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3ABEJIOC 10 mg npax 3a undy3uo JOOLROHMENE - ooveenccrisissesnssnasanes | oSN S
ZAVEDOS 10 mg powder for solution for mfusinn

HaapyOHLHOB Xuapoxaopua (idarubicin hydrochloride)

[IpouereTe BHUMATEHO USJIATA JHCTOBKA, IIPe/IH Aa 3aN04YHETE 1A NMPHJIaraTe TOBA JIEKAPCTBO, THH

KAaTO TH ChAbPKA BaKHa 32 Bac nndopmauus.

: 3anazeTe Ta3u JMCTOBKA. MOXe Ja ce HAJIOXHU Aa 5 [IPOYETETE OTHOBO.

- AKO UMaTe HAKAKBU JOMBIHUTEIHN BBIIPOCH, nonuTainTe Bamus nexap, papmManeBT HIH MEIHLMHCKA
cecrTpa.,

- ToBa nekapcTBO € mpeanucaHo nuyHoO Ha Bac. He ro npeorcrenpaiiTe Ha apyru xopa. To Moxe 1a um
HaBpPEe/IH, HE3aBMCUMO Ue MPU3HALUTE Ha TAXHOTO 3a00/sABaHe ca ChuIMTEe KaTo Bamure.

- AKXO MOJIY4UTE HAKAKBH HEXEJaHH peaklnu, yseaomere Bamms nexap, (papMalleBT UM MEIUIIHHCKA
cectpa. ToBa BKJIIOYBA M BCHYKHM BB3MOMKHM HEXENaHHU PEaKLMH, HCOIUCAHHU B Ta3M JIMCTOBKA, Brxre
TOYKa 4.

KakBo ¢babpiKa Ta3u JUCTOBKA:

Kakso npeacrasnssa 3ABEJOC 1 3a kakBo ce U3nosnssa
KaxBo TpsbBa n1a 3Haere, npeau aa mnonssare 3ABE/JIOC
Kak na usnonssare 3ABEJIOC

BBb3MOXHH HEXETAaHHU PeaKIHH

Kak na ewxpansisate 3ABEJIOC

ChabpKaHHE HA OMMaKoBKaTa M JONBJAHHUTE/IHA HH(OPMaLIHA

S B W -

1 Kakso npeacrasiassa 3ABEJJOC u 3a kakBo ce u3110/13Ba

3ABEJIOC ce u3non3Ba 3a Jje4eHHe Ha CJeAHUTE 3/I0KaYECTBEHHU 3a00JIsIBaHUA:

o ocrpa HenuMpoOnacTra seskemust (OHJIJI) npu BB3pacTHH 3a nOCTUIaHEe HA PEMMCHS KaTo IbpBa
JIMHUA Ha JIeYEHHUE WIIK MPH MALMEHTH ¢ peUHUIUB Ha 3a00JIABaHETO HIIM PE3UCTETHH HA JIEYEHHUETO,

e ocrtpa numpobnactua neskemusa (OJIJI) kaTo BTOpa JIMHUA HA JIEYEHHE NTPU BB3PACTHHU U JeUa.

2. Kaxso TpsiOBa 1a 3Haere, npeau aa u3noiaszeare 3JABE/JOC

He n3non3zpaiite 3ABEJIOC

- @AKO CTe aJIepruyHHU (CBPBXUYBCTBUTENHHM) KbM HAAPYOHIIMH HIIH KbM HAKOS OT OCTAHAJIMTE ChCTABKH Ha
3ABEJOC

- aKO CTe Iepru4HH (CBPBbXUYBCTBUTEIHM) KBM APYrH aHTPAUMKIMHU HJIM aHTpaUEeHEAHOHH
(JlekapCTBEHH IPOAYKTH 3a JICYEHUE Ha PaKOBH 3a00/1ABaHHUA)

- aKO MMaTe TEeXKO YepHOAPOOHO yBpexaaHe

- @Ko MMate TeXKO Ob0peuHo yBpexaaHe

- aKO MMaTe TeXKa ChplAeyHa HEAOCTAThYHOCT

- dKO CTe MPEeTBPIIENIM NpeceH MUOKapaeH HH(PAPKT

- aKO MMAaTe TeXKH apMTMUM (HApPYIUEHHS B PUTHbMA Ha ChPLIETO)

—
-.-—i"""-

- aKO HMare IepCUCTHpaIla MUenocynpecus (MoTUCKaHe Ha KOCTHHA MO3bK) = 2.
- AKO MMATe NpeJIX0XKAAIlo JeYeHHe ¢ MAKCUMATHUTE KYMYJIATUBHHU J103H H1apyOHIIMH m’ ﬁnﬂ ap;’rﬂ TN
AHTPALIMKIMHH U aHTpaleHEIHOHM. X/ s, ’



[IpeaynpexaeHus 4 Npeanas’Hu MepKu

Kakere Ha Bamus nexap, ako nmpueMare HIH HaCKOpO CTe IpueMay TpacTy3yMad (JiekapcTBO, H3M0I3BaHO
[pH JIEYEHHETO Ha OnNpe/eeHH pakoBH 3a60/11Banua). 3a OTCTpaHABAHE HA TPACTY3yMald OT TAJIIOTO MOXKE J1a
ca HeoOxoaumu a0 7 Mecena. Thit kKaTo TpacTy3yMad MOXe Jla OKaxke BIUSIHUE BBPXY ChpLIETO, HE TpAOBa aa
usnonssare 3ABEJIOC 3a nepuon a0 7 Mecena ¢jie)| criupaHe Ha npuemMa Ha Tpacty3ymab. Axo 3ABEJIOC
ce M3I10/13Ba IIPeId TOBA, Torasa chpzeyHata Bu @pyHkuus tpa0Ba na ce npocieaspa BHUMATEIHO.

3ABEJIOC mosxe ja 3acerne myxkust peprunurer. [oBopere ¢ Bawuus nekap 0THOCHO Bb3MOXKHOCTHUTE 3a
3ana3BaHe Ha GpepTHIMTETA PeaH 3aloyBaHe Ha jieucHHeTo. KakTo MBxKeTe, Taka M KeHuTe Tpadsa na
H3110/13BAT eDEKTUBHU KOHTPALIENITUBHY Cpe/icTBa (BXK. TOUKa ,,BpeMeHHOCT, KbpMEHE H (PePTHIIUTET ).

