JlacroBka: HHdpopmanus 3a norpeduTens / i, r‘:j Y, ?Z ? o)

Oxcannnnaran EGese S mg/ml konuenTpar 3a wndy3nonen pasrso

Oxaliplatin Ebewe 5 mg/ml concentrate for solution for infusion % 70k # 11 -06- 2025

okcanuruiatul (oxaliplatin)

[IpovereTe BHUMATE/IHO NA/IATA JIHCTOBKA NpPe/IH 12 3aNI04HETe 1a IPHEMAaTe TOBA JeKapcTBo,
ThH KaTo0 TH ChbABbPKa BaxkHa 3a Bac undopmannus.

. 3anaseTe Ta3u JIMCTOBKAa. Moxe 11a ce HaJIOXKH J1a 51 MPOYETeTE OTHOBO.

# AKO HMMaTe HAKAKBH JIOMBJIHMTEIIHK BBLIPOCH, MonuTaite Bawiusa nekap viM MeauuMHCKa
cecTpa.

@ AKO TIONyYMTe HSKAKBM HEXENaHW peakluH, yBejomere Baluus jekap WIM MeIULIMHCKA

cectpa. ToBa BKJIIOYBAa M BCHUKH Bb3MOXKHHM HEXEJIAHW pPeaKlMd, HEOTIMCAHU B Ta3W JIMCTOBKA.
BuxTe Touka 4.

KakBo cbabpika Ta3H JIHCTOBKA:

KakBo npexncraensaBa OxkcanuniatuHd EGeBe 1 3a kakBo ce U3non3Ba

KakBo Tpsa0Ba na 3naere, npeau na Bu 6b1e npunoxken Oxcanuriatud EGere
Kak na usnonssare Okcanurniatud EGese

BB3MOXXHH HeXXellaHH peaKLIMH

Kak na cbxpansBare Okcanurninatud EGese

ChbabpikaHHe Ha ONAKOBKAaTa M JONMBJIHHTE/IHA HHpOpMaLIMs

S A B

1. Kaxso npeacraBasBa OkcannnnaTun EGeBe u 3a KakBo ce H3mo3Ba
Okcanuruiatud EOeBe € mpoTHBOPaKOBO JIEKapCTBO M ChABPXKA aKTUBHATA ChCTAaBKA OKCATUILIATHH.

Oxkcanunnaruy EOeBe ce 3nos3sa 3a jeyeHue Ha pak Ha 1e6e/10ToO YepBo Ciie/l XHPYPrudHo
OTCTpaHsAsBaHe WK pa3ceMBaHE Ha TyMOpa.

Oxcanuniarux EGeBe ce u3non3sa B KOMOMHALMSA ¢ APYTH MPOTHBOPAKOBH JIEKAPCTBA, HAPEYEHH 5-
¢ayopoypaumn (5-FU) u ¢ponunosa kucenuna (FA)

2. Kaxso TpsOBa 1a 3naeTe, npeau n1a Bu 6b1e npuioxen Oxcanunaarnn EGeBe

Oxkcannniarun EGeBe nHe TpsioBa na Bu 0b1e npuiaran:

. AKO CTe ajlepru4HH KbM OKCAJIMIUIATHH

2 AKO KbpMHTeE

3.  AKko Beye UMaTe HaMaJieH Opoii 0e/in KPLBHH KJIETKH

4 AKO ycellaTe MpaBy4KaHe H H3ITPbNBaHe HA NPbLCTHTE HA PbIETe M / HJIH KPaKaTa U
MMaTe TPYAHOCTH NPH H3NbJIHEHHETO HA e IHKATHH AeHHOCTH, KaTO 3aKOMYaBaHe Ha JApeXH

D AKO UMaTe cepHO3HH OLOpeuHHn npob.eMu

IIpeaynpexaeHus u npeanasHu MepKH
['oBopere ¢ Bamus nekap, npenu na Bu 6sae npunosxken Okcanuruiatun EGege:

s aKo IpeJu CcTe NMojTy4YaBaliy ajlepruuHa peakiHs KbM JIEKApCTBO, ChABPIKAILIIO [/1aTHHA, KaTo-
KapOOIUIaTHH, UKMCIUIATUH. AJlEpruyHa peakius MOXKe 11a Bb3HUKHE 110 BpeMe H@,fécxxa‘ il
HH(Y3US HA OKCAJTUILIATHH. -
aKO WMaTe JIEKH WK yMepeHH Ob0peuHu npobiemu
aKO MMaTe HAKaKBH YepHOAPOOHH NMpobIeMH WIH OTKJIOHEHHS B pESyHTaTHTé;OT
(pyHKLIMOHATHH U3CNIeIBaHHs Ha YePHHS APOO MO BpeMe Ha JICYEHUETO CH



. aKO MMAaTe WY CT¢ UMAJTH CLpACYHH HAPYLICHHS, HAMp. HapYIleH eNeKTPHYECKH CHTHAJ, KOETO
ce HapHua yabnukeH QT HHTepBas, HEpaBHOMEPEH ChpJeUeH PUTHM HIIH (paMIUIHA aHaMHe3a 3a
npoljieMH CbC CHPLIETO.

® a8KO CKOpPO cTe UMyHU3UpaHHu und Bu npeacrou na Bu nocrapar BakcuHa. [1o Bpeme Ha
NIeYEHHETO ¢ OKCAITMILIATHH He TpAOBa Aa Bu ce MOCTaRAT , KUBH® WIH ,,aTEHIOUPaHH "
BaKCHHH, KAKBATO € BAKCHHATa MPOTHB bJITa TPECKa.

Apyra gexkapcerea H OkcananaaTan EGese

Hndopmupaiire Bamus nekap, ako npuemMare, HACKOPO CTe NIPHEMANH WIH € Bh3MOXKHO Ja NPUEMETE
APYry NeKapcTaa.

bpeMeHHOCT, KbpMeHe H (pepTRIARTET

bpemeHHOCT

e He e npenopbuntenHo Aa 3abpeMeHABaTE MO BpeME Ha JieMeHHe ¢ OKCATTMILUIATHH, KaTo TpaAdBa Jaa
M310J138aTe epeKTUBEH MeToA Ha KoHTpauemums, [laupeHTKHTE TPAOBa Aa B3eMAaT MOAXOAILIH
KOHTpALEIITUBHH MEPKH 110 BpeMeE Ha TepanusTa U 9 Mecena cies Hes.

e Ha mauMeHTHTE OT MBXKH MOJ Ce NMpeNnopbyBa Ja He cTasaT OauM N0 BpeMe Ha JISYEHHETO H B
NPOABLIDKCHUE Ha 6 Mecela cIie]l HEro, KakTo H J1a H3MoM3BaT NOAXOAAILA KOHTPALIETILYA TIpe3
TOBA BPEME.

e  Axo cTe OpeMeHHa WM ILTaHMpaTe OpEMEHHOCT, MHOTO € BaXKHO J1a 00CHHTE C JIEKaps CH mpean
Ja [MpHEMETE KAKBOTO H [a € JIeHEHHE.

e  Axo 3abpeMeHeere 110 BpeMe Ha J€HEHHETO CH, TpAOBa HezabaBHO Aa MHPOpPMHUpaTe JieKaps CH.

