pro Pfipravu Infuzniho Roztoku

Himeuynna Oxaliplatin Accord 5 mg/ml Konzentrat zur Herstellung einer Infusionsldsung

Hanis Oxaliplatin Accord 5 mg/ml koncentrat til infusionsvaske, oplesning.

Ecronis Oxaliplatin Accord 5 mg/ml infusioonilahuse kontsentraat

Icnawnis Oxaliplatino Accord 5 mg/ml Concentrado para Soluci6n para Perfusién EFG

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

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

VYropuuna Oxaliplatin Accord 5 mg/ml koncentratum oldatos inflizidhoz

Ipnanain Oxaliplatin 5 mg/ml Concentrate for Solution for Infusion

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

JlatBis Oxaliplatin Accord 5 mg/ml koncentrats infiziju $kiduma pagatavosanai

JluTea Oxaliplatin Accord 5 mg/ml koncentratas infuziniam tirpalui

ManeTa Oxaliplatin 5 mg/ml Concentrate for Solution for Infusion

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

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

[Toptyranis Oxaliplatina Accord

PymyHis Oxaliplatin Accord S mg/ml concentrat pentru solutie perfuzabila

IlIBewuis Oxaliplatin Accord 5 mg/ml koncentrat till infusionsvétska, 16sning

Penakuis usoro inerka-sraaanma socranne 6yaa neperasmyra 08/2019,

Huxuenasenena indopmanis npusHadeHa BHKJIIOYHO [as  JikapiB  a6o
cneiagicTiB y rajysi OXopoHu 310poB’s

IHCTPYKIIS I3 3ACTOCYBAHHS TIPEITAPATY OKCAJIMJIATHAH, KOHIIEHTPAT JLJIsI
PO3YHUHY V151 IHOY3IH

Hydice saxcnuso nponumamu dokraduuii onuc npoyedypu neped nouamkom npucomyeanns OKcariniamuny,
KOHYenmpamy Oas pozyuHy 01s ingysit,

1. CKJIAJ

Oxkcaninnatit, KOHUEHTPAT And Po3unHy Ans indys3iil, € npo3opuM 6e3GapBHAM POZUHHOM, SKHI MiCTHTH 5
MI/MJT OKCAJII[LIATHHY.

2. JIIKAPChbKA ®OPMA

OxkcaninnaTi, KOHUEHTPAT IS PO3dHHY 415 iHdy3iii, nocTayaoTs B O/JIHOpa30BHX (hIaKOHAX, MO OJHOMY
(bnakoHy B KapTOHHI ynakosiLi.

Dnaxon 10 Ma
Kouuentpar ais posunny ana indysiii, B ckasHomy (3 AoaaHHAM CHITiKORY) daakoH Tuny 1 o6’emom 15 M,

3 rymoBoio 20-MM npobkoro V9048 FM259/0 OMNIFLEX PLUS 2500/RF Ta 20-MM amoMinieBuM
KOBMa4YKOM 3 BiIPHBHOK HaK/aJKo G1iA0-minoBoro koasopy.



®naxon 20 Mn

Konuentpar ans posuuny ang ingys3iii, B ckasHoMy (3 AoaaHHaM cuaikony) daakoni Tuny 1 06°emom 20 mn,
3 rymoBorw 20-mm npobkoio V9048 FM259/0 OMNIFLEX PLUS 2500/RF ta 20-Mm amominicBum
KOBMAYKOM 3 BiIPHBHOK HakJIa/aKkoi0 01i10-11i10B0ro koasopy.

®raakon 40 M

Konuentpar ans posumny ans indysiid, B cknsHOMY (3 AoaaHHsM cuiaikony) daakoni Tuny I o6’emom 50
MI, 3 TyMOBOIO 20-MM mpobkow V9048 FM259/0 OMNIFLEX PLUS 2500/RF Ta 20-MM amoMiHi€BHM
KOBMAa4YKOM 3 BiIPHBHOIO HAaKJIaIKOK OM1i10-11iN0BOTO KOJIBOPY.

Tepmin Ta vMOBH 30epiraHis
2 poKu

[licas npurotTyBanns pos3unHy B 5 % pO3uMHI MMIOKO3M XiMiuHa Ta (i3Hyna cTabiNbHICTE FOTOBOTO Po3UHHY
30epiraeTbes npotsrom 48 roaun, npu Temnepatypi Bix 2 10 8 °C, Ta 24 roauuu npu tremneparypi +25 °C.
Hnsi 30epexenns MikpoGionoriunoi yncTOTH posunn aAns iHdy3il cnig 3acTocoysaTH Heraitno.

Slximo mpemapat He 3acTocyBaTH HeraiiHo, BIANOBIJ&TLHICTb 32 BHU3HAYEHHA TPHBATOCTI Nepiogy Ta YMOB
36epiranHs NoKnaAacThCs Ha KOPHCTYBAYa; AK MPABHIIO, TPHBANICTb 36epirains He NOBHHHA NEPEBHIIYBaTH
24 roaus, npu Temnepatypi 2-8 °C, AKIO MPHTOTYBaHHS PO3YHHY He GyI0 NPOBEIEHO B KOHTPOTOBAHMX i
aTeCTOBAHWX CTEPHJIBHHX YMOBaX.

3Gepiraru dniakon y opurinanbHiil kapToHHill ynakosui a1 3axucty Bia csitia. He 3amoposxkysaty.

Ilepeal BHKOPHCTaHHAM TPOBECTH Bi3yaubHy mnepesipky. IlofansuioMy BHKOPUCTAHHIO TiAnsrac muiue
NpO30pHii PO3YHH, B SAKOMY BIJCYTHI CTOpOHHi Jomimku. Jlikapcekuii mpemapat BUKMIOUHO Ans
OZIHOPA30BOI'0 3aCTOCYBaHHA. HeBUKOpHCTAHHIE KOHLEHTPAT Mpenapary nifisrae 3HUIEHHIO,

3. PEKOMEHJIAIII 3 BE3IIEYHOI'O NIOBO/KEHHS

Ak 1y BUNAAKY iHIIMX NOTEHUIHHO TOKCHYHMX CTONYK, MiJ Y4C NPHrOTYBAaHHA PO3YHHIB OKCATiNIaTHHY
HeoOXinHa obepekHiCTb.

IncTpykuii no po6oTi 3 npenapaToM

[Tin wac pobGoTH 3 UMM NpenapaToM [UTOTOKCHYHOT Jii MeanuHuii MepcoHan IOBHHEH peTeNbHO
JIOTPUMYBATHCh YCIX 3aX0/1iB Ge3neku, A1 3abe3neueHHs 3axuCTy cefe Ta HABKOIHLIHLOTO CepeIoBHIIIA.
l'otyBati po3umuM s iH'eKUi LUMTOTOKCHYHHMX TNpenapariB MOBHHEH BHKJIIOYHO TNEPCOHAN, sKHil Mae
BIANOBIAHY CriewianizoBaHy MiArOTOBKY, Ta 3HANOMMIi 3 TIpaBUAaMH POBOTH i3 3aCTOCOBYBAHAM JIIKAPCHKHM
3ac000M, B yMOBAX, SiKi rapaHTyIOTh YHCTOTY Mpenapary, 3aXMcT HaBKOTHIIHBOrO CepeIOBHINA, Ta, 30KpeMa,

3aXHCT MepcoHany, KW Npauroe 3 MpenapaToM, 3riHO 3 MpaBHJIaMi MEAMYHOro 3aknany. [IpuroTyBaHHs
PO3YHHY CTijl 3AIHCHIOBATH B MPUMIlLEHH], CeLialbHO NpU3HaYeHOMY A8 1boro, B 1bOMY npuMilleHHi
3a00pOHEHO KYPHTH, BIKHBATH iKYy a6o Hanoi.

IMepconan cnin 3aGesneunTH HANEKHUM 0GNaNHAHHAM 1S POGOTH, 30KPEMa, XalaTaMy 3 TOBIUMH pyKaBami
3AXMCHUMH MacKam¥, IIANOYKaMH, 3aXHCHHMH OKY/ISpaMH, CTEPHIbHHMH OJHOPA3OBHMH DPYKaBHYKAMM,
NPHMiLIEHHs NOBHHHO OyTH 0GNaHaHMM 3aXHCHHMH YOXJIaMH, KOHTElHepaMu Ta MilllkaMi A7 BiAXOMIB.

Heobxiana obepesxnicTb nix yac 36HpaHHs BHNOPOXKHEHD Ta GIFOBOTHHX Mac.

Kinok y nepiox BaritHocti He ci1ia AomyckaT 10 poGOTH i3 mpenaparami UHTOTOKCHYHOT i,

YTumisauio nomkokeHnx nakoHiB caia 3aificHIOBATH 3 JOTPHMAHHAM THX CAMHX 3aXOfiB GesnekH, sK i
NpH yTHi3aLii KOHTaMiHOBaHUX BiAxoAiB. KoHTaMiHOBaHi BIAXOAM ¢1ij cnamoBaTH y MillauX KoHTeliHepax
3 BiNOBITHUM MapKyBaHHAM. JIHB. HUKYE PO3in «3HHICHHA BiIXOLIBY.

Y pasi BUNAZAKOBOrO MOTPANsHHA OKCANIMIATHHY, KOHLEHTPATY IS PO3YMHY A8 indy3ilf, Ha wipy, fioro
CJTiJl HeraifHO peTeNbHO 3MUTH BeJIHKOIO KiIBKICTIO BOJM.

Y pa3i BUMAJKOBOIO MOTPANisHHA OKCATMNATHHY, KOHUEHTpaTy abo posuMHy ans iHdysiil, Ha cinzosi
oGooHKH HOro calijt HeraiiHo peTebHO 3MHTH BEHKOIO KiIBKICTIO NPOTOYHOT BO/IH.
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4. IPUTOTYBAHHS 10 BHYTPILIHLOBEHHOI'O BBE/IEHHS

3axodu bezneku npu 86edenni

o HE CJII]T pukopucToByBatu obaaananus ans indysii, 1o MicTHTE AeTani 3 aTioMiHI0,

e HE CJIIJI BBOAMTH Hepo3BeeHiii KOHIICHTpAT.

® JIK pO3YMHHMK CJlil 3aCTOCOBYBATH BHKMOMHO S % po3umu rmokosu. HE CJIIJI BUKOpPHCTOBYBATH s
MPUTOTYBAHHS PO3UMHY ANIs iHQY3iil coNbOBMI PO3unH, aG0 POIYHHK, 1O MICTATEL XJIOPUIH.

e HE CJIIJI 3mimwysatu 3 OyAb-KUMH iHIIHMH JTiKapChKHMHU 3aco6aMu B oiHOMY iHdY3ifiHOMY MilKy ato
BBOJIMTH uepe3 ofiHy indy3iiiHy ninito 3 iHuIMMK TikapchkUMH 3acobami.

e HE CJIIJ 3Miwysatu 3 nikapcekimu 3acobamm aGo po3uMHAMH 3 JYKHOK PeakUi€io, 30Kpema, 3 5-
¢ropypaunnom, npenapatamu GoniHOBOI KHCIOTH, 10 CKIAly SKHX, SK JONOMiXKHA PEHOBHHA, BXOIHTDH
TPOMETaMOJ, Ta 3 COJIAMHM TPOMETamoly iHIIMX Jikapchkux cyGeranuiii. Jlikapebki 3acoBu 3 myxkHOW
PeaKuicro 3aBaloTh WKIUTMBOrO BIVIHBY Ha CTabiNbHICTh OKcaminIaTHHy.

Incmpykuia iz eeedenna pazom i3 ghoainosow xuciomoio (8 Gopmi goninamy kaavuiio_abo goninamy
ounampiro)

Oxkcaniniarus, y 103i 85 Mr/m? niouti noBepxHi Tina, 1is B/B BBEJICHHS, possezieHHil 10 06'emy 250 - 500
M1 5 % PO3YMHOM TJIOKO3M, CNiJl BBOAMTH OJHOYACHO 3 GONIHOBOI KHCAOTOW0, B (hOPMi posumHy s
BHYTPILIHbOBEHHOI 1H(Y3ii B 5 % po3uuHi rioko3u, TpUBasicTs indysii Bia 2 10 6 roauH, BUKOPHCTORYIOUH
Y-noni6uuit TpiliHuK, posramosanuii Gesnocepeanbo mepen MicueM iH’exuii. Lli aBa nikapebki 3acoGu
3a00pOHEHO 3MilIyBaTH B OAHOMY iHdY3iliHOMY MimKky. @OniHOBA KHCIOTA He TOBHHHA MiCTHTH
TPOMETaMOJ1 K JIONIOMIKHY PEYOBHHY, /ISl IPHIOTYBAHHS PO3YHHH CJ1ijl BHKOPHCTOBYBATH i30TOHIuHMI S %
PO3YHH IJIIOKO3H, JUIS PO3BEJIEHHS He MOMHA 3aCTOCOBYBATH PO3UHHH 3 JIY)KHOIO PEaKiielo, PO3YUHH HATPilO
XJI0pUy, ab0 po3uHHH, O MICTATE XJOPHIIM.

Incmpykuin iz sacmocyeanna_é Kombinauii 3 5-ghmopypauunom
OxcaniniaTiH 3aBxau C1ijl BBOAUTH /10 BBeleHHs hTopmipuMianHis, To6T0 10 BEeAeHHS S-hTOPYpaumTy.
[licns eeenenns okcaminnatuuy cucremy Ans indysifi ciaig mpomurth, i nMuwe micas UBOro BBOAMTH 5-

(hTopyparmm.

binbm noknazna indopmaiis wWoAO JNiKapChKHX Mpenaparis, sKi 3aCTOCOBYIOTh B kKOMGiHOBaHii Tepanii
pasoM 3 OKCaliNJaTHHOM, HaBeleHA Y BIAMOBIAHMX KOPOTKMX XapaKTePHCTHKAX, MiArOTOBAHHX
BHpPOOGHHKAMH,

- CJIII BHKOPUCTOBYBATH BUKJIFOYHO pekoMeHI0BaHi po3YMHHHKH (IMBHCH HIKYE).

- Beeaennio niangraiote Auiie npo3opi po3uuHu 6e3 CTOPOHHIX BKIIOUEHb.

4.1 TIlpuroryBanus po3uuny nias indysii

Butarayti mmpuuoM HeoOXiaHy KinbKicTb KOHUEHTpaTy 3 drakoHa ((rakonis) Ta possecTu 10 06’emy 250
M — 500 Ma 5 % po3urHOM MIIOKO3H, A OTPHMAHHs KOHLUEHTpauil okcaniniaTHry He MeHI Hixk 0,2 Mr/Mi
— 0,7 mr/mn. Jlianason koHueHTpaliii, 3a AKnX OKkcamiriaTHH 36epirac diswuny Ta XimiuHy cTabinbHiCTS,
CTaHOBUTB 0,2 Mr/mn — 2,0 Mr/MiL

[Ipenapar ciin BBOAMTH Y HOpMi BHYTPilIHEOBEHHOT iH(Y3ii.

[licns npuroTyBanHs posunsy B 5 % po3umHi roKo3M XiMiuHa Ta GizHuHa cTaGiNBHICTB FOTOBOTO PO3YHHY
36epiraerbes npoTaroM 48 roaun npu Temnepartypi Bix 2 10 8 °C Ta 24 roaunu npu Temneparypi +25 °C.
Jinsi 36epeskenns MikpoGionoriunoi yHCTOTH posunn ans indysii cain 3acTocysat HeraiiHo.

SIKIO mpenapaT He 3aCTOCYBaTH HeraiiHo, BiANOBINAMBLHICTb 3a BUIHAYEHHA TPHBANOCTI nmepioaly Ta YMOB
30epiranHs NOK/afacTeCs Ha KOPHCTYBAYa; SK MPABHIO, TPHBANICT 36epiraHHs He NOBHHHA [IEPEBHLLYBATH
24 roxuny, npy Temneparypi 2-8 °C, SKIIO0 NPUroTYBaHHA PO3YMHY He GYI0 NPOBeAeHO B KOHTPO/ILOBAHMX i
aTeCTOBAHMX CTEPHIIBHHX YMOBAX.

3 mikpoGionoriusoi Touky 30py, roTOBRIT po3unH Ans iHGY3ii cix BBOAHTH HeraiHo.

Slkmo nmpenapar He BHMKOPHCTaHO HeraliHO, BH3HAYEHHA TPHBATOCTI nepiofly Ta yMOB 3GepiraHHs
MOKIAJEThCS HAa BIANOBIAQIBHICTD KOPHCTYBaua; sK MPaBWIO, TPHBATicTh 30epiraHHs HE MOBHHHA
nepesuiyBatH 24 roaunn npu temnepatypi 2-8 °C, KO NPArOTYBaHHS PO3UMHY HE GYNO MPOBEAEHO B
KOHTPOJIbOBAHNX | aTECTOBAHMX CTCPHIBHHX YMOBaX.

},—-—_“"'-s



Ximivyna Ta diznyna cTabinbHiCTh rOTOBOro po3unHy 36epiracTbes npotsrom 7 AHIB, NPH TeMneparypi Bin 2
no 8 °C, B 3axuIIEHOMY BiJl CBiT/IA MicTi, NpH KoHUeHTpauii pozununy Bia 0,2 mMr/ma go 2,0 mr/ma, B 5 %
pO34MHI [JIHOKO3M, Ta 7 AHIB, npu Temnepatypi 20-25 °C, B 3aXuleHOMY Ta He3aXHLIEHOMY BijJl ¢BiTAa Micli,
pH KOHUEHTpalii posunny 2,0 Mr/ma, y § % po3unHi riroko3m.

Otpumanuii posuns ciin  BisyaaeHo nepesiputi. ITofambluomy 3acTocyBaHHIO MANATAE NUIIE MPO3OPHIt
PO3YHH, B SKOMY BIACYTHi CTOpOHHI BKmoOueHHsA. JIikapchkuii 3aciG BHKIIOYHO A8 OAHOPA30BOrO

3actocyBanis. HeBuKopHCTaHi 3anMIkM mpenapaty NiAISrarOTh 3HMLICHHIO (AMBHCH PO3AIN  LIOJO
3HHUILEHHSA HHAUE).

3ABOPOHEHO BHMKOPHCTaHHS PO34HHY XJOPHAY HATpilo abo po3uMHIB 3 BMICTOM XJIOpHAIB s
PO3BEACHHS.

Cymichicte npenapaty Okxcaninnatis, po3unH ans iHQy3ii, Gyna nepepipeHa i3 BHKOPHCTAHHAM
penpe3eHTaTUBHUX JiHiH Ha ocHoBi [IBX.

4.2  Iudysis posunny
3acTocyBanHs OkcalinuaTHHy He noTpedye nonepeaHsol riapaTaiiy.

Okcaninnarus, posseneHuii 1o 06’emy 250 mn abo 500 M y 5 % po3umHi MIOKO3H, B KOHLEHTpALii He
MeH1e, Hik 0,2 Mr/ma, cnix BBOAUTH B nepudepuyHi abo uenTpanbHi Benn, B popmi indy3ii Tpusanictio 2 —
6 ronuH. Tlpu komGiHoBaHOMYy 3actocyBanHi 3 S-ropypauunom iHQysis oOkcaninnaTHHY NOBHHHA
nepeayBaTH BBEAEHHIO S-(hTOpypauuny.

4.3 3unmenns

HeBnkopucTani 3alMIIKK npenaparty, a Takox yci MaTepiajiu, ski BHKOPHCTOBYIOTH JJIA PO3BENEHHS Ta
BBEJICHHS [Mpernapary, C/liA 3HHLIYBaTH 3 JOTPHMAHHAM BHMOI 3aTBep/KeHOi B JikapHi npoueaypw
YTHII3auil BIAXOAIB UHTOTOKCHYHHX PEYOBHH, & TAKOK BHMOI MiCLEBOr0 3aKOHOMABCTBA LIO0 3HMILEHHS
Hebe3neuHHX BIAXOIB.
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Package
Oxaliplatin 5mg/ml concentrate for Solution
for Infusion
Ouailplatin

What Chaliplatin Coneentrate for solution for infusion s and what it is used for
”I you need to know before you use Oxalipiain Concentrate for solution
How to use Ouhuﬁhhmm for solution for infusion

1
2

3

4 Possible side effects
5. How 1o store Oualiplatin Concentrate for soluticn for infusion
6 Contents of the pack and other mformation

A "What Coaliplatin Concentrats for solution for infusion ks

and whal i s used for

The name of your medicing is mswﬂcmumm
Infusion but in the rest of the laafiet # will be called ‘Onaiplatin concentrate
schution for infusion’

The acive ingredient of Caliplatn concentrate for sohution for infusicn is
exaiplatin

Cualiplatin concentrate for solubon far infuson & used 1o Foat cancer of the
lwhﬂd:wdwllldmm“wd
primary fumour. mwdulm:dmm}

for sohition far ; with othar
thalh o
it
& solution before it can hwma Mp-\mhm
for fusion s an entreoplastc of anfcancer drug And cantans plasnum.

&, What you rreed 10 know balere you wse Daaliplatin
Concantratn 1OF SOIlon [of ifusion

Tail your doctor or pharmacist if you ane taking, have recenty takan o might
medcias .

Pregnancy, breast-feeding and fertility

-&.mrmmh-mmmwa auning reatment with
mmnommmdm of contraception. - Female
during and aftar

patents
cesgation of therapy continuing for 4 months.

- H you are pnmudar planning a pregnancy i is wery impartant Sl yol
discuss This with your doctor Baforns you receive any reatment.

during your treatment you must immedately inform your

—Eg must nat breast-feed whie you are teated with axaliplatn.

Esgine
- Oxalplann may have an anbdertiny effect, which could be ie. Male

In case of overdase, you may Expenience jence increased side sffects Youwr doctor
Y give you traatment for these side effects.

M you have any guesSons sbout your reatment, ek your docter, nures ar
pharmacist

4. Possibie sicde gffects

Like @il medcines, this medicine can cause side affects, althaugh not
mﬂmmmm

H youl experence any side affect it s important that you Inform your dector
before your nexdt trestmant.

‘You will find described balow the side effects that you could experience.

Mest seriows slde effests

Tell your doctor Immediately If you netice any of tne following

Very common {ln'r oflect mose thar 1 in 10 pecple)

- Alletpegialiergic reactions, ocouing manly dunng Infusion. semetmes fatal
a.unmumm{mm or mouth uicers)
e ”‘:'..Sum
mmwmmmnw blwdnd;bd«-mm

and before sach

patients should seek advica on consaryasion of sperm priod 10 treatment.
mmmmmnmnmmmn-ﬂwem
after Taatment, and o MeasUTeS
Mwwuﬁmhmmmgmm

Driving and using machines:
rm-nm,nrm lnmmmmmdm nmtu"\'ﬂ

mﬂdmmww-unmy f you have vision
probisrms taking Chualiplatin concentrate for solutian for inkusion, da not
drree, operate haavy machines, of engage in danperous activites.

3. How to use Ouxaliplatn Concentrate far solution for infusian

In concentrate for solution for infusion Is Intended only for adults.
use only.

For
Dase

The dose of Cxaliplatn concentrate for schufion for infusion is based on your
body surfece area. This s calculated from your hesght and weight.

Tha ususl dese for aduits including the elderly ks 84 mgi” of body surface
area mmmrm-wmmm results of blood tests and

perfarming tasks, such s buttoning choth
- 'ou have ssvere kidney problems,

Wamnings and precautions
Taik to your dOCtof Of phaffmacst Defore taking Cwallplatn Concentrae Tor
sohition for infusion

-Ifml\mwwﬁu-d-\-l-p:mwnﬁmm

such as carboplatin, cisplatin, Allergic reactions can occur during
any oxsliplatin infusion.
- It you have moderate or mikd iddney problems:

- If you have any liver problems of abrofmal Bver funcsion test results dunng

eatment.
I;wwhwluhnﬁmm such as an abnormal elecncal
nd projongation dhﬂTMmiﬂwwrlm
Pistory of heart

ren
Calipiatn should not ba used in children and adalescents beiow 15 years of age.
Other and [~ for solution for infusion

PREPARATION GUIDE FOR USE WITH OXALIPLATIN CONCENTRATE

FOR SOLUTION FOR INFUSION

# is important that read the entine cantents of this procedure prior fo ihe
vt af MﬂL‘ﬂN' FOR SOLUTION FOR:

1, FORMULATION

Onuslipiatin concenirate for sciutian for infusion is 8 clear colouriess solution

containing 5 mg/mi cxaliplatin in.

2. PRESENTATION

Owadiplatin concentrate for schution for infusion is suppked as sngle-dose

wvias. 1 wvial per carion

For 10 mi,

merﬂrm for solution for infusion s filed in |SniTIEldwlm¢-i
wial (Sific nd}wm 20 men VOO048 FM256/0 PLUS 2500/RF

rubbeer and 20 mm aluminium fip of lavender sesl

For 20 mi,

fior solution for infusion is filed in 20 ml
wvial | Sibconized) with 20 mvn VEO4E FM2SEM OMNIFL
rutiber stopper and 20 mm aluminium fips off lavender

| cle@ hetdar glass
PLUS 2500/
soal.

(602368) Date : 02_11_19

whether side effecs with Oalipiatin
concentrate for soiution for infusion

Method and route of administration
wm

-mmwmmumw_mnnu
Breathing of crackies.

Common (may afect up 1o 1 in 10 people)
= Sertous infection of e blood in additon to & reductian in whits bisod cells

- Reducton in white byiwuile.!'CofI
fever > 38°C for maore than one hour (febrle
- of an o reaction with sudden Epne such as

hours or even days after the infusion.
= Pain in the chest of upper back, difficulty breathing and coughing up bload
[syrmpioms of chots in the lung).

Uncommen {may afect up to 1 in 100 people)

WM«U\#M humdl},Mmhl‘mﬂ

- Brockage of

mnmmp&mhm

m:mmwmmmm
mngmumﬂhﬁﬁumm

wamﬂ'hb@ﬂ(l

tﬂ'wmh irfusion will be o by
» specialist in cancer e, B

= Yo will be treated w.mmapmu. whia will have made up the
required dose of Oxaliplatin concentrate for soluBon for nfuson,

» Onaliplatin concentrate for solution for i

intravaneus infushon|

» Crealiptatin concentrate Tor solution for infusson E;'-nhm atthe

wivme tme a5 foinic acid and beafore the infusion of 5 C

of adminlstration
MMmmlmmmmzmh

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

mmwmuwwmmumwwn
resection of your tumour.

I you use more Oxaliplatin concentrate for solution for Infuskon than

you
As this medicine i by & healthy it s highly
wanitialy Tt you will be given 1o much or too iftle,

hmwm;;ﬂ-dh&ﬂnt'l’»nww-gm
wial (Silconred) with 20 mm V048 FMZ5S0 OMNIFLEX PL
rubber stopper and 20 mm aluminum flips of lavender seal

. Abrorrmal hn-ng, Undnu uuyu' of infection such as & sore throst and
lhigh temperature
- Pargigtent o severs damhoea or
mmmw H’mlm
- A provp of i 2ures
memmnm mew
Syndome, a rare
« Extreme Srecinass with decreased number of red

= mnmﬁqhhw with cfficuliies in breathing. sormelmes
ww—:mw
Pain abdomen and back pan mssociated with nausea and vemitng.

by trar n used, in
230 sires d i r*—-lr:'"n: mm:h
Wmmdhmmh“mm y. It requires @ preparation area
mn;bmnmnubuulam‘loztnﬂ'cm :Iumﬂ!um“m I-l fortwdden to smoks, &t or dink in Tis area.
for 24 hours at +25°C,

[From a microbiclogical point of view, the infusion preparation should be usad

immediately.

!fmtwdmm Ir-use siorage tmes and conditions prior 1o use: ane
fhe responsibility of the usar mmmmuwmz{m

at2*C to A “C unless diution has taken place n controlfed and validated

aseptic conditions

Pw must be plwd&dwﬂh mmﬁnmﬁ& l'lmlﬂﬂﬂ
{gowns, protection masks, cape, protactive Qoggies. stel
ﬂm mﬁumh’h wark area, containers and MM Molfﬂr

Enwm wned vormit must be handied with d

Pragnant women must be wamad to avoid hanaling cytotcuc m
Any btahn:wmm.ﬁmnmm the same
aste. Cortarminated waste should bl'

Keop the vial n the outer carlon in order 1o protect from Bght. D

Inspect wsualy price 1o use. Orly clear schutions without particles should be used.
The medicine hlw -nduuuw Any urised sohmon shoud be decarded

3. RECOMMENDATIONS FOR THE SAFE HANDLING

A with other potentialy toxk: compolnds, caution should be exercised when
handing and prepanng oxaliplatn sohdions.

Mote; Artwark requires symbol of Scissor & dotted line. Perforation is not requiring in the artwork,

i ¥ i &nwwm “Disposal”.

imemadiataly
I'wlhcdnn concantrate for solution for nfusion, should come into contact
with mucous membranes, wash imemediately and thoroughly with water.
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Not known (frequency cannot be estimated from the svailable data)
-mwnmwwmmumimmm
iy be

= Abnormal heart rhythm (OT pfwma ha can be seen on
mewmwfw;}.-mm
- Musdd fever, of red-brown
wine {symptorms of muscle damage calied rhabdomyolysis), which may be fatal
mm-;u nausea, MWUMMMHIHWN o
wwnel' ]
o pnmllmgﬂ(pulmp Mlnuyhflli

i
may be fatal

- Spasm of he mmw

- Autoammune feaction leading to of ol blocd cell lines.

include easy bleeding, easy
bruising. shortness of breath, mm“m M-‘
increased risk of infection due 1o
m

.....u......

which

ace drooping, Iroubie walking, dzzriess, kst of Balance and speech
- Prisumonia {serious lung infection ) whech may be fatal

Other known side effects of Oxaliplatin concentrate for solution for
infusion are:
mmm ey affect more fhan 1 in 10 peaple)

- Bor sohition for irdusion can aflect the nerves (perpheral

onpunctts and visual
-mmmammm blasd,

.?wlmeflumulnmmu neck sifiness
oFall
uuoﬂmiwﬂmwm1 Im 100 paopla)
» Nervousness,
Rare (may affect up to 1 in 1,000 people)
= Less of heanng.

umnc mmtmmmnm:
ol the Ml
-Hm rdmgmmm angna pectors (pain o uncomiortasie
MMN
of e liring of

The cther ingredients are water for injectons.

Vihat Oxaliplatin Concentrate for selution for infusion looks like and
gontents of the
1 mi concentrate for solution for infusion contains § mg cxaiplatin

Onaliplatin concentrate for solutian for infusion is & clear colourless schubon
free from visible
Each glaws vial is packed in individual cartan.
10 mi of cancentrate for sclution for infusion contains 50 mg of axaliplatin,
26 mi of concentrate for sclution for infusion contans 100 mg of axaliplatn.
40 mi of eancenirats for salution for infusion contains 200 mg of cxaliptatn

et all pack size may be marketed

luho hnmyu Ut with mmwnhpm and

-NJn stnucm‘ Leukemia, & form of biood cancer, has been reporied
in patients aftar taking Creafiplatin concentrate for soiution for infusion in
combination with %ﬂ;ﬂmﬂn?hubmmmm
potental fof increased s CANCEr when ﬂ-‘ Ql*)h\

nluﬂul e certain other medianes.

Reporting of
lf\-wgn-qudtm taik fo your doctor, pharmacis! or
muummm in this leafiet BIWNHG

neuropatty). You ﬂ;wmmmnmmm
hmuhhwhnd cramps.
These effects are ofien ggered by exposure wuddcnmn-mpr-w
orhddﬂnlwldm You may aisa have difficuity in
mhnmiu—-mw

Fﬂ{ll( Ymmmrmmm diretly via Yellow Card Scheme.
gov ubdyslloweard of search far MHRA Yaliow Card in the

wlch @ butloning clothss, k- Goowﬁnﬂr-hmma .
mwm-ﬂmmm persistent symptoms r% You can s ke s
Ecene paopla b ol

runk Earistort Terrace, IRL - Dublin 2
e - vurk e o vk Tet vmums'n Fax: +353 1 6762517
= Cromliplatin mfutmhhllm:nmu:;m :
unpleasant sersation in the tvoet, n When Ewaliowing, e e e-mail
sansation of shonness of breat. Thes sensaton, if & happens, wsualy occurs .
mﬂmmghm“mhw,,whh For Malta- You can also report side effects directly via ADR Reparting,
s N&muﬁ;{mmwmmmﬁwmmmm Webslts. veww. gev: mtindepoitsl.

satmant. dactar dege reatment as a rewit . b,
mwmnm mwm“ mm“m.,m How 1 store Dx3abplatin Concentrats for sobution
nauses (feeling sick) and vomiting (being sick), however medication to . A
prevent the Lckness & mmhmwmmmm Keep fis. medicne out of he sight and reach of chidren.
5ty Ok oM st ki Priar to muxing thes madicine must be kept in the cuter caton n afder 13 be

hmm.’:m.. i | from light and must not be frozen.

undmdmmmm s (due to & e mmmummmummmmm»mumu
piatefets). The reducton in white blood cefs may uhmwwlum mpﬂmuluﬁ‘nu date refurs i e last day of e monm
m::umm::uaummpum. blood cells before akad i 4k ot
o i rcnrcmwummﬁ‘c fcm.mgummm.
= Sensaton of decomion close 10 o at the injection site during the infusion, this infusian ahould be used immediately, If nat used immedistely,
ot Ehanges. owa o 5ck of AppetIe, s SCrGerS. conetbaton, “.m,“m“m“mm SR T T IC v

changes, loss of Lser ger
= Headache, back pain, L place in controlied and vabdated asepbc condtions.
:wm" ¥ o4 Dnmm@mmhmmhrmmnwm“
+ Abnormal bleeding including nose the solution i not clear and kee of partcies.

bleeds.
A ectin, i ichray B o it ke o el

CHIMWMI-DEYHWPHB'IJ
heart burn,

« indigesson and fushing, deziness,
* Increased sweating and nad dorders, flaking skin,

qi:.hu.

- I.\nnm and runny nose,

» Joint pain and bone pain,

4. PREPARATION FOR THE INTRAVENCUS ADMINISTRATION

%‘m% abuminiym

=00
» Only 5% glucose solution is to be used us & divent. DO NOT dilute for
infusion with sodism chicride of chicride solutions

mammummWhmm
sadum chioride o chionde containng

tnstruction for use with § fuorouractl
Craliplatin shauld always be acdminmstered before fucraopyrmedines 1 e

(602368} Date: 02_11_19

Medcanes should not be wd»-m«nmsm Ask
your ph dispose of
mmm fo protect the environmesnt.
Craliplatin concentrate for solution fo infusion should not come into cordact with the
cju\rlm ll—-uwmw tell the docior of nurse

the infusion has atin concertrate for sohubon for
muuw duwwby e doclor o nurse.

§. Contonks of tie peck and other miommn ¥ ¥

‘What Oxaliplatin Concentrate for
mwfammummﬂmmwm
oxaiiplatn

wmmmmh and then admirester S-fuoiauract
For

of product char:
-USE OH.\'NWMM below)
= Only cear solutions without parbicles should be used

4.1  Preparation of the Infusion solution

Withdraw the requined u ﬂmnhmhvldl‘iﬂmalm
with 250 mi to 500 mi of a 5% plucose soluti e B
m&mmn«ummw mﬂﬂ-?mﬂm The
SONCANTALON Iangs cver which the physico-chemical stabdity of awalipiatin
mmm;uzmw:nm

Admirisier by Intravenous inlusion
After dilution in 5% glucose, chemical and hs beer

m-use stability
demorstrated for 48 hours at +2°C to +8°C and for 24 hours af «25°C.
From a mi of view, this infussan preparaton should be used

tee the
acteristics

If not used and condtions priof to use ang

n-use storage
the responsibility of the user and would normally not be longer than 24 hours
At 2'C 1o B°C urlaas déution has taken place in controlied and valideted
asepie condtons

Note: Artwork requires symbol of Scissor & dotted line. Perforation is not requiring in the artwork.
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mwmumuhhnmmunm
under
me of the medicinal product

N-nﬂnhl
Ll'mdkamdum msmwv&wwmm:m
Caliphatin Accord 5 mgimi Konzentrat zur Herstellung

enar infusionsidsung
Begium Osmliptatin Accord Healthcars § mg/imi concentre pour
solution de ion/ concentraat waol aplossing voor
infusée | Keonzentrat zur Herstsiung einer Infusionsitsung
Buigana Cmcan-nnaTiis Axops S mgimi KeHLEHTRET 38
pazmop
Czach Republic Mwﬁwmmmmm
Cermany Mwsmmmmmn
miner infusionsibsung
Denmark wmswnmum.
Estonia ?‘mw!;wmmﬂm i
Spain 0 Accerd mi Cancantrade pars Soluckin
Gara PO EFG.
Finland Accard 5 mp/mi infuusickonsentrastl, Livesta
Bl an s itaning
France Aocord 5 mgmi concentrd pour solution de perusion
Hungary Chalplatn Accerd 5 mgimi kancent tum cldatos
Ireland 4 mgimil Concentrate for Seluton for Infusion
Tty " Accord 8 mgimi Per Bolusione per
Latvia mwmﬁmmmmm
Lithuania wwswummmwhm
Malta Owaliptatis § mgimi Concentrate for Solution for Infusion
The Netharlands. mowsmmmwm
Poland o«mms ancentral de
P Cnalipiatna Accord o
RWDI =
Sweden wmsmmumm
Bbsning

Thae leafiet was last revised in 082018,

Inspect visualy prior o use. Only dear souBions without particles should be used.
‘I'lumedr.wnulnuivluuair mmmmmmm
discarded (see chapter *disposal” below|

NEVER chiaride g solutions for dilution

The compatibaty of Cualiplatin sokiion for infusion has been tested with
. PUC-bated, sats

4.2 Infusion of the salution
The administration of cxaliplatin does not requirs prenydration.
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conceriration not less than 0.2 mghmi must be infused sither by peripheral

wain or cental venous line over 2 1o & hours. When oxalipiatin is admiristered

H euracil, the cualiplatin infusion must precede the admnistation of
ucrouracl

43 Disposal

Remnants of the medicinal product as well as af matenals that have been
mﬂlﬁm mumnum mustbe mamwww
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