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okcanuriatul (oxaliplatin)

[IpoyereTe BHHMATE/IHO HAJIATA JIHCTOBKA NMpPeIH Ja 3aMi04YHeTe 1a NpHeMaTe TOBa JIeKapCcTBo,
Thil KATO TH ChAbpPKa BaxkHa 3a Bac undopmanus.

® 3anaseTe Ta3u JUCTOBKA. MoOxKe /1a ce HaJI0KH Ja i MpOoYeTeTe OTHOBO.

s AKO MMaTe HSAKAKBMU JOMBbIHMUTEIHHM BBIPOCH, nonurtaite Bamwus nekap WIM MeJMIMHCKA
cecTpa.

s AKO TOJIYy4YHMTE HSAKAKBM HEXeJaHM peaklMH, yBeaoMere Bamus nexkap WM MeOULIMHCKA

cecTpa. ToBa BK/JIIOYBA U BCHUKH Bb3MOXXHH HEXEJIAaHU PEaKLMH, HEONIMCAHU B Ta3H JIMCTOBKA.
Buxre Touka 4.

KakBo cbAbpiKa Ta3H JIHCTOBKA!

KakBo npencrapnsBa Oxkcanurniatud EGeBe U 3a KakBO ce U3nos3Ba

KakBo Tpsa6Ba na 3Haere, npenu na Bu 6bae npunoxen Okcanuruiatud Ebese
Kak na uanon3eare Okcanumiatul EGese

Bb3MOXXHH HEXEJTaHU peaKLIuH

Kak na cbxpanssare Okcanumiatii EOese

Chbabp)kaHHe Ha ONMAaKOBKaTa M JOITbJIHUTEIHA HH(pOpMaUUs

e S

1. KakBo npeacrasiasasa OkcaauniaTtad EOeBe H 3a KaKBO ce H310J/I13BA
OxkcanuruiaTuH E6eBe € NpoOTUBOPAKOBO JIEKAPCTBO U Ch/AbpiKa AKTUBHATA ChCTABKA OKCAJTMILIATHH.

OxkcanumiatTuH EGeBe ce M3non3sa 3a JieyeHUe Ha pak Ha Ae0esloTo 4epBo Cliel XMPYPruyHO
OTCTpaHsABaHe WM pa3cerBaHe Ha TyMopa.

OxkcanumiatuH EGeBe ce u3non3sa B KOMOMHAIIMA C APYTH NMTPOTHBOPAKOBH JIEKAPCTBa, HApPEYEHH S-
dnyopoypaumn (5-FU) u ¢ponuHoBa kucenuna (FA)
2. KakBo Tps6Ba 1a 3naere, npeau 1a Bu 6bae npuioxken OxkcanumiaTaa EoeBe

Oxcaauniaarun EOeBe He TpaOBa 1a Bu Obae npHaaras:
. AKO CTe ajIepru4HM KbM OKCAJIMIUIATUH

2. AKO KbpMHTE

3. AKO Beue UMaTe HaMaJieH OpoH 0e/IH KPbLBHH KJIETKH

4, AKO ycellare MpaBy4KaHe H H3TPbIIBAHE HA NPBCTHTE HA pPbleTe H / HIIH KpaKaTa U
MMAaTe TPYAHOCTH NPH H3NbJIHEHHETO HA JAeJIHKATHH AeHHOCTH, KaTO 3aKOMMYaBaHE Ha APEXH

J. AKO uMaTe cepHO3HH 0bOpeuHH Npod/ieMH

IlpeaynpexaeHuss H NpeANasHH MepPKH
['oBopere ¢ Bawmus nekap, npeau aa Bu 6bae npunoxed Okcanuruiatud Ebese:

¢ aKo TMpeax CTe NOJyYaBaJIu alepruiyHa peaklMs KbM JIEKapCTBO, ChAbPIKAILIO IJIATUHA, KATO
KapOOIJIaTHH, LUMCILJIATUH. AJlepruyHa peakius MOXKe /1a Bb3HUKHE M0 BpeMe Ha BCKa e
UH(PY3US Ha OKCAJIUTUIATHH. /S ,H & '“_"-“‘ﬁ\.‘

o aKoO MMarTe JIEKH WM yMepeHH ObOpeuHu npobiemMu fff

@ aKO MMaTe HAKAKBU YEepHOAPOOHHU NMpoOJieMH UIIM OTKJIOHEHHUS B pe3yJITaTUTE bT | ' o\

GbYHKIIMOHAJIHK M3C/IE€/IBAHUA HAa YEPHHUA JApo0 1o BpeMme Ha JIEYEHHETO CH { = | ey, ‘



o aKO MMATE HIIM CT€ UMAaJIH ChPJACYHHM HAPYUIEHH, Hanp. HapylleH efeKTPHYECKH CHIHAN, KOETO
ce Hapu4a yabvkeH QT uHTepBa, HepaBHOMEPEH ChPACYEH PUTHM WIH (PaMHIHA aHAMHE3A 33
npobyieMH CBC ChPLETO.

- aKoO CKOpO ¢T¢ UMYHM3upaHu WiH Bu npeacrou Aa Bu nocrapar BakcuHa. [1o BpeMe Ha
JeYE€HHETO ¢ OKCATIMILIATHH He TpaOBa 1a Bu ¢e nOCTaBaAT ,)KMBH'' HJIM ,, ATCHIOMPAHH"
BAKCHHH, KAKBaTO € BAKCMHATA NPOTHUB JKbJITa TPECKA.

HOpyra aekapcerBa B OxcannniaTaH EGese
HMudopmupaiite Bamus nekap, ako npHemare, HACKOpO CT€ NPHEMAIIH WIH € Bb3MOXKHO 12 IPHEMETE

APYTY JIEKapCTBa.

bpeMeRBOCT, KbpMEHEe H PEePTHAHTET

bpemeHHOCT

e He e npenopbuMTenHO 1a 3a0peMeHABATE N0 BpEME Ha JICYCHHE C OKCAITMITIIATHH, KaTo TpadBa aa
H3noI3BaTe epeKTUBEH MeTo Ha KOHTpauenuus. Ilaumenrkure Tpadra A2 B3eMaT noaXoaA1IH
KOHTpaLENITUBHHU MEPKM IO BpEME Ha TeparnMATa H 9 Mecella cnea Hes.

e Ha nauueHTHTE OT MBXKKH I10J1 CE€ MPEMOPHUBA A4 HE CTaBaT Oallid Mo BpeMe Ha JICUCHHETO U B
NpOABDKEHHE Ha 6 Mecella CJIe] HErO, KAKTO M Aa H3MO3BaT NOAXOAALA KOHTPALEIILIMA Mpe3
TOBA BpEME.

e Axo cre OpeMEHHA WIH IUTaHUpaTe OpeMEHHOCT, MHOTO € BaXKHO Ja oOCBAMTE C JieKaps CU npean
Ia MpUEMETe KaKBOTO H J1a € JIEUCHHE.