KbpmeHe
¢ He tpabBa ga KEpMHTE JOKATO NPHEMATE JIEUEHHE C OKCAJTMIUIATHH.

DepTUNUTET

e  OkcanummaTiH MOxe aa npuuuHy 6esmnoaue (MHPepTHINTET), KOeTo MoXe Ja Obae
HeoOpaTuMo. [Topazau ToBa Ha MBXKeETE C€ NPENOPHUBA J1a C€ KOHCYJITHPAT OTHOCHO CHXpaHeHHE
Ha CIiepMa IMpeax HAa4alnoTo Ha NeUeHHETO.

e Ha naumeHTHTE, KOUTO ILTAHUPAT OPEMEHHOCT, C€ NMPENMOPHYRa Ad NOCETAT FreHETHYHA
KOHCYNTALMA Clef JIeYeHHETO C OKCATMIUIATHH.

Koncynrupaitre ce ¢ Bamus jiekap Wi ¢papMaleBT ApeaH Ja MpHeMeTe KaKBOTO H Ia € JIEKapCTBO.
IMlodnpane n pabora c MAINHHEA

B1b3MOXKHO € IEYSHHETO ¢ OKCATMILTATHH Aa NOBHILM PHCKA OT Bb3HHKBAHE HA CBETOBBPTEXK, rafIcHE H
MOBPbILIAHE, KAKTO H Ha APYTH HEBPOJIOrHYHHY CHMIITOMH, 3acAraliy oxXoAKaTa i paBHOBECHETO. B
TaKbB cimy4ai He TpadBa aa wogupare U paboTHTE ¢ MALIMHUA. AKO IO BpeM€ Ha NPHEM Ha
OKCAJIMIVIATHH HMaTe NpobiieMH ChC 3peHHeTOo, He TpAOBa Aa wodupare, na paboTHTe ¢ MAILMHH H Aa
H3BBPIIBATE OMACHH JEHHOCTH.

3. Kak na m3nosssate OxcaannaaTran EOeBe

ToBa nekapcTBO ce npuwiara 0T MeAHULIHHCKH CNEIHATUCTH; HE TpAORA 1A ro M3MOI3BATE CAMH.
OxcanurmuiatuH EGeBe e npeaHasHaueH caMo 3a Bb3PacTHM JIMLA.

Ho3apoBKka
Jlo3ata Ha Okcanumiatud EGebe 3aBucH ot Bawara TenecHa noebpxsoct. Ta ce usuucasia g
Baiuure puCT H TeEro. 5

O6uuatiHaTa 103a 3a BB3PaCTHH, BIUTFOUMTEITHO U MTALUKMEHTH B CTapUuecKa Bb3pAacCT, € ¢5 mﬁrp ¢,

[NOBBPXHOCT. ,IIOB&TB, KOATO LIEC ITPHEMATE, 3aBHCH CBLIO OT PE3YJITATHTE OT KP'BBHHTB HSCI[BI[&&HHH }5

KaKTO U NaJIH TNPeAH CT¢ HMaNH HexXeNaHHu peakuux kpM OkcanuiuiatuH Ebebe. -




HavHH A 01HT HA BHBEXIAHE

. Oxcamvruiatil EGepe e Bu Ob1e npeanucad OT ceHAINCT MO NieHeHHe Ha pakKOBH
3abonsaBaHu.

. e 6baeTe NeKyBaH OT MEAHLIMHCKH CIICLHAIIMCT, KOATO NMPpEABAPHTEIHO NPHIOTBA
neobxoaumara no3a Okcanunnatas EGepe.

. OxcanumuiatiH EGeBe ce npunara 6aBHO, noa ¢opMarta Ha MIDKEKUHA, B HAKOA OT BallHTe BEHU

(MHTpaBeHO3HA HH(GY3UA) B IPOABDKEHHE Ha 2 A0 6 Yaca. AKO HINUTATE HEMIPUATHO HYBCTBO
1w 60Nka Ha MACTOTO Ha yOoXknaHe, TpaOBa BeiHara aa ChO0IHTE Ha MEAHLIHHCKHA
CTICLIMATHCT.

° OxcannmuiatiaH EGese ce npunara 3aeano ¢ GOMHHOBA KHCEMHHA H TPEAK BIIMBAHETO HA 5-
¢ryopoyparmn.

YecTOTa HA NPHIOKEHHE
OBHKHOBEHO ce MpaBK MO €xHa HH}Y3Us Ha BCEKH 2 CEIMHLIM.
[IpoABL/HKHTEIHOCT HA JICYEHHAETO

IIpOALIDKUTEIHOCTTA Ha JIEYEHHETO Ce Onpefess or Bauind nekap.

JleyeHueTo Bu 11le MPOIB/DKY He MMOBEYE OT 6 Mecella, KOraro ce npuiara cnell MbJJHO OTCTPaHABAHE
Ha Bawusa TyMop.

AKo cTe NpHeJIH moBege 0T Heobxoanmata A03a OxcanuniaTan Ebese

Toi KaTO TOBA JIEKAPCTBO CE MPUIAra OT MEAHLIHHCKH CIICLHAJIMCT, BEPOATHOCTTA a Bu Guae
TPWIOXKEHA TO-BUCOKA WIH NO-HUCKA 71034 OT HeoOXO0ANMaTa € MHOTO MaJIKa.

B ciyuaii Ha npeno3upaHe Hexenanure By peakimu Moxe Aa ce yBennyar. Bamundar nexap me Bu
Ha3HAYH MOAXOAALLO JIEYCHHE 32 Te3W HEXKETaHU peaKkLMH.

AKo e mponycHaTo npaaokenaeTo Ha OkcanannaTun EGese
Bamus Jiekap Ile NpeLeHH Kora a Nojy4asaTe TOBa JIEKAPCTBO. AKO CMATaTe, Y€ MOXKE Aa CTe
MPOMYCHAIH 1034, CBbpXKeTe ¢ Baiuua nekap Bb3M0KHO Hal-Obp3o0.

AKO HMaTe HSKaKBH BBIIPOCH OTHOCHO Bauweto neuenue, monuraiire Bamus nekap niu gapmauesr.

4. BB3IMOXKHH HEXKEJIAHH PEAKNHH

KakTo BCHYKH JIeKapcTBa, TOBA JIEKAPCTBO MOXKE Ja NPEAU3BHKA HEXC/IAHH PCaKLMH, BBIPEKHU € HE
BCEKH T't [IOJTy™aBa.

AKO IOJTYy9HTe HAKAKBH HeXKeJIAHH JeKapCTBeHH PeaKIHH, BAXHO ¢ A2 HadpopmupaTe Bamnus
JIeKAP MpeH CJIeABANOTO NPHIOKEHHE.

