JIUCTOBKA




JIncroBka: nHpopmauus 3a norpeduTein

benxamycTun Axopa 25 mg/ml konuenTpar 3a nnpy3HoHeH pa3TBOp
Bendamustine Accord 25 mg/ml concentrate for solution for infusion

OEH/1aMyCTHHOB XHJIPOXJIOPH/L
(bendamustine hydrochloride)

[IpoyeTeTe BHHMATEIHO UA/IATA JHCTOBKA NPe/IH /1a 3aM04HeTe 1A NPHEMATE TOBA JIEKAPCTBO, Thi

KaTo T CbAbpKa BaxKHa 3a Bac nndopmanns.

- 3anaseTe Ta3u JMCTOBKA. Moxke J1a ce HaJIOXKH /1a 8 IPOYeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JOIMBJIHUTEIHH BBNPOCH, NnonuTaite Bauius neKap UM ¢papmalieBT.

- ToBa siekapcTBo € npeanucano aMuHoO Ha Bac. He ro npeorcrensaiite Ha apyru xopa. To Moxe aa
MM HaBpe/JH, HE3aBUCHMO Y€ MPHU3HALMTE HA TAXHOTO 3a00/gBaHe ca chiuuTe KaTto Bawwure.

- AKO MOJIyYUTe HAKAKBH HEKEJIAHW JIEKapCTBEHH peakuuH, yBeaomere Bawus nekap, dhapmaueBt
WM MEJIHLIMHCKA cecTpa. ToBa BKJIIOYBA M BCHYKH Bb3MOXKHH HEXKEJIAHH PEaKLMHM, HEOITUCAHHU B
Ta3H JIMCTOBKA. Brxre TouKa 4.

KakBo ¢cbabpika Ta3u JIMCTOBKA:

L. KakBo npejcrasisea benapamyctuH AKOp/ U 3a KAKBO Ce W3MON3Ba

2. KakBo Tpsi6Ba ja 3naere, npeau aa usnonssare Bennamyctun Akopa< D, 0 4.2y

3 Kak na usnonspare bennamyctun Akop

4. Bb3MOXKHH HeXelaHW peakiuu _ ;\9 ?}/ 70 -01- 2016
5. Kak na cbxpansBare benaamycTin Akopa

6. ChbabpxKaHWe Ha OMAKOBKATa M JOMbIHUTEIHA HHpOpMALKA

1. KakBo npeacrasiasiBa BeniamycTun AKopa M 3a KAaKBO Ce H3M0JI13Ba

bennamyctun Akopa € J€eKapcTBO, KOETO C€ M3M0J3Ba 3a JIeYEHHE Ha OMpe/Ie/IEHH BHIOBE pak
(LLMTOTOKCHUYHO JIEKAPCTBO).

benpamyctun Axkopa 25 mg/ml koHuUeHTpaT 3a WHQY3HOHEH pa3TBOP C€ M3MOJI3BA CAMOCTOSTETHO

(MOHOTEpanus) Wik B KOMOMHALMA C APYTH JeKapCcTBa 3a JieYeHHe Ha clieIHiTe (GOPMH Ha pak:

- XpOHHYHA JIMM(OLMTHA JIEBKEMHUA, KOraro KoMOMHHpaHaTa XUMHOTepanus ¢ (aynapabuH He e
noaxoxasia 3a Bac.

- HEXOYKHHOBH JTMM(OMH, KOUTO HE Ca C€ IMOBJIMAJIN WIH Ca Ce MOBMIM 332 KPaTKO OT MPEIXOIHO
JICYEHHE C PUTYKCHMAD.

- MYJITHIUIEH MHEJIOM B CJIy4YaWTe, KOraTo JICYEHHETO, ChAbPIKAILO TATHIAOMUA MK 6OpTe30MHO He €
noaxoasuo 3a Bac.

2, Kakso TpsGBa 1a 3naere, npean Ja u3nossare benpamycrnn Axkopa

He u3nousBaiite bengamycrun Axopa:

- aKoO CTe aJIepruyHu KbM OEHJAMYCTHHOB XHAPOXJIOPHI HIIH KbM HAKOS OT OCTAHAJIMTE CbCTABKH Ha
TOBa JieKapcTBO (M30poeHHU B TOUKa 6);

- aKO KbPMHTE; aKO B MepHo/la Ha KbpMeHe € HeoOXoaumo JieyeHue ¢ benpamyctuH Akopa, Bue
TpsA0Ba J1a NPEYCTAHOBUTE KbPMEHETO (BHKTE NMPEyNpexKAEHHS U MPeATa3HH MEPKH NPH KbPMEHE);

- aKO MMaTe TeXKa YepHOAPOOHA AMchyHKUMA (YBpexkaHe Ha (PYHKLIMOHAIIHHUTE KJIETKHTE Ha YEPHUS
1po0);

- aKO MMarte MoXKbJITABAHE HA KOJKaTa WK OsJI0TO Ha OYUTE, MPUYMHEHO OT YePHIAPR
npobieMu (GKbITEHULA); / X

- aKO UMaTe TeXKKO yBpe/IeHa KOCTHOMO3bYHA (PYHKUHUSA (MOTHCKAHE HA KOCTHMA)
npoMeHH B Opos Ha Bauiure O0enu KpbBHH KIETKH U TPOMOOLMTH B KPbBTA

. aKO CT€ MPEeTbpNesIi CepHO3Ha XUpPYpruvyHa onepauus A0 30 AHM npeau Har

- aKo uMare HHQeKIHsA, 0coOeHO TakaBa, NpUApYXKeHa ¢ HamasieH O6poi Ha




(neBKOMNEHHR);
- B KOMOMHALMA C BAKCHHA CPEINY )KBJITa TPECKa.

Ilpeaynpe:xaeHns H Npeana3Hd MepKH

[‘oBopere ¢ Bawma nekap, ¢dapmaueBr Wi MEOHLMHCKA CEeCTpa Npedd Ja 3amnodyHeTe JIEUEHHE C

beHnamycTun AKopa:

- [Ipn HaMasieHa crIoCOOHOCT Ha KOCTHHS MO3bK Ja 3aMEeHA KPbBHHTE KieTKH. BposaT Ha BamuTe 6emn
KPbBHHU KIETKH # TPOMOOLMTH B KpbBTa TpaOBa Oa ce MpoBepsABa NMpeaH 3anmouBaHe Ha JIEYEHHE C
beHIaMyCTHH AKOpA, TIPEIN BCEKH CIIEABAIR Kypc Ha JIEYEHUE U N0 BpeMe Ha HHTEPBAITHTE MEXTY
KYpPCOBETE Ha JICUCHUE,

- [Ipn uHdekunu. Tpsabea na ce cBbpxkeTe ¢ BalMA Nekap, akO HMaTe MpU3HAUM Ha MHpEKLus,
BIJTIOUHTENTHO TpecKa WiK 6enoapoOHN CUMIOITOMH.