» Ako 3abpeMeHeeTe no BpeMe Ha JieueHHeTO CH, TpAOBa He3abaBHO Ja MH(OPMHUpATE JIEKapA CH.

KbpMmeHe
¢ He Tpabra ga kepMUTE J0KaTO MpUEMAaTE JIeYeHHE C OKCATTUILIATHH.

DepruanTeT

e  OKCaJMIUIaTHH MOXeE Ja ITpHUUHH Oe3rutonue (MHPEPTIINTET), KOETO MOXKE 1a Obae
HeoOpaTiMo. [lopaau TOBa Ha MBXKeTe ce NPENopbYBA Aa C€ KOHCYJITHPAT OTHOCHO ChbXpaHeHHe
Ha CriepMa Npead HavyanoTo Ha JieYEHHETO.

e Ha naumeHTHTE, KOHTO IUIAaHKPAT OPEMEHHOCT, C€ MpernopbyBa Ja [OCeTAT reHeTHYHA
KOHCYJITALMA CJIEN JICUEHUETO C OKCATTHILIATHH.

KDHCYHTHPHETG ce ¢ Bamus JICKAp HIH (l)&pMElLl,eBT [1IpCOH 44 NpUEMCETC KAKBOTO H 4 € JICKapCTRO.

Mopupane n paboTa ¢ MAIAHHA

B13MOXKHO € JICUEHHETO ¢ OKCATMIUTATHH J1a MOBUILIH PHCKA OT Bb3HHKBAHE HA CBETOBBPTEK, raJICHE H
AOBPBIUAHE, KAKTO U Ha JPYTrd HEBPOJOTHYHK CUMITTOMH, 3aCATalld [IOXOAKAaTa H paBHOBecHeTo. B
TaKBB CJIydal He TpaOBa Aa wodupare H paboTHTe ¢ MAILHHH. AKO 10 BpeMe Ha IIPHEM Ha
OKCATHIUIATHH UMaTe NMpobJieMH ChC 3peHHETO, He TpsAOBa aa wodupare, Ja paboTUTe ¢ MallIMHA 4 A2
H3BBPLIBATE OMNACHU AEHHOCTH.

3. Kak na manomBare Oxcaianaaran Efene

Topa nekapcTBO ce HpWIara oT MEAHUHHCKH CIICLHAIMCTH, HE TpAOBa a ro H3ro/3BaTe CaMH.
OxkcanuriatuH EOeBe e npeaHasHaueH caMo 3a Bb3pacTHH JIMLA.

Jo3upoBka

Baiure pBsCT M TETNO.

ObnuaiHaTa A03a 332 Bb3PACTHH, BKJTIOYUTETHO H NMTAUMEHTH B CTAPYECKa BB3PACT, € 85
NOBBPXHOCT, J{o3aTa, KOATO Lie npHeMarte, 3aBHCH CBILIO OT PE3YJITATHTE OT KPbBHUTE
KaKTO U Ja1H MpeH CTEC HMAJIK HexXellaHW peakuuu kbM OkcanuruiatdH Ebese.




Havnn B 06T HA BLBEAIAHE

- Oxcanunnatud ESeBe me Bu 6bae npeanyucaH OT CHEHHANMCT 10 JICYEHUE HA PAKOBY
3a00/19BaHuUA.

® [Ile 6baeTe NeKyBaH OT MEAULIMHCKY CNELIMATUCT, KONTO NPEIBaPHUTENHO NPHUTOTBA
HeoOxoaumara g03a OkcanurnatiH Ebepe.

l OxcanunnatuH Ebere ce npunara 6asHo, nog ¢opMara Ha HHKEKLMS, B HAKOA OT Baniure BeHH

(MHTpaBeHO3Ha HH(DY3HA) B NPOIL/HKEHUE HA 2 10 6 yaca. AKO M3IIUTATE HEMIPUATHO YYBCTBO
WM 00J1Ka Ha MACTOTO Ha YOoXnaHe, TpaOBa BeHAra 1a ChoOLIHTE HA MEAULIUMHCKUA
CHIELIHAIHCT.,

- Oxcanuriatud EGeBe ce npunara 3aeziHo ¢ ONTMHOBA KUCENIMHA H NTPEOH BIIMBAHETO Ha S-

¢ryopoypawy.
YecToTa HA NPHJI0KEHHE
OOHKHOBEHO Ce MpaBH 1O €1HA HHPY3HNA HA BCEKH 2 CEAMHLM.
IIpoaAL/HKATENHOCT HA JIeYEHHETO

HPO,I['BIDKHTEJIHOCTTR Ha JICHCHHETO CC OIIPCACIA OT Bamnsa JICKap.

JleueHueTo BH 1€ NpoOaAL/DKH HE MOBEYE OT 6 Mecella, KOraTo ce npunara clieql IbJIHO OTCTPaHABAHE
Ha Baiug Tymop.

AKO cTe npHeaH noBede oT HeobxoaaMaTta go3a OxcannnaaTad Ebese

Toii xaTo TOBa IEKAPCTBO €& NpUJIara OT MEAULIMHCKH CTIeLMalIMCT, BEpOATHOCTTA Aa Bu Obae
NPUIOXKEHA MMO-BUCOKA WIH MO-HUCKA A03a OT HeoOXoauMara € MHOIO MaJika.

B ciyuail Ha npego3vpaHe HexenanuTe By peakuuy Moxe Aa ce ysenuyat. Bammsr nexkap we Bu
Ha3HauH MOAXOAALIO ICYEHHUE 3a TE3H HEXKETAHH PEaKIIMH.

AKO ¢ mponyCHATO NPAJIOKeHREeTO HA OKkcananaaTan EGeBe
Bammusa nekap 1ie npeLeHy Kora aa nojy4yaBare TOBa JIEKApPCTBO. AKO CMATATe, Y€ MOXKE Aa CTE
NpONMyCHAJIM 1033, CBBpKeTe ¢ Baling nekap BE3MOXKHO Hait-6Bp30.

AKO HMaTe HAKaKBH BBIIPOCH OTHOCHO BallleTo neuveHde, nmonuraire Ballius nexap i ¢papMaLEeBT.

4. Bb3MOXKHE HeXKeJIAHH peakiiHA

KakTo BCHYKH I€KapCTBa, TOBA JIEKAPCTBO MOXKE J1a NMpeJX3BUKA HEXKENaHH PeakiiMM, BEIPEKH Y€ He
BCEKH I'M MMOJTy4aBa.