HezabaBuo crofmere na Bamus aexap, aKo moJIyIHTe HAKOH OT CJIeTHATE PCAKIHH:

o CHMNTOMH Ha aJepruuHa Wiy aHaKIAKTHYHA peakiums, ¢ BHE3aIHH NPOSBH, KaTo 0Opus,
chpOeX WK yPTHKapH [0 KOXKATa, 3aTPYJHEHO NPErThbLaHe, IOAYBaHe Ha JHUETO, YCTHUTS, .. .
€3HMKa WIH JPYrH YaCTH Ha TAJIOTO, 3aAyX, XPHIIOBE WIH 3aTPYAHEHO AHLIAHE, MHO
yMopa (Moke Ja yceluaTte NpHManasade). B nmoseueTo ciryuan te3u CHMIITOMH Bb
BpeMe Ha HHQY3HUATAa WIM BeHara Cjie]l Hesl, HO ¢a ChoOLaBaHH K ClTy4au Ha no
peaKLUMH YaCOBE HJIH JOPH AHH CNIeA HHPY3HATa (MHOTO YECTH). . L

. Heo6uuaiiHo o6pa3yBaHe Ha CHHMHH, KbpBEHE IIH NPU3HAIM Ha HHGEKIMA, Han imep TET T .
BL3NAJICHUE HA TBPJIOTO M BUCOKA TeMmneparypa (MHOrO 4€CTH) SRR I R
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[TpoABIDKHTETHA WM TEXKA NHapHs KK MOBPBIIAHE (MHOTO YECTH)

HeoOsacHUMH IUXaTeIHH CHMITTOMH, KaTo CyXa WiH BlIaXKHa KalllJIdlla, 3aTPpyAHEHO JHIIAHE
HIIH XPUIIOBe (MHOTO MeCTH), HeAOCTHT Ha Bb3AyX HIIH XBbPKaHe, KATO TOBa MOXE Ja Ca
NMPU3HALM Ha TeXKO 6enoapobHO 3abomsasaHe, KOETO MOXKE a AOBEAE RO CMBPT
CTOMATHT/MYKO3HT (Bb3MajaeHHE HA YCTHHTE WIIH PaHWYKH B YCTaTa)(MHOTO Y€CTH)

Hanuuue Ha KpbB HIH THbMHO KaAaBH YaCTHLH B IOBbPHATATA MATEPHA.(CHMNTOMH Ha
CTOMAIIHO-YPEBEH KPBBOUITUB)(HECTH)

['pyma oT CHMIITOMH, KaTo ri1asofo/He, HapyweHo ICUXHYECKO ChCTOAHHE, MbPUYOBE U
HapyILICHUA B 3PEHHETO, KaTo 3aMbIiABaHe, 3aryba Ha 3peHHe (CHMNTOMH Ha CHHAPOM Ha
o6paTHMa NOCTEPHOPHA NIeBKOEHLEDANONATHS, PAAKO HEBPOJIOTHUHO HapyLIeHHe)(peakH)
Ipu3HaLy Ha MHCYJIT (BKJI. HEOUAKBAHO TEXKKO riapobonue, 06LpKaHOCT, 3aTPY AHEHO BIDKIAHS
C eJHOTO WIH C ABETE OYM, CXBaIlaHE WIH CJIabOCT B THUETO, pbKaTa WK Kpaka, OOMKHOBEHO
OT e/JHATA CTPaHa, OTIYCKAaHe Ha JIHLETO, TPYAHO XO/IeHe, 3aMasHOCT, 3aryda Ha paBHOBECHA H
3aTpyAHEH T'OBOD)

MHoro cuiHa yMOpa, NpHApYKeHa ¢ NOHWKEH OpoH YepBEHH KPBBHH KJIETKH H 3a1yX
(XeMONMTHYHA aHEMMS) (peKH) CAMOCTOATETHO WIH B KOMOHHALMA ¢ HUCEHK Opoi
TPOMOOLMTH, HeoOHuaitHO 0Gpa3yBaHe Ha CMHHHH (TPOMGOLMTONEHUA )Y peliki) 1 OBOpeHO
3aGonsABaKe, IPH KOETO Ce OT/E/IS MaIKo WIH HE ce OTACIA HHKaKBa yprHa (CHMITTOMH Ha
XEMOJIMTHYHO-YPEMHYEH CHHAPOM) (C HEM3BECTHA YECTOTA)

JIpYra H3BeCTHH HexKeJIaHH peaknni Ha OxcanuniaTan Ebese ca:

MpHuoro 9ecTn (MOrar Ja 3acersar noseve ot 1 Ha 10 mauperTH):

Oxcanuruiatul EGere Moxke aa 3acerne Hepsure (neprdepHa HepponaTia). Moxe aa
NOYYBCTBATE W3TPBIIBAHE WIK CXBalllaHE Ha MPBLCTHTE HA PHLIETE H HA KPaKaTa, OKOJIO yCTaTa
WIH Ha MBPIOTO, KOETO MOKE J1a € CBBP3aHO ¢ KPaMIIH.

Te3u peaklMu 4€CTO Bb3HHKBAT NPH HIaraHe Ha CTYA, Hanp. PH OTBapsHe HA XJIAAWIHHK HIIH
KOHTAKT CBC CTYIEHA HANMUTKA. BL3MOXKHO € Aa MMaTe 3aTPpyAHEHHA M NPH W3ITBJIHCHHUE HA
¢uuy aeficTBHA, KATO 3aKOMYABAHE Ha KomyeTa. BbIpeky 4ue B IOBEYETO CITyUaH TE3H
CUMITEOMM H3YE3BAT HAITBJIHO OT caMo ceOe CH, Bb3MOXKHO € CUMIITOMHTE Ja C€ 3abpXKaT U
cnel Kpas Ha JICYEHHETO.

[Ipy HAKOH XOpa HMa M3TPBIIBaHE MU YCEeIllAaHH KATO MPH LIOK, IPEMHHABALLH MO PBUETE W
TANOTO HAJOJY, MPH Or'bBaHE HA BpaTa.

OxkcanuriatiH EGeBe B HAKOH cllyyaH MOXE Aa NpeAM3BUKA HEMPHATHO yCelllaHe B I'spPJIOTO,
ocoBeHO MpH NMperabilaHe, ¥ ycellaHe 3a 3aQyX. ToBa ycelllaHe MO)ke 1a CE MOABH 10 BpeMe Ha
HHPY3UATA HITH B PAMKHTE Ha HAKOJIKO 4aca M MOXe fa 6b/1e NpeJH3BUKAHO OT H3jlaraHe Ha
CTyA. Makap ¥ HEenpHUsTHO, TO HE NPOAL/DKABA AT M OOUKHOBEHO OT3By4aBa Ge3
HeOoOXOAMMOCT OT JieueHHe. BenencTere Ha TOBa € Bb3MOKHO BalyaT aekap Ja peiiH aa
MPOMEHH JleueHHeTo Bu.