AKO MCKaTe /la UMare jela cie npukiaoysane Ha nedenueto cs¢ 3ABEJ1OC, obcbaere xakBu ca
BB3MOXHOCTUTE ¢ Bawus nexap.

Hpyru gexapersa n 3ABEJZIOC

Tps6Ba na kaxxere Ha Bamms nexap, ako mpueMare, HaCKOpO CTE MNpUeMalii WIK € BB3MOXKHO Jja IpueMare
JPYTH JIEKapCTBa.

3ABEJIOC He TpsbBa aa ce cMecBa ¢ XenapuH nopaau odpa3yBaHeTo Ha yTaHKa.

He ce npenopbyBa cmecBaHero Ha 3ABEZIOC 1 ¢ apyru nexapcTBEHH NMPOAYKTH.

TpsbBa na ce n304rea NPOABIKUTEIECH KOHTAKT C aJIKaJIHH Pa3TBOPH, ThH KATO TOBA LIE JIOBEAE A0
pasrpaxxaaHe Ha npoaykra. M3xsbpiiere BCEKH HEM3MO0JI3BAH Pa3TBOP.

3ABEJ1IOC e MoleH MHEIIOCYIIPECOp U CXEMHUTE 32 MNOJUXUMHUOTEpAnHs, KOHTO ChABPIKAT APYTH
1eKapCTBEHH MIPOAYKTH C MOoA0OHO AeiicTBHe, MOrat ja J0BENAT A0 alMTHBHA TOKCHYHOCT, 0COOEHO 1o
OTHOILECHUE HA KOCTHOMO3BYHH, XEMATOJOIMYHH U I'aCTPOMHTECTUHAIIHUTE eekTH. Ynorpedara Ha
3ABEJIOC B cxeMH 3a MOJIMXUMHOTEPAIMS C APYTH ITOTEHIIHAIHO KapAHOTOKCHYHH JIEKapCTBEHH
MPOAYKTH, KAKTO M €/HOBpEMEHHAaTa yrnorpeda ¢ ApyrH JI€KapCTBEHH MPOYKTH, KOUTO IEHCTBAT BHPXY
chpLETO (Hanp. 6J0KepH Ha KallMeBUTE KaHa/IM), U3MCKBA HAO/I101aBaHe HA Chp/eYHATa (PYHKIHA 10 BpeMe
Ha neyeHueTo. [IpoMenuTe B yepHOApoOHaTa (DYHKUMA, IPEAU3IBUKAHU OT €IHOBPEMEHHO NPHIaraHuTe
eKapCTBEHH MPOAYKTH, MOTAT Jla OKa)xaT BIusHue Bbpxy merabonusma Ha 3ABEJIOC,
(hapMaKOKMHETHKATA (ABMXKEHMETO HA JIEKAPCTBEHUA MPOAYKT B OpraHu3Ma) u TepaneBTHYHaTa eHUKACHOCT
W/ MU TOKCHYHOCT.

AJIUTHBEH MHUEIOCYIpEeCHBEH ehEKT MOXKE [1a C€ MOSBH, KOraTO €AHOBPEMEHHO MM 2-3 CEAMHLM NpPean
neyenuneTo cs¢ 3ABEJIOC ce npunara npuerepanusi.

bBpeMeHHOCT, KbpMeHe H GepTHIUTET
AKO cTe OpemMeHHa WM KBPMHUTE, CMATATE, Y€ MOXKE j1a cTe OpeMeHHa WM TUTAHHpaTe OPEMEHHOCT,
nochBeTBanTe ce ¢ Baumsa nekap wim papMauesT npeau ynorpedara Ha TOBa JIEKapCTBO.

bpemenHocT

N3bsreaiiTe 3abpemensBane, qokaro Bue unu naprHsopsT By cre Ha siedenne coe 3SABEJIOC.
3ABEJIOC moxe na HaBpeau Ha HepoaeHOTO Oebe, Taka ue € BakHO Ja uHpopMupaTe Baums nekap, ako
MHCIIHTE, Y€ cTe OpeMeHHa.

KoHTpauenuus npy XKeHy ¢ AeTEPOICH IMOTECHIIHAI

Bunaru TpsaOBa ga u3nonspare egekTHBHA KOHTpauenuus no speme Ha jedenne csc SABEJIOC u 3a nai-
MaJiko 6,5 mecena cnej rnocneaHara no3a. ['opopere ¢ Bauins nekap 0OTHOCHO noaxoAsiMTe 3a Bac v 3a
Bawuus napTHbOp KOHTpauenTUBHU METOMH.

Kourtpauenuus npyu Mbxe
Mbixere BUHaru Tpsabsa ga uanosn3sart e(peKTUBHA KOHTPALCILHMS, JOKATO ¢a Ha JIEYEHHE CbC BABEILOC H

3a Hal-MaJIKo 3,5 Mecena ciea nocjeaHara a03a. o —
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KbpMmene

He kbpmere, gokarto cte Ha gedyeHHe ¢b¢ SABE/OC u 3a Hail-manko 14 auu ciea no nezmaTa ;103& TR\
4acT OT JIEKapCTBOTO MOJXKeE Ja [IPEMHHE B KbPMaTa H IOTEHIIHAIHO Aa HaBpeu Ha Ba fiero aere.



Gepruaurer
KakTo MBKeTe, Taka ¥ KEHUTE Mpeau ledeHue TpadBa 1a MOThPCAT ChBET 3a 3ara3BaHe Ha (EPTHUIHTETA.

[lodhupane u pabora ¢ MAIIMHHU
[TauneHTHTE, OCOOEHO IPH BJIOLIEHO CHCTOSHUE, TPAOBA @ B3EMAT IpeANa3H MEPKH, aKO 110 BpeMe Ha

ICYEHUETO Ce HAOXH Aa wodupaT Wik Aa paboTAT ¢ MalUHHH.

3ABEJ1OC chabpika JaKkrosa
Axo Bamusar nexap Bu e xazaj, ye uMaTe HEIMMOHOCUMOCT KbM HAKOHM 3aXapH, MOCHBETBAHTE C€ ¢ HEro Npe/au
/1a B3eMeTe TO3H IPOLAYKT.