AKO DOJYYHTE HAKAKBH HEKEJIAHH JICKAPCTBCHH PeaknHH, BAXKHO ¢ Aa HHopmupaTe Bamusn
JieKap npejH cJ1eABallOTO NPHI0KEHHE,

HezabaBro cpofmere Ha Bamus dekap, aK0o NOJYyIHATE HAKOH OT CJICAHHATE peaKIHA:

. CHMITOMH Ha ajleprydyHa Wik aHapWIakTUYHa peakiluda, ¢ BHE3aNHM IMPOSBH, KaTO 0OpHB,
chpOex WIHM YPTHKapHA 110 KOKaTa, 3aTPYAHEHO MperirblilaHe, MOAYBaHe Ha TULETO, YCT

———

yMopa (MOXKe J1a yceluare npuMansgpade). B noseuyero ciryyau Te3u CUMIITOMH
BpeMe Ha MHOY3UATA WIM BeHara cJIe/ Hed, HO ca chodlaBaHy U ClTy4au Ha
peakLMH YaCOBE WIM JOPH OHH Cied HHPY3HATa (MHOIO YECTH).

. Heobunuaiino o6pasyBaHe Ha CHHUHH, KbPBEHE WM NMPH3HALU HA HH(pEKLH,
BB3MANCHNE Ha I'bPJOTO M BUCOKA TeMIleparypa (MHOIO HeCTH)



[Tpoab/DKHTEHA MK TEXKA TUAPHA WM NMOBPBILIAHE (MHOTO Y€CTH)

Heo0sacHUMH UXAaTeTHY CUMITTOMH, KATO CyXa WIH BIIAXHA KallUIMLa, 3aTPYyAHEHO QHlIaHe
WIH XpUIioBe (MHOI'0 4€CTH), HEAOCTHUT Ha Bb3AYX KM XbPKaHE, KaTO TOBA MOXKe /14 ca
NpU3HALK Ha Texxo GenoapobHo 3abonsBaHe, KOETO MOXE a JOBEAC N0 CMBPT
CroMaTHT/MYKO3UT (BB3MaJieHHe HAa YCTHATE WIM PAHHUYKM B YCTaTa)(MHOTO Y€CTH)

Hanuude Ha KpbB WIH ThbMHO Ka(hsaBH YaCTHLM B MOBBPHATATa MATEPHA.(CUMITTOMH Ha
CTOMAILHO-YPEBEH KPbBOHIIMB )(UECTH)

I'pyna oT CHMIITOMH, KaTO IN1aBo0ONHe, HAPYIIEHO NCHXHYECKO ChCTOSHHUE, IbpUOBe H
HapyIUCHUA B 3pEHHETO, KaTo 3aMbIJIABAHE, 3aryda Ha 3peHHe (CHMIITOMH Ha CHHAPOM Ha
oGpaTHMa MocTepHOpHa JieBKoeHLedanonaTus, paako HEBPONIOrHYHO HapYIICHHE Y PEAKH)
[Tpu3Hauy Ha UHCYNT (BKJI. HEOYAKBAHO TEXKKO raBobonue, 00LPKaHOCT, 3aTPYAHEHO BHXKIAHE
C €JHOTO WIH C ABETE OYM, CXBALAHE WIH ¢1a00CT B JTMLIETO, PBKATA MIIM Kpaka, OOUKHOBEHO
OT €HaTa CTpaHa, OTIMYCKAHE Ha JIMLETO, TPYAHO XOAEHE, 3aMasHOCT, 3aryfa Ha paBHOBECHA H
3aTpyAHEH rOBOp)

MHOro cWIHa yMOpa, IpUApYy>KEHa ¢ NOHKKEH OpOH YepBEHH KPBBHH KICTKH H 3a]yX
(XEMONIMTUYHA aHeMMA) (PEJIKH) CAMOCTOATETHO WIH B KOMOHHALIMA ¢ HUCBK Spoit

TpoMGounTH, HeobHualiHo o6pa3zyBaHe Ha CHHMHH (TpoMboLMTONEHUS )(peaKu) U OBOpeuHo
3a00/1ABaHe, TIPH KOETO Ce OTAEII MAIKO WK HE Ce OT/JE/ IS HMKakBa ypHHa (CHMITTOMH Ha

XEMOJIMTHYHO-YPEMHUYEH CHHAPOM) (C HEH3BECTHA YE€CTOTA)

JApyra A3BecTHH He)KeJIanH peaknin Ha OxcananaataH EbGene ca:

Muoro wecra (MOraT Ja 3acerHar rioseue ot 1 Ha 10 nmauueHTH):

OxcanumuiatdH EGeBe Moxke Ra 3acerne nepeure (nepudepHa HeBponatua). Moxe aa
NOYYBCTBATE U3TPBIIBAHE WIM CXBAILl@HE HA MPBHCTHTE Ha PBLIETE H Ha KpaKaTa, OKOJIO YCTATa
WJIM Ha I'BPJIOTO, KOETO MOXKE J1a € CBBP3aHO C KPaMIIH.

Tesu peakiyi 4eCTO Bb3HUKBAT MPH H3JIaraHe Ha CTY[, HaIIp. [IPH OTBapAHE Ha XJIAJWIHHK HITH
KOHTAKT CBC CTY/IeHa HaNmUTKa. BE3MOXXHO € 1a MMaTe 3aTpYJAHEHHUS H [IPH M3ITBJIHEHHE Ha
duHH geficTBUS, KaTO 3aKOM4YaBaHe Ha KOM4YeTa. BHIpexH ye B NOBEUETO CITyYan TE3H
CHMMTOMH HM34E3BAT HAMMBJIHO OT caMo ce0e CH, Bb3MOXKHO € CHMITTOMHTE J1a CE 3aIbpXKaT U
Cnel Kpas Ha JICYEHHETO.

[Ipu HAKOH XOpa UMa U3TPBIIBaHE WIH yCelllaHHs KaTo MPH WOK, MPeMHHaBalllH [0 PBbUETE HIH
TAJIOTO HAJOJY, [TPH OCbBAHE HA BpaTa.

OxkcanuruiaTHH EGeBe B HAKOM clyuad MOXKE Ja NpeAU3BUKA HEMPUATHO YcelllaHe B I'bpJIOToO,
ocoDeHO Npu MpermbilIaHe, U ycellaHe 3a 3a1yX. ToBa ycellane MOXKe Jia ce MOSBH 110 BpeMe Ha
uH(YIUATA WIH B pAMKHTE Ha HAKOJIKO Yaca M MOXe Aa 6b/¢e Npeau3BHKaHO OT U3/1araHe Ha
cTyn. Makap ¥ HENpHATHO, TO HE NPOAB/KABa ABJIro H 0OHKHOBEHO OT3BY4aBa Oe3
HEOOXOMMOCT OT JieueHHe. BeneacTBHE HA TOBA € BB3MOXKHO Baluar niekap 7a peiy aa
NMPOMEHH Nie4eHUeTO BH.

