JlacroBxa: nadopmannd 3a norpeduTens

Oxcananaatan Efebe 5 mg/ml KoHneHTpAT 3a HHQPY3IHOHEH PA3TBOP
Oxaliplatin Ebewe 5 mg/ml concentrate for solution for infusion

okcanumnnaTtuH (oxaliplatin)

IipowereTe BHEBMATE/IHO L{AJATA JHCTOBKA NIpeaH Aa 3a00YHETE 1A IPHEMATE TOBA JEKAPCTBO,
Thil KATO TH CHABLPKA BAXKEA 3a Bac uHdopmanus.

o 3anasere TasH JHCTOBKA. MoOke Jla ce HaJIOXKH Ja 4 MPOUYETETE OTHOBO.

. AKO HMaTe HAKAKBHM JOITLJIHUTENHM BBLIPOCH, NMONMTaiTe Bawivs Nekap wid MEIULHHCKA
cecTpa.

. AKO MOJTYYHTE HAKAKBM HEXENAHM peakuuu, yeegoMere Bammga nekap Wi MeqULIMHCKA
cecTtpa. ToBa BKJIIOUBA ¥ BCHUYKH BB3MOXKHH HEXE/TAHH peakl{UH, HEOIIUCAHHU B Ta3H JHCTOBKA,
Broxre TOuKa 4.

KakBo chALpXa TA3H JJHCTOBKA:
Kakgo npeacrasnasa Oxcanuriatui EOeBe H 3a KakBo ce Hang
Kakso TpabBa aa 3Haete, npeau ga Bu 6bae npunoxen Okce
Kak ga wznonszsare OxkcanurnatiuH Ebese

B13MOXXHM HEXXEJTAHH peaKkLiMn

Kak na cexpanaeare Okcanumnatii EGese

Chabpp)kaHHE Ha ONAKOBKATA K JONBIHHTENHA HHPOpMaLIUA
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AN Sl h e

1. Kakpo npeacrapassa OxcamnnaaTas Efese B 3a kKakBo ¢&1
OxcanuiuiatiH EGeBe € mpoTUBOPAKOBO NEKAPCTBO H ChABPKA AKTUBHATA CHCTABKA OKCATAILIATHH,

Oxkcanumiatud EOere ce H3nmon3ea 3a neyeHUeE HA pak Ha AeOENOTO YEPBO cliel XUPYPrudHo
OTCTPaHABAHE WIM pa3ceiiBaHe Ha TyMopa.

OxkcanurnariH EGee ce u3noniea B KOMOMHAUMA ¢ OPYTrH NPOTHBOPAKOBH JICKAPCTBA, HApEUYeHH S-
dnyopoypaumn (5-FU) u ponunosa kucenuna (FA)

2. Kakpo Tpu0Ba aa 3Haere, npean 1a Bu 0nae npanoxken Oxcananinaran Edese

Oxcamnnaarus E6ese He TpabBa na Bu 6bae npunaran:

1. AKO CTe aJleprHTHH KbM OKCAJIMIUVIATHH

2.  AKO KbpMHTE

3. AKO Beue HMaTe EaMAJICH Opoli 6esIn KPHLBHR KIEeTKH

4, AKO ycelllaTe MPRBYYKaHe¢ H H3TPBIBAHE HA HPHCTHTE HA PbIeTe H / AJIH KpaKkaTa H
UMaTe TPYAHOCTH NPH H3OBL/JAHEHHETO HA Ne/JAAKATHHE JeHHOCTH, KaTO 3aKOMYaBaHE Ha ApexH

. AKoO uMate cepHo3HE OL0peunn npobieMH

IIpeaynpexieHHas H NpeAnasHA MEPKH
I'osopere ¢ Bauna nexkap, npeau na Bu 6vae npunoxed Oxcanunatud Ebese:

o aKO NpCAr CTC NOJIyHaBaId AJICPrUiHa pCaKllHA KbM JICKAPCTBO, ChABPXKALLO IUIATHHA, KaTO

HH(}Y3H1 Ha OKCAJIMILTATHH.
aKO MMaTe €K MU yMepeHH ObOpeunu npobnemu

aKO UMAaTe HAKAKBHM YEPHOAPOOHH npobrieMH MK OTIVIOHEHUS B PpE3YIITaTHTE O
GYHKLMOHATHM U3CAEBAHUA Ha YepHUs Opod No BpeMe Ha JIeYEHUETO CH




o aKo MMaTe WIH CTE¢ HMAIH CbpeYHU HAPYLIEHHUA, HAMP. HApYILUEH €NEeKTPUUECKH CHTHAJ, KOETO
ce Hapuua yabkeH QT uHTepBan, HepaBHOMEPEH ChbPACYEH PUTBM WM (paMUIIHA aHAMHE3a 32
NMpoOJieMH ChC CHPLETO.

* aKO CKOpO CTe HMYHH3KpaHu unu Bu npeacrou na Bu nocrassar sakcuHa. I1o BpeMe Ha
JTeYeHHETO ¢ OKCATTHITIATHH He TpabBa Aa BHU ce noCTaBAT ,)KHBH™ WIH ,,AaTCHIOMPAHH
BaKCHHH, KAKBATO € BAKCHHATA IIPOTHB XBJITA TPECKA.

Apyru aekaperea H OxcaannaaTun EGese

HudopMmupaiite Bamua nekap, ako npueMare, HaCKOPO CTE NPHEMAITH WIH € Bb3MOXKHO [1a IIPHEMETE
APYTH JIEKApPCTBA.

bpeMeHROCT, KbpMeHe B PepTHIARTET

bpeMeHHOCT

» He e npenoprumTenHo Aa 3abpemMeHABATE 110 BpEME Ha JICYEHUE C OKCATTUILIATHH, KaTo TpaOBa na
H3MoJ3BaTe ePeKTHBEH MeTo ] Ha KOHTpauenuus. [laumenTkure Tpsadsa na B3eMar NOAXOAAUIU
KOHTPALICITTHBHH MEPKH 10 BpeMe Ha TepanuiaTa U 9 meceLia cnen Hes.,

e Ha naudeHTHTE OT MBIKKH TI0J1 CE MPENOPbYBA Ja HE CTABaT OALUH 10 BpeME Ha JIEYEHHETO H B
Npoab/DKeHUE Ha 6 Mecella clie] HEro, KakTo U Aa H3MOI3BAT MOAXOAAIA KOHTpaUeniua npes
TOBA BpeEME.

e  Ako cTe OpeMeHHa WM TUTaHHpaTe OpeMEHHOCT, MHOIO € BaXHO J1a 0OChAHTE € ieKkaps CU mpeaH
Ja IMPMEMETE KAKBOTO U J1a € JICUSHHE,

e Axo 3abpemMeHeeTe N0 BpEME Ha JICYECHUETO CH, TpaOBa He3abaBHO na HHPOpPMHpaTe JieKaps CH.