3. Kak na nanoassare 3ABE/10C

Bunaru uznon3saiite 3ABEJIOC TouHo kaxTo Bu e kazan Bamuar nekap. AKO He CT€ CUT'YPHH B HEllO,
nmonuTante Baluus nexap.

3ABEJ1OC e nexapcTBeH MPOAYKT ¢ AHTUMHUTOTUYHO M LIMTOTOKCUYHO ACHCTBHE, KOETO MOXeE Jia Obe
M3I10JI3BAHO B CXEMHU 3a MOJMUXUMHOTEpAnus 3aeHO ¢ APYry uurocraTuuu. Josata OOMKHOBEHO ce
H3uMcagBa Ha O6a3zara Ha obuara TesecHa moBbPXHOCT.

Ocmpa neaumghobracmua nesxkemusn (OHJIJI)

[Tpu neyennero Ha OHJIJI npu BB3pacTHH NpeNnopbUMTEIHATA [103a € 12 mg/m*/1eH HHTpaBeHO3HO 3a 3 JIHHU
B koMOuHaums ¢ uurapabud. SABEJOC moxe j1a ce npunara Kato MOHOTEPANHs M B CXEMHU 34
noNMXumMuoTepanus B 1o3a 8 mg/m?*/au. IV 3a 5 quu.

Ocmpa aumgpobracmua neskemus (OJ1J1)

3a neyenuero Ha OJIJI pu BB3pacTHU MPENOPHUMTEIIHATA MHTPABEHO3HA /1032 KaTO MOHOTEpanus ¢ 12
mg/m? gueBHO 3a 3 auu. [Ipu neua ¢ OJIJI npenopbuyuTeniaTa HUHTpaBeHo3Ha 1103a 1pu MoHoTepanus € 10
mg/m? HeBHO 3a 3 JHH.

[Ipu onpenensiHeTo HAa Te3H 403U obaye TpsiOBa j1a ce UMa NpPeIBHA H3XOAHOTO XEMATOJIOHYHO ChCTOSHIE
Ha MalMeHTa M JO03UTE Ha APYTUTE JICKAaPCTBEHHU IIPOAYKTH, U3II0/I3BaHU B CXEMUTE 3a MOJIUXUMHOTEpATKSL.

Hapywena ¢pynxyus na yepnus opob unu 6vb6peyume
Makap 4e He MOXe Aa ce Jaje IpernopbKa 3a crneurpuyHa 103a Ha 6a3aTa Ha OrpaHHYEHHUTE HATMYHM JIAHHH

[PH MALHEHTH ¢ YepHOApoOHM W/ K ObO0pedHH yBpexaaHus, TpsadBa na ce oOMuCIN HamMallsiBaHe Ha A03UTE
[Mpy NMauMeHTH ¢ HMBa Ha OunuMpyObuH u/mnu kpeatunuH Haa 2,0 mg.

3ABEJ1IOC npax 3a uady3noHeH pa3TBop Tpsabsa ga ce npujiara caMmo HHTpaBeHO3HO!
MHTpaBeHO3HOTO NMPHIIOKEHHE U HA TIPUTOTBEHUS Pa3TBOP, M Ha NOTOBHA pasTBOpP TpsAOBa /1a cTaBa 3a
nepuoj ot 5 — 10 MUHYTH nIpe3 npeaABapUTE]IHO NOCTABEHA CHCTEMA 34 MHTPABEHO3HO MPHJIOKEHHE HA
busnonoruueH pasrop. JupextHara 00nycHa MHAKEKUHA (0Bp30 NIPUIIOKEHHE) HE CE NPENopbUBa IOpaan
PUCKa OT eKCTpaBasalus (M31M3aHe Ha JeKapCTBEHUS MPOJYKT M3BBH BeHaTa), KOSITO MOXeE /1a Ce TOIyuH
[0pH 1pu 1006po BpbliiaHe Ha KPBBTA B CIIPUHIIOBKATA NTpyU acniupauust. [Ipeau 3anousane Ha HHQy3uATA
TpsiOBa J1a ce MpoBepH Aajau MIJiaTa € BLB BeHaTa. Ta3u TeXxHHKa HaMassiBa pucka oT Tpom0o3a (obpasysaHe
Ha CbCHPELIM) M NePpUBEHO3HA eKCTpaBa3alis, KOUTO OMxa MOIJIM J1a JOBEIAT A0 CEPHO3HH IPOOIEeMH ¢
pa3BMTHE Ha LIEJYJIMT U HEKPO3a.

AKO ce HHXKEeKTHpa B MaTbK KPBbBOHOCEH ChJ HJIM B €JHa U Chllla BEHa, MOKE /14 CE pa3BUE BCHO3HA
CKJIepo3a.

[Topagu TOKCHYHOCTTA HA JIEKAPCTBEHHUA NIPOAYKT CE€ NPENOPBLYBAT CACAHUTE NPEANIa3HH MEPKH, KOMTO Ca
BaJIMJHM 32 BCHUKH AHTHHEOIUIaCTUYHH JICKAPCTBCHH MIPOAYKTH: P
e [Jlepconanst TpsibBa na 6bae 0byueH Ha noOpa TexHUKaA Ha pa3TBapsiHe U DOpaBeHe ¢ HBWEEHI{IE :
MPOAYKT;

e bBpemeHHH OT nepcoHana He TpsdBa aa paboTAT ¢ TO3M JIEKAPCTBEH NPOAYKT; /

e Ilepconanst, paborens csec 3ABEJIOC, Tpsibsa Ja HOCH 3allMTHO 00JI€KI10: OYMaa, I ECTH.TIKH MacKH M
pPBKaBHULM 32 €JHOKpaTHa ynoTtpeoda,
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e Tpsabsa j1a ce onpeneNnaT crieLanHo obopyiBaHK MECTA 3a pa3TBapsiHe (3a 1IPeAnoYuTaHe oA
BEpTHKAJIHA JAMMHAPHO ITOTOYHA cucTeMa). PaboTHara moBbPXHOCT Aa Obe 3aiunTeHa ¢ abcopbupaiua
XapTHs C MIACTMACOBO MOKPUTHE 3a €HOKPATHA yroTpeda;