- I1pu KOKHH peakUHH 1O BpeMe Ha neueHueTo ¢ benaamycTuH Axopa. KoxHuUTe peakilMy Morart aa
CTaHAT NO-TEXKO H3Pa3eHH.

- B cnyuaii Ha ©one3neH yepseH uin MopaB 00pHB, KOWTO ce pasnpOCTPaHABA H MEXYPH H/IWIH NMOABA
Ha ApYTH YBpEkKAaHHs Ha JIMTaBULMTE (HaMp. YCTa U YCTHH), 0CO00EHO aKo NMpPeAH TOBa CTE HMAIH
YYBCTBHTEIHOCT KbM CBET/IMHA, WHHQCKLMM Ha AMXaTenHaTa cucTeMa (Hamp. OpOHXHT) W/WiM
NOBHILEHa TEMIIEpPATYypa.

- I[Ipy cpLIeCTBYBALLO 3a00s19BaHE HA CHPLETO (KanpuMmep MH(PapKT Ha ChpLeTo, 6onKa B rbpaMTe,
CH/IHO HapyLEH CbPACYEH PUTHM).

- B cayuai, ue 3abenexxure 60nka OT eaHaTa CTpaHa, KPbB B YPHHAT& WIH HAMAICHO KOJHYECTBO
ypuHa. Korato 3a0onsiBaHETO € MHOTO TEXKO, OPraHH3MbT BH MOXKE /1d HE € B ChCTOSHME 3 Ce
H3YKCTH OT BCHYKH MPOAYKTH, TOJTYYEHHU NMPH pa3NafaHeTO Ha yMUpPALIHTE paKoBH KIETKH. ToBa ce
HapH4ya CHHIPOM Ha TYMOPHO pa3najaHe U MoXe ja aoseae Ao ObOpevHa HeaOCTAaTBYHOCT U
npobieMH ChC CHPLIETO B paMKUTe Ha 48 vaca ciien npunaraHe Ha nbpsara A03a Ha BeHgaMycTHH
Akopa. Bawusar nekap Moxe [a MpOBEPH Aallk CTe AOCTaTHYHO OBOAHEHH W Oa B Aane ApYrH
JIEKApCTBa, KOUMTO Ja NOMOTHAT 3a NPEAOTBPaTABAHETO HA TOBA ChCTOMHHE.

- [Ipn TeXKH aNepruyHU peakLMH WIH peaklMd Ha CBPBbXHMYBCTBHTENHOCT. Clie]| TbPBHA LIMKBI Ha
nevyeHne TpsOBa na oObpHeTe BHUMaHWe Ha PEaKUMUTE N0 BPEME Ha BIIHBaHe.

BB BCEKM MOMEHT M0 BpEME Ha JIEHEHHETO MM CIeA Hero chobleTe HesabaBHO Ha Bawms nekap, ako
3abenexxuTe UAM Apyr vosek 3abenexxu npu Bac: 3aryba Ha namerra, 3aTpyAHEHMs B MHCIEHETO,
3ATPYAHSHO XOACHe MNHU 3ary0a Ha 3peHde — Te3H NMPH3HALM € Bb3MOXKHO A ¢€ Ob/KAT Ha MHOTO PAAKA,
HO CEpHO3Ha MO3bYHA HH(PEKUMA, KoATO Moxe Aa Obae daranva (nmporpecHBHa MynTHdOKanIHa
neskoeHuedanonaTus wik IIMIJI).

Cabpxere ce ¢ Balius nekap, ako 3abenexure CbMHHTEHH TPOMEHH I10 KOXKATA, ThH KaTO MOXE Aa HMa
NOBHILIEH PUCK OT ONpeICNEHH THITOBE pak HA KOxaTa (HEMEIaHOMEH KOXKEH KapUMHOM) NpH ynorpedara
Ha TOBa JIEKapCTBO.

Apyrn nexapcrBa H beagamycTan Axopa
WUHdopmupaiite Baiuna rnexkap win  (apMaueBT, ako MPHEMATe/H3MON3BaTe, HACKOPO CTeE
NPHEMATTH/H3MOJI3BAIH HNH € Bb3MOXKHO JIa MPHeMETe/U3NoI3BaTe APYrH JEKapCTBa.

Ako beHaaMycTH AKopj ce H3M0N3Ba B KOMOHHALMA C JIEKapCTBa, KOHTO MOTHCKAT o6pa3yBaHETO Ha
KPBB B KOCTHHA MO3BK, €PEKTHT BBPXY KOCTHHSI MO3BK MOXE Ja C& 3aCHIH,

Ako beHOaMyCTHH AKOpA ce M3Moi3Ba B KOMOHHALIMA C NIEKapCTBa, KOUTO MPOMEHAT HMYHHHS OTIOBOD,
TO3H €heKT MOXKE [a Ce 3aCHIIM.

LiuTocTatyuHMTe NIekapcTBa MoraT Aa HAMANAT €(pEKTHBHOCTTA HA BAKCHHALIMATA C JKUBR-E
TOBA, UHTOCTATHYHHTE NIEKAPCTBA MOBHIUABAT PUCKA OT HHMEKUHSA Clle]]l BAKCHHUP]
(Hamp. NpOTUBOBHPYCHA BAKCHHALIHA ).

bpeMeHHOCT, KbpMeHe H depTHIHTET
AKO cTe OpeMeHHAa UMM KbPMHTE, CMATATe, 4e MOXe Aa cTe OpeMeHHa WiH
NnoceBeTBaNTE ce ¢ Bawys nekap naM gapmaueBT npean ynotpebara Ha TOBA JISKapR HG:




bpeMeHnocT

beHaamycTHH AKOpA MOXe J1a MPHYHHH ME€HETHYHO YBpEeXIaHe M NpHYHHABA MaIPOPMALMH NPK ONKUTH
BbpXY kKHMBOTHH. He Tpabpa na nsnonssare bengamycTvH Akopa no BpeMe Ha GpeMEHHOCT, OCBEH aKO
Bawmusar nexap By ro € HasHauun kareropuuno, [IpH nedenue Tpa6Ba a NOTBPCHTE KOHCYITALHA C JIEKap
OTHOCHO PUCKA OT BE3MOXKHH HEXENAHH €(PEKTH Ha JISUEHUETO BBPXY HEPOAEHOTO AETE U CE€ NpenopLysa
IreHETHHHA KOHCYITALIHA.