KnpMmere
e He tpabra na kbpMHUTE A0OKATO NPHEMATE JIEYEHUE C OKCAIIMIUIATHH.

DepTUIUTET
o OkcanMIaTHH MOXeE Ja IpUMUHHM Besrtoaue (MHPEepTUIIMTET), KOETO MOXE aa Obae

HeoOpaTuMo. [lopaau TOBa Ha MBXKETE Ce MPENnOpbUBA 4 C€ KOHCYJITHPAT OTHOCHO ChXpaHeHHe
Ha criepMa TpeAH Ha4daoTO Ha JICYECHHUETO.,

¢ Ha nauyeHTtHTe, KOUTO ILUTAHKMpAT OpEeMEHHOCT, ¢e NPENopPbYBA AA NMOCETAT FEHETUYHA
KOHCYJITAlMA CJIe] ISYSHHETO C OKCANTUILUIaTHH.

Koncynrtupaiire ce ¢ Bamns nekap Wi ¢apMaLeBT npead Ja MPHEMETE KaKBOTO H J1a € JIEKapCTBO.
Modnpane 1 pabora ¢ MAIUHEH

B13MOXHO € JleueHHETO ¢ OKCATUIVIATHH Aa MOBUILY PUCKA OT Bb3HHKBAHE HAa CBETORBPTEXK, MaICHE U
MOBpbBIIaHe, KAKTO U Ha JIPYrH HEBPOJIOFHYHH CHMIITOMH, 3acAralliy NOXOAKATa U paBHOBecueTo. B
TaKbB ciIyyali He Tpa0Ba a wogHupaTe ¥ paboTHUTE ¢ MAIIMHK. AKO IO BpeMe Ha ITPHEM Ha

OKCaJIMILUIATHH HMaTe OpobiieMu ChC 3peHHETO, He TpsAOBa Aa modupare, 1a paboTUTe C MAIIIMHU U Ja
M3BBpIIBATE ONACHH ACHHOCTH.

3. Kak aa manoJ3Bate OxcaaaniaTee EOGeBe

Topa nekapcTBO ce npuiara OT MEAHLMHCKY CIICUHMATMCTH; He TPAOBa a ro U3noa3BaTe CaMH.
Oxkcanuruiatua EGeBe e nmpeaHa3Ha4ueH caMo 38 BB3PacTHH JIMIIA.

Jdo3HpoBKa

Ho3aTta Ha OxcanuiuiatuH EGeBe 3aBucu ot Bawmara tTenecHa noBepXHOCT. Ta ce H3UMCH
Bauiure pbeT M TErNO.

O6uvaiinaTa 1034 32 BL3PACTHHU, BKIIOYHTEIHO Y NAUMEHTH B CTAp4eCKa Bb3pacT, € 85
noBbPXHOCT. Jlo3aTa, KOATO 1ite NpHeMare, 3aBUCH CBILO OT PE3YJITATHTE OT KPBBH
KAKTO M JJIM TIPEAH CTe MMATH HexKeJlaHU peakuuu kbM OKcanunnaTuH Ebese.




HauHHl B 0BT HA BLBEXKIAHE

. OxcanuruiatHH E6ese 1ie Bu Obae npeanucan oT cnELHANKCT 10 JIEYSHHE HAa PAKOBH
3aDongpanmg,

. Ille 6paeTe JeKyBaH OT MEAHLIMHCKHU CIIELIMANHCT, KOHTO NIpEeABAPUTENIHO MIPUTOTBA
HeoOxonumara ao3a Okcanurmuiatuk Ebese.

° OxcanmumnatHH E6eBe ce npunara 6aBHo, noa ¢opMaTa Ha MHXEKLMA, B HAKOA OT Bamure BeHH

(MHTpaBeHO3HA HH(PY3HA) B MPOABLKEHHE Ha 2 10 6 yaca. AKO M3HHUTATE HEHPHATHO YyBCTBO
WnH 60aKa Ha MACTOTO Ha YOoxaaHe, TpaOBa BegHara ga ¢bo0ImuTe Ha MEANLIMHCKHA

CTIELIHATHCT.
* Oxcanmumnaria EbeBe ce npunara 3aeqHo ¢ GOJHHOBA KHCEJIMHA K NIPEAH BIAHBAHETO HA 5-

¢ryopoypauui.

YecToTA HA NIPHIOKEHHE

O6UKHOBEHO ¢€ NPABH MO e1Ha HHPY3HA HA BCEKH 2 CEAMHLH.
IpoABIKHETEIHOCT HA JIeG€HHETO

[TpoABIKUTENHOCTTA Ha JIGYEHUETO C€ onpeaend oT Balwus nexkap.

JleuenueTo By mie mpoab/HKH He NMOBEYE OT 6 Mecella, KOraro ce npuiara ciej bJIHO OTCTPaHsABaHe
Ha Bamina TyMop.

AKO cTe npHeJH nosede ot Heobxoagumara ao3a Oxcaannaaran EbGese

Toi kaTo TOBA TIEKAPCTBO €€ NMpUNara OT MEAUUUHCKM CIICLIMATIMCT, BEPOATHOCTTA Aa Bu 6b1¢
NPUIOKEHA MO-BUCOKA MM MO-HUCKA A03a OT HeoOXoAUMAaTa € MHOIO MaJlka.

B cnyyaii Ha npeaosvpane HexenanuTe By peakimu Moxe na ce ysenuuyar. Bawnat nekap e Bu
HA3HAYM MOOXOAALLO ICHCHUE 32 TE3M HEXCIAHH PCAKLIMH.

AKo0 e nponycHaTo npriaoxennero aa Oxcananiatan EGese
Bauinsg nexap e npeteHd Kora Ja nojiy4aBare TOBa JICKapCTBO. AKO CMATATE, Y€ MOXKE Ja CTe
NpoNnyCcHAaIU 103a, CBbpkeTe ¢ Bauusa nekap Bb3MOXKHO Hal-OBp30.

AKO UMaTe HAKAKBH BBIIPOCH OTHOCHO Ballero neyeHue, nonuranre Baiuua nekap uniu gapmalieBr.

4. Bb3MOKHH HeKEJTAHH PEeaKIuH

KakTo BCHYKH JIEKAPCTBA, TOBA JCKAPCTBO MOXKE 13 IPpEAU3IBHKA HEXKCNAHH PCAKLIHH, BLIIPEKH Y€ HE
BCCKH T'H ITIOJIyvaBa.