¢ BcuukH KOHCYMaTHBH, M3ITOJI3BAHM 32 Pa3sTBapAHE, MPHJIOKEHHE WIIM MOYHCTBAHE, BKIIOYUTEIHO
PBKaBUIM, TPAGBA /1a 6BbIAT MOCTABSIHU B CIIELHAIHM €IHOKPATHH TOPOH 32 BHCOKOPHUCKOBH OTHAABLH U A
ObJ1aT U3rapsHU NPH BUCOKA TEMIIEPATYPA,

e PasnuiueHH 4aCTHIM MM PA3/IAT pa3TBOp TPAOBa J1a C€ TPETHPAT C pa3pe/ICH pa3TBOP HA HATPHEB
xunoxjaoput (1% Genuua) 3a npeAnoYMTaHe ¢ HAKMCBAHE M MOCJE C BO/IA,

¢ Bcuuku MaTepuanu, U3TOA3BAHU 3a NOYHCTBAHETO, TPAOBA [a ce U3XBBP/IAT, KAKTO € OIHCAHO M0-TOpE;

e Cnea cayyaeH KOHTAKT C KOXaTa MJIM OYMTe TpsOBa BejlHAra [a ce Tperupa 0OMIHO C BO/Ia HJIH CalyH U
BOJIa, MJIM Pa3TBOp Ha HatpueB OuxapOoHat. Tpsabsa ja Oba€ NOTHEPCECHA MEAUIIMHCKA TTIOMOIIL.

e lI3xBbpsieTe BCEKU HEM3MO3BAH PA3TBOP.
[Ipeanazuu Mepku npu jgevenue cb¢ 3ABEJIOC

Obwu

3ABEJIOC e npennasHaueH 3a ynotpeba 1o pbKOBOACTBOTO Ha OIMMMTHU B XUMHOTEPAIIHA C LIMTOCTATHILIH
JIEKapH.

[TaumenTuTe TpAOBA J1a C€ B3CTAHOBAT OT OCTpaTa TOKCHUHOCT HA MPeauIecTBALIO JIYeHHE C LUTOCTATHIIH
(Harp. CTOMAaTHT, HeyTponeHus (HaManeHne Ha BUJ| OeH KPBBHH KIETKH), TPOMOOLMTONICHUA (HaMa/leHHe

Ha TPOMOOLMTHTE) U reHepaau3upany HHPEKUUH — Ha LeHs OpraHKu3bM) NPEaH 1a Ce 3aM0YHe JICYEHHETO
c¢cse 3ABEJZIOC.

Cvpoeuna ¢yHxyus
KapanoTokcH4HOCTTA (YBpEX/1aHe Ha ChPIIETO) € €IMH OT PUCKOBETE MPH JI€YEHHETO C aHTPALMKIHHH H
MOJKE J1a C€ MPOABH Ype3 paHHMU MIIM KbCHU CBOMTHS.

Panna kxapouomoxcuunocm

Pannara kapanotokcuuHocT Ha 3ABEJIOC ce uspassiBa riiaBHO B CHHYCOBa TaXHKapaus (PaBHOMEPHO
YCKOpEHa ChpAeyHa AeHHOCT) H/HIM NAaTOJOIHYHHU IIPOMEHH B €JICKTPOKapAHOrpamara, Harp.
Hecrnieuuuyunyu npomenu B ST-T Bbauure. Chobuiasanu ca ChbLLO TaKa TaXHAPUTMHH (HEpAaBHOMEPHO
YyCKOpEeHa ChpAeUuHa AeHHOCT), BKJL. MPEXAEBPEMEHHI KaMEPHHU CBKPALLIEHHS U KAMEpPHA TaXHKapaus,
6panukapaus (3abaBeHa chpAeyuHa AeHHOCT), KAKTO ¥ aTPHOBEHTPHKYJIapeH 010K, OenpeH 00k (yBpexaane
B [IPOBEXAAHETO Ha UMIIYJICUTE B CHPLETO). Te3u ePeKTH 0OMKHOBEHO HE Ca IOKa3aTEeIHU 3 110CIeABAI0
pa3BUTHE Ha KbCHA KAPJAMOTOKCHYHOCT, PAJIKO Ca OT KJIMHUYHO 3HAYEHHE M KATO LIAJIO HE H/IBAT B
cho0OpaxkeHue 3a npeycraHoBsiBaie Ha Tepanuara ¢cs¢c 3ABE/IOC.

KvcHna kapouomokcuunocm |

KbcHaTa KapAMOTOKCHYHOCT OOMKHOBEHO €€ pa3sBUBa KbCHO B X0/1a Ha JIEYEHHETO WJIM B PAMKHUTE Ha ABa 110
TpH Mecela cjel NPeyCTaHOBABAHETO Ha JICYEHHETO, HO Ca OIHCAaHHU U ITO-KbCHH YCJIOKHEHMA, MTOABABALIH
ce HAKOJIKO Mecelia 10 TOAUHM ClIe CriMpaHe Ha jeueHueTo. KbCcHaTa KapAHOMHOIIaTHUsATa CE IIPOSABABA Ype3
HaManeHa ¢ppakuus Ha usrnacksane (PU) na nspa kamepa (ob6em u3TIaCKaHa KPbB [PH €IHO ChKpallEHHE
Ha JsBaTa KaMepa) u/win 6es1e3u 1 CUMIITOMH Ha 3aCTOMHA ChpAeyHa HEI0CTaThYHOCT (TEXKO CHPACUHO
ja0onsABaHe), Hamp. AucnHes (3aayx), 6enoapobden oTok, nepudepHH OTOIH, KapAHOMeraaus (yrojieMsBaHe
Ha CBPLIETO) U XenaroMeranus (yroneMmsBaHe Ha yepHus Apo0), onurypus (HaMaJeHo OTeJIssHE Ha YpUHA),
acuuT (yBeanyeHo obpa3yBaHe Ha TEUHOCT B KOpema), IUIEBpasIieH U31uB (yBeJIMyeHo oOpasyBaHe Ha
TEYHOCT 0K0J10 6enuTe ApoboBe) U rajones puThM (CHIHO YCKOPEHa M HepaBHOMEpHa ChpeyHa AEHHOCT).
Omnucany ca ¥ NOJ0CTPH MPOABH, HAMP. EPUKAPAUT (Bb3naleHue Ha ¢hpaeuHaTa 0OOBUBKA) M MHOKAPAUT
(BBb3NaJICHHUE HA CBPACUHHA MYCKYJT). JKMBOTO3aCcTpaluapaulaTa CbpAeyHa HEAOCTATbYHOCT € Hal-TeXKaTa
(hopma Ha KapAMOMHONATHSA , TPEANU3BUKaHa OT aHTPALHKIIMHH, U [IPEACTaBIgABA TOKCHYHOCTTA Ha
KyMyJaTHBHATa JUMUTHpALLA /103a Ha JIEKAPCTBEHUA NpoOAyKT. e

