NucTroBka: uHGOpMALHS 38 NAUHEHTA

AzaunTuanH ®apmacativie 23 mg/ml npax 3a HHKEKIHOHHA CcyCneH3Hd
Azacitidine Pharmascience 235 mg/ml powder for suspension for injection
azaluTHAMH (azacitidine)

[IpouereTe BHMMATENHO LRJIATA AHCTOBKA, NpeaH 13 3ano4HeTE 14 n3MnoJ3BaTe TOBA

eKapCTBO, Thil KaTo T8 ChABLPAKA paxkHa 33 Bac nudopmaiius.

- Janazere Ta3M JUCTOBKA. MOXe f1a & HAIOXH Aa A poueTETe OTHORO.

- AKO MMAaTe HAKAKBY NOITbAHUTENHH BBHIIPOCH, nonuTalire Bamus nekap, ¢apMalesT WIH
MeIHLUHCKa CeCTpa.

- ToBa JleKapcTBO € TIPSANUCaHO JIMIHO Ha Bac. He ro npeoTtcThhBaiiTe Ha APYTH X0pa. To MOXKe
12 UM HaBpeaH, He3aBUCHMO 1€ [IPU3HALMTE HA TAXHOTO 3aG0/IABAHE Ca CHIUINTE KaTo BaluuTe.

- AKO MOJTYIUTE HAKAKBH HEXENIAHU PEaKiHy, ypegomeTe Bauind JeKap, gapMaleBT WK
MenMIHHCKa cecTpa. ToBa BKIOUBa 1 BCHYKH BE3MOMHH HEXKEJIaRU peakuuy, HEOTTHCAHH B
Ta3n NTMCTOBKA. BrxTe Touka 4.

ll(aKBnK{:hnhpma TA3H JHCTOBKA HI’IHA ATEHUNR DO NEXAPCTBATA

. aKBO NpeACTaB/ifABa A3allUTHAHH DapmMacailbHC ¥ 32 KaKPreeHanosIBe e

2 Kakpo Tpa0Ba ja 3HacTe, NpefiH ha uanonzpate AzaudTuags dapmMacanbHe

3 Kak na U3non3saTe A3sauuTHINH dapmacalibHC Kom Po2. Ne Jﬁjfﬁﬁ Y7

4  Bp3MOXKHM HEXENAHU peaKklyH PaspeweHue M
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6 CoabpKaHKe Ha ONakoBKata H ACONBLNHHATE1HA nHdopMaLl W ME -l s reserasees oot irs et erer
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1. KakBo npeacTaBasBa A3aUHTHIHH dapmacalibHC K 33 KaKBO e H3NOA3BA

Kaxpo MpeACTABJIABA A3aUHTHIHH dapMacaHbHC
AsauuTnanH PapmacaibHC € MPOTHBOPAKOBO CPeACTBO, KOETO NPHHAIIENKH KM rpyna JiekapcTsa,
Hape4ycHH _anTuMeTabonuTH”. A3aUUTHANH dapmacalibHC CbABPIKA AKTUBHOTO BELLIECTBO

,A3ALUTHIVH .

3a KaKBO Ce H3N0A3Ba A33NTHIANH dapMacalbHC
Asarmuany DapMacafibHC ¢e H3MN0J3Ba NP BB3PACTHU MALMEHTH, HA KOUTO HE MOXKC Aa ce Hanpasy
TPAHCIUTAHTALIMA Ha CTBOJIOBH KIICTKH, 34 fievyeHye Ha.

. MHENOAUCTIIACTHHHHA CUHAPOMH C BHUCOK PHCK.
. XpOHHYHA MHEIOMOHOUHUTHA JICBKEMHAL.
¢ oCTpa MUuenouaHa JICBKCM K.

Topa ca 3a60/1ABAHMA, KOUTO 3aCAraT KOCTHHA MO3BK H MOT'aT Aa NPUYHHAT NpoOJIEMH C
NPON3BEKIAHETO HA HOPMATHH KPbBHH KIIETKH.