OxcanuruatvH E6eBe Moxe na npeaAu3BHKa JHapua, Jieko rageHe (na Bu e nowo) u
nosphbinaHe. Benpeku ToBa, 06MkHOBEHO NeKkapAT BU 1aBa jiexkapcTBa 3a TIpeIoTBpaTABaHE Ha
raaeHe W TOBPBILAHE NPeay JeUeHHETO, KOMTO MOTaT Aa Obae NPOABIDKEHH U ClIe] JICUEHHETO.
OxkcanunatuH EGeBe npeaAM3BHKBa BpEMEHHO HaMalleHUe B Opod Ha KPBBHHTE KIECTKH.
HamaneHneTo Ha YepBEHHTE KIIETKH MOXKE Ja QOBEAE 10 aHeMHA (HAMAIEHHE HA YEPBEHUTE
KJIETKH), HeOOMYaHHO KbpBeHe MM 00pa3yBaHe Ha CHHHHH ([TOpaau HaMaJleHHUe Ha
tpoMboumTTe). Hamanenuero Ha Oenvre KppBHH KINETKH MOXke 1a B4 HanpapH no-noJaT/iHBH
Ha HHPEKLHH.

Bamusr nekap me By B3eMe KpbB, 3a 1a NPOBEPH AaJIH OpoAT Ha KpbBHUTE BH KieTkH ¢
NOCTaTh4€eH Mpeiy 3all0YBaHe Ha JICUCHHETO U FipeAy BCEeKU CleABall KypC Ha JIEUCHHE.
Ycelane 3a HepaznoJioxkeHne 0JIM30 A0 WM Ha MACTOTO Ha MHXKEKTHpaHe 10 BpeMeE Ha
HHPY3HATA

Tpecka, Tpenku (TpeMop), yMopa, 1urca Ha cuna/ciabocTt, TenecHa 6oska

ITpoMeHH B TErnoTO, HAMaJIABaHE WIM JIMIICA HA aleTHT, HApYIUEHXE Ha BKYCa,
I'narobonue, 6onka B repba f{

ITonyBaHe Ha HEPBUTE B MYCKYJIUTE, CXBalllaHe Ha BpaTa, HeoOHYaifHO ycema
BB3MOKHA IIPOMAHA B rOBOpA,




bonka B cTOMaxa

Heo6uuaitHO KbpBEHE, BKIKOUUTEHO OT HOCA

Kannuua, 3aTpyIHEHO JHIUAHE

AnepruyHM peakliny, oOpHB 1O KOXkKaTa, KOHTO MOXKE J1a € 3a4E€pBeH H ChpO4ill, JIEK Kocomnas
(anoneuus)

[IpoMAHa B KPHBHHUTE MOKA3aTENH, BKIIOUUTENHO CBLP3aHUTE ¢ YepHOApoOHaTa QYHKLIKA.

Yecrn (Morar ga 3acersHar o 1 Ha 10 mauyenTh):

Undexumn nopaau HamanspaHe Ha 6€1MTe KPbBHH KIIETKH
Cepuo3Hu HHpEKLUHH Ha KPBBTA 3a€JHO C HAMAIABaHe Ha OeNHTe KPBBHH KIIETKH
(HEeYTpPOIIEHHUEH CEeTCHC), KOETO MOXe 1a UMa (aTasieH KpaH

[TonuxaBaHe Ha OesMTe KPHBHH KJIETKH, CBIIPOBOAEHO C MOBHILLIEHA TeMnepaTypa > 38.3°C unu
NMPOABDKHTETHO NOAABPKaHE HA BHCOKA TeMnepartypa > 38°C 3a moBede OT eAMH Hac
(pebprnHa HEYTPONECHU)

HapyuieHo XpaHOCMUIaHE M KUCENHHH B CTOMAaXa, 3aUepBsABaHe, XBILAHE H 3aMasHOCT
[TopuI€HO NOTEHE M YBPEXKIaHe HA HOKTHTE, JIOLIEHe Ha KOXKaTa

bonka B repauTe

BenoapoGHy HapyLLeHHA U XpeMa

Bonka B CTaBUTE M KOCTUTE

Bonka npu ypuHHpaHe U nMpoMeHH B 6b0peuHarTa QyHKLMA, MPOMAHA B YECTOTATa Ha
YPHHHpaHe, 00€3BOAHABAHE

KpbB B ypHHaTa ¥ M3NpaOKHEHHWATA, OTOYHH BEHH, CheHpelH B 6enure apobose
BHucoko KpbLBHO HaAraHe

Henpecus, npodseMu CbC ChHA

KOHIOHKTHUBHT, MPOGIIEMH CBC 3PEHHETO

[ToHw>xaBaHe HHBOTO Ha KAJIIIUH B KPBBTA

[lagaHe

Hewectn (Morar fa 3acerHar 1o 1 Ha 100 nauueHTH):

CepuvosHa uHpeKLMA Ha KpBBTa (cencuc), KoATo Moxe Aa 6pae ¢ garaneH kpai.
3amyiBaHe Wik NOAYBaHE HA YepBaTa
HepBHOCT

Peaxn (Morar aa 3acernart o 1 va 1 000 naumeHTH):

I'nyxora (3aryba Ha cityxa)

POubpo3upaHe U BTELPAABaHE Ha OenoapobHaTa ThKaH Che 3aTPyAHEHHE HA JHILAHETO,
noHAKora ¢ ¢garaneH kpait (MHTepcTHLHaNHA Oenoapobua bonect)

OO6paTtiMa KpaTkoTpa#Ha 3aryba Ha 3peHHeTO

Heo6sacHrMoO KbpBEHE WK 00pa3zyBaHe HA CHHHHH [MOPaJH MHOXKECTBO KPbBHH CHCHPELIM B
MAaJIKHTE KPbBOHOCHH ChJIOBE B TANIOTO (IMCEMHHKPAHa HHTPABa3a/lHA KOAryaliks ), KOHTO
MOrarT Aa ca ¢ ¢araneH kpai.

Mmuoro peakxu (Morat fa 3acerHart go | Ha 10 000 nmauueHTH):

BrOpeuno 3abonsBanHe, IpH KOETO C€ OTAENA MAIKO HIIH HE C€ OTAC/IA HHKAKBa ypPHHa
(cumITTOMH Ha ocTpa 6edpeuHa HeZOCTATHUHOCT)

Cb10BH HApPYLICHHUSA B YepHHA Apod

C Hen3BeCcTHA HecTOTA (MecTOTaTa He MOXKeE 1a ObAe YCTAHOBCHA OT HAMMYHHMTE JaHHHU )

AJIEpruyeH BacKYJIMT {Bb3NaJICHHE HA KPbBOHOCHUTE CHAOBE)
ABTOMMYHHA peakliysa, BoAeIa JO HAMAIEHHE Ha BCHYKH BH/I0OBE KJIETKH B KPBBTA T
(aBTOMMYHHA MAHUUTOMNEHUS ), MAHUUTONCHHUA