AKO CTe XeHa ¢ AeTepojeH MOTeHLMaN, TpAOBa a2 M3NoN3eaTe eHEKTHBHM METOAM 3a Mpeana3BaHe oT
3abpeMeHABaHe, KaKTO Npead, Taka U no BpeMe Ha jedeHueTo ¢ beHnamyctun Axopa. He tpabsa na
3abpeMeHaBaTe 110 BpeMe Ha neueHueTo ¢ bernnaMycTn AKopa M Haill-MasiKo 6 Mecela cieq rnocieAHATa
no3a. Ako 3abpeMeHeere Mo BpeMe Ha JieyeHHeto ¢ beHpmamyctun Axkopa, Tpabea na mHdopMmHpare
He3abaBHO Baluus jilekap ¥ Aa MOTBPCUTE FEHETHYHA KOHCYITALMA.

Knpmene

bennamycTH Akopn He TpsOBa Aa ce Mpunara no BpeEMe Ha KbpMeHe. AKO B MEPHOAA HA KbPMEHE €
HEO0X0AMMO I1a e MpoBene neueHue ¢ bennamycTnn Akop/, KbpMeHeTo TpaGBa 1a ce NpeyCTaHORH.
[locsBeTBaiiTe ce ¢ Baiusa nekap unu ¢papMaueBT Npeay Aa NpUeMeETe KOETO H Ja € IEKapCTBO.

KonTpanenuus npu MbiKe H )KeHH

AKO cTe XeHa, He TpsaOBa fa 3abpeMeHsaBaTe no BpeMe Ha JieueHueTo ¢ beHaaMycTiH Akopa H Haii-
MaKko 6 Mecela ciel] nocneaHara 103a.

AKo cTe MBX, TpA0Ba Aa B3emere afAeKBaTHH NpeANa3sHH MEPKH, 3a a CTe CHI'YpHH, Ye Bauiara
MapTHbOpKA HAMa Aa 3abpeMeHee Mo BpeMe Ha JieueHueTo ¢ beHmaMycTun AKopa U Hail-Manko 3 Mecelia
clie[] noc/eAHaTa 103a.

Depruaurer

[IpenopbuBa ce MbKeTe, JIeKyBaHH ¢ bennaMycTHH AKopa, Aa He 3a4€BaT Jiella NO BpeMe Ha JIEYEHHETO H
1o 3 Mecela cnell nocnaeaHara nosa. Ilpesu 3anouBaHe Ha feyeHHeTo, TPAOBA Ja ce NOTbPCH CHBET 3a
CbXpaHsABaHE Ha CniepMa, 1opaayn BEPOATHOCTTA OT HeOOPaTUM CTEPHIIHTET.

Illopupane u pabora ¢ MalIHHU
benaaMycTHH AKOp/ MOBIHABA B 3HAYMUTEIHA CTENEH CROCOOHOCTTA 3a iodupaHe ¥ paboTa ¢ MALLIHHH.

He wodgwupaiite v He paboTeTre ¢ MalWKMHK, aKO MOTYUHTE HEXETAHH PEAKLMH, KATO 3aMasHOCT WIK JIHIICA
Ha KOOPAHHALHA.

3. Kak na ninonssate bengamycTun Akopa

BuHard W3nosi3BanTe TOBA JIEKAPCTBO TOMHO KakTo Bu € kazan Bawmart nexap unu dapManesT. Ako He
CT€ CUTYpPHH B HELLO, MonuTaiTe Bawus nekap unm papMauenT.

beHnamycTHH AKOpX c€ npunara BbB BEHa B NPOABIDKEHWE HAa 30-60 MHUHYTH B pa3iMuHH JO3M
CaMOCTOATEIHO (MOHOTEPANUA) KK B KOMOHHALIMA C IPYTH JIEKApCTBa.

Jleuenne He Tpabsa na 3anouBa, ako OposaT Ha OenuTe Bu KpBBHM KIETKM (JIEBKOUMTH) WM
TPOMOOLIMTHUTE € CMagHan noj onpeae/ieHH HUBA,

Bawuat nekap peqosHO e U3CeBa TE3H NMOKa3aTeNM.

Xpoun4yHA JHMGPONHATHA JIeBKEMHAS

bennamyctun Akopa 100 mg Ha kBagpaTeH MeThp oT Bawara Tenecna
MOBBPXHOCT (Bb3 OCHOBA HA BUCOMMHATA H TeeCHOTO Bu Terno)

IloBTOpEHHE Ha UMKDBAA cnen 4 ceAMHLM, 10 6 NBTH




Hex04KHHOBH THM$OMH

bennamyctuH Akopa 120 mg Ha xBagpaTeH meThbp OT Bamiara tenecia |Ha M 1 + 2
MOBBPXHOCT (Bb3 OCHOBA Ha BUCOYMHATA M TelleCHOTO BH Terno)

[ToBTOpeHHe Ha LUKDIIA Cel 3 CeAMHULH, MOHE 6 ITBETH

MyATHILIEH MHETOM

bengamycTHd Axopa 120-150 mg Ha kBagpaTeH MeThp oT Batuara HAJHU | + 2
TeJIECHA NORBPXHOCT (BhH3 OCHOBA HA BUCOYMHATA M TEJIECHOTO BH Terno)

[Ipennuson 60 mg Ha kBaapaTeH MeThp oT Baulara TenecHa nosbpxHocT [Ha aHM 1 - 4
(BB3 OCHOBA HAa BUCOYMHATA H TEAECHOTO BH TET/I0) HHXKEKIHOHHO UIH
NepPOPATHO

[loBTOpEHUE Ha LIMKBAA ciied 4 ceAMMLH, NOHE 3 MBTH

JleueHneTo TpaOBa nma ce rMpekpaTd, ako OpoAr Ha OenuTe KPHBHH KIETKM (JIEBKOLMTH) WHIM
TpomMOOUMTHTE CIaHE NOJ OnpeAc/NeHH HUBA. JleueHHeTo MoXke Aa NPOABIDKH, Koraro 6posT Ha Genure
KPBBHH KIIETKH C€ € MOBHILHIL.

Yepeaena yepHonpobua unu 60peyna GpyHkuHA
B 3aBHCHMOCT OT CTEMEHTA Ha yBpeKAaHe Ha yepHoaApoOHaTa QyHKUMS MOXKe 1a Ce HAOXKH KOPEeKLMA Ha

nosara Bu (¢ 30% npu ymepena yepHoapobHa auchyHkuus). He ce Hanara anantupase Ha no3aTta npu
yBpexaane Ha ObOpeuHara pyHKUKA. BaluuaT nekypail nekap wie peld Jaan € Heo6X0AMMO KOPUrHpaHe
Ha A03aTa,

Kak ce npunara

Jlewennero ¢ beHnamycTHH AKOpA ce nNpeanpueMa caMo OT JIEKapH C OMHT B IEYEHHETO HA TYMOPH.
BamuaT nekap wie onpeneny TouyHara fo3a beHaaMycTuH AKopA M Wie npeanpHeMe HeoOXOaUMHTE
NpeanasHu Mepkm.