Kax nelicTBa A3aUMTHIHH dapmacaiibHC

AsaluTranH PapMacaiibHC ASHCTBA KaTO NpeaoTBpaTABa PacTea Ha paKOBUTE KIETKH. A3aUHTHIKH
ce BKTIOYBA B FEHETUYHUA MaTepuall Ha KICTKHTE (puBOHYKJIEMHOBA KHCENTHHA (PHK) u
ne30KcHpUOOHYKIeHHOBA KHCETMHA (ITHK)). CMmaTa ce, 4e AeACTBUETO MY ce u3passBa B MpOMAHA Ha
HayuHa, Mo KOKWTO KNETKUTE akTHBHpaT 1 e3aKTUBUPAT FEHMUTE, @ CBUIO ¥ 4pe3 HaMeta b
MpOU3BOJCTBOTO HA HOBH PHK u [THK. CMsTa ce, ue Te3H NCHCTBHA KOPHTHpAT MpodneMure ¢
y3pABAHETO M pacTexa Ha MIaH KPBbBHU KJIETKH B KOCTHHMA MO3DBK, KOWUTO NPUYHHABAT
MHUENOAMCILIACTHYHY HApYLICHHA, KaKTO H y6MBAT PAKOBUTE KNETKH NPH NEBKEMHS.




[osopere ¢ Bauins a€kap Win MCIH LHHCKA CECTPa, AKO HMATe HAKAKBH BbNPOCH 3d TOBA KaK ICUCTBA
AzauuTuavH PapMacaibHC HIH 3aL10 By e NpeANMCaHO TOBA NCKAPCTBO.

2. Kaxso Tps0Ba 1a 3HaeTe, Npean Aa wamon3BaTe A3anHTHauH DapmacaibHC

He nanoaspaiite AzanuTHany GapmacainbHe

’ AKO CTE ATIEPIUYHY KbM a3aLMTHINH UK KbM HAKOA OT OCTAHAJIKUTE CbCTABKH Ha TOBA
neKkapcTBO (M30pOeHH B TOKA 6).

. AKO UMATE HAMpENHAN YepHOAPOOEH pak.

. aK0O KbpMHTE.

HpeaynpexacHHs H NpeANazHy MEpPKH
l'oBopere ¢ Baluus Jiekap, hapMaLIEBT WK MEINLMHCKA CECTPa, npesd 4a U3MON3BATE A3aluMTHIHH
dapmacaibHC:

. ako uMaTe Hamanes 6poi TpoMOOUMTH, YEPBEHN HITH Genu KpbBHH KIIETKH;

. axo uMarte 0bOpedHO 3a00NABaHE;

. ako uMare yeproapobHo 3abonsaBaHe;

. aKO UMATE MM HAKOTA CTE HMANH CHPACHHO saGonsBaHe WM HHGAPKT WK aHAMHE3a 34

6enoapobHo 3abonasaHe.

AsauurhanH $apmacaiibHC MOXE N2 peau3BHKa cepHO3Ha UMYHHA PEaKUUs, HapeHcHd "CHHAPOM Ha
nubepeHuHanys” (BHXTE TOMKA 4).

KpbBHO U3CIEABAHE

[1fe Bu 6B1aT NpaBeHN KPBBHY H3C/ICABAHNA nped 3aro4yBaHe Ha IEHEHHETO C A3alUTHAHH
dapmacaifbHC H B HAYAIOTO HA BCEKH NMEPHON Ha eveHde (HapedeH “IMKBT”). ToBa ce NpasH € Le]
13 Ce IPOBEPH JANK UMaTe AO0CTATHHHO KpBBHY KJIETKH U JaTh HCPHHAT npo6 u 6bpopenute By
paGoTAT HOPMAJTHO.

Jeua ¥ IOHOMIH
Azanutiaud @apmacaifbHC He ce Npenoppiba 3a ynotpeba npu A€l H HOIIH M0A 18-roguiHA
BBH3PACT.

Jpyrn aeKapcTsa H ASALUHTHAHH dapmacalibHC

HHugopmupaiite Balsua gckap Wil dapMaLesT, aK0 U3N0I3IBATE, HACKOPO CT€ M3MNOJ3BAITH WIH €
BE3MOKHO [1a W3TON3BaTe ApYyTrH JICKapCeTea. Toga ce Hanara nopany Bb3MOXKHOCTTa A3aUWTHIKH
dapmacaifbHC Aa MOBAHMAC HA HATNHAE, 11O KOUTO HAKOH NekapcTpa AchcreaT. Chillo Taka € BE3IMOMKHO
i ApYT¥ NeKapeTsa Ja NOBNHAAT NelCTBHETO Ha A3AUMTHINHH dapMacaibHC.