CepHo3Ha HH(EKIMA Ha KPBBTA H HUCKO KPBbBHO HAJIATaHe (CENTHYEH ILIO0K), KO
ObaaT daTaTHH |
KoOHBYJICHHM (HEKOHTPOIHPYEMO TPECEHE Ha TANOTO)

CnasbsM Ha I'BPJIOTO, IIPHYHHABRALL 3aTPYy/AHEHHE Ha JHILIAHETO




. JloknaaBaHHU ca CBPBbXYMOPAEMOCT ¢ HaMasieH Opoil YyepBeHH KPLBHH KIIETKH, HEOCTHT Ha
BB3IYX (XEMOJIMTHYHA AHEMHUS ), CAMOCTOATEIHO WIH KOMOMHHPAHO ¢ HaMayieH Opo# Ha
TpoMbouuTHTe U 6BOpeyHo 3abonsBaHe, NPH KOETO €€ OTAENS MAIKO HIIH HE Ce OTAEA
HUKaKBa YPHHA (CHMITTOMH Ha XEMOJIMTHYHO-YPEMHYEH CHHAPOM), KOUTO MOXe fa Obae

(daraneH

. Hapyuien cepaeveH puteM (yawipkaade Ha QT wHTEpBana), KoeTo MOXE Aa C€ yCTAHOBH TPH
enexrpokapanorpama (EKI') u Moxe na 6nae ¢ daraneH kpaii

J HudapkT Ha MHOKapaa (ChpAeyueH NPUCTbIT), aHHHA NEKTOPHC (bonka Witk YyBCTBO Ha
AHCKOMQOPT B IEPIHTE)

o Bonka ¥ moaysaHe Ha MYCKYJIHTE, IPHAPYKEHa Che ¢nabocT, Tpecka WM YepBEHO-KadsaBO

OLIBETABAHE HAa ypHHaTa (CUMIITOMH Ha MYCKYJIHO YBpeXJaHe, HapeueHo pabaoMHoNU3a),
KOETO MOXKe J1a Obae ¢ (aTtalicH Kpa

- Bn3nasieHHe Ha XpaHOonposoAa (Bb3NANCHUE HA TUTaBHULIATA HA XPaHOMIPOBOAA — OPraHbT,
KOWTO CBBP3Ba YCTATa ChC CTOMaxa — KOETO BOAH A0 60JIKa M TPYAHOCTH NPH NMperbiliaHe)
- Kopemua 6051Ka, rajieHe, NOBbpHATa MATEPHA, KOATO € C KPBB WIH H3ITIEKIA KATO ~CMIIAHO

kade“, WIH TbMHO/KAaTPaHEHO YEPHHU H3MPAXXHEHHA (CHMOTOMH Ha CTOMAIIIHO-YPEBHA A3Ba,
eBEHTYAJTHO C KbpBeHE WIH nepdopaliud ), KoeTo Moxe Aa Obje ¢ daTaleH KpaH
HamaneHo kpbhBocHabAgBaHe Ha yepBaTa (HHTECTHHAIHA HCXEMMA ), KOETO MOXe 1a Opae ¢
darancH kpak

. Pucx ot HoB pak. JleBkeMus, ¢opMa Ha pak Ha KpbBTAa, € JOKNaJBaHa IIPH NALHEHTH, IPUEMaH
Oxcanunnatud EGeBe B koMOHHALIHA ¢ HAKOHW APYTH NekapcTBa. ['oBopere ¢ Bammnsa nekap
OTHOCHO BEPOATHOCTTA OT MOBMILIEH PUCK 32 TAKbB THII paK, Korato npHemMare OKCaMIIaTHH
EbeBe 1 HAKAKBH JPYTH JICKapCTRa.

. HEepakoBH aOHOpPMHH BB3/MH B YepHHS Apob ((pokanHa HomylapHa XUNiepIUIa3ug).

ChobmaBaHe HA HeXKeJIAHH PEeaKIHH

AKO TIONMy4YHMTE HAKAKBH HEXENaHH JIEKAPCTBEHH peaklHH, yBeaoMeTe Bamua nekap, gapMmaileBT WK
MeJMLIMHCKA cecTpa. ToBa BKIIIOYBA BCHYKH Bb3MOKHH HEOITHCAHH B Ta3H JIMCTOBKA HEXeNaHH
peakumy, MoskeTe ChLIO Aa CHOOIIMTE HEKETAHH peaklMK JUPEKTHO UPE3 HALMOHAIHATA CHCTEMA 32
cbobiaBane koM U3TbIHMTENHATA areHLHsA 110 Jiekapersara, yi. ,,Jaman ['pyes” Ne 8, 1303 Codus,
Ten.: +35928903417, yebcaiit: www.bda.bg. Karo chobiiaBaTe HeXxenaHH peakuuH, MOXKETe A
najere cBog MPUHOC 3a NOJTy4aBaHe Ha noBede MH(opMalMs OTHOCHO 0€30MacHOCTTa Ha TOBA
JIEKapCTBO.

S. Kaxk na cexpanasate OxcanrnnaTtan EdGene
Ha ce cpxpaHaBa Ha MACTO, HEAOCTHITHO 34 JcLia.

OxcanunnaTtas EGeBe He TpROBa Ja BJIH3a B KOHTAKT ¢ 09HTE H/IH KOXKATA. AKO HMa CJIYy4MaHHO
pa3IHBaHE, He3a0aBHO KaxkeTe HA Bamug jJekap HJIH MEAHIHHCKA CECTpA.

[Ipenu pa3spexxaaHeTo, TO3M NEKAPCTBEH NPOAYKT TpAGBa f1a ce ChXpaHABa B KAPTOHEHATa OMaKOBKa,
3a Jla C€ MpeAna3yu OT CBeTIMHa, 6e3 Aa ce 3aMpa3siBa.
Ha ce cpxpansBa noa 25°C.

He u3non3paifte TO3W NeKapCcTBEH MPOAYKT CIeA CPOKa Ha FOIHOCT, 0TOENA3aH BbPXY OINaKOBKaTa U
eTHkeTa ciel ,,l'onen go:“. CpoksT Ha rOAHOCT OTroBapsA Ha NMOCAEeAHUA A€H OT ChOTBETHHA MECELL.

Cnen kpas Ha uH}y3usTa, OkcanumnnaTtuH EGepe e 6bae BHUMATENHO U3XBBPJIEH OT JIEKApA WIH

MCAHIITMHCKAaTa CECTpa. e TR e e
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6. CohabpkaHHe HAQ ONAKOBKATA H A0NLJHHTE/IHA HHQOpMAUHA
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KakBo cpabpxxa Oxcanuiuiatud EGepe




AKTHBHOTO BEILIECTBO € OKcaNMILIaTHH {oxaliplatin).
o Hpyrara ceCTaBKa € BOJa 33 HIDKCKLIHH

Kak maraexaa OxcaanaaTaa E6eBe H KAKBO ChALPXKA 0NAKOBKATA
bucTep, 6e3uBeTeH pa3TBOp, O€3 BAAMMM YaCTHLH.