BamuaT nexysaiy Jiekap me BH npuioxku HHQY3IHOHHHAT pa3TBOpP CAel NMPHTOTBAHETO MY, CBITIACHO
ykazanuara. PasTBOpbT ce npHnara BbB BeHa KaTo KpaTKoTpaiiHa MHGY3Ha (BAHBaHE) B NPOIb/KEHHE Ha
30-60 muHyTH.

[IpoabpkMTENHOCT Ha ynorpeba
Hama o0lO MpaBWIO OTHOCHO cpoka Ha neueHue ¢ BeHmamyctiH Akopa. ITpoabmkuTeNHOCTTa Ha
JIEYEHHUETO 3aBHCH OT 3a00NIBAHETO U NMOBJIMABAHETO OT JIEYEHUETO.

AKO MMare NMPUTECHEHHMA WIM BBIPOCH, CBbp3aHH ¢ ynoTpebaTa Ha BeHmaMycTHH AKop, roBopere c
Baiusa nekap, papMaleBT WIH MEIMLIMHCKA CECTpa.

AKoO CcTe IPONYCHAJIH Aa H3N0/3BaTe BenaaMycTHH Axopn
AKo € mponycHaTa eaHa 103a benaaMycTHH Akopa, Bawmar nekap 0OMKHOBEHO L€ 3ana3y HOpMaJiHaTa
CXeMa Ha MpuJiaraHe.

AKo cTe cripen ynorTpedata BernamycTun Axopa \
Baumsar nexysatll n€Kap Hie peiy JajiH Ja NPeKpaTH JISYeHHETO, WK Aa NPEMHHY) ORI -

MPOAYKT. -

e o5 .
AKO UMaTe HAKAKBH [IOMbIHMTE/IHH BBIIPOCH, CBBP3aHH ¢ ynoTpebaTa Ha TOBa ney afﬁ R
Baiuus sexap unu gpapmauesr. AN




4. Bb3MOXHE HEXeJIAHH PeaKIHH

KakTo BCHYKH JIEKAPCTBA, TOBA JIEKAPCTBO MOXE Ja NMPEJU3BUKA HEKEIAHH PEAKLIMH, BbIIPEKH Y€ He BCEKH
rH nofy4aea. Hakou ot Habnronasanute edekts, m3bpoeHu no-mony, MoraT Ja Ce YCTAHOBAT cliel
H3C/IC[BaHH, HaMpaBeHW oT Bawud nekap.

T'bkaHHO 3arHuBaHe (Hekposa) € HabnOAaBaHO MHOTO PAAKO C/lel M37MMB Ha BeHaamycTHH Akopl B
TbKAHTA H3BBbH KPBBOHOCHHTE CBAOBE (EKCTPABACKYJapHO). YCEIaHETO 3a MapeHe B MACTOTO Ha
MOCTaBAHE Ha WH(QY3HOHHATA Hria MOXE Ja e MPH3HAK 33 NPUICKEHHE H3BbH KPHBOHOCHUTE ChIOBE.
[MocnencTBHETO OT TaKOBa MPHIIOKEeHHE MOXKe Aa 6bae G0JKa U TPYAHO 3apacTBalM KOXKHH AedekTy.

Jo30TMMHTHpAILATA HEKENTAHATA peaKUMs KbM BeHAaMyCTHH Akopi € HapyllleHaTa KOCTHOMO3bYHA
GYHKUMS, KOATO OOMKHOBEHO C€ HOpMANM3Upa CJIEN JleueHueTo. [IoTHCHATATA KOCTHOMO3bYHA GyHKUMA
MOXE Na NOBEAC A0 HHCBK OpON KPBBHM KJIETKH, KOETO OT CBOA CTpaHa MOXE [a YBEJMYM pHCKa OT
HHPEKUMA, AaHEMHS WK NOBHUILEH PUCK OT KbPBEHE,

Muoro secTs (MOXe 1a 3acerHar noseye oT 1 Ha 10 gywmm):

. Hucok 6poit Ha Genute KpbBHM KIETKH (KIETKHTe BB BaluaTa kpwB, 6opemy ce ¢ 6onecture);

. IoHmxasaHe Ha YEPBEHHA IMIMEHT HA KPbBTa (XEMOINIOOUH: GeNThK B YepPBEHHTE KPBBHH
KJIETKH, KOHTO TPaHCTIOPTHPA KHUCJIOPOA B OpPraHu3Ma);

. Hucbk 6poit Ha TpombounTHTe (6€3LBETHH KPbBHU KIIETKH, KOMTO CIIOMAraT 3a ChbCHPBAHETO Ha

KpbBTa),

HUndekuun;

[103uBH 3a noBpbIIaHe (rafieHe);

[loepbluane;

Br3naneHue Ha THraBULIMTE;

IoBHIIEHO HUBO Ha KPeaTHHHH B KPbBTA (XHMHUYECKH OTNAaJICH NMPOAYKT, KOWTO Ce NPOH3BEXKIa
OT MYCKYJIHTe Bn);

° [loBHLICHO HMBO Ha ypes B KPbBTa (XUMHYECKH OTMAAEH NPOAYKT);
o Tpecka,;

o OrnaaHanocr;

. ["'nasoboue.

YecTu (MoXxe na 3acerHar no 1 Ha 10 gyum):

° KtpBeHe (KpBpBOH3NHB);

o Hapymienue Ha oOMsAHaTa Ha BelllecTBaTa, NMPHYMHEHO OT YMHPAINMTE PAaKOBUTE KJIETKH,
OCBODOXKAaBaLlK CHABPKAHHETO CH B KPBBTA (CHHAPOM HA TYMOPHO pa3majaHe);

. Hamanseane #a 6pos Ha YepBEHHTE KPBBHH KJIETKH, KOETO MOXKE 12 HOoBele A0 BaeqHoCT, cnabocT
WJIM 3aayX (aHeMHun);

° Hucwk Opoit Ha HeyTpodunuTe (BHA GeTH KPBBHH KIIETKH, BaKHY 3a 60p6aTa ¢ HHbeKLMHTE);

. Peakun Ha CBPBXUYBCTBHUTE/HOCT, KaTO AIEPrMYHO BB3MATEHHE HA KOXKATA (AEPMATHT),
KOTIpHBHA TpeCKa (YpTHKapHA);