['paHMLMTE 38 KYMYyJaTHBHATa /1032 (001ara noayyeHa /1o3a 110 BpeMe Ha JIEYEHHMETO) 3a HZ?KQH{{]Q&H wm -

nepopasieH HAapyOHIIMH HE ca onpenesieHu. KapanoMuonarTus, CBbp3aHa CbC BABEHOC aue e Y
cboOaBana npu 5% OT MaLMEeHTUTE, KOUTO ca INoJIyyaBany KyMyJaTHBHH HHTPaBE€HO3H ,uﬂan OT 150 g 5
mg/m? 1o 290 mg/m? . HanuyHuTe DaHHHM 32 NaLUMeHTHTE, IEKYBaHH C NepopaneH uaapygniini B ob1a
KyMyJaTiBHa 103a 10 400 mg/m?, npearoaraT Majika BEpOSITHOCT 3a HPOsABABAHE HA KAPAUOTOKCHYHOCT. | -

-



Copieynara GpyHkuus tpsabsa na 6bae ncnensana rnpeau naureHture aa sanoyHat nevedue ¢ 3ABEJIOC.
Ts TpsbBa na ce MOHHTOPHpA 10 BpeMe Ha JICUEHHETO C 11eJ1 la ce HaMaJIH 10 MUHMMYM PHCKBT OT pa3BUTHE
Ha TEXKO ChPAEYHO yBpexaaHe. PUCKBT MOXKe J1a ce HaMaiu ype3 pe/loBHo MouHTopupane Ha PH no Bpeme
Ha JIeYeHHeTO U He3abasHo cniupaHe Ha TepanuaTa ¢b¢ SABEIOC npu nspBuTe NposABH HA YBpeeHa
byHKUMA. ANCKBATHUAT KOJIMYECTBEH METO/L 3a NEPUOAHYEH KOHTPOJI HA chpjleyHara QyHkuus (Hanp. DH)
BKJIIOUBA paauoHyKanaHa anruorpadus (RNA - MUGA, paanonykiniHa aHruorpadus ¢ perucTpupasxe,
BOZIEHO OT eJIEKTpOoKaparorpadCcKky CUrHa) Uik exokapauorpadus (MeToan Ha U3cie/IBaHe Ha ChpAeyHaTa
neiHocr). [Ipenopsusa ce ouenka Ha chpaeuHara aeiinoct upez EKIT u RNA - MUGA unu
exokapauorpadus npeau 3anouBaHe Ha JIEYEHHETO, 0COOEHO NMPH MalKMEHTH ¢ HaTUYHe HAa PUCKOBH (aKTOpH
3a [OBHIIEHA KapauoTokcuyHoct. Tpsabpa na ce npasat nepuoanyHo RNA - MUGA unu exokapauorpauu
33 onpenensine Ha ®U, ocoOeHO npH NO-BUCOKH KyMYJATUBHH aHTPALIMKJIMHOBHY A03U. MeTOABT, U3MN0I3BaH
3a M3clieABaHe, TpAOBa aa Obae eAUH U ChIL [Ipe3 LeIUs IIePHO Ha IIpOoCie/IsBaHe.

PuckoBurte ¢hakTOpH 3a KAPAHOTOKCHYHOCT BKIIOYBAT: OCTPO MJIM JIATEHTHO ChPAEUHOCHI0BO 3a00JIBaHE,
npeliecTsallla Wik CbIbTCTBALLA JIBUETEPANUs Ha MeAMacTHHATHATA/TepUKapAHaTa obnacr,
MpeLecTBallA TEPANus C APYTH aHTPALMKIMHYA UM aHTPaLlEHEAHOHU M €IHOBPEMEHHA ynoTpeba Ha
JIEKapCTBEHU NPOJYKTH, NOTUCKAUIM MHOKAPAHHA KOHTPAKTHIMTET (ChbKpalICHUATA Ha ChPLETO).
MouuTOpHpaHeTo Ha ChpjaeuHaTa GyHKUMS TpsOBa aa Obae 0COOEHO CTPUKTHO IPH MALMEHTH, MTOTydaBallH
BUCOKH KYMYJIATHBHHU 1034, U IIPH TE€3M C PUCKOBHU akTopHu. Bee nak, KapiIMOTOKCHYHOCT, CBbpP3aHa CbhC
3ABEJIOC, MOxe aa ce MOosiBY ¥ ITPY HUCKU KyMYJIATUBHM 1034, HE3aBUCUMO OT HAJIUYHUETO Ha PUCKOBHU
¢daxropu. Uma BeposTHocT TokcuyHocTTa Ha 3ABE/1OC M npyrurte aHTalMKIHHY WX aHTpaleHEeIHOHH 2
e aJIUTUBHA.