AKO NOJIyYHTe HEKAKBH HEXKEJTAHH JIeKAPCTBEHHE peaknHn, BAXKHO ¢ 1a naGopMEpaTe Bamug
JleKap npeaH CJeABANIOTO OPHI0KEHHE,

He3abaBHo chobmeTe Ha Bamus fexap, ako HOJTy9IHTEe HAKOSA OT CJIeAHATE PeAKIIHHA:

. CHMITOMH Ha ajieprayia Win aHapUIaKTHYHA peaKiHi, C BHE3ANH! MPOSBH, KATO 0OPHE,
cbpOeXK WIM YPTHKAPHA 10 KOXKATa, 3aTPYAHEHO NMpErNbIlaHe, NOAYBAHe Ha JIHLETO, YCTHHTE,
€3HKa WIK ApYrd 4aCTH Ha TAIOTO, 3ayX, XPHIIOBE WM 3aTPYAHEHO JHILIAHE, MHO A Widhs1
yMopa (Moe 1a yceluaTe IpuManaBase). B noBeyeTo ciiyyan Te3n cuMnToMu eEfimdiarno— Y
BpeMe Ha HH(Y3HATA WIH BE€AHAra Clied Hed, HO ca ChoOILAaBaHy U CIy4yau Ha I -ﬁ R
peakiiMy 4acOBE WK A0PH AHH ched HHGY3UATa (MHOIO YECTH). = [Ghr AN
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¢ Heobuuaiino oOpasyBaHe Ha CHHMHY, KbPBEHE WM NPH3HALM Ha HHPEKLIHA,
Bb3NaJeHHe Ha BPJIOTO H BHCOKA TeMrepatypa (MHOIO YeCTH)




[Ipoaws/oKuTenHa HIM TeXKKa AHapUs WIH MoBpbliaHe (MHOMO YE€CTH)

HeoOacHUMH QHXaTeIHH CHMITTOMM, KaTO CyXa WIM BIaKHA KallTHLIA, 3aTPYAHECHO JUILIAHE
WJIH XpUIOBe (MHOTO YECTH), HEAOCTUT HA BB3AYX WIH XbpKaHE, KaTO TOBAa MOJKE J1a ca
NpHU3HaLH Ha TeXKo OenoapoOHO 3abonaBaHe, KOETO MOKE Ja JOBele 0 CMBPT
CroMaTUT/MYKO3UT (Bb3TAJICHUE Ha YCTHHTE WIH PaHU4YKH B YCTaTa)(MHOrO 4€CTH)

Hanuuue Ha KpBB WIH TBMHO KaQABH HaCTHUM B IOBLPHATATA MaTEePHA.(CHMIITOMH Ha
CTOMALIHO-YPEBEH KPBLBOU3MUB )(UECTH)

['pyna or cHMITTOMM, KaTO r71aBo00IHe, HAPYIICHO NCHXNUECKO ChCTOSHUE, I'bPHOBE U
HAPYILIEHHUS B 3PEHHETO, KaTO 3aMbIiiABaHe, 3aryba Ha 3peHHe (CHMITOMH Ha CHHAPOM Ha
oOpaTHMa NocTepHOpHA NeBKOeHUEhanonaTus, pAAKO HEBPOJIOTHYHO HapyulieHue )(peaKy)
[Tpu3Haiy Ha MHCYNT (BKJI. HEOUAKBAHO TEXKKO rnapobonne, obbpKaHOCT, 3aTPYAHEHO BIDKaHe
C €JIHOTO MJIM C JIBETE OYH, CXBAILlAHE WK ¢/1aDOCT B JIMLETO, pHKAaTa WIH Kpaka, OOUKHOBEHO
OT €JHATA CTPaHa, OTIYCKaHe Ha JTULIETO, TPYAHO XOJEHE, 3aMastHOCT, 3aryba Ha paBHOBECHA U
3aTpYAHEH rOBOP)

MHoro cunHa ymMopa, NpUAPYKEHa C MOHWKEH OPOH YepBEeHH KPBBHH KJIETKH H 3a1yX
(XeMOJUTHYHA aHeMHA ) (PEAKH) CAaMOCTOATENTHO WIH B KOMOHHAIMA ¢ HUCHK Opoi

TpoMOOUNTH, HeoOHUaHHO 00pazyBaHe Ha CHHRBHH (TpoMOoLuTOneHUA Y peakn) U 6pOpeuno
3a60naBaHe, MPH KOETO CE€ OTAENA MAIKO WIH HE C€ OTOE/IS HEKAKBA YPUHA (CMMITTOMH Ha

X€MOJMHTHYHO-YPEMHYEH CUHAPOM) (C HEU3BECTHA YECTOTA)

JApyra #3BeCTHH HeXeJIaHH peaxndd Ha Oxcanannatun Ebese ca:

Mnoro 1ectn (Morar aa 3acerHart noseue or 1 Ha 10 nauueHTi):

Oxcanunnatul E6eBe MOxe 1a 3acerHe HepBHTe (nepudepHa HeBponaTus). Moxe na
NMOYYBCTBATE W3TPHIIBAHE WIH CXBalllaHE HA MIPBCTHTE HA PBLETE H HA KpaKaTa, OKOJIO yCcTaTa
WJIH Ha I'BPJIOTO, KOETO MOXKE 112 € CBBP3aHO ¢ KpaMIIH.

Tesn peakiiiH YecTO Bb3HHKBAT NMPH H3JIaraHE HAa CTY/, HAMp. MPpU OTBapiHEe Ha XJIAAWIHUK WIH
KOHTAKT CbC CTYJE€HA HAMUTKA. BB3MOXHO € Aa HMAaTe 3aTPyAHEHHS H NPH U3ITHIHEHHE Ha
¢bUHHU JeiCTBHA, KaTO 3aKOMYaBaHE Ha KOIMUeTa. BBIIPEKH ye B MOBEYETO CIIYUAH TE3H
CHMITTOMH H34e3BaT HAITBJIHO OT CaMo ¢eb¢ CH, B3MOKHO € CUMITTOMMTE J1a C€ 3aabPIKAT H
cliell Kpas Ha JIGYEHHETO.

IIpu HAKOH XOpa MMa M3TPBIBAHE WIH YCElIAHHA KaTo MPH WIOK, NPEMHHABALLH IO PbLETE WIH
TAJOTO HALOMNY, PK OI'bBaHE Ha BPATA.

OkcamuruiatuH EGeBe B HAKOM Ciyuad MOKe Aa NMPEeAM3BHKA HETIPHATHO YCEILAaHE B IbPJOTO,
0ocoOEeHO MpH MpenThIIAaHe, U YCCILAHE 3a 3a4yX. 10Ba yCEIaHe MOXKE Ja C€ MOABH M0 BpEME Ha
HHGY3HATa WIH B pAMKHTE Ha HAKOJIKO Yaca B MOXe Aa 6’b/1e npeAu3BHKaHO OT M3JIaraHe Ha
cTyA. Makap ¥ HEMpUATHO, TO HE NpOABJDKAaBa ABJIN0 H OOMKHOBEHO OT3BY4YaBa 0e3
He0OXOOUMOCT OT NeYeHHe. BCneacTeHE Ha TOBa € B3MOXKHO BalllMAT J1ekap Ja peiu na
MPOMEHH JICUCHHETO BH.