. [loBHwaeaHe Ha yepHOAPoOHHTE eH3MMU AST/ALT, (koeTo Moe Aa 03HauYaBa BB3NANEHHE WIH
YBpEXKAaHe Ha KNETKUTE B UepHHUA Apob);

. [loBuInaBaHe Ha eH3MMa ankaiHa QocdaTaza (€H3MM, IPOMBEXKAAH NPEMMHO B YEPHUA APO6 K
KOCTHUTE);

* oBuiaBaHe Ha FUTLYHHA NUrMEHT ((BEILECTBO, NPOM3BEXAAHO OT HOPMATHUS pasnaja Ha
YEPBEHUTE KPBBHH KIIETKH);

. Hucko HUBO Ha KanWii B KpBBTA (€/IEMEHT, KOHTO € Heo6XO0AMM 3a (DYHKLHMO
H MYCKYJIHHTE KJIETKH, BITIOUHTETHO U T€3H Ha ChPLETO);

. Hapyuiena dyHkuus (aucyHKLUMA) HA CHPLETO;

. HapyiieHye Ha cbpaAeYHHA pUTHM (apUTMHSA);

. HuCkO WM BUCOKO KPBBHO HalAraHe (XUTIOTOHUS WK XHIIEPTOHHA),




HapyuieHa 6enoapobHa dyHKuMS,
Huapus;

3anex;

Bb3ananeHue Ha yctata (CTOMaTHT);
3aryba Ha anerur;

Koconan;

KoXHH 1TpOMEHU;

[IponyckaHe Ha MeHCTpyasnieH LMKBA (aMeHopen);
bonka;

be3ctHue;

Brpucane,

O6e3BoaHABAHE;

3aMafsHoCT,;

Cop0Oaw obpue (yprHkapus).

HeuecTn (Moske aa 3acersar go | Ha 100 aywmn):

CvOMpaHe Ha TEYHOCT B cCbpaeuHara TOpOHYKa (M3/MB HA TEYHOCT B IIEPHKAPIHOTO
[IPOCTPAHCTBO);

HeedextMBHO NpOM3BONCTBO Ha BCHMKM BHJIOBE KPBBHHM KIETKH B KOCTHHMA MO3EK (rbbect
MaTepHal B KOcTUTe BH, KbaeTo ce Npou3BeKaaT KPbBHU KIIETKH);

OcTpa neBkeMus;

CobpaeueH ynap, 6onka B repante (MHOKapaeH HHpapKT);

CbpAaeYHa HEJOCTATBUHOCT.

Peaxn (Moxe aa 3acerHar ao | va 1000 gyumn):

Mudexums Ha kpbBTa (CENCcHC);

TexXKH aNepruyHH peakuUH Ha CBPbXYYBCTBUTENHOCT (aHAQWJIAKTHYHH PEaKIIMH);

[Ipn3Haiy, nogoOHH Ha aHaQWIAKTUYHH peaklind (aHaQUIAKTONAHM peaKLHH),

CLHAUBOCT;

3aryba Ha rnaca (adonus);

OcTbp UMpKyNaTopeH Kojanc (CpuB Ha KpbBOOOpALEHHETO MPeIUMHO OT ChPAEUYEH NMPOU3XO, ¢

HEBB3IMOXKHOCT 3a NOJAbpXKaHE Ha CHaOAABAHETO C KHCIOPOAR M APYTrH XPaHUTENHH BEIIECTBA A0
THKaHHUTE H OTCTPAHABAaHE HA TOKCHHUTE);

3ayepBsaBaHe Ha KoKaTa (EpPUTEM);
Bb3nanenue Ha KoxkaTa (IepMaTHT);
Coupbex (npyputyc);

KoxxeH oOpuB (MaKyNno3eH eK3aHTeM);
3aCUNIEHO NOTeHE (XUMEPXHAPO3a);

[ToTuckaHe Ha GyHKLHATAa HA KOCTHAA MO3BK, KOETO MOXE 1a BH HaKapa ja He Ce 4yBCTBaTe J06pe
M J1a ¢€ OTpa3H Ha BaliuTte KpbBHH H3CEIBAHHUA.

Muoro peaxs (Moxe na 3acerHar go | sa 10 000 gywm):

ITepBHYHO aTHIIHYHO Bb3NaTeHKe Ha Genure Apobose (MHEBMOHHUA);
PazpyiliaBaHe Ha YepBEHHTE KPHBHH KJIETKH;

bBp30 CMafiaHe Ha KPbBHOTO HAJIATAHE, MOHAKOTa CHIPOBOJEHO ¢ KOXKHH PEaKLMH WiH O6pHB
(aHa(UNAKTHYEH ILIOK),

HapyiweHo BKYCOBO BB3MPHATHE;
N3meHenu ycewaHua (mapecresus);
O010 HepasnosoxkeHue U 60JkH B kpaliHuuuTe (TepudepHa HEBpONaTHs);
CepHo3HO CBCTOAHHE, ABIDKAINO ce Ha 6i10Kana Ha crieuuPHUYHH peLienTop
HapyiueHus Ha HepBHATa CHCTEMA;
Jlunca Ha koopavHaUMA (aTAKCHA);
Bt3nanenue Ha Mo3bKa (eHUedanuT);
YCKOpeH ChpAeUEH pUTBM (TaXUKapaus);




Bop3inanexnue Ha BeHHUTE (peOUT);

PaspacTeane Ha ThkaH B benute apobose (benogpodua ¢ubposa);
KbpBeHe M BB3NaNeHUE Ha XpaHONpoBoda (XeMoparuyeH ezogarur);
KbpBeHe 0T cTOMaxa WIM 4epBara;

be3annoaue;

[lonnopraHHa HEAOCTATBUYHOCT,

HEeH3BECTHA 4YeCToTa (OT HAJIMYHUTE AAaHHHU HE MOXe Ja Ob/ie HanpaBeHa OLIEHKA HAa YeCTOTaTa)
bbpOpeuHa HeIOCTATHYHOCT,
UepHoapoOHa HEROCTATBYHOCT,
HepaBHOMEpPHA W 4eCTO NMOBHIIECHA YECTOTA HA CHPACUHHA PUTHM (PEACHPIHO MBXKIEHE);
bonesHeH yepBeH WM MOpaB OOpHB, KOMTO Ce pa3lpocTpaHaBa M MEXYPH W/WIM MosiBa Ha APYry
YBPEXKIaHUA Ha NUraBHLMTE (HAnp. ycTa U YCTHH), OCOOEHO ako Mpend ToBa CTe HMAaNH
YYBCTBMTEJTHOCT KbM CBETNMHA, MH(EKLMK Ha AWXaTeNiHaTa cucteMa (Hamp. OpOHXHT) W/unu
BUCOKa TEMIIEpaTypa,
JlekapcTBeH OOpHB NpH KOMOKHKHpaHA Tepanua ¢ pHTYKCHMab);
[IHeBMOHHT,
KpbBou3nue ot denute apodoee;
IIpekoMepHO YpHHHpAaHE, BIJTIOUHTEIHO NPE3 HOWITA, U NIPEKOMEpHa XKKAAa AOPHU Cliell IPpHEM Ha
TEYHOCTH (HedporeHeH Oe3BKyceH auaber).