Xemamonozauuna moxkcuuHocm

3ABEJ1OC cuiHo notucka KocTHUst Mo3bK. [Ipu Bcuuxu nauuenty, npuemaiuu 3ABEJIOC B TepaneBTHUHH
J103H, 1€ KMA TEeXKa MHenocynpecus (IOTHUCHAT KOCTEH MO3bK). [1pe/in u 110 BpeMe Ha BCEKH KypC Ha
neyenue cve SABEJIOC TpsabBa na ce HanpaBu u3ciieiBaHE HAa XEMATOJIOIrHYHUTE (KPhBHHUTE) ITOKA3aTeIH,
BKJIIOYHTEIHO AU epeHIIHATHO OpoeHe Ha ieBkouuTHTE. [[0303aBHcHmara oOpaTtuMa JIEBKONEHUS H/HIH
rpaHyJI0UMTONEeHHA (HeyTponeHus) (HamansBaHe Ha OenuTe KPbBHH KJIETKH) ¢ Hal-uecTaTa [[posBa Ha
xematonoruuHa TokcuyHocT Ha 3ABEJIOC u e nal-uecTtara 1posiBa Ha ocTpa 030 IMMUTHpPAILA TOKCHYHOCT
Ha TO3H JIEKAPCTBEH MPOAYKT. JIEBKOMEHUATA U HEYTPOIeHHATa OOMKHOBEHO ¢a TeKKH. MOXe J1a ce NMosBAT
CBILIO TaKa aHeMus (HaMasisgBaHe Ha YepBEHUTE KPbBHU KJIETKH) U TpoMOoLMTONEeHUs (HaMaslsiBaHe Ha
TpoMOouuTuTe). bposit Ha HeyTpodunuTe ¥ TPoMOOUUTHTE OOMKHOBEHO JIOCTHIAa CBOSI MUHUMYM JIECET L0
YETHPHHAJECeT AHHU cnel npuioxeHueTo. OOMKHOBEHO TEXHHAT Opoit ce HOpMasIM3Mpa 110 BpEMeE Ha TpeTaTa
ceamuua. KnuHUYHUTE NMOCIEMLIM HA T€KKATa MUEIOCYPECcUs Morar aa 6baaT Tpecka, HH(peKUnH,
cenicuc/centuueMus (MH(EKIUsA Ha KPBBTA), CENTUYEH 1LOK (TEXKKO yBpEKIAHE HA OpPraHM3Ma [IpU
MH(EKIM), KPBBOU3INB, ThbKaHHA XHIIOKCHSA (KMCIIOPOJCH IV1ajl) HIIH CMBPT.

Bmopuuna neskemus

BropuuHaTa JIeBKeMHA ¢ WK 0e3 IpeuieBKeMHUuHa (paza e Ouiia OrMCBaHa IIPH MMALMEHTH, JIEKYBaHHU C
aHTpaUMKIMHU. BTOpHYHaTa IEBKEMHSA € M10-4€CTa, KOraTo T€3H JIEKAPCTBEHH ITPOAYKTH Ca J1aBaHH B
koMOuHauua ¢ JJHK-akTMBHH aHTHUHEOIIACTHYHH JIEKAPCTBEHH MIPOAYKTH (JIEKAPCTBEHM MPOAYKTH 3a
JieYeHHe Ha pak), KOraro MauuMeHTUTe ca OMIM MHOIOKPATHO JIEKYBAaHHU MPEABAPUTEIIHO € LIUTOCTAaTHLIM WIIH
KOraTo JI03UTE€ Ha aHTPALUMKIMHKTE ca OMJIM MHOTO BUCOKH. Te3H eBKO31 MOrar a ce pasBUAT Clel
naTeHTeH nepuond ot 1 10 3 roguHH.

Kapyunoeenesza, mymazenesa u ygpexcoane na goepmuiumema (cnocobrnocm 3a yepexcoane Ha Kiemxkume)
3ABEJIOC e reHOTOKCHYEH NpPH MOBEYETO OMHUTH in Vitro W in vivo, UHTpaBCHO3HUAT HAApyOHLIMH UMA
KapLMHOIeHHO AeHCTBHE, TOKCUYEH € 3a PEHPOAYKTUBHUTE OpraHu U eMOpHOTOKCHYEH U TEPaTOreHEeH IIpH
[UIBXOBE.

['acmpounmecmunanna moxkcuvHocm

3ABEJIOC uma emMeTHYHO A€HCTBHE (MpEAM3BHKBA noBpbillaHe). CKOpO ciie]l NPUI0KEHUETO Ha -
JIEKAPCTBEHHMS MPOAYKT C€ MOABABAT MYKO3HUTH (INIaBHO CTOMATHUTH, NO-PAIKO €30()aruTH) ,Emmaneﬁﬁﬂ Ha “3"_-;,
JIMTFaBULIMTE — YCTa, XpPAHOMPOBO/I) U, aKO ¢a B TeKKa (popMa, MOrar J1a npeMHHar 3a HAKGAKO | JKHU B \
yJLepaluy Ha MyKo3aTa (paHHuKH o auraBuuuTe). ITopeyeTo nauueHTH ce Bbsmﬂoaf/ﬁa'r OT Ta3u
He)KeJlaHa peaklus Ha TpeTaTa CeAMMIIA OT JIeYEHHETO. (==
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Panko ce HabsoaaBaT CepHO3HM FrACTPOMHTECTHHAIHM YCII0KHEHHUA (KaTo rnep@opauus uin KbpBeHe) MpH
MalMEHTH HA TEpanus ¢ nepopajeH HaapyOHLIMH 32 JICYEHHE HA OCTPH JIEBKEMHHU UJIM C aHAMHECTHYHH
JIaHHU 3a IpYyTH 3a00/BaHUA MJIK KOTaTo ¢a NpHEMaIH JIEKAPCTBEHHM MPOAYKTH, TOBEIIH /10
racCTPOMHTECTHHAIHH ycnoxHenus. [Ipu nanuenTy ¢ akTuBHa opMa Ha racTPOMHTECTHHAIIHU 3200 1sBalNs
C [OBUILEH PMCK OT KbpBEeHE W/uiu nepdopauus, nexapsat TpsadBa na bajaHcupa Mex1y 1oJ13aTa ¥ pucka ot
epopaiHUs HAapyOHLIUH.

Yepnoopobua u/unu 6vbpeuna Qpynkyus

Tbit kaTO YBpeXXaAaHEeTO Ha yepHoApoOHaTa u/wiau OL0peynaTa QyHKUUA MOXKE [Ia c€ OTpa3H Ha OTACJIAHETO
Ha 3ABEJIOC ot opranusma, pyHkuHUsATa HA YepHusa ApoOd u ObOpeuHTe npeau U 1o BpeMe Ha JIEYEHHETO
TpsibBa Aa ce NpoBepsiBa C KOHBEHIIMOHAIHUTE KITHHUKO-1abopaTopHU TecToBe (cepymeH OMMpyOuH u
cepyMeH KpeaTHHUH). B yacT oT k1uHMuHHUTE NMpoyyBaHus 8bB ¢a3a Il seuenne crc 3ABEJIOC He ce
[puiara, ako CEpyMHHUTE HMBA Ha KpeaTHHHHA M OMimpyOuHa HaaxBspaAT 2,0 mg’%. AKO HUBOTO Ha
ounupy6una Bapupa ot 1,2 1o 2,0 mg%, nosara Ha pyruTe aHTpauMKIMHK ce Hamansasa ¢ S0%.