1 ml oT pa3TBOpa CBABPXKA S ME OKCATMIUIATHH KAaTO aKTHBHO BEIIECTRO.
To3u nexapcTBEH MPOAYKT € KOHLEHTPAT 3a MH(PY3HOHEH Pa3sTBOP.

10 ml ot KOHUEHTpATA 32 HHPY3HOHEH pa3TBOp CrABPKAT 50 mg OKCANHMILIATHH.

20 m! oT KOHLIeHTpaTa 3a HHQY3HOHEH pa3TBOp curAbPKAT 100 mg oxcanumIaTHH.
30 ml ot koHLIeHTpaTa 3a HHPY3MOHEH pa3TBOp chbabpkaT 150 mg okcalHIaTHH
40 ml ot koHUEHTpaTa 3a HH(Y3HOHEH pa3TBop cvabpkar 200 mg oxcanunnaTHH.
50 ml ot KoHLIEHTpaTa 3a HHQY3HOHEH pa3TBOpP ChAbPXKAT 250 mg OXCATIHIIIATHH

Buaose onakoBKH:

50 mg/10 ml: 1 ¢naxon, 5 Ppnakona, 10 ¢pnakona
100 mg/20 ml: 1 ¢pnakoH

150 mg/30 ml: 1 pnakon

200 mg/40 ml: 1 pnaxon
250 mg/50 ml: 1 gpnakon

Coe unu 6e3 npeanasHa niaactMacosa samura (Onco-Safe wiau cnuitunr). ,,Onco-Safe® u cnuiiBHAT
He BJIM3aT B KOHTAKT C JIEKAPCTBEHHS TIPOAYKT H OCUTYPABAT JOIMBJIHMTENIHA 0Oe3onacaBaHe o BpemMe
Ha TPaHCNOpPT, KOEeTO NMOBHHIaBa $€30MacHOCTTa Ha MEIHIIMHCKHA H (apMalieBTHUHHA NepCcoHal.

He BcHUKHM BHIOBE OMAKOBKH MOraT aa ObaatT mycHaTH B npoaaxoda.

IIpATexaTes1 HA pa3pelleHHETo 32 yNOoTpeda H NPOH3IBOAHTEIL:

IIpATEexkaTe) HA pa3spelIeHAETO 32 ynorpeda
EBEWE Pharma Ges.m.b.H. Nfg. KG
Mondseestrae 11, A-4866 Unterach,

ABCTpHA
IIpon3BoauTEH

EBEWE Pharma Ges.m.b.H. Nfg. KG
Mondseestralle 11,
A-4866 Unterach,

ABCTpHS

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

['epmanus

Fareva Unterach GmbH
Mondseestrasse 11,

4866 Unterach,
ABCTpHA P R

To3m AexapcTBeH OPOAYKT € paspemen 3a ynorpeba B cTpadnTe-4JeHKH Ha EBpoO
HKOHOMHYeCKO HpocTpaHcTBO H B ObenunenoTo xpaactio (Cesepua Hpnanaud)
AMEHa:



AT Oxaliplatin Ebewe 5mg/ml Konzentrat zur Infusionsbereitung

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

BG Oxcanuruiatid EGese Smg/ml kOHLEHTpAT 3a HHQY3IHOHEH pa3TBOP

DK Oxaliplatin Sandoz 5 mg/mi

EE Oksaliplatiin "Ebewe"

EL Plaxitin Smg/ml moxvd Sdivpo Yo zapackevn SwAduaTog Tpdg yyuon

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

MT Oxaliplatin Ebewe 5mg/ml concentrate for solution for infusion

NO Oxaliplatin Sandoz

PL Oxaliplatin - Ebewe

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

SE Oxaliplatin Sandoz

SI  Oxaliplatin Ebewe Smg/ml koncentrat za raztopino za infundiranje

SK Oxaliplatin Sandoz 5 mg/ml infuzny koncentrat

UK Oxaliplatin 5mg/ml Concentrate for Solution for Infusion

JaTa Ha nocjeHO Npepa3riiex/iane Ha JHCTOBKATA
MMTIITT

Craennara aHpoOpMARHE ¢ NPeTHA3HAYEHA CAMO 3A 3APABHH CIENHAJIHCTH:

CrnennajHn npeana3did MEpPKH IPH H3XBbpJgHe A pabora
KakTo npH BCHYKH MOTEHLMAIIHO TOKCHYHH CheJHHEHHA, Pa3TBOPLT Ha OKCATHILIATHH TPA0Ba JIa ce
NPHrOTBA MHOTO BHUMATEJIHO.

Yka3aHus 3a pabora

HPH YI'IOTPCGEI Ha TO3H LHUTOTOKCHYECH ITPOAYKT OT MEJHLIHHCKHNA IICPCOHAN € HﬁOﬁXOﬂHMO NNOBHUUICHO
BHHMAHHCE, 34 [a C€ rapaHTHpa 3allliTa Ha PRGOTGI].I,HH C HCI'O H OKOJIHMTE.

IIpHroTBaHeTO HA HHXXEKLMOHHHUTE Pa3TBOPH HA LMTOTOKCUYHHUTE CpeaAcTBa TpAOBa Oa ce N3BHpIIIBa
OT MOArOTBEH, CIELHAIIM3HPaH NIePCOHAJ C MIO3HAHHKA 3a ynoTpebara Ha IEKapCTROTO, MPH YCIIOBMA,
rapaHTHpAally LUEIOCTTa Ha JIEKAapCTBEHHA NPOAYKT, 3alUHTA Ha OKOJIHaTa cpeaa U 0co0eHOo 3alMTaTa
Ha nepcoHana, padoTell ¢ T3 JeKapCTBEHH NPOAYKTH, B CHOTBETCTBHE ¢ MMPABHIHMKA Ha O0NHHALATA.
3aQB/DKUTENHO € 3a Te3H LeJIH J]a € OCHTYPEeHO CNeUHanHo nomMenieHde. B Hero e 3a0paneHo myieHe

H KOHCYMALIM% Ha XPaHU ¥ HalTUTKH.
[lepcoHaThT TpAOBA Aa € NOJACUTYPEH ¢ HEODXOOUMHTE MaTEpHAITH, CTICLIMATHH NPECTHIKH ¢ IBJrY
PBKABH, 3alllMTHH MacKH, LANky, OYK/Ia, CTCPWIHH PBHKAaBHLIM 38 €IHOKpaTHA ynoTpeda, 3alHTHH
[IOKpUBAara 3a paboTHOTO MACTO, KOHTeHHepH M TopOu 32 crOHpaHe Ha OTIIAABIH.

ExckperH ¥ NoBLpHATH MaTepHH TPAOBa jJa ce OTCTPaHABAT BHUMATEITHO.

bpeMeHHU sxeHM TpaAOBa Aa ObaaT npeqynpeaeHy Aa H3OATBAT HOpaBEHETO C LIMTOTOKCHYHH CPEACTBA.