Oxcanurnarud EGeBe Moke Aa npeaH3BHKa AHapui, Jeko raacHe (1a By e nouio) u
nosprilade. Benpeku Topa, 06MKHOBEHO JiekapsaT By JaBa iekapcTBa 3a NPSAOTBPATABAHE HA
rajieHe ¥ MOBPBILAHE MPeaH IEYEHUETO, KOMTO MOraT Aa O1/1¢ MPOIBL/DKEHH U ClIe]] JTEYCHHETO.
Oxcannmuatie EGeBe npeAU3BHKBA BPEMEHHO HaMalieHHe B 6poA Ha KPBBHHTE KJIETKH.
HamaneHHeTo Ha YepBEHHTE KJIETKH MOXKe [a AOBEAE A0 aHEMMs (HAMAICHHE Ha YEPBEHHTE
KJIeTKH), HeobuuaiiHo KbpBeHe Wik o0pasyBaHe Ha CHHMHM (MOpajay HaMaJIeHHE Ha
TpombouuTHTe). Hamanennero Ha 6enure KpbBHU KIETKM MOXe a2 Bu Hanpasu no-noJaTIHBH
Ha MH(QPEKLMH,

Bammsar nekap we Bu B3eMe KpbB, 3a Aa [IPOBEPH JajiH OpoaT Ha KpbBHUTEe By knerku e
AOCTAaThb4€eH MPEAH 3a1I04BaHE HA ICUYEHHETO W NpEH BCEKH Clie(Balll KypC Ha eYeHHe.
Vcelane 3a Hepas3noioykeHHe 01130 A0 WK Ha MACTOTO HAa HHDKEKTHPAHE N0 BpEME Ha
HH}Y3HATA

/"‘T""‘"\,
Tpecka, TpBIKH (TpeMop), YMOpa, JIMIca Ha cHila/ciaabocT, TenecHa Honka o
[TpomeHH B TETNOTO, HAMAIABAHE WIH JIHICA HA ANETHT, HapyllIeHHe Ha mcyc /éil’e!(
maso6onue, 6onka B repba AR v’“‘&

[TomyBaHe Ha HEPBMTE B MYCKYJIMTE, CXBAILIAHE HA BpaTa, HEOOMYaKHO yceu.(mg B-BSH](R c
BL3MOXKHA [POMsAHA B TOBOPA,
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bonka B ctomMaxa

HeobHuaiiHo kbpBeHe, BKIIKOYHTEHO OT HOCA

Kaunuua, 3aTpyaHeHo aHilaHe

Anepry4HM peakiiuy, 06pHB IO KOXkaTa, KOHTO MOXE Aa € 3a4epBEH M ChpOAIL, JIEK Koconaz
(anoneuwms)

° [IpoMaHa B KPHBHHTE NOKA3aTEIH, BKHOYHTENHO CEBP3aHHTE C YepHOAPOOHATA (DYHKILIHA.

YecTn (Morat aa 3acersat a0 1 Ha 10 naumenTH):

¢ Hubexunm nopaau Hamansaeaxe Ha OelMTe KPHBHH KJIETKH

. CepHO3HH HH(EKINH Ha KPBBTA 3a¢[JHO ¢ HAMaJIABaHe HAa Oe/INTe KPLBHH KJIETKH
(HEYTPOTICHHYEH CETICHC), KOETO MOXKe Aa MMa daTalieH Kpaii

* [TonmwxkaBaHe Ha OennTe KPbBHH K/IETKH, CHIIPOBO/ICHO ¢ MOBHILEHA TeMiiepaTypa > 38.3°C unu
NPOAB/DKHTENHO NOAXBPXKaHEe HA BUCOKA TeMneparypa > 38°C 3a noseue OT €AUH Yac
(¢peOpunna HeyTponeHHA)

. Hapymieno xpaHocMuiaHe ¥ KMCEJIHHM B CTOMAXa, 3a4epBABaHe, XBJILIAHE U 3aMatsHOCT

o [TopuiieHO NOTEHE M YBpEXKAHE HA HOKTHTE, JIIOMIEHE Ha KOXKATA

- bonka B repauTe

* benoapobHu HapylleHHs U XpeMa

o bonka B CTaBUTE M KOCTHTE

. bonka npu ypuHxpaHe U npoMeHH B 6s0peunara GyHKLUHA, MPOMAHA B YECTOTATA Ha
ypUHHpaHe, 00e3B0AHABaHE

. KpbB B ypHHATa M M3NpaKHEHHATA, OTOUYHH BEHH, ChCHpelM B Genure apobore

o Bucoko kpbBHO HanAraHe

0 Henpecusa, npobieMy cue CbHA

° KoHIOHKTHBUT, NpobsieMH CbC 3PEHUETO

. [MonnxaBaHe HUBOTO Ha KaJlliMii B KpbBTa

* [lanane

HegecTn (Morar na 3acerHar Ao 1 Ha 100 nauuentu):

. CepHo3Ha MH}EKLHA Ha KPBBTA (CENCHC), KOATO MOXe Aa Obae ¢ daralieH Kpaii.
° 3amyuiBaHe WM IOAYBaHE HA YepBaTa
. HepeHocT

Peaxm (Morart aa 3acerdar go 1 Ha 1 000 nauueHTH):

o I'nyxora (3ary6a Ha ciayxa)

° Oubdpozvpane U BTBbpAABaHe Ha 6eoapobHaTa TEKAH ChC 3aTPYAHEHHE Ha JUILAHETO,
NOHAKOra ¢ haTayieH kpaii (MHTepcTULIHANHA Genoapobua Gonecr)
O6patuMa kpaTkoTpaiHa 3aryba Ha 3peHHeETO
HeobscHuMO kupBeHe WM 0OpasyBaHe Ha CHHHHM TOPAH MHOXXECTBO KPBBHH CHCHPELM B
MaJIKHTe KPbBOHOCHH CBAOBE B TAIOTO (HCEMHHHPaHA HHTPaBa3aJHa Koaryjaaums), KOMTO
Morar Jia ca ¢ daraneH Kpa#.