II.I(“J

HUma cbobiieHns 3a Tymopu (MHENOJHCINACTUYMEH CHHIpPOM, OcTpa MMenoMiHa neBkeMus (AML),
OpoHxuasieH KapUMHOM) cliel aeyueHHe ¢ bennamycTun Akopz. He Moxe [a ce onpeaenn Janu e Hajluue
KaTeropuiHa Bpb3ka ¢ beHnaMycTuH Akopa.

Cebpaere ce ¢ Bawud nexap wiu HesabaBHO NOTBpcETE MEOULIMHCKA MOMOILL, aKo 3abeneXuTe HAKOHU OT
CINEAHUTE HeXKeNlaHW peaKLHH (C HER3IBECTHA YeCTOTA):

CepHO3HH KOXHH PEaKUHH, BKIKOUYHUTETHO CHHAPOM Ha CTURBHC-/[XKOHCBHH M TOKCHYHA enUacpMaiTHa
HeKposu3a. Te MOraT /1a ce MOABAT KaTO YEPBEHHKABH NeTHa ¢ ¢hopMaTa HAa MHLUEHA WM KPBIIIH METHA,
YECTO C LUECHTPATHO Pa3snonokeH MeXyp, OeieHe Ha KoxaTa, A3BH B YCTaTa, MbpJIOTO, HOCA, TeHUTATHHTE
M O4HTE, KaTO YeCTO MOraT Ja OHbaaT MpeAlecTBAHM OT TEMITEPATYpPa H IPUNONOROOHH CHMITTOMM.

lIupoko pasnpocTpaHeH oOpHB, BUCOKA TE/IECHA TEMIEPATYpPA, YBEJIHYEHH TUM(DHH BBH3JH U 3acAraHe Ha
JApYr¥ opraHu Ha TanoTto (JlekapcTeeHa peakumd ¢ €03MHOPWINA W CHCTEMHHM CHMITTOMH, H3BE€CTHA CBILO
kaTo DRESS unH cuaapom Ha nekapcTBeHa CBPbXUYBCTBHTEIIHOCT).

Kaxere Ha Bauins nekap, ako HAKOA OT T€3H HEXKEIAHH PpeaKUH CTAHE CEpHUO3Ha KM 3abenexuTe
HEXXENAHM PeaKLUM, HEONUCaHH B Ta3H JIMCTOBKA.

CoofmaBane Ha Hexke/IaHH PEAKIHH
AKO MOJIyYHTe HAKAKBH HEXEJIAHH JIEKAapCTBEHH peaKiiMy, yBenoMere Bawwsa nekap unu gapmatesr.
Topa BKJTI0OYBa BCHYKY Bb3MOXHH HEOIMCAHU B Ta3H JIMCTOBKA HEKETAHHA peakiuyd. MoxeTe Chbllo aa
CbOOLINTE HEKENNAHN PEAKIMHM JUPEKTHO Ypes:

H3nbaHUTENHa ar¢HUMA Mo JIeKapcTBaTa

yn. ,,JJamsas I'pyeB" Ne 8

1303 Codus

Ten. +359 2 8903417

yebcaiT: www.bda.bg

KaTo cbobliaBaTe HeXXenaHH peakUund, MOXETE J1a JaJieTe CBOA NMPUHOC 3a NT0JyUaBays
MH(POpMALINA OTHOCHO 6€30nacHOCTTA Ha TOBa JIEKapCTBO.

S. Kak aa cbxpansBarte BengamMycTuH AKopa

Ilﬂ CC ChXpaHABa Ha MACTO, HCOOCTBNHO 3a AeLa.




He u3nom3saiiTe TOBa JEKApCTBO CIEH CPOKa Ha FOAHOCT, OTOENA3aH BbPXY €THKETa WIM KapTOHEHaTa
onakoska. CpOKBT Ha MOAHOCT OTrOBapA Ha MOCAEAHHA J€H OT NOCOUSHUA MeCeLl,

Ha ce cexpaHsBa ¥ TpaHcnopTHpa B xnaawnHuk (2 - 8°C). [la He ce 3aMpasssa.

He wu3nonspaiite TOBa 1eKapCcTBO, ako 3a0enexuTe BUAWMH YaCTHLM WM aKO PasTBOPBLT HEe € OUCTBD,
besLBeTEH A0 )KbIT.

Cnen orBapaHe Ha iakOHa
Xumuueckara, Pu3nueckata 4 MUKpoOHoNOrHyHaTa crabuiHoOCT nip ynotpeda ¢ yctaHOBeHa 3a 28 aHH

npu 2 - 8°C. Crien oTBapsHe NpoAYKTLT MOXeE a Ce CbXpaHABA B MPOAB/DKEHHE HA MAKCUMYM 28 IHM NpH
2 - 8°C.

Hudy3MOHEH pa3TBOp

Cnen pazpexxaaHe e 10Ka3aHa XHMHYECKa U Qu3uvecka ctabwinoctT 3a 3,5 waca npu 25 °C u 2 auu npu 2 -
8 °C B MONTUETUNICHOBH CaKORE.

Ot MukpobuonorudHa rneiHa To4Ka, pa3TBOpbLT TpaOBa Aa ce u3non3pa HesabaBHO. AKO He ce M3MOJ3Ba
He3a0aBHO, CHXPAHEHUETO M YCIOBUATA NPEAM yrorTpeda ca OTTOBOPHOCT Ha NoTpebuTens.

MuUHHMU3MpPAHETO HA PUCKA OT 3aMBPCABAHE HA MHOTOA030BHA (JIaKOH MO BPpEME Ha U3TErJIAHETO Ha BCAKA
[103a € OTrOBOPHOCT Ha NpUarailyg. 3anuiueTe JaTaTa U yaca Ha [MbPBOTO H3TEIVIAHE Ha JA03aTa BbpPXY
eTHKeTa Ha GpnakoHa. Mexay NpuiokeHHATa He pa3peXkiaiTe pa3Teopa Ha NPOAYKTA ¢ BOAR 32 HHXXEKLUH
MAW KAKBBTO U J1a € paspeauTesl U BRbPHETE MHOrO030BHA (JIAKOH IPHU TNPEIOPLYKTEIHUTE YCIOBHA 32
chXpaHeHHue oT 2 - 8°C.