Bcexu cuyneH koHTeHep Tpa0Ba na ObAe TpeTHpaH ChC CBILOTO BHHMAHHE H OLIEHABAH KATO
KOHTaMHHHpaH oTnaaeK. KOHTaMUHUpAHHUAT OTNAaALK TPAOBA Aa C€ MHCHHEPHpA B MOAXOAAII0

O3Ha4YeH TBBPA KoHTeHHep. Bx. no-nony "Haxewpnsane”. NS
/ },'\:ﬁl*iu e {}J__ \
sy
IIpy KOHTAaKT Ha KOHLIEHTPATa Ha OKCAJIMIUIATHH WK HA HHQY3HOHHHS pa3TBOP ¢ KO ©3a088HO. 0,
MACTOTO C€ H3MHBA OOWTHO ¢ BOJA. R SN L \'{33 \'1
[Ipn KOHTAKT Ha KOHLIEHTPATA HA OKCAJIMIUVIATHH WX Ha HH)Y3HOHHMA PA3TBOD C JIMM@BMIM, - = = o ) 2+ )
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He3abaBHO MACTOTO Ce H3MHBA OOMWIHO ¢ BOJA. \\ -_f;ﬂ'. Lo P



CrenMajiHM NIpEra3zHy MEPKU MPH NPHIOKEHHE

. JITA HE ce v3non3paTt HIDKEKUHOHHHY MaTepHalli, ChABPXKALIH aTyMHHHHA.
HA HE ce npunara HepaspeleH.

° Ha ce n3non3pa camo 5% pa3TBop Ha IMoKo3a 3a paspexxaane. [lA HE ce paszpexna ¢ HaTpHeB
XJIOpHJ WU APYTH pa3TBOPH, ChABPKAIIH XJOPH/H.

. IIA HE ce cMecBa ¢ ApyrH JleKapcTBEHM NPOAYKTH B €Ha ¥ Chilla HH(PY3HOHHA OaHKa U 1a He
ce npuaara eJTHOBPEMEHHO B €/1HA U ChILia HHPY3IHOHHA JTIHHHA.

. JTIA HE ce cMecBa ¢ QJIKATHH JIEKAPCTBEHH NPOAYKTH WIH Pa3TBOPH, MO-CIIELIHATTHO 3-

dIyopoypallii, TPOMETaMON M JIEKAPCTBEHH MPOAYKTH, ChAbPXKAIIH GONHHOBA KHCE/IHHA, B
YHMIITO CHCTAB HMA TPOMETAMO. KATO NMOMOIIHO BEIIECTBO H COJIM HA TPOMETAMOI Ha APYTH
JIEKAPCTBEHH NMPOAYKTH. AJIKATHUTE JICKApCTBa WIH Pa3TBOPH MOraT Ja MOBJIHAAT
HeOJAronpUATHO ¢TabWAHOCTTA Ha OKCAJTHIUIATHH.

VkazaHus 3a yrorpe6a ¢ donuHopa KucennHa (KaTo xanuues GonvHaT Win AMHATpHeB donuHar)

Oxkcanumatul 85mg/m? 3a uHTpaBeHo3Ha HHGY3ud, paspeneH B 250 no 500 mi 5% pasteop Ha
[IOKO3a Ce TIPHIara eNHOBPEMEHHO ¢ (POJTHHOBA KMCEIMHA 3a HHTpaBeHO3Ha HH(Y3Hs, pa3pelicHa B
5% TIIOKO3€H Pa3TBOP, B MPOALKEHHE Ha 2 10 6 Yaca, KaTO HENOCPEACTBEHO NpeJy MACTOTO Ha
MIDKEKTHPAHE ce MOCTaBs Y-kareThp. Te3u qBa IeKapcTBEHHM NPOAYKTa He TPSOBa Aa ce CMECBaT B
eqHa WH}y3uoHHa GaHka. QOJIMHOBATA KMCEIMHA HE TPA0BA 1a ChABPXKA TPOMETAMOI KATO NOMOLLHO
BelllecTBO W Tpa6Ba Ja 6be paspesieHa caMo ¢ H30TOHHYEH 5% PasTBOp Ha IIKOKO3a M HHKOra ©
aJIKAIHY pPa3TBOPH, PA3TBOP HA HATPHEB XJIOPHA WIH Pa3TBOPH, ChABPXKAIIM XJIOPHAM.

YkazaHus 3a ynorpeda ¢ S-duayopoypauun

OxcanuniaTan TpaGBa 12 ce BhBEXKAA BHHATH npean GayoponapaMHInHH, HANpHMEP 5-

¢ayopoypanui.
Cnen nprioxeHHe Ha OKCATHIUIATHH, CUCTEMaTa TpsOBa /ia ce IIPOMME H CJIe/l TOBA [a C€ MPHIIOKH J-

(hryopoypaLmi.

3a AOITLJIHKTEIHA WH(OPMALIHI OTHOCHO JIEKAPCTBEHHTE NPOAYKTH, H3IIOA3BAHN B KOMOHHALMA €
OKCAITMIUIATHH, TpSOBa Aa ce HanpaBH CIIPaBKa ChC CHOTBETHUTE KPaTKH XapaKTEPHCTHKH Ha
NPOAYKTA HAa IIPOM3BOAHTEIA.

KoH1leHTpaT 38 “HQY3HOHEH pa3TBOP

[penu ynotpeba aa ce nporepH Bu3yaiHo. Mla ce n3nonssar camo OMCTpH pa3TBopH, Oe3 BUAUMH
YACTHLIH.

To3u nekapcTBeH NPOAYKT € CaMo 3a €AHOKpaTHa ynorpeda. Heu3non3paHOTO KOJMUYECTBO OT
KOHLIEHTpaTa TpaOBa Zia ce U3XBBPJIIH.

PaspexxaHe 3a MHTpPaBeHO3HA HHODY3UA

Haternere HeOOXOAUMOTO KONMYECTBO KOHIIEHTPAT OT (iiakoHa ((iakoHuTe) 1 paspeaere ¢ 250 no
500 ml 5% pa3TBOp Ha IMIOKO32 0 JOCTUraHe Ha KOHHEHTPAaLH Ha OKCATHUIVIATHH He No-HUcKa oT 0,2

mg/ml].

Jla ce NpUIOXKH YpE3 HHTPABEHO3HA HHOY3HA.

Ot MukpoOHOIOrHYHa IJelHa TOMKA MPOLYKTET TpAOBa Aa ce H3Moa3Ba He3abaBHO Ciien
AKO He Ce U31M0J13Ba He3a0aBHO, MOTPEOUTENAT HOCH OTTOBOPHOCT 3a [IEPHOAA H YCJIOB
ChXpaHeHHe npeaH ynorpeda, KaTo 0OMKHOBEHO CHXPAHEHUETO MOXKeE Aa € A0 24 yaca
Temineparypa ot 2 40 8°C, 0cBeH ako pa3pexxJaHeTO € M3BbPILEHO IIPH KOHTPOIHPaH
aCENTUYHH YCIIOBHA.