Mmnoro peaxn (Morart aa 3acernar g0 1 Ha 10 000 nauperTH):

° bBOpeuHo 3abonasane, MpH KOETO Ce OTAENA MAIKO WIIH HE Ce 0T/ HUKAKBA YPHHA
(cumrrTOMH Ha ocTpa 61L0pedHa HeloCTaTBYHOCT)
. CbA0OBH HapYLIEHHA B YEPHUA Apod

C Hen3BecTHR 9eCTOTA (YECTOTATA HE MOXKE Ja OBJle YCTAHOBEHA OT HANHYHMTE JaHHH):

. AnepruueH BacKyJIMT (Bb3NafICHHE Ha KPHLBOHOCHHTE ChAORE)

o ABTOHMMYHHA peaKliMs, BOACILA A0 HAMAJIEHHE Ha BCHUKH BHAOBE KJIETKH B KPBBTR /’;,‘;,"Ea“h
(@BTOUMYHHA MAHLMTONEHHUSA), TAHLUMTONEHHS S\ a3

*  CepuosHa HE(eKIHA Ha KPBBTA H HUCKO KPBBHO HATAraHe (CENTUUeH LIOK), KOMTOMOMTLAR
Obaat Qaraniu fi 7 e
KoHByJichH (HEKOHTPOJIHPYEMO TPECEHE Ha TAJIOTO) T

Crnas3bM Ha repaoToO, NIPHYHHSABALL 3aTPYAHEHHE HA JUIIAHETO



. JloknagBaHM ca CBpBXYMOPAEMOCT C HaMasieH Opoil YePBEHH KPbBHH KJIETKH, HEAOCTHT Ha
BBE3AYX (XeMONUTHYHA aHEMHA ), CAMOCTOATENIHO WX KOMOMHHMPaHO ¢ HaMaieH Opoil Ha
TpoMOouMTHTE H 6LOpeuHo 3ab0aBaHe, MPH KOETO Ce OTAEN MAJIKO HITH He Ce OTaens
HUKAKBA YPHHA (CHMIITTOMH Ha XEMOJIUTUMHO-YPEMHYEH CHHAPOM), KOoMHTO MOXke Aa Obe

(dhataneH

. HapyiueH cepaeyeH pureM (yabp/DkapaHe Ha QT uHTEpBana), KOETO MOJXKE 14 C€ YCTAHOBH IIpH
enexrpokapauorpama (EKI') u Mmoxe na 6bae c dartaneH kpai

. Hudapxr Ha MHOKapaa (Chbpae4eH NMPUCTHIT), aHTHHA NEKTopHC (0osIKa WIH YyBCTBO Ha
AHCKOMQOPT B I'bPAHTE)

o Bonka u nogyBaHe Ha MyCKYJIMTE, IPHAPYKEHA ChC cadocT, Tpecka WIH YepBEHO-KagABO

OLIBETABaHEe HA ypHHATa (CHMIITOMHM Ha MYCKYJIHO YBpeXaHe, HapeueHO pabaoMuonu3a),
KOETO MOXKe Za Obae ¢ daraneH Kpaii

. Br3naneHue Ha XpaHoITpoBoZa (Pb3Ma/IEeHNE Ha JIMraBULIATa HAa XPaHOMNPOBOAA — OpraHbT,
KOHTO CBBP3Ba YCTATA ChC CTOMAXa — KOETO BOJAH A0 60AKa M TPYXHOCTH IIPH TperblliaHe)
o KopemHa 6onka, rafgeHe, NOBbPHATA MATEPHA, KOATO € C KPbB WK M3IJIEXKAA KATO ~CMIISHO

kade®, WK TBMHO/KATpaHEHO YepHH HU3NMPaKHeHHUA (CHMITTOMH Ha CTOMAIIIHO-YPEBHA A3Ba,
€BEHTYaJIHO ¢ KbpPBEHE WM nepdopaumi), KoeTo MOxe Aa Onae ¢ ParaneH kpai
HamaneHo kpnBocHabAABaHe Ha yepBaTa (MHTECTHHAIHA HCXEMHA ), KOETO MOxe aa Obae ¢
daranen kpaii

o Puck ot HOB pak. JlepkeMus, dopMa Ha pak Ha KPbBTa, € AOKI1a1BaHa NPH NalMEHTH, NPpHEeMATH
OxkcanuriaTud EGese B koMOUHALMS ¢ HAKOH JIpYTH JekapeTBa. ['oBoperte ¢ Bamms nexap
OTHOCHO BEPOSTHOCTTA OT MOBHILEH PHCK 33 TAKBB THI pak, kKorato npuemMare OKCalHILIaTHH
EfeBe U HAKAKBU APYTH JICKAPCTRA.

- HepakoBH aDHOPMHM BB3/IM B uepHHUA Opod ((PpokanHa HOAYIapHA XHUIIEPIUIa3Hs ).

Crofmasane HA HeXeJAHH PeaxkiiH

AKO Noy4dHTe HAKAKBH HEXKENlaHH JieKapCTBEHH peakLMH, yBeaoMeTe Bamua nekap, papMauesT niu
MEHULIMHCKA cecTpa. TOBa BKIIOYBA BCHYKH Bb3MOXKHHM HEOIMHCAHH B Ta3U JIMCTOBKA HEXETaHU
peakiiii. MoxeTe ChILO Aa ChobIHTe HEXENaHH PeaKLMH AMPEKTHO Hpe3 HallMOHATTHATA CHCTEMa 32
cpofmaBaHe KbM U3nbJIHUTENIHATA areHU U [0 ieKapeTBara, yi. ,,Jdamsan ['pyes” Ne 8, 1303 Codmus,
Ten.: +35928903417, yebeaiiT: www.bda.bg. Kato chofiaBare Hexenaru peakiiui, MOXeTe 1a
JdazeTe CBOS MIPHHOC 3a MOJyYaBaHe Ha MoBedye HHGOpMaLMs OTHOCHO $e30MaCHOCTTa Ha TOBA

NCKApPCTBO.

5. Kax aa cexpansBate OxcananiaTan Ebee
Ha ce cbxpaHsBa Ha MACTO, HEAOCTBITHO 3a AcUA.

Oxcananaarnn E6ese ne TpaldBa A2 BAH3A B KOHTAKT € OYHTE HJIH KOXKATA. AKO HMa CJTy4aliHO
pa3jiRBaHe, He3a0aBHO KakeTe Ha Bamug Jekap HAH MEeAHIIHHCKA cecTpa.

[Mpeau paspexxaasero, TO3M IeKaPCTBEH NPOAYKT TpAbBa Na ce chXpaHaBa B KApTOHEHATa ONaKOBKa,
3a JIa ce IpeanasH OT CBET/IHHA, Oe3 aa ce 3aMpassea.

Ha ce cbxpanssa nop 25°C.

He u3non3eaitTe TO3H JIEKAPCTBEH NPOLYKT Cliel, CPOKa Ha TOAHOCT, 0TOeNa3aH BepXY ONAaKOBKATA H

T

eTHKeTa ciel ,,J oneH no:*. CpoKbT Ha FOAHOCT OTroBaps Ha MOCAEAHUA ASH OT ChOTBETHUA MeceLl.
Cnen kpasa Ha uHQy3uaTa, OxcanuruiatuH EbeBe me Oblie BHUMAaTENHO U3XBBPIIEH OT JieKapsa WIH
MeAHIMHCKATA CeCTpa.

6. CunabpkaHHe HA ONAKOBKATA H AONBLJIHHTENHA ARPOpMARAS

Kaxso cpabpxka Oxcanmiuiatiy Ebese




AKTHBHOTO BELLECTBO ¢ OKcaNMIIaTiH (oxaliplatin).
- JApyrara CbCTaBKa € BOAA 33 MHXKEKIIHH

Kak mirnexga Oxcannnaaraa EGeBe B KaKBO ChABPKA ONAKOBKATA
buctrp, 6e3useren pastrop, 6€3 BHAHMHM YaCTHLIM.