He u3xpbpaATE NeKkapcTBara B KaHanu3auuaTa WIH B KOHTeHHEpa 3a AOMaWIHM oTtnagbud. ITonuradTre
Bamnsa ¢apMaleBT Kak Oa HM3XBBPJATE JIeKApCTBATa, KOMTO Bede HE M3NON3BaTe. Te€3M MEpPKH LIE
CIIOMOTHAT 32 Olla3BaHe HAa OKOJIHATA CPeAaa.

6. ChabpkafnBe HA ONAKOBKATA H JONBAHHTEIHA HHPOpMAIIHS

Kakso chabpaxka bengamycrnn Axopa 25 mg/ml kongeRTpAT 324 HHPY3IHOHER PA3TBOP
AKTHBHOTO BELUECTBO € HeHOaMYyCTHHOB XHAPOXJIOPHA.

Bcekn ml KOHUEHTpAT 3a UH(QY3HOHEH pa3TBOp ChbAbpka 25 mg OeHAaMYCTUHOB XHApPOXAOpHuA (KaTo
MOHOXH/IpAaT).

Bceku ¢pnakoH ot | ml chabpika 25 mg 6eHAaMyCTHHOB XUAPOXIopua (KaTO MOHOXUPAT).

Bcexku pnakod ot 4 ml cuabpaka 100 mg HeHaaMyCTHHOB XUAPOXNOPUA (KATO MOHOXHUIIPAT).

Hpyrurte cbeTaBkH ca OyrunxuapokcuronyeH (E 321) u makporon.

Kak nmarnexaa benpamycTun Axopa 25 mg/ml xonnenTpar 3a HHQY3IHOHEH pPa3TBOP H KAKBO
ChABPAKA ONAKOBKATA

Buctbp, 6e3LBETEH 10 XKBAT pa3TBOP B KaPaBH CTHKICHH (MIAKOHH ¢ XJIOpoOYTHNOBAa r'YMeHa 3aMyllalika,
ceappxai | ml win 4 ml koHueHTpaT 3a MH(Y3HOHeH pa3TBop. OPnakoHsT oT 1 ml e ¢ anymunuera
o0KaTKa ¢ YEpBEHO INIACTMACOBO OTHYMBALLO Ce Kanaye, a ¢nakoHsT OT 4 ml e ¢ anymHHneBa obKkarka ¢
0410 1acTMACOBO OTYUYNBANIO ce Kanaye. (DakoHHTE ¢a 0OBUTH CBbC 3alLIUTHO NMNOKPUTHE.

bengamyctuH Akopa 25 mg/ml koHueHTpaT 3a WH(Y3IHOHEH pa3TBOp ce
chabpkainM | unu 5 ¢naxona.
He BcHMKM BHAOBE ONAaKOBKH MOTraT jJa ObJaT nNycHaTH B npoaaxoda.

IIpuTexaTe) Ha pa3pemIeHHAETO 32 YNOTPe0A H NPOR3BOAHTE



IIpuTekaTe Ha pa3pelIeHHETO 32 ynoTpeba
Accord Healthcare Polska Sp. z 0.0.,

ul. Tasmowa 7,

02-677, Warszawa, Mazowieckie,

Honma

IIponsBoauTe

Accord Healthcare Polska Sp.z 0.0.,
ul. Lutomierska 50,95-200 Pabianice,

[Tonwa

Accord Healthcare single member S.A.
64th Km National Road Athens,

Lamia, Schimatari, 32009,

'vpums

ToBa nexapcTBO e palpemeHo 3a ynorpeda B ALpkaBHTe - wieHKH Ha EBponelickoro
HKOHOMHYECKO MPOCTPAHCTBO, H B Ob6eanneHoTo KpasicTBo (Cesepua Hpaanaus) moa ciieJHuTe

HMeHa:

Hme Ha AbpKaBara Hme Ha 1IeKaAPCTBEHHA NPOAYKT

q4IeHKA

Hwunepnanaus Bendamustine Accord 25 mg/ml concentraat voor oplossing voor
infusie

AscTpHa Bendamustine 25 mg/ml Konzentrat Herstellung einer Infusionslésung

benrus Bendamustine Accord 25 mg/ml, solution & diluer pour perfusion/
concentraat voor oplossing voor infusie / Konzentrat zur Herstellung
einer Infusionslésung

JaHus Bendamustinhydrochlorid Accord

EcToHus Bendamustine Accord

DuHAaHAHS Bendamustine Accord 25 mg/ml infuusiokonsentraatti, liuosta varten

IepManus Bendamustine Accord 25 mg/ml Konzentrat zur Herstellung einer
Infusionslésung (ENR No.: 7000246)

Hcnannus Bendamustine Accord 25 mg/m] innrennslispykkni, lausn.

JlaTBUA Bendamustine Accord 25 mg/ml koncentrats infuziju 3kiduma
pagatavosanal

JlurBa Bendamustine Accord 25 mg/ml koncentratas
infuziniam tirpalui

Hopeerus Bendamustine Accord

Higewuus Bendamustine Accord 25 mg/ml koncentrat till infusionsvétska, 16sning |

Mcnanus Bendamustina Accord 25 mg/ml concentrado para solucion para
perfusion

Kunsp Bendamustine Accord 25 mg/ml concentrate for solution for infusion

Mpums Bendamustine Accord 25 mg / ml muxvé cdAvpe yw mapockev
OLADHATOE TPOG EYZVOT

Hranus Bendamustina Accord

[Mopryranus Bendamustine Accord 25 mg/ml concentrado para
solugdo para perfusio

[omua Bendamustine Accord

buarapus bengaMycTHH Akopa 25 mg/ml KOHUEHTpaT 3a MHPY3HUOHEH pa3TBoOp

Yexus Bendamustine Accord an

YHrapus Bendamustine Accord 25 mg/ml koncentratum olds#6g ol Ay,

PymMBbHus Bendamustind Accord 25 mg/ml concentrat pen l’ . _;ﬂ BETR NS \

CnoBakus Bendamustine Accord 25 mg/ml infizny konce 'mﬁi & Qmﬂ

CrnoBeHus Bendamustin Accord 25 mg/ml koncentrat za re 1_53&}? _H_J __:ﬂm

Hpnangus Bendamustine 25 mg/ml concentrate for solution\fo CinaeTeRE




Manra Bendamustine 25 mg/ml concentrate for solution for infusion
OpaHuus Bendamustine Accord 25 mg/ml solution a diluer
pour perfusion
OBeaMHEHO KpaJICTBO Bendamustine Accord 25 mg/ml concentrate for
(Cesepna HMpnaunaus) solution for infusion (PL 20075/1397)