OxkcanumnaTie E6ese moxe na nmpean3BHKa AMapua, JIEKo rajeHe (aa Bu e aouo) u
noBpbiaHe. Brnpekn ToBa, 00HMKHOBEHO JiekapaT BH AaBa neKkapcTsa 3a npelOTBpaTABaHE Ha
razicHe ¥ NoBphILIAHE NPEaH JICYEHHETO, KOMTO MoraT Aa Objie MPOABIDKEHH U clief] JIeUeHHETO.
OxkcanuniatiH EGeBe npean3BHMKBa BpEMEHHO HaMal¢HHUE B OpoA Ha KPBBHHTE KJIETKH.
HamaneHHeTO Ha YEPBEHHMTE KIIETKH MOXKE [1a JOBEAE OO0 aHCMUA (HaMaJICHHE Ha YepBEeHUTE
KJIETKH), HeoOHYaHHO KbpBeHEe Win 00pa3yBaHe Ha CHHUHH (NIOpaay HaMaJICHHE Ha
TpoMOonuTHTe). Hamanenunero Ha 6ennuTe KpHBHH KIETKH MOXe Ja Bn Hanpasu no-nojatnusu
Ha HH(EKLIHH.

Bawmuar nexap e Bu B3eme KpbB, 3a Aa NPOBEpH Aajd 6posT Ha KpbBHUTE BH KneTku e
JOCTaTBYEH NpeaU 3allO4YBaHE Ha JICUCHHETO H MIPEaU BCEKH CICABALLl KYPC Ha JieueHue.
Ycewane 3a Hepa3noiokeHUHe 61M30 10 UM HAa MACTOTO HAa MHXXEKTUPAHE MO BpeMe Ha
HH}Y3HUATA

Tpecka, TPBIKH (TpeMOp), YMOpa, JIMfnca Ha cuaa/cnadocT, TenecHa 0oka
[IpoMeHH B TernoTo, HaMaJiABaHE WM JIMICA Ha alleTHT, HAPYII€HHE Ha BKYCa,
I napoGonue, 6onka B repba

ITogysale Ha HEpBUTE B MYCKYJIHTE, CXBalllaHE HA BpaTa, HeObHUYalHO ycellane
BB3MOMHA NPOMAHA B rOBOPA,




bonka B cromaxa

Heobnualino kbpBeHE, BKTIOYHTETHO OT HOCA

Kanuua, 3aTpyJHEHO JULLIAHE

AnlepriuHu peaxiiH, 0OpHB MO KOXarta, KOHTO MOXKE Aa € 3a4E€PBEH M chpO1LLL, ek koconan
(anoneius)

. [IpoMAHa B KpBBHHTE MOKA3ATENH, BIUTIOYHTEHO CBBP3aHHTE C YEPHOAPOOHATa (PyHKLIMA.

YecTH (Morar ga 3acersar no 1 Ha 10 naupeHTH):

. Hudexiiin nopaan HamansiBaHe Ha OenUTe KPBBHH KIIETKH

o Cepuo3HH HH(EKUHMH HA KPBBTA 3a€/JHO C HAMAIABAHE HA OE/TUTE KPBBHHU KIETKH
(HEYTpOINEHHYEH CETICUC), KOETO MOXKE 1a MMa (paTajieH Kpan

. [TonmwxaBaHe Ha OenuTe KPBEBHH KIIETKH, ChIIPOBOACHO ¢ MOBHINIEHA TeMIiepaTypa > 38.3°C unu
MPOIBIDKUTEITHO OAABPKAHE HAa BUCOKa TemnepaTypa > 38°C 3a noseue OT e{HH Yac

(¢pebpunna HeyTpONEHUA)

Hapymeno xpaHoCMWIaHe H KHCEJIMHM B CTOMaxa, 3auepBiBaHe, XbILaHe U 3aMasgHOCT
[ToBuILIEHO NMOTEHE M YBPEXKIAHE Ha HOKTHTE, JIIOLICHE HAa KOXKaTa

bonka B repauTe

benoapobuu HapylLueHHA H XpeMa

bonka B cTaBHTE M KOCTHTE

bonka npu ypuHupaHe u npoMeHH B Ob0peuHaTa pyHKIMA, MPOMAHA B 4eCTOTATa Ha
YpUHHpaHe, 00e3BOJHABAHE

KpeB B ypyHaTa H H3NpaKHEHHATA, OTOMHH BEHH, ChCHpeLH B 6enute apobose
Bucoko KpbBHO HajaraHe

Henpecud, npobiaeMH CbC ChHA

KOHIOHKTHUBHT, NPOOJIEMH ChC 3PEHHETO

[loHwxaBaHe HUBOTO HA KAJILMHA B KPBBTA

[Iapaue

Heugectrn (Morar aa 3acerdar A0 1 Ha 100 nauueHTH):!

. Cepro3Ha HHpEKIMA Ha KPBBTA (CENCHC), KOATO MOXKe Aa Oble ¢ (aTalieH Kpail.
. JanyiuBaHe WM [MOQyBaHe HA YEPBATa
. Hepeaoct

Peaxn (Morat aa 3acerdat g0 1 Ha 1 000 naumeHTH):

. ['nyxora (3aryba Ha ciayxa)

° dubposupane ¥ BTBLpAsABaHe Ha benoapobHaTa ThkaH CHC 3aTPYAHEHHE Ha JUILIAHETO,
NOHAKOra ¢ daTaieH Kpait (MHTepcTHLIMANHA GenogpobHa GonecT)
O6pariMa KpaTkoTpaitHa 3aryba Ha 3peHHETO
HeobsacHUMO KbpBeHE WM 00pa3yBaHe HA CHHHHH MOPaAu MHOXXECTBO KPbBHH ChCHPELIH B
MAJIKHTE KPhbBOHOCHH CBHAOBE B TAMOTO (AMCEMHHHpaHa MHTpaBa3ajiHa Koaryialus ), KOMTO
MOTaT Ja ca ¢ daTajieH Kpai.

Manoro peakn (Morat aa 3acersat 10 1 Ha 10 000 naumeHTH):

. bpbpeuno 3abonaBaHe, NP KOETO ¢€ OTAS/IA MAJIKO WJTH HE C€ OTHAEC/IA HUKAKBA YPHHA
(cuMmrroMM Ha ocTpa OBOpeUuna HeaOCTATBhHHOCT)
. CbI0BH HapYILIEHHUA B YEPHHUA Apob

C men3BeCcTHA 9eCcTOTA (YUECTOTATa HE MOXE Zla ObAC YCTAHOBEHA OT HAJIMYHMTE JaHHH):

. AJleprudeH BaCKYJHT (BB3NaJIEHHE HA KPBBOHOCHHTE ChAOBE)

° ABTOMMYHHA pEaKuus, BOACIIA 10 HAMAICHHE Ha BCUYKH BHIOBE KIECTKH B KPBB
(aBTOHMYHHA NMaHLUWTONEHNA ), TAHUHUTONCHUA

o Cepro3Ha UHGEKIHA Ha KPBbBTA M HUCKO KPBbBHO HanAraHe (CEITHYEH LIOK), K
6baar daranuu

o KoHBYCHH (HEKOHTPOJMPYEMO TPECEHE HA TAJIOTO)