1 ml ot pa3TBOpa ChaABbpka 5 Mg OKCATHMIUIATHH KATO AKTMBHO BELIECTRO.
To3u texapCTREH NPOIYKT € KOHUCHTPAT 3a HH()Y3HOHEH Pa3TBOop.

10 mi o koHUEHTpaTa 32 MH}Y3IHOHEH PasTBOP CHABLPXKAT 50 Mg OKCATHILIATHH.

20 ml or xoHLEHTpAaTa 33 HH}Y3HOHEH pa3TBOp chALPXKAT 100 mg OKCATHILIATHH.
30 ml oT xoHUeHTpaTa 3a MH(PY3HOHEH pa3TBOP CHABPKAT 150 mg okcanumIaTHH
40 ml ot xoHLEeHTpaTa 3a HHPY3HUOHEH Pa3TBOp ChABPAKAT 200 mg OKCANMILIATHH.
50 ml ot xOHUEHTpaTa 3a HH(}Y3HOHEH pa3TBOP ChbABPXKAT 250 Mg OKCANMIIATHH

Buaose onakoBKHu:

50 mg/10 ml: 1 dnaxon, 5 pnakona, 10 dpnakona
100 mg/20 ml: 1 dpnaxon

150 mg/30 ml: 1 dnakou

200 mg/40 ml: 1 dnakon
250 mg/50 ml: 1 ¢pnakon

Ctc wnn 6e3 npeanasHa wiacTMacoBa 3aiuta (Onco-Safe win camiisunr). ,,Onco-Safe™ u cinitBHHT
HE BJIM3AT B KOHTAKT C JIEKAPCTBCHHA NPOAYKT M OCHIypABAT AOMBJIHHTENHE 0fe30nacspaHe Mo BpeMe
Ha TPAHCIOPT, KOETO MOBHINABA O€30MaCHOCTTa HA8 MeIULIMHCKHA H GapMalieBTUUHHS TTEPCOHAIT.

He BCHYKHM BHIOBE OTIaKOBKH MOTaT Ja ObaaT MycHaTH B npogaxoa.
IlpuTexkaTen Ha pa3pelieHHETO 32 YIOTpe6a B MPOH3BOANTEN:

IIpuTexkaTes Ha pa3pelleHHETO 3a YOOTpeba
EBEWE Pharma Ges.m.b.H. Nfg. KG
Mondseestralle 11, A-4866 Unterach,

ABcTpuA
IIpom3ssoaaTenn

EBEWE Pharma Ges.m.b.H. Nfg. KG
Mondseestralle 11,

A-4866 Unterach,

ABCTpHA

Salutas Pharma GmbH
Otto-von-Guericke-Allee 1, 39179 Barleben

[epmanus

Fareva Unterach GmbH

Mondseestrasse 11,

4866 Unterach, J—
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To3u NexkapcTBen NPOAYKT € pa3pemieH 3a ynorpeba B cTpasnTe-wienkn Ha EUTI
HMeHa:
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AT Oxaliplatin Ebewe 5Smg/ml Konzentrat zur Infusionsbereitung
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BE Oxaliplatin Sandoz 5 mg/ml Konzentrat zur Herstellung einer Infusionsldsung
Oxalipatin Sandoz 5 mg/mli solution a diluer pour perfusion
Oxaliplatin Sandoz 5 mg/ml concentraat voor oplossing voor infusie

BG Oxkcanumiatid EOGeBe Smg/ml xoHUeHTpaT 32 UHQY3HOHEH pa3TBOp

DK Oxaliplatin Sandoz 5 mg/ml

EE Oksaliplatiin "Ebewe"

EL Plaxitin Smg/ml rokvé duddvua yio ropackevn) dSwrAvuatog apds £yxvon

IT Oxaliplatino Sandoz Smg/ml concentrato per soluzione per infusione

MT Oxaliplatin Ebewe Smg/ml concentrate for solution for infusion

NQO Oxaliplatin Sandoz

PL Oxaliplatin - Ebewe

RO Oxaliplatin Ebewe 5mg/ml, concentrat pentru solutie perfuzabila

SE Oxaliplatin Sandoz

SI  Oxaliplatin Ebewe 5mg/ml koncentrat za raztopino za infundiranje

SK Oxaliplatin Sandoz 5 mg/ml infuzny koncentrat

UK Oxaliplatin Smg/ml Concentrate for Solution for Infusion

JaTa Ha mocJieqno npepasriiexkIane HA JHCTOBKATA
MMITIT

Caeanara nadopmanus € NpeIHA3HAYEHA CAMO 32 3APABHE CNCKHAIHACTH!

CrennajiHH OpeIna3HH MEPKH OPH H3XBLPJIsAHE H paGora
KaxTo npu BCHUKH MOTEHLMAIHO TOKCUYHHN CHEIHHEHUS, pa3TBOPHT Ha OKCAITMIUIATHH TpsOBa ja ce
MPHUTrOTBA MHOT'O BHHUMATEJTHO.

Yka3aHH1 3a padora

an yncrrpeﬁa Ha TO3U IUTOTOKCHYCH MPOAYKT OT MEAHIIMHCKHSA NCPCOHAN € HeOBXOAUMO MOBHILIEHO
BHUMAHHEC, 34 04 CC rapaHTHpa 3allMTa Ha pRGOTelI.lHH C HEero M OKOJIHHUTEC.

TTpUroTBAHETO HA HEDKEKLIMOHHUTE Pa3TBOPU Ha LUTOTOKCHYHHMTE CPEACTBa TPAOBaA fa ce W3BBPILIBA
OT NOJArOTBEH, CTIELIMANIM3NPaH NePCOHAN ¢ MMO3HaHUA 3a yroTpedaTa Ha JE€KapCTBOTO, IIPH YCJIOBHA,
rapaHTHPAIIK [EIOCTTa Ha JICKAPCTBEHHSA MPOAYKT, 3alllMTa Ha OKOJIHATA cpela M 0co0eHo 3aIuTaTa
Ha nepcoHana, paboTelll ¢ Te3H JIEKAPCTBEHH MPOIYKTH, B CHOTBETCTBHE C NMPaBHJIHMKA Ha DOJTHULIATA.
3aABDKHTENTHO € 33 TE3H LIC/IK [Ja € OCHUTYPEHO CrieliMalIHO NMOMELLECHHE. B Hero ¢ 3abpaHeHO myieHe
H KOHCyMallMs Ha XpaHH H HAITHTKH.