Edexmu na macmomo na undicekmipane

UHxeKTHpaHEeTO Ha JIEKAPCTBEHUS MPOAYKT B MATBLK HHTPAaBEHO3€H Ch/l MJIM BbB BEHA, B KOATO BEYe € OMJI0
MHJKEKTHPaHO, MOXe aa aoBeje a0 ¢nedockineposa (BTBbpAsBAHE HA BeHaTa). [IpuabpKaHeTo KbM
IIPENOPBYUTEIIHUTE NPOLEAYPH MOJKe [a HAMaJId 10 MHHUMYM PHCKA OT pa3BUTHE Ha
¢dnebur/Tpombodebur (Bp3naseHue Ha BeHaTa) Ha MACTOTO Ha MOCTABSHE HA MHXKEKLIUATA.

Excmpasazayus (uznusane Ha nrexapcmeenusi npooykm u3evbH éeHama)

Excrpasasauusta Ha 3ABEJIOC no BpemMe Ha BeHO3HATa MIDKEKIMA MOXKE Ja [IPUYHHH JIOKaTHa 00JIKa,
TEXKa ThKaHHA YBpeJa U HeKpo3a (YMbPTBABaHEe HA TbKaHTa). [Ipu Oene3u uiu CUMNTOMHU HA
eKCTpaBasalius 1o Bpeme Ha uHTpaBeHo3HoTo npunoxenue Ha SABEJIOC undysusara Ha nexapcTBeHUs
poAyKT TpsiOBa na Obe npekpareHa BeAHAra 1 [a ce 3arnouHe OTHOBO B Apyra BeHa. Ilpu cbMHeHHE 3a
excTpaBasaums TpadBa 1a ce npeanpyuemMar HeOOXOAUMHTE MEPKH.

Apyau
3ABEJIOC moxe 1a npeanu3BUKa XunepypHkeMmus (MoBuniapade Ha MMKo4yHaTa KMCE/IMHA B KPBBTa) KaTo

CJIEACTBME HA YCHIIEHUA NTYPUHOB KaTab0nMU3BM, KOUTO CHIIBTCTBA JIEKAPCTBEHO HHAYLIMPAHOTO OBp30
nu3upaHe (pasrpakiaaHe) Ha 31okauecTBeHHTe KiIeTkH (“Cunapom Ha TymopHo nusupane’’). Cnex 3anoyusaHe
Ha Je4yeHHeTo TpsabBa aa ObaaT npociaeaBaHd HUBATa Ha IIMKOYHA KUCEeIMHA, HATPUH, KaJluH, KaJluH,
¢dochop u KpeaTUHUH B KPbBTA.

BBb3MOXKHHUTE YCI0KHEHUS HA CHHAPOMA Ha TYMOPHO JIM3UPaHE MOrar Ja ce HaMaJIsT 40 MHHHUMYM 4pe3
XujipaTauus (MpueM Ha roBeye TeYHOCTH), aJIKaTu3HpaHe Ha ypuHaTa (ITpoMsAHa B KUCEIHHHOCTTA Ha
ypHHaTa) ¥ NpodMUIaKTHKa C aJONyPHHON 3a NPEAOTBPATABAHE HA XHUIIEPYPUKEMHUSATA.

Kakro u npu apyru uuroctatuum, npu ynorpeda na 3ABEJIOC ca chobiuenn tpombodaedutn u apyru
TpoMOeMOOIMYHK NTPOSBH, BKIIOYNTEIHO Oenoapobed TpoMOeMOOIU3BM.

AKO cTe H3MmoJ3BaJid noseye or Heobxoaumara ao3a SABEJ1OC

Mnoro Bucoku no3u 3ABEJIOC morar ga npeamn3BukaT ocTpa MUOKap/Ha TOKCUYHOCT B paMKUTe Ha 24
yaca 4 TeXKa MHEJIOCyTIpecHs B paMKuTe Ha 1 10 2 cenmuuu. B Te3m ciayyau Tpabea ga ce 3ano4He
MojAbprKalla Tepanus, BKJI. TpaHc(y3us Ha KPBB U M30JMpaHe Ha nauuenTa. KbCHO pa3BUTHE HA Chp/ieYHa
HEJIOCTATBhYHOCT CJIe]l JIEYCHUE C aHTPALUKIIMHU € OMUCAaHO J10 HIAKOJIKO MECella el IIpeo3upaHne,
[TanmentuTe TpaAOBa Aa ObaAaT HaO/MIOJaBaHH BHUMATEIHO H AKO C€ MOABAT CUMIITOMH Ha ChpJEyHa
HEeZI0OCTAThYHOCT, TPAOBa J1a ce 3aro4YHe CTaHAapTHA Tepanus.

AKO MMaTe HAKaKBM JOMBIHUTEIHH BBIIPOCH, CBBP3aHH C ynoTpebaTa Ha TOBa JIEKAPCTBO, MOJIA MOMHUTAMTE
Bammusa nexap.

4. Bb3MOKHHM HexKeJTaHH peakuuu //
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Kakrto Bcuuku nekapcrsa, 3SABEJIOC Moxe na npej(3BuKa HexXelIaHu peakluH, B'bﬂpelél [¢ HE BCEKH I'l
[1oJ1y4asna. | R |

N
Ny S ",'r1-:_' - W
E e Tk .'.ril .ﬁ'ul“"‘. W '
.b.h.‘_."'-.q_l. a ¥ l‘-l' ¥
. S o _.‘__...:#__ "

——



AKO HSIKOS OT HEXENaHUTE IEKAPCTBEHH peaKkLUK CTaHE CepUO3Ha, MK 3abenexuTe Apyry, HeONMCaHu B
Ta3u JIMCTOBKA HEXEJIAHU peaklMH, MOJIA yBeoMeTe Bamuus jiekap.

Bss Bpb3ka ¢ TepanusaTa cs¢ 3ABEJIOC ca onucanu cneauuTe HEXeNanu JIEKapCTBEHH peakuuy (He ca
MOJIPEICHHU T10 YECTOTA).

Xemamonozuynu.: NEBKOMEHHS, HEYTPOIEHUA, aHEMILS, TPOMOOIUTOIEHHS, KPBBOU3IIUBH.