BpeMeHHOCT, KbpMeHe W bepTHINTET

bpeMeHHOCT

He Tpabsa Aa W3non3saTe A3alUTHANH dapmacaiibHC 10 BpeMe Ha 6peMeHHOCT, Thii KaTo MOXE J1a €
ppesiHo 3a Oebero.

AKo cTe KeHa, koaTo 61 Morna aa 3abpeMeHes, Tpsa0OBa 1a H3NON3BATE eeKTHBCH METOX Ha
KOHTpALIENLHs, I0KaTO NpHeMaTe Asauuruand dapMacaiibie M 3a 6 Meceua ciiell Criipate Ha
neqeHneTo ¢ AzauuTuans dapMacaibHC. HezaGapHo ysegomere Baluus jgekap, ako sabpeMeHeeTe Mo
BpEME Ha JICYCHHETO.

Axo cTe 6peMeHHa WIH KbPMUTE, CMATATE, HC MOKe 1a ¢Te OpeMeHHa WIH TUtaHApaTe OpeMeHHOCT,
nocheeTpaliTe ce ¢ Balns nexap uin ¢apmaueBT NpeaH yrnoTpebara #a ToBa JIEKApCTBO.

KipmeHe




He Tpa6Ba Na KbPMHTE, KOTATO U3NONI3BATE A3ALWTHAHKH dapmacaiibrc. He € U3BeCTHO aanu 1084
NeKapCcTBO MPeMHUHABa B KbpMaTa.

DepTHIAHTET
MrxeTe He Tpa0Ba Aa 3a4€BaT AETE, A0KATO Ca Ha JICUCHHC ¢ AzanumauH PapMacaiibHC. MbKkere

TpsGBa 13 H3MON3BAT ePEeKTHBEH METO/ Ha KOHTPALIETILIU, A0KATO npueMaTt A3alTHIHH
dapMacalfbHC ¥ 3a 3 MeCela Clel CUpakne Ha JIEHCHUCTO © AzauutHand PapMacaiibHC.

KoHcyrTapaiite ce ¢ Ballius neKap, ako UCKaTe Na KOHCEPBHPATC Bauia cnepMa, 1peau Ja 3alo4YHETe
TOBA JICUEHHE.

[llopupane n paboTa ¢ MAIIHHH
He wodupaiite 1 He paboTeTe ¢ HHCTPYMEHTH M MAIKHH, aKO NOYyBCTBATC HeXXeNaH! PeakLMM KaTo
ymopa.

3. Kak 1a H3n0a3BaTe Azauutuaus PapmacaibHe

[Ipenu na Bu nane A3audTHINH dapmacaitbHc, Bawmar nekap we By nane n Apyro JEKapereo, 3a aa
MpeIOTBPATH TafeHe U MOBPBIIAHE B HAYANOTO Ha BCCKH LMK Ha Ne4eHHe.

. IMpenopbuHTENHATA 032 € 75 mg/m’ TeAecHa NOBBPXHOCT. BaiuusT nexap (e onpeaein
BamaTa 103a OT TOBA JIEKAPCTBO B 3aBUCHMOCT OT 00110T0 BH CRCTOAHNE, PRCTA U TENIOTO
Bu.
BalupsT Jekap lile npoBepsBa Hanpenbka Bi U MoXe a IPOMEHH 1103aTa, ako e HeoOX0INMO.
. AzamutuauH dapmacaifbae ce npilara BCeKd AeH B NPOAbIDKEHNE HA ellHa CEAMHLI,

ocaeABaHa OT IEpHOA Ha MOYMBKA C NPOAB/DKMTEAHOCT 3 ceaMUUH, To3M “LIMKBI Ha
fleyeHHe” 1e Ce MOBTaps Ha BCekd 4 ceaMuLM. OOHKHOBEHO LIS Bu 6baaT MPHIOKEHH MTOHE 6
LIMKBJ1a Ha NeUcHHe.

ToBa nekapcTso lue Bu 6bAe nMpuiaraso KaTo HEKEKIMA MO]1 KoXkKaTa (IMOIXOKHO) OT JIeKap WIH
MEeOMLIMHCKa cecTpa. MiixekuuaTa MoXe [1a ce NOCTaBH MO KOXKATA Ha fenpoTo, kopema WIH
MULIHHKLATA.