[TlepconamsT Tpa0Ba 13 € MOACUTYPEH ¢ HEOOXOAMMHUTE MATEPHAJIH, CTICLIMATTHH TTPECTHIKH € JBITH
PBLKABH, 3AILIMTHH MACKH, IIANKWA, OYHII4, CTCPHIHH PHKABHLIH 3a €IHOKpaTHa ynorpeba, 3allHTHH
NOKpHEBana 3a paboTHOTO MACTO, KOHTEHHEpH U TOpOH 3a chOMpaHe Ha OTAABLIA.

Exckpern ¥ NOBPbpHATH MarepuM TpsAbBa Aa ce OTCTpaHABaT BHUMATEIHO.

bpemenHu xenn Tpsbra fa 6baaT npeaynpeaeHH aa H3bAreaT 60paBeHETO ¢ LMTOTOKCHYHH CPCACTBA.
Bcexu cuyneH KoHTeliHep TpsaOBa a 6b1e TpeThpaH ¢bC CHILIOTO BHUMaHKE M OLIEHABaH KaToO

KOHTAMHHHPAaH OTIAgbK. KOHTAMMHUPAHUAT oTNagbK TpAOBa Ja ce HHCHHEPHPA B OIXOIALUO
O3HauyeH TBBbpA KoHTelHep. Bx. no-gony "Uaxsbpnsxe”.

[Tp1 KOHTAKT Ha KOHLIEHTpAaTa HA OKCAIMIUIATHH WK HA HHQY3HOHHUSA Pa3TBOP € KO
MSACTOTO € H3MHBa OOMJIHO C BOJA.

[Tp1 KOHTAKT Ha KOHLIEHTPATa HA OKCATMIUIATHH WIH Ha HHY3HOHHHS Pa3TBOP C I
He3a0aBHO MACTOTO Ce U3MHRA OOWITHO ¢ BOAA.

Cneupanyy npeanazHy MEpKY NpH OPWIOKEHHE




ITA HE ce u3no13BaT HH)KEKUHOHHH MaTepHAIH, ChAbPMKAIH ATyMHHHH.

A HE ce npunara HepaspeneH.

Ia ce u3non3sa camo 5% pa3TBOp Ha rmoko3a 3a paspexaane. JJA HE ce paspexaa ¢ HaTpHeB
XJIOpHUI WIH ApYTH pa3TBOPH, CHABLPXKAIUM XTOPHAH.

° A HE ce cMecBa ¢ ApYI'd IEKAPCTBEHH NPOAYKTH B €IHA H Chilla KH(}Y3HOHHa HaHKa 1 J1a He
Ce MpHiara €AHOBPEMEHHO B €1Ha U ChILA HHOY3HOHHA JIHHHA.
. A HE ce cMecBa ¢ AIKATIHM JIEKAPCTBEHH NMPOXYKTH HITH Pa3TBOPH, [10-CIIELHATHO -

¢ayopoypaum, TPOMETAMON H JIEKAPCTBEHH NMPOLYKTH, ChAbpXKAIH GONHHOBA KUCENIHHA, B
YHHATO CHCTAB HMA TPOMETAMOJ KATO MOMOILHO BELECTBO H CONH HA TPOMETAMOJ Ha APYTH

NeKapCTBEHH NMPOAYKTH. AJIKaJTHUTE JIeKapCcTBa WIH Pa3TBOPH MOTAT A3 NOBIUAAT
HeO1aronpHATHO cTaOUTHOCTTA Ha OKCATTUIUIATHH.

YkazaHusa 3a ynorpeba ¢ $oNuHOBa KHCENNHA (KaTo KATUHMEB GONHHAT WIH AUHATPHEB QOMHHAT

OxcanumuiaTve 85mg/m? 3a HHTpaBeHO3Ha HHY3uA, pazpeacH B 250 no 500 ml 5% pasTsop Ha
IIIOKO3a ¢e NpHJlara eAHOBPEeMEHHO ¢ (OJIMHOBA KHMCE/IHHA 32 HHTPaBEHO3HAa HHQY3HA, paspeieHa B
5% rAKOKO3EH Pa3TBOP, B MPOAB/DKEHUE HA 2 A0 6 yaca, KaTo HEMOCPEACTBEHO MpeAH MIACTOTO Ha
HEDKEKTHPaHE ce MocTaBs Y-kateTsp. Te3u ABa NeKapcTBEHH MPOOyKTa He TpaOBa Ja ce CMECBAaT B
eaHa HH}py3uonHa GaHka. DonuHoBaTa KMCENHHA He TPAOBA a ChABbPXKA TPOMETAMOJI KATO MOMOLIHO
BEILICCTBO U TpAGBa Aa 6bae pa3pesieHa caMo ¢ M30TOHHUYEH 5% pa3TBOp Ha IVIKOK03a M HHKOTa ©
aNTKAIHHY Pa3TBOPH, Pa3TBOP Ha HATPHEB XJIOPHA WIH PA3STROPH, CHABPXKAILH XJIOPHAH.

Vxazanus 3a ynorpeba ¢ S-guayopoyparn

OxcananaaTid Tpu6Ba Aa ce BLBEXKAA BHHATH OpeaAR JIyoponHpaMHEIBRHHE, HANpEMED S-

dayopoypanmi.
Creq NPAIOAKEHHE HA OKCATUIUIATHH, CUCTeMaTa TpsA6Ba na ce MpOMMeE H CIIe]l TOBA Ja Ce IIPWIONKH 5-

¢ryopoypaum.

3a JOMBIHHTENHA HHGOPMALIKA OTHOCHO IEKAPCTBEHHTE NPOAYKTH, HINOA3BAHM B KOMOMHAIINA €
OKCATMIVIATHH, TpA6Ba Ja ce HalpaBH CNPaBKa ChC CHOTBETHUTE KPATKH XapaKTEPUCTHKH Ha
IPOIyKTa Ha IIPOH3BOAMTEIA.

KoHueHTpaT 32 HHQY3HOHEH pa3TBOp

Ipenu ynorpeba aa ce NpoBepH Bu3yanHo. Ja ce u3non3sat camo GHCTpH pasTBOPH, Oe3 BUANMH
YaCTULIH.

To3H JeKapCTBEH NMPOAYKT € CaMo 3a eIHOKpaTHa ynoTpeda. HensnonssaHOTO KONHYECTBO OT
KOHLIEHTpaTa TpAOBa Aa C€ H3XBBPJIH.

Pa3spexxnaHe 3a MHTPaBEHO3HA HHDY3UA

H3sTernere HEOGXOAMMOTO KOJIMUYECTBO KOHLIEHTPAT OT ¢naxoHa ((nakoHure) H paspenere ¢ 250 no
500 m! 5% pa3TBOp Ha IIIOK03a JO AOCTHUraHe Ha KOHLIEHTpALMA HA OKCATHIUIATHH He Mo-HUCKa oT 0,2
mg/ml.

Jla ce NpHUNIOKYU Ype3 HHTPAaBCHO3HA UHPY3HAL.