Cvpoeuno-cv008u.; CHHYCOBA TaxUKapAud, aTonoruyuy rnpomenu B EKI, raxuapurmumy,
aTPUOBEHTPUKYNapeH H Oenpen 6ok, 6€3cHMIITOMHO HaMansBaHe Ha (pakUHUATa HAa M3TIACKBAHE Ha JI1Ba
Kamepa, 3aCTOHHA ChbpAeYHa HEAOCTATbYHOCT, MNEPHKAPAUT, MHOKAPAMT.

[acmpournmecmunaniu: asopekcus (HaManeHo 1yBCTBO 3a Iiajl), raicHe/IIoBpbIllaHe, AeXHapaTalHs
(06e3BoAHABAHE), MYKO3UT/CTOMATHUT, €30(arut, KopemHa 001Ka UM napeHe, epo3un/ynuepanmum
(paHHYKH), KbpPBEHE OT raCTPOMHTECTUHAIHUSA TPAKT, AMapHs, KOIUT (Bb3IaJeHue Ha Ae0esI0To YepBo),
BKJIIOYMTETHO TEXbK EHTEPOKOIUT/ HEYTPONEHHYEH SHTEPOKOJIHT ¢ nepdopauus.

Yeproodpobru. NOBUIIEHU CTOHHOCTH HA YEPHOAPOOHHUTE €H3UMH U DHIIHpYyOHHA.
EnookpunHu. TOIUIH BBIHH.

Koorcnu: anomneuus (ornajgaHe Ha Kocara), JIOKaJaHa TOKCHYHOCT, OOpUB/CHpOEX, KOKHU IPOMEHH,
XHUIIEPIIUTMEHTALMA 110 KOXKaTa M HOKTHTE (ITOBHILEHO MOThMHABAHE HA KOXAaTa), CBPBXYyBCTBUTEIHOCT Ha
oOnbyYeHaTa KoXa ([OBTOpHA peakuMs Ha 00JIbUBaHe), YPTUKAapHs (anepruuyed 0OpuB), EpUTEM
(3auepBsBaHE) 110 KPAaHHULIUTE.

Cwoosu npomenu. Gpnedbur, rpomb0daedut, TPOMOEMO0INIBM.

[pyeu: anabunakcus (TexKa aJlepruyHa peakuus), HHPeKIusa, CerCUC/CENTULIEMHS, BTOPUYHH JICBKO3H,
TpEcKa, IOK, XUIEPYPHUKEMHUSL,

Vponoeuunu: yepBeHO OLBETABAHE HA YPUHATA 3a €IHH — JIBa JHH CJIEJ MPHIIOKEHHE.

Cpob11aBaHe Ha HEXKEIAHU peaKLUU

AKO I0JIy4yHTe HAKAKBH HEXEJIaH! JIEKapCTBEHM peakuuu, yseaomere Bawus siekap, papmManesT WM
MeJIMIIHHCKA cecTpa. ToBa BKIIOYBA BCHUKH BH3MOKHH HEONMCAHU B Ta3H JIMCTOBKA HEXEIAHHU peaKIIUH.
MosxeTe cbl110 Aa ChOOUIMTE HEXeNTaHU peaklUM IMPEeKTHO upe3 M3nbiaHuTeHa areHuus no Jexkaperaara,
yi. ,,Jlamsan I'pyes” Ne 8, 1303 Codwus, ten.: +359 2 8903417, yebeaiit: www.bda.bg. Karo crobuiasare
HeXKeJIaHM PeakLMM, MOXETE /1a JaleTe CBOs IPUHOC 3a [10JIyHMaBaHe Ha [10BeYe HHPOopMaLus OTHOCHO
Oe3omacHOCTTa Ha TOBA JIEKaPCTBRO.

5. Kak na cexpanusiBate 3ABEJIOC
Jla ce cpxpaHsBa Ha MSICTO, HEJOCTBITHO 3a Jela.

He mu3non3saiiTe TOBA JIEKAPCTBO €€/l CPOKA HA MOJAHOCT, 0TOENA3aH BbPXY KapTOHEHaTa ornakoBka. CpoxksT
Ha I'OJIHOCT OTrOBaps Ha MOCJAEAHHUA IEH OT ITOCOUEHHS MECELL.

To3u nekapcTBeH NpOAYKT Lie Bu Ob/1e nMpHiioXeH oT ONUTEH B 00/1acTTa MEAMIIMHCKH nepcoHas. Tow me ce
[IOI'PUIKH JIEKAPCTBEHHUAT NPOAYKT Ja Oblie ChbXpaHsiBaH IIPaBHITHO. Pt

/la ce cpxpansaBa npu Temmneparypa noja 25°C.
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Cpok Ha U3MON3BaHe Clel pasTBapsiHe: 24 yaca NpH ChbXpaHeHHe mpH Temneparypa nof 25°C mm 48 uaca B "";'._._
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He u3xBbpasiiTe ekapcTBaTa B KaHaIM3aLMATa WK B KOHTEHHepa 3a AomMawiHy otnaasuu. [lonuraiite
Bamms hapmaneBT Kak 1a MU3XBBPJATE JI€KapCTBaTa, KOMTO BeUue HE HU3Ioa3Bare. Te3n MepKH 1e CrioMOrHaT
3a OMna3BaHe Ha OKOJHAaTa cpeja.

6. Cohabpxanue HA ONMAKOBKATA M 10NbJIHUTEIHA HHPOPMALIHS

Kakpo csabpxa 3ABE1OC

- AKTHBHO BEUIECTBO: HAApYyOHUMH, oA hopMaTa Ha HAApYOHIIHHOB XUAPOXJIOpUA (idarubicin
hydrochloride) 5 mg u 10 mg
- Hpyru ¢bCTaBKH: JIAaKTO3a

Kak narnexna 3ABEJJOC u kakBo ¢cbabpiKa 0N1AKOBKATA
(dnakoH, ceabpaam S mg wim 10 mg npax 3a MHQY3HMOHEH Pa3TBOp, B KapTOHEHA KYTHS.

ITpuTexarTes HAa pa3pelieHHeTO 32 ynorpeda U MPOU3BOANTE]

[IpuTexares Ha pa3pelIeHUEeTOo 3a yrorpeda
Ptizer Europe MA EEIG
Boulevard de la Plaine 17

1050 Bruxelles
benrus

IIpoussoauren

Latina Pharma S.p.A.
Via Murillo, 7

04013 Sermoneta (LT)

Uranus

JlaTa Ha nocJieIHO npepa3srJiex/jaate Ha JHCTOBKATA:
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