XuMHyeckaTa ¥ puzdUecKkaTa cTabIWIHOCT Ha MMPUIrOTBEHHUA Pa3TBOP AOKA3aHO €€ NMOAIbpPKa B
npoasmxeHre Ha 48 yaca npu Temneparypa 2 - 8 °C, npu paspexaaHe B KoHUeHTpauuu ot 0,2 mg/ml
H 2,0 mg/ml ¢ 5% pa3TBOp Ha rIOKO3a, KaKTO ¥ 3a 6 yaca npu Temneparypa 20-25 °C, npu
paspexaaHe B koHueHrpaims ot 0,2 mg/ml u 2,0 mg/ml ¢ 5% pasteop Ha riokosa.

[Ipean ynorpeba na ce npoeepu Bu3yanHo. Jla ce U3noa3sat caMo OHCTpH pa3TBOpH, 6e3 BUAHMHU
YACTHLIH.

To3u lexapcTBeH NPOAYKT € CaMO 3a €AHOKpaTHa ynoTtpeba. Hen3non3BaHOTO KOJIHYECTBO OT
KOHIIeHTpaTa TpadBa Ja ce U3XBBPIH (BX. Touka ,,3xsbpiaHe” no-aoiy).

HHUKOTI A He U3NON3BadTE Pa3sTBOP Ha HATPHUEB XJIOPH] 32 pa3pexXaaHe.

Hudyzus

BbBexk1aHeTO HA OKCAIIMIUIATHH He H3KHCKBA MpECABAPHTC/IHA XUAPaTallki.

OxcanuruiaThH ce paspexaa ¢ 250 po 500 ml 5% pa3Teop Ha riOKO3a A0 AOCTHIAHE Ha
KOHLIEHTpalLMa He no-HuckKa ot 0,2 mg/ml u ce BbBexkAa B nepudepHa BEHa WIH B LICHTPAJIEH BEHO3€EH
ITLT, B NpOAb/DKEHHE Ha 2 10 6 yaca. Koraro oxcanumiaTud ce npwiara ¢ 5-guyopoypauun,
HHQY3UATA ¢ OKCATHIUIATHH TpAOBa a Npexokaa Ta3y Ha 5-duyopoypauun.

Ha3xBopiagHe

OCTaTB4HH KOJTHYECTBA OT JIEKapCTBEHHA MPOIYKT, KAKTO H BCHYKM MAaTEPHAIH, U3NON3BAHHU 34
paszpexxaaHe H BbBEXXIaHe TpAOBa Aa 6bJaT YHHIIOXKEHH CBITIACHO CTAHAAPTHUTE OOTHUYHH
npoiieypH 3a pabora ¢ LUTOTOKCUYHH CPEJICTBA U B ChOTBETCTBHE ChC CHIIECTBYBALIHTE
HOPMATUBHH M3UCKBAHUA 34 U3XBBPJIsHE HA ONACHH OTNAABLIH.

IIpanoxenne

CAMO 3A BB3PACTHHU

[IpenoppuHTEnHAaTA 1033 OKCANUTUIATHH NPH aJIOBaHTHO JieYeHUe € 85 mg/m? HHTpaBeHO3HO,
NnpuiaraHa Ha BCCKH ABE CEIMMILIM, B MPOABL/DKEHHE Ha 12 umkbia (6 Mecena).

[IperopsuuTEIHATA 032 OKCANTMILIATHH MPH JIEUEHHUE Ha METACTATHYEH KOJIOPEKTAICH KapLHHOM €
85 mg/m? MHTpaBeHO3HO, NpHIaraHa Ha BCEKHM 2 CEOMHLM A0 NMPOrpecHa Ha 3a00NABaHETO UITH
HENMOHOCHUMA TOKCHYHOCT.

[Ipunaranara go3a TpAOBa Ja ce onpeaciv B 3aBUCHMOCT OT NOHOCHMOCTTA {BX. TOUKa 4.4
"CrieunajiHg nNpeaAynpexIeH!a H npeanasHu Mepku npu ynorpeba " B croTBeTHaTa KXII).

OKCaJIMIVIATHH Ce NPHBJAAra BAHAIH IpelH PJIyoponHpEMEIHEHA, HANPAMEP S-dayopoypann.i.
OKcanuIulaTHH ce€ BbBEX A B NPOABJDKCHUE Ha 2 10 6 4aca B MHTpaBeHo3HA UHGY3ua ¢ 250 1o 500 mi
5% pasTBop Ha roko3a (50 mg/ml), Taka ye ga ce AOCTHrHE KOHUEHTpauMsa Mexay 0,2 u 0,7 mg/ml.
0,7 mg/ml e Ha-BHCOKATA Bb3MOXHA KOHLICHTPALIMSA NPH MpHIIaraHe Ha OKCANMUIUIATHH B 1034 OT 85
mg/m?,

Cpox Ha roaHocT

3a neKapcTBeHHS MPOAYKT B OPMrMHAIIHATA ONAKOBKA: 24 Meceua

CTabunHocT ¢ea paspexaaHe S
Ot MEKpO6GHONOrHYHA IJIeqHa TOYKA NMPOAYKTHT TPAOBA Ja ce U3MoJI3Ba He3abaBHO ¢l ;i HIOTBSHE, =




teMrieparypa ot 2 70 8 °C, 0cBeH ako paspexKaaHeTO € UIBBPILCHO NPH KOHTPOIKMpAHH H
rapaHTHPaHO aCENTTHYHH YCJIOBHA.

XuMuuecKaTa H ¢pu3MHecKaTa CTaOWIHOCT HA IPUTOTBEHHA Pa3TBOP AOKA3AHO C€ NMOAABPXA B
npoAsTKeHHe Ha 48 yaca npu TeMnepatypa 2 - 8 °C, npu paspexnaHe B KoHueHTpauuH ot 0,2 mg/ml
u 2,0 mg/ml ¢ 5% pasTBOp Ha INIIOKO3a, KakTO H 3a 6 Yaca rps teMmneparypa 20-235 °C, npu
paspexaaHe B KouleHTpauus ot 0,2 mg/ml n 2,0 mg/ml ¢ 5% pa3sTeop Ha rmoko3a.

CnenuraJiHA ycj10BHSA HA ChbXpaHeHHE

CrxpaHsaBaiiTe ¢pnakoHa BbB BLHIIHATA KAPTOHEHA KYTHA, 34 4 NMPEana3’yre OT CBETIHHA.

Jla He ce 3aMpa3sBa.
Ha ce cbxpansaBa oA 25 °C.
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