A KO HMATe HAKAKBY AOMbHHTENHH BLIPOCH, CBbP3aHU ¢ ynoTpebara Ha TOBA JICKApCTBO, NoNUTanTe
Bamus nexap, apMauesT WM MEAKLIMHCKA CECTPA.
4. DBb3MOKHH HeXKeJaHH PEAKUHH

KakTo BCHYKH IEKapCTBa, TOBA JIEKapCTBO MOXE Na NPEAN3BUKA HEMEIAHH PEakiidy, BBLIPEKH YE HE
BCEKH ' TIOJTy4asa.

HesabagHo yBenoMere Baluus nexap, ako 3abeneuTe HAKOS OT C/IeJHUTE HEeXETaHH PEAKIIHH ITPH
Bac:

. CLH/IHBOCT, TpenepeHe, ’KbATEHHUA, NOAYBAHE HA KOpeMa H JIECHO obpa3zyBaHe HA
cunnnn. ToBa MOXE Aa Ca CUMMTOMH Ha YepHOAPOOHa HENOCTATEUHOCT H MOXKE la ¢4
Y BOTO3acTpaluaBailii.

. OrTHuane Ha KPAKaTa M CTbNAJgaTa, 60JKka B ropba, HamajleHo YpHHHPaHE, YBEJIHICHA

JKAKAA, YCKOPEH MYJIC, CEETOBbPTEX H FafeHe, MOBPLINAHE NN HAMAACH ANETHT H
qyBCTBO Ha 00bpKBaHe, 6€3NOKOHCTBO HIH YMOpA. Tosa MOXe Ja ¢ca CHMITTOMH Ha
6LOpeuHa HEOCTATHHHOCT U MOXE /13 €4 )KHMBOTO3aCTPALABALIIH.




Mosuwena Temneparypa. Tosa 61 MOrno Aa ce Ib/IKH Ha nHdekuus B pe3ynTaT Ha
noHwxeHus 6poil Ha Genute KPHBHU KIETKU, KOETO MOXCE Aa ¢ KMBOTO3aCTpaLLaBaULO.

BoJjixa B rbPAHTE HJIH 33]yX, KOHTO MOXe 113 € NpPRAPYKEH 0T NOBUILIEHA TEMIIEPATYPA.
Tosa MOsKE 14 Ce ABJDKM Ha HHdEKUMA Ha benuTe gpobose, HapeueHa "HEBMOHKA" U MOXKe 12
e JKHBOTO3acTpallasalilo.

Kbsppene. Hanpumep KpbB B H3NPOKHEHUATA B pe3yJITAT Ha KbPBEHE OT CTOMAXA WM HepBaTa
WM KPHBOU3IUB B IMaBata. Tosa MOXeE 1a ca CUMIITOMY Ha HHCBHK Opo#i TpoMOOIIMTH B KPBBTA.

JaTpyAHEHO AHLIANE, MOJYBaHe HA YCTHHTE, cbpbex nan obpus. ToBa MOXE 1a CC IBJDKY
Ha aNepruvHa peakius (peakiins Ha CBPBX4yBCTBUTETHOCT).

IpyTy HEeXenaHu PeaKLiK BRIIIOYBAT:

MHOr0 YecTH HEReNRHH peaKkunn (MOXe [a 3acertar noseue ot [ Ha 10 ayLu)

Hamanen 6po#i uepBeHH KPBBHH KICTKH (aemus). Bb3MOMKHO € 1a 1yBCTBaTe yMOpa H Aa CT¢
onen.

HamaneH Opoit 6eny KPLBHH KICTKH. Toea MOXe [a ¢& ChNPOBOXKAa OT [IOBHIICHA
Temnieparypa. ChILO TAKa € Bb3MOXHO 12 CTE Ne-NOAATINER KbM UH(EKUHH.

Hucsk 6poit TpoMboLNTH (TpomBoupTonenus). Io-nonaTnvuey CTe KeM KbPBEHE N
KpbBOHACATAHUA.

3anek, AMapus, rafeHe, MOBPbhILAHE
[THeBMOHHA

Bosika B repaMTe, 380yX

YMopa

Peakusi Ha MACTOTO Ha HH)KEKTHpaHe, BKIIOYBALlA 3a1epBABaHC, GoJika WY KOXKHA peaxuus
3aryfa Ha aneTut

bONKH B CTaBUTE

KpbBoHAcAAaHE

O6pus

UYeppeHH WIM JIMTABH NETHA 110 KOXATA Bu
Boska B KopeMa (kopeMHa 6onka)
Cuplex

[ToBMIlIeHa TEMMEPATYPA
Bb3najeHue Ha HOCa W FbPIOTO
3aMaaHOCT

[ nasobonue