CnassM Ha rbPJIOTO, MPHYKHABAL] 3aTPYAHEHHUE HA JALLIAHETO



. JloknaaBaHH ¢a CBPBXYMOPAEMOCT ¢ HaMaJIcH OPOH YE€PBEHH KPBBHH KJIETKH, HEJJOCTHT Ha
BB3AYX (XeMOJIMTHYHA aHEMHUSA ), CAMOCTOATENHO WK KOMOMHHpaHO ¢ HamaneH Opoit Ha
TpoMOoLIUTHTE H 6B0pevHO 3abonaBaHe, MPH KOETO C€ OTAENS MAJIKO HIIH HE C€ OTAeA
HMKaKBa YPHHA (CUMITTOMH Ha XEMOJIMTUYHO-YPEMHMHYEH CHHAPOM), KOHTO MOXKe 1a Obae

daraneH

. HapyuieH cbpaeveH pureM (yYabpkaBaHe Ha QT uHTEpBana), KOETO MOXE Aa €€ YCTAHOBH IPH
enektpokapadorpama (EKI') u Moxe na 6vae ¢ gaTtaneH kpan

. Hudapkt Ha MHOKapAa (CbpAe4eH NPUCTBN), aHTHHA nekTopuc (Oonka iy 4yBCTBO Ha
AYCKOMQOPT B I'bpauTEe)

. Bonka H nogyBaHe Ha MYCKYJIHTE, IPHUAPYKEHA ChC CTabOCT, TpecKa WM YepBEHO-Ka(aBo

OLIBETABAHE HA YPUHATa (CUMITOMH Ha MYCKYJIHO YBpExK/JaHe, Hape4ueHO pabaoMHOIH3a),
KOETO MOXKe Jia Obae ¢ daTaieH kpaH

. BrsnaneHre Ha XpaHonporoja (Bb3najleHHe Ha JHraBpMIaTa Ha XpaHONPOBOIAa — OPravsT,
KOWTO CBBP3Ba YCTAaTa ChC CTOMAxa — KOETO BOAH 10 601Ka M TPYAHOCTH MPH NpPErThILAHE)
. KopemHa Gonka, rafeHe, NOBbpPHAaTa MaTEPHs, KOATO € € KPbB WIH H3IJIeKIa KATO "CMJISHO

Kade*, HIH TBMHO/KaTPaHEHO YePHH M3NPAKHEHHUA (CHMITTOMH Ha CTOMALIHO-4YpEBHa A3Ba,
€BEHTYATHO C KbpBEHE WIH nepdopaLns), KOeTo Moxe aa 6wae ¢ garaneH kpai
Hamaneno xpnBocHaOasBaHe Ha 4epBaTa (MHTECTHHATHA HCXEMHS ), KOETO MOXe Aa Obae ¢
¢dataneH kpai

. Puck or HOB pak. JleBkemus, ¢popMa Ha pak Ha KpbBTa, € JOK/1aABaHAa [IPK MaLUEHTH, IpUEMAaJIH
OxcanumnariH EGeBe B koMOMHaLMA ¢ HAKOU ApYTY NtekapcTea. ['oBopere ¢ Bamusa nekap
OTHOCHO BEPOATHOCTTA OT MOBHILEH PUCK 33 TAKbB THI paK, Koraro npueMare OKCaIHIUIATHH
EbeBe ¥ HAKAKBH ApYyTH JeKapCcTBa.

. HepakoBH aOHOPMHH BB3JIM B 4epHHA Apod (dokanHa HoayNapHa XUIepIUasug).

ChofmaBane HA HEXKEJIAHH PEAKNHHA

AKO NOJIyUHTe HAKAKBH HEXeJIaHH JISKaPCTBEHM peakuyH, yeeaoMere Baiuug nekap, ¢papMaLieBT WM
MEIMLHHCKA cecTpa. ToBa BKIIOYBA BCHYKH BH3MOXKHH HEOIMCAHH B Ta3U JINCTOBKA HEXE/NaHH
peakiu. Moxere CblIto Ja ChOOLIMTE HEXKEIAHU PEAKLIMH JUPEKTHO Ype3 HaLMOHANHATA CUCTEMA 34
choOIaBaHe KbM M3NBIHHTENHATA areHUHA I10 JIEKAPCTBaTa, yi. ,,JlamaH I'pyes” Ne 8, 1303 Codus,
Ten.: +35928903417, yebcaiiT: www.bda.bg. Karo crobiiaBaTe HexeslaHH peakLiMH, MOXETE 1a
JafeTe CBOA NMPHHOC 32 [10y4YaBaHe Ha NoBede HHPOpMaLMsa OTHOCHO De30nmacHOCTTa Ha TOBa
NIeKapCTRO.

5. Kak aa cuxpanasare OxcananiaTul EbGese
a ce cpxpaHsaBa Ha MACTO, HEAOCTBITHO 3a ACLA.

OxcanuninaTan EGeBe He Tpa®Ba Aa BJIH3A B KOHTAKT € 09HTE HJIH KOXKATA. AKO BAMAa CJTY9aHHO
pa3ljiHBane, He3afaBHO KaXkeTe HA Bamug Jlekap BiIH MeTHOBEHCKA CeCTpAa.

[Ipenn paspexaaHeTo, TO3H JIEKAPCTBEH NPOAYKT TPAORA /1a C€ CBXpaHABa B KAPTOHEHATA OMaKOBKa,
3a J1a ce MpeJnas3y OT CBETJIHHA, Oe3 fa ce 3aMpassaBa.

Ha ce cbxpaHssa nog 25°C.

He u3nonapaitre TO3H NeKapcTBEH MPOLYKT Clied CPOKA Ha TOZHOCT, OTOC/IA3aH BbPXY ONAaKOBKATa H
eTHkeTa cnen ,J oaeH n0:“. CpOKBT Ha OJHOCT OTrOoBapsA Ha IMOCACAHUS JACH OT ChbOTBECTHHA MECELL.

Cnep kpas Ha uH(}Y3HATa, Oxcanuruiatun EGeBe 1ie 6b1¢ BHUMATETHO H3XBBPIIEH OT JIEKapA HIIH
MEAULIHHCKAaTa CecTpa.
6. CoabpkaHHe HA ONAKOBKATA H JONBJIHHATEIHA HHPOpMANHS

KakBo chaspka Okcanunnatud EGese




AKTHBHOTO BelLIECTBO € OKCATUIIATHH (oxaliplatin).
. IpyraTta cbCTaBKa € BoJa 3a HHDKEKLIHH

Kak H3raexaa OxcainnnaTHd E0eBe H KAKBO CHABPKA ONAKOBKATA
Buctep, 6e3upereH pasreop, 6€3 BUANMH YaCTHULIH.

1 ml ot pazTBOpa CHLABPKA S ME OKCATUILIATHH KATO AKTUBHO BEILIECTBO.
To3u NekapcTBeH NMPOXYKT € KOHLUCHTPAT 3a HH(Y3HOHEH pa3TBOpP.

10 ml oT koHUEHTpaTa 33 HHQY3HOHEH pa3TBOp CHABPXKAT 30 mg OKCa/IMIUIATHH.

20 ml ot koHUEHTpaTa 3a MH}Y3HOHEH pa3TBOp ChAbLpKAT 100 mg oxcanumIaTHH,
30 ml ot kOHUEHTpaTa 3a HH(}pY3HOHEH pa3TBOp crALPXKAT 150 mg oxkcanunnaTHH
40 ml ot KoHLIEHTpaTa 332 HH)Y3HOHEH pa3TBOp ChabpKat 200 mg OkCaANMIUIATHH.
50 ml ot xOHileHTpaTa 32 HHPY3HOHEH Pa3TBROP ChABLPXKAT 250 mg OKCATMILUIATHH

Bunose onmakoBKH:

50 mg/10 ml: 1 ¢pnaxon, 5 pnaxona, 10 pnakoHa
100 mg/20 ml: 1 ¢nakon

150 mg/30 ml: 1 dnakon

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

Cbc WK 0e3 npeAnasHa maacTMacoBa 3auiura (Onco-Safe Hnu CIHHBHHT). ,,Onco-Safe™ U cMABUHT
He BIH3aT B KOHTAKT ¢ JIEKAPCTBEHHA NMPOIYKT M OCHIYPABAT JOITBIHUTENIHA 00€30nacaBaHe 10 BPEME
Ha TPAHCIIOPT, KOETO NOBHIIABa 0€30MacCHOCTTa HA MEAULMHCKUA M papMaLIeBTHYHHSA TICPCOHA.

He BcyuKkH BHAOBE ONMAKOBKH MOraT Aa ObAaT ImycHaTH B nmpoaaxoda.
IIpaTexarea HA pa3pelleHAETO 3a YIOTpeOa H NPOH3BOANTE:

IIprTe)KaTeN HA pa3pemICcHHETO 32 YOOTpeda
EBEWE Pharma Ges.m.b.H. Nfg. KG
Mondseestralle 11, A-4866 Unterach,

ABCTpUsA
IIpon3BoaHTE IR

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

A-4866 Unterach,

ABCTpHA

Salutas Pharma GmbH
Otto-von-Guericke-Allee 1, 33179 Barleben
['epMaHud

Fareva Unterach GmbH
Mondseestrasse 11,

4866 Unterach,
ABCTpUs

To3u NeKAPCTBER NPOAYKT € paipemen 3a ynorpeba 8 crpanare-uienkn ga E
HMEHA:

AT Oxaliplatin Ebewe 5mg/ml Konzentrat zur Infusionsbereitung




BE Oxaliplatin Sandoz 5 mg/mi Konzentrat zur Herstellung einer Infusionsldsung
Oxalipatin Sandoz 5 mg/ml solution & diluer pour perfusion
Oxaliplatin Sandoz 5 mg/ml concentraat voor oplossing voor infusie

BG Oxkcanurmnatun E6eBe Smg/ml koHUeHTpaT 32 MHGY3HOHEH pa3TBOp

DK Oxaliplatin Sandoz 5 mg/ml

EE Oksaliplatiin "Ebewe"

EL Plaxitin Smg/ml moxvo duddvpa yio Trapackev heAdpatoc Tpog £Yyvo

IT Oxaliplatino Sandoz 5mg/ml concentrato per soluzione per infusione

MT Oxaliplatin Ebewe Smg/ml concentrate for solution for infuston

NO Oxaliplatin Sandoz

PL Oxaliplatin - Ebewe

RO Oxaliplatin Ebewe Smg/ml, concentrat pentru solutie perfuzabila

SE Oxaliplatin Sandoz

SI  Oksaliplatin Sandoz 5Smg/ml koncentrat za raztopino za infundiranje

SK Oxaliplatin Sandoz 5 mg/ml infuzny koncentrat

UK Oxaliplatin Smg/ml Concentrate for Solution for Infusion

JIaTa Ha NOCJEXHO NPEPA3IIeKAANEe HA JACTOBKATA
MMTITIT

e ey eyl el i ST

Chaennara uaGopMANHA € NPERHAZHAYECHA CAMO 34 3APABHE CNCIHAJIHCTH:

CoenHajAn npeanas’Hyd MEPKH HPH H3XBbpJsHe H pabora
KaxTo npy BCHYKM MOTEHLMATHO TOKCHYHH ChEAWHEHHA, pa3TBOPHT Ha OKCANUIENATHH TPAOBa Oa ce
[IPUTrOTBA MHOIO BHHMATEJTHO.

YkazaHus 3a pabora

[Ipu ynorpeba Ha TO3M UMTOTOKCHYEH NPOAYKT OT MEAHLHHCKHA TNIEPCOHAN € HE0OXOAHMO MOBHILECHO
BHUMaHHe, 3a J1a Ce rapaHTHpa 3allluTa Ha paboTelHs C HETO U OKONHHTE.

IIpMroTBIHETO HA HHXKEKLIMOHHUTE PAa3TBOPH HA LIMTOTOKCHYHHMTE CPEACTBA TPAOBA /1a ce U3BLPIIBA
OT NMOATOTBEH, CNeLHANIM3UpaH TIEPCOHAT ¢ MO3HAHUA 3a yroTpebaTa Ha JIeKapCeTBOTO, MPH YCIOBHA,
rapaHTHpalllM LIEJOCTTa Ha JIEKApCTBEHUA NPOAYKT, 3all[MTA Ha OKOJIHATA cpeda H 0coDEHO 3amMTaTa
Ha [epcoHana, padorell ¢ Te3H JIEKAPCTBEHHM NPOAYKTH, B CHOTBETCTBHE ¢ PaBU/IHHKA Ha OONHHKILIATA.
3aab/DKHTENHO € 3a Te3H LieJIH J1a € OCHI'YPeHO ClieHaNHO noMeulieHHe. B Hero e 3abpaHeHo nymeHe
1 KOHCYMallHA Ha XpaHH H HAIHTKH.

[lepcoHansT TpsabBa Aa € NOACUTYPEH ¢ HEOOXOAUMHTE MATEPHAITH, CIICLIMATHHU MPECTHIIKH ¢ JBITH
pbKaBH, 3alLIWTHH MACKH, IIAIKY, OYHIA, CTCPWIHH PBKABHIIH 3a €AHOKpaTHa ynoTpeda, 3alHTHH
NOKpUBaa 3a paboTHOTO MACTO, KOHTEHHEPH M TOpPOH 3a chOHpaHe Ha OTNaTBIIM.

EKCKpeTH W IORbPHATH MaTepuH TpaOBa Ja ce OTCTpaHABAT BHHUMATETHO.
bpemMennH xeHH TpaOBa Ja ObaAaT npegynpeaeHH Aa U30ATBAT OOPABEHETO C LIHTOTOKCHYHH CPEACTBA.

Bceku cuyneH koHreiHep TpsOBa 1a Oblie TpeTUpaH CbhC CHIIOTO BHUMAaHHE K OLICHIBaH KaTo
KOHTAMHMHHpaH OTHIagbK. KOHTAMMHUMPAHMAT OTIAAEK TpAOBa Aa ce HHCHHEepHpa B MOAXOAALLO
O3Ha4eH TBLPI KoHTeHHep. Bk, no-aony "U3xespiasHe”.

[Ipu KOHTAKT Ha KOHLICHTPATA HA OKCANMIUVIATHH WIH Ha HH)Y3HOHHHA Pa3TBOP C KOXKAT?
MSACTOTO C€ H3MHBa OOHITHO C BOJA. &
[Ipu KOHTAKT Ha KOHLIEHTPATAa Ha OKCAJIMIUIATHH WIH HA HHQY3HOHHHMA Pa3TBOP C JIMTAUR:
He3abaBHO MACTOTO ce H3MHBa OOWIHO ¢ BOJA. E '
2 \

CrenganHy npeaAna3Hy MEPKU TPU NPUIIOKEHHE .




. A HE ce H3mon3BaT UHXKEKUHMOHHH MATEPHANH, ChABPXKalUH ATyMHHHH.
o A HE ce npunara HepaspeacH.

. Ja ce uanon3Ba camo 5% pa3TBOp Ha rimoKko3a 3a paspexaaHe. JIA HE ce paspexna ¢ HaTpues
XJIOPMJ WIH JPYTH Pa3TBOPH, CHABPIKALLH XJIOPHIH.

° IIA HE ce cMecBa ¢ Ipyry JIeKapeTBEHH NMPOAYKTH B €1HA U Chllia HH(PY3MOHHA OaHKa U 1a He
ce NpuJiara ¢THOBPEMEHHO B €HA M ChILA UHQYIUOHHA JIMHUA.

. A HE ce cMecBa ¢ ajIkallHH JIeKapCTBEHH NPOAYKTH WIM Pa3TBOPH, MO-CIICUMATHO S-

¢dyopoypalia, TPOMETaMOi H NIEKapCTBEHH MPOAYKTH, ChABPKAIIM (POIMHOBA KHCENIWHA, B
YMIATO CBCTAB MMAa TPOMETAMOJT KATO MOMOLIHO BEILECTBO M COJIM Ha TPOMETAMON Ha ApYTH
JEKAPCTBEHH NPOAYKTH. AJTKaTHHUTE JIEKAPCTRA WIH Pa3TBOPH MOTaT Aa [IOBJTHAAT
HeOaronpHUATHO CTaOWIHOCTTA Ha OKCAJTHILIATHH.

YkazaHus 3a ynorpeda ¢ ¢onuHoBa kucenuHa (KaTo kaiipeB GOJHHAT WIH THHATPHEB (ONMHAT)

Oxkcanumnatvd 85mg/m? 3a HHTpaBeHO3HA MH(Y3HA, paspeacH B 250 o 500 ml 5% pasreop Ha
rJK0K03a ce MpHlara eJHOBPEMEHHO ¢ (hONHHOBA KMCEINHA 33 MHTPaBEHO3Ha MH(]Y3Us, pa3pelieHa B
5% rnOKO3eH pa3TBOP, B MPOABIKEHUE Ha 2 A0 6 yaca, Karo HEMOCPEACTBEHO NPEeAU MACTOTO Ha
MHXXEKTHPAHEe Ce NOCTaBA Y-KaTeThp. Te3H JBa ICKApCTBCHHU NPOAYKTA He TpabBa a ce cMecBarT B
enHa nHQy3noHHa 6aHka. PoIMHOBATA KHCEJIHHA He TPAOBa Ja ChAbPXKA TPOMETAMOJ KaTO MOMOILHO
BELLECTBO H TpAOBRa /a Obae pa3pencHa caMo C H30TOHHYEH 5% pa3TBOP Ha MNOKO3a H HUKOra ¢
aNKaiHH Pa3sTBOPH, pa3TBOP Ha HATPHEB XJIOPH WM Pa3TBOPH, ChABPKALIH XJIOPHAH.

YkazaHus 3a yrnorpeba ¢ S-Quryopoyparu

OxcananaaTas TpadBa 1a ce BbBEX/1a BHHAIR npear GayoponHpaMHAIHHHE, HANPHMED S-

¢ayopoypann.
Crnen npunoXeHUE Ha OKCANMIUIATHH, CHCTeMaTa TpA0Ba Ja ce IMPOMHUE H CJIe] TOBa J1a CE IPHIOKH 5-

dyopoypauu.

3a JOTBIHMTEHA HHPOPMALIUA OTHOCHO JIEKAPCTBEHUTE NPOIYKTH, U3MOA3BaHN B KOMOMHALMA C
OKCAJIMIVIATHH, TpA0Ba Ja ¢¢ HanpaBH CNpPaBKa ¢bC CHOTBETHUTE KPATKH XapaKTEPUCTHKHM Ha
NMPOAYKTA Ha NMPOU3BOAHTEIIA.

KoHiieHTpaT 3a HH(}pY3HOHEH Pa3TBOp

[Ipeau ynorpeba aa ce npoBepu BU3yaTHO. Jla ce M3noa3paT caMo OMCTpH pa3TBOpH, Oe3 BUAMMHU
YaCTHLIH.

To3u nekapcTBeH NPOAYKT € caMo 3a eJHOKpaTHa ynotpeda. Heusnon3paHOTO KOJMYECTBO OT
KOHLUeHTpaTa TpsaOBa J1a ce U3XBBPJIH.

PasperxnaHe 3a 4 aBE€HO3Ha HH{VY3HA

H3rernere He0oOX0AUMOTO KONHYECTBO KOHLIEHTPAT OT (1akoHa ((hnakonure) u pazpenere ¢ 250 go
500 ml 5% pa3TBOp Ha rMIOKO3a IO NOCTUrAHE HA KOHLIEHTPALIMS Ha OKCATIMIUIATHH HE Nno-HUucKa ot 0,2
mg/ml.

Ja ce mpHioxKU Ype3 HHTPABCHO3HA HHDY3HA.

Ot MHKPOOHOIOrMYHA IJIEIHa TOYKA NPOAYKTHT TpAOBa Ja ¢€ U3no3Ba He3abaBHO Cliel IPUrOTBAHE.
AKO He ce H3Mnon3Bsa He3abaBHO, NOTPEOUTENAT HOCH OTTOBOPHOCT 3a MEPHOAA U ycnonm*r
ChbXpaHeHHeE npean yrnorpeda, Kato OOHKHOBEHO ChXPaHEHHETO MOXKE Ja € 10 24 yaca g
Temrneparypa ot 2 A0 8°C, ocBeH ako pa3peXJaHETO € H3BLPIIEHO NIPH KOHTPOJIMPaH
aCelITHYHH YCIOBHA.

XumHueckara U pu3nyeckara CTaOUTHOCT Ha MPUTOTBEHUS Pa3TROP JOKA3aHO Ce MOXs
NpoaB/DKEHHE Ha 48 vaca npu Temrieparypa 2 - 8 °C, npH paspexaHe B KOHLEHT]:




1 2,0 mg/ml ¢ 5% pa3TBOp Ha IMOKO3a, KaKkTo M 3a 6 yaca ripy Temnepatypa 20-25 °C, npH
paspexaane B KoHueHTpauui ot 0,2 mg/ml u 2,0 mg/ml ¢ 5% pasreop Ha riroko3sa.

[Tpeau ynorpeda na ce npoBepyu BH3yatHo. a ce m3non3BaT caMo OUCTPH pa3TBoOpH, Oe3 BUauMH
YaCTHLH.

To3u nexapcTBeH NPOAYKT € CaMO 33 ¢AHOKpaTHA ynoTtpeba. HeM3noa3BaHOTO KONHYECTBO OT
KOHLIEHTpaTa TpAOBa Aa ce U3XBbpiM (BXK. Touka ,,3xBbpnaHe” no-goimy).

HHUKOT A He nsnonspaiite pa3TBOp Ha HATPHER XJIOPH] 3a paspexkaaHe.

Hudysus

BbBexkgaHeTo Ha OKCAITMILIATHH HE H3UCKBA NpcaABAPHUTC/IHE XHAPATalluA.

Oxcasmmnatud ce paspexaa ¢ 250 go 500 ml 5% pa3rBop Ha ImoKo3a 0 AOCTHraHe Ha
KOHLIEHTpalua He no-Hucka ot 0,2 mg/ml u ce BbBex/a B nepudepHa BeHa Wi B LIEHTpalleH BeHO3€eH
ITBT, B MpOABJDKEHHME Ha 2 40 6 yaca. KoraTo okcanunnariH ce npwiara ¢ 5-Quryopoypalui,
HH(}Y3HATA ¢ OKCAIMIUIATHH TpA0Ba Ja npexoXkaa Ta3u Ha S-duryopoypaumn.

HaxsuprsHe

OcTaTb4HH KONHYECTBA OT JIEKAPCTBEHHA NPOJYKT, KAKTO H BCHYKM MAaTePHAIH, H3OJI3BAHH 34
pa3pexiaHe U BbBexAaHe TpiaOBa na 6baaT yHHLIOKEHH CBITIACHO CTAHAAPTHHTE OOTHHYHM
poleaypH 3a paboTa ¢ IHTOTOKCHYHH CPEACTBA U B CBOTBETCTBHE ChC ChILECTRYBALIUTE
HOPMAaTHBHM M3MCKBAHKA 32 M3XBBHPJIAHE Ha OMIACHH OTHAaABLA.

IIpunoxenue

CAMO 3A Bb3PACTHH

[TpenopruuTenHaTa 034 OKCATMIUIATHH NPU A/IIOBAHTHO JIeYeHHE € 85 mg/m? HHTpapeHo3Ho,
MpUIaraHa Ha BCEKH JIBe CEAMMLM, B IpoAbJDKEHKE Ha 12 uukbia (6 Mecena).

[IpenopbuKrTENnHaTa 0032 OKCAJIMIUIATHH IPH JIE¥CHHE Ha METACTATHYEH KOJIOPEKTANIEH KapLIMHOM €
85 mg/m? UHTpaBEeHO3HO, MpHIaraHa Ha BCeKd 2 CeIMHLIM IO Nporpecus Ha 3abonapaHeToO Wil
HEMOHOCHMA TOKCHYHOCT.

[Ipunaranara no3a Tpabpa ga ce onpeneny B 3aBUCUMOCT OT ITOHOCHMOCTTA (BXK. TO4Ka 4.4
"CrneuHanHy npeaynpexIeHHa U rpeana3sHd MepKHu npH ynorpeda " B cboTBeTHaTa KXII).

OKCATUILIATHH C¢ HPHJIATA BHHATH NIpeiH $IyoponHpEMHEIHAH, HANPpHMeDp S-dryopoypann.
OKkcaJMIUIaTHH Ce BbBeXa B NMPOIb/DKEHHUE Ha 2 10 6 Yaca B HHTpaBeHO3HA HHY3UA ¢ 250 no 500 ml
5% pastBop Ha rroko3a (50 mg/ml), Taka ye Aa ce JocTUrHe KoHUEeHTpauus Mexay 0,2 u 0,7 mg/ml.
0,7 mg/ml € Hali-BHCcOKaTa BE3MOXKHAE KOHLEHTpaLUA TIPY NpUHAarade Ha OKCaJMIUVIaTHH B J03a oT 85

mg/m?.

Cpoxk Ha roanocT

3a JCKAPDCTBCHHA TMIPOAYKT B ODHUIHHA/IHATA OIIAKOBKA! 24 Mecelia

CtabHIHOCT ¢ciiea pa3pexaaHe
Ot MHKpoOHOJIOrHYHa TAeHA TOYKA NPOIYKTHT TpAOBa fa ce H3Nmoj3Ba He3abasHo ce /

o
AKO He Ce U3MOon3Ba He3abaBHO, MOTpeOUTENAT HOCH OTTOBOPHOCT 32 NMEPUOAA U YCIIOB ! 4 a2
ChXpaHeHHue npeam ynorpeda, kKato OOMKHOBEHO ChXPaHEHHETO MOXKe J1a € A0 24 Jaca T @ ‘;}g X2
TeMnepaTtypa or 2 10 8 °C, 0CBeH aKo paspeXXAaHeTO € M3BBPIICHO NP KOHTPOIMpPaHM HE ek

rapaHTHPaHO ACEITTHYHH YCIIOBHA.




XumuyeckaTa u pHu3MUecKaTa CTaOWIHOCT Ha [MPUTOTBEHHA pasTBOP AOKA3aHO C€ NOJABPKA B
npoabDkeHHe Ha 48 waca npu Temneparypa 2 - 8 °C, nipH paspexnane B KoHUeHTpauun ot 0,2 mg/ml
1 2,0 mg/ml ¢ 5% pazTBOp Ha rMIOKO3a, KAKTO H 3a 6 yaca rpu Temneparypa 20-25 °C, npu
paspexaane B KoHueHTpauna ot 0,2 mg/ml u 2,0 mg/ml ¢ 5% pastBop Ha riroko3a.

CrnenBa/IBA yCI0BHA HA ChXPaHenHe

CopxpaHaBaiiTe (yiakOHa BbB BBHIIHATA KAPTOHCHA KYTHA, 34 13 NPEANa3uTe OT CBETIHHA.
Ha He ce 3aMpa3aBa.
Ha ce cpxpansara noxg 25 °C.