Jdara Ha nocJjieaHo npepasriexiane ua aucroskara 08/2024

IlocouenaTa no-10,1y HHPOPMALIHA € MpeTHATHAYMEHA CAMO 3a MeJHIHHCKE CNEIHAJTHCTH:

Kakto mnpH BCHUKM MOAOOHH UMTOTOKCHYHH JIEKApPCTBEHH MPORYKTH, MOpajd NOTECHLHATHUSA
€HOTOKCHYECH W KaHLEPOreHEH €(EKT Ha NMPOAYKTa, C€ Halara CECTPMHCKHUAT NEPCOHAN M JIEKApUTeE Na
crasBatT Mo-CTPOrH Mepku 3a OezonacHocT. [Ipu pabora ¢ bennamycTuH Akopa 25 mg/ml koHLeHTpaT 3a
HHQY3HOHEH pa3TBOp, TpAOBa Aa ce U3dArpa HHXaNIUpaHe (BAHIIBAHE) U KOHTAKT C KOXKATA U JIMTABULIUTE
(1 ce HOCAT PbKaBHLM, 3aLLMTHO OOJIEKIIO U MO Bb3MOXKHOCT Macka 3a nuue! ). B ciyuaii Ha KOHTaMUHALAA,
3aCETHATHTE YaCTH Ha TAJOTO TpAOBa Ja ce U3MHAT BHHMATENIHO C BOAA K CalyH, a OYUTE 2 C€ MPOMUSIT
obunno ¢ 0,9% (n3oToHuuen) ¢puznonornyeH pasreop. Ilpu BB3IMOXKHOCT ¢e mpenopbuBa 1a ce paboTH
BbpXY cneuuanHu obesomaceHr paboTHM MNOTOBE (C JaMHHApEH BB3AYIUEH MOTOK), MOKPHTH <
HENPOMOKaeMo, abcopbupamo ¢onuo 3a eaHokpaTHa ynotpeba. 3aMbpceHHTe [pPeaAMETH Ca
LIMTOTOKCHYHH OTNaabuM. Mo, cna3paiTe HAUMOHAITHUTE YKA3aHHA 34 YHHUILOXKAaBaHe HA LIHTOTOKCHYEH
MaTepHall. bpeMeHHH XKEeHH OT MEOULIMHCKHA NepcoHal He TpsaOBa na paboTAT ¢ UMTOTOKCHYHH MPOYKTH.

KoHUEHTpaTHT 3a #H]pY3HOHEH pa3TBOp TpAOBa Ja ce pa3pelu ¢ MHKEKLHOHEH pa3TBOP Ha HaTPHEB XNOPH
9 mg/ml (0,9%) u cnen ToBa ma ce mpunoxkH upe3 HHTpaBeHo3Ha MHOY3ua. TpaOea Ja ce u3non3Ba
acerTHYHA TEXHHKA.

1. PaspexnaHe

Hsrernere acentyHo HeoOXxomumua obeM 3a kenarHara go3a oT (uakoHa ¢ beHaamycTuH Akopp 25
mg/ml KOHUEHTpaT 3a HH(y3HOHeH pazTBop. Paspeaere ofiwara npenoprynTenta n03a oT beHaaMycTHH
Axopa 25 mg/ml konueHTpar 3a HHGY3HOHeH pa3TBop ¢ (,9% pa3TBOp Ha HATPHEB XJIOPH]L, 3a 14 NONMYYHTE
kpaeH obem ot okono 500 mi.

IIpn paspexkaaHeTo Ha NPOAYKTA TPAOBA Ja ce HMa NMpeABHA, Ye KOHIERTPANHATA (25 mg/ml) ua
OenpamycTHH B beaxamycTHR Axopa 25 mg/ml koanenTpar 3a HHPY3HOHEH PA3TBOP € HO-BHCOKA,
OTKOJIKOTO B 00MKROBEHHTE KOHLUECHTPATH HA G€HAAMYCTHH, OJIYyY€eHH B Pe3YJITAT HA pa3TBapsHe
HA JIEKAPCTBEHH NPOJYKTH, ChAbpXkamll OeHJaMyCTHH Ha npax.

bennamycTHH Akopa 25 mg/ml koHUeHTpaT 3a WHQY3HMOHEH pa3TBOp TpadBa Aa ce paspexaa ¢ 0,9%
pa3Teop Ha NaCl, a He ¢ Apyry HHXEKIIHOHHH pa3TBOPH.

PazpexxgaHeTo no mnpenoppyaHHs Ha4HMH MMa 3a Pe3yNTAT fOJiyMaBaHe Ha OucTbp, Oe3usereH nOo
ABJATEHUKAB pa3TBOD, NPaKTHYECKH 6€3 BUAHMH HaCTULIM.

2. Hpunoxenue
Pa3TBOp®T ce npunara Ype3 HHTPABEHO3HA HH(Y3HA B NpoabkeHHe Ha 30 - 60 MuHyTH.

QdriakOHMTE €a 32 MHOIOKpaTHa ynotpeda.
[IpoaykreT Tpabea na 6vae nposepen npeau ynorpeba. AKO ce YCTAHOBAT NMpH NPOBEpKa NMpu NPoBepKa,

BHIWMMTE YacTHLM WIH NPOMAHATA B LBETA Ha pa3TBOpa ca IMPH3HAK HA BJOILIARA AHECTBOTO.
JlekapcTseH NPOAYKT ¢ BIIOINEHO KA4eCTBO HE TPAOBa fa ce U3MNo3Ba. é@\w

Hen3nonssaHUAT 1eKapcTBeH NPOAYKT WIKH OTNagbYHHTE MAaTEPHANH OT HEro r- it
CHOTBETCTBUE C MECTHUTE H3UCKBAHHA. 3




HeBonHOTO HHXeKTHpaHe B ThKAHTA H3BBH KPbBOHOCHUTE CHAOBE (€KCTPaBasaiHO MHXKEKTUpaHe) TpaGBa
na ce npekpati. Mrnara tpabsa na ce H3Baay cien kpaTka acmMpaLus, cliell KOETO 3aCErHATHAT y4acThbK
OT ThKaHTa TpAOBa Ja ce oxnaaun. Ppkara Tpsa6sa na Gble nosanruara Harope. JIOmbIHUTETHOTO JIeUEHHE,
HanpuMmep ynoTtpebara Ha KOPTHKOCTEPOHIH, HE IONPHHACA OMpEAECASHa Moa3a.