Ot MUKpPOOHONIOrHYHA IIEAHA TOUKA IPOAYKTHT TpA6Ba a ce H3NON3Ba He3a0aBHO CliCA NIPHUTOTBAHE.
AKxo He ce W3non3Ba He3a0aBHO, IOTPEeOHTENIAT HOCH OTTOBOPHOCT 3a MEPHO/A H YC/IOBHATA Ha

TeMneparypa ot 2 a0 8°C, oCBEeH aKko pa3peXKJaHEeTO € H3BBPIICHO NPH KOHTPOJIHpaHH
ACENTUYHH YCJIOBHA.
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XuMHyeckarta H ¢pu3n4ecKara cTabUIHOCT HA IPHTOTBEHHS pa3TBOP 0KA3aHO Ce M0 ﬁé*& B.
npoabDkeHue Ha 48 yaca npu Temneparypa 2 - 8 °C, npH paspexaaHe B KOHLIE m o1 0,2 mg/ml



u 2,0 mg/ml ¢ 5% pasTBOp Ha rMrOKO3a, KAKTO M 3a 6 Yaca pu Temneparypa 20-25 °C, npu
paspexxaaHe B KoHueHTpauus ot 0,2 mg/ml u 2,0 mg/ml ¢ 5% pasTBop Ha rimoko3a.

[Ipenu ynorpeba na ce npoeepu BU3yanHo. Ja ce nanonspar camo OHCTpU pasTBOpH, 6€3 BUIHMH
YaCTHLIH.

To3u nexapcTBEH MPOAYKT € CaMO 3a eAHOKpaTHA ynoTpeba. Hensnon3paHOTO KOMHYECTBO OT
KOHLICHTpaTa Tpsa0Ba na ce H3XBBbPIM (BXK. Touka ,,U3xsbpnsane” no-gomy).

HHUKOI' A He u3noa3BaitTe pa3TBOp Ha HATPHUEB XJIOPH]L 33 pa3pexIaHe.

Hupyzus

BbBEKAAHETO HA OKCANTUILIATHH HE H3HCKBA NpEIBapHTETHA XHAPATALHA.

OxcanumnaTi ce paspexa ¢ 250 no 500 ml 5% pasreop Ha rmoKo3a A0 JOCTHraHe Ha
KOHLIEHTpaLus He no-HUucKa oT 0,2 mg/ml U ce pbBexaa B nepudepHa BeHa WIK B LEHTPAJIEH BEHO3€H
LT, B IPOABDKEHHE Ha 2 10 6 yaca. Koraro okcanuIyiaTiH ce npwiara ¢ S-uryopoypaws,
UH(QY3UATa C OKCAMTUIUIATHH TPAOBa fa npexoxaa TasH Ha 5-Quyopoypaumn.

HaxsbprsHe

OcTaTB4YHH KOJIHYECTBA OT JIEKAPCTBECHUA MPOAYKT, KAKTO H BCHYKH MATEPUAITH, M3MOJI3BAHH 3a
pa3pexaaHe H BbBeXAaHe TpAOBa fa 6baT YRUIUIOKEHH CBITIACHO CTAHAAPTHUTE OONTHMYHH
npolieaypH 3a paboTa ¢ IUTOTOKCUYHHU CPEICTBA U B CHOTBETCTBUE ChC CHIICCTBYBALLMTE
HOPMAaTHBHH M3HCKBAHHMA 32 U3XBBPJISHE HA OTNIACHH OTNANBLIM,

IIpanoxenne

CAMO 3A BB3PACTHH

[IpenopbunTENHATA 1032 OKCANHILIATHH NPU aJIOBAHTHO JIe4cHHE € 85 mg/m? HHTpaBeHO3HO,
NpuiaraHa Ha BCEKH ABE CEIMMLH, B IIpoab/keHHe Ha 12 Lukbia (6 mecena).

IIpenopruMTEIHATA N03a OKCATMIUIATHH [IPH JIEYEHNE HA METACTATHMEH KOJIOPEKTAIEH KAPLIHHOM €
85 mg/m? HHTpaBeHO3HO, [IpHJIaraHa Ha BCeKH 2 CeIMHLM A0 Mporpecus Ha 3a00I9BaHeTO HIIH
HENMOHOCHMA TOKCHYHOCT.

[Ipunaranara no3a TpadBa Ja ce onpeaeny B 3aBUCHMOCT OT NOHOCHMOCTTA (BXK. TO4Ka 4.4
"CneunanHH NpeAyNpexxAcHH U NPeana3sHu MepkHu npH ynorpeba " B cborBerHara KXI1).

OkcanuriaTdi ce NpHJAra BHHAMH Npeay GayoponspHMHIHEH, RanpuMep S-gayopoypamna.i.
OKCa/MIUTATHH C€ BBBEXAA B POABDKEHHE Ha 2 0 6 yaca B MHTpaBeHO3Ha uHGY3mA ¢ 250 ao 500 ml
5% pastBop Ha rmoko3a (50 mg/ml), Taka ue aa ce gocTurde koHuexrpauus mexay 0,2 u 0,7 mg/ml.
0,7 mg/ml e Hali-BHcOKaTa BE3MOXKHA KOHLIEHTpALMA IIPY NPWIAraHe Ha OKCAIMIUIATHH B 103a OT 85
mg/m?.

Cpok Ba roasocTt

3a nekapcTBEeHHA NPOAYKT B OpMIrHHANIHATA ONAKOBKA: 24 Mecelia

CrabWiHOCT cnien paspexaaHe
Ot MukpobHOIOrHYHa ryieaHa TOYKa NPOoXYKTHT TPAOBA Aa ce H3MON3Ba He3a0aBHO ¢
AKO He ce u3no/3Ba He3abaBHO, NOTpeOUTENAT HOCH OTTOBOPHOCT 3a NEPHOJIA H Y

TeMneparypa ot 2 ao 8 °C, ocaeH AKO pa3peKIaHETO € H3BBPLIEHO ITPH Komponupal-m ﬁ |
rapaHTHPaHO ACENITHYHH YCIIOBHAL, WO e



XHuMHuecKaTa H pu3HYecKaTa CTaOMIHOCT HA MTPHIOTBEHHA pa3TBOP JOKA3AHO CE MOALPKA B
npogb/oKeHue Ha 48 vaca npu Temneparypa 2 - 8 °C, npu paspexaane B koHLUeHTpaH ot 0,2 mg/ml
¥ 2,0 mg/ml ¢ 5% pa3TBOp Ha IJIIOKO3a, KAaKTO H 3a 6 yaca npu temmnepartypa 20-25 °C, npH
pazpexxaaHe B koHUeHTpauus ot 0,2 mg/ml u 2,0 mg/ml ¢ 5% pa3sTBop Ha rmoko3a.

Cnennanni yc10BHSA HA CHLXPAHEHHE
Copxpanssaiite ¢pnakoHa BbB BBHILIHATA KAPTOHEHA KYTHS, 34 Ja MpeAna3HTe OT CBETIIHHA.

Ja He ce 3aMpa3saba.
Ila ce cpxpanasa non 25 °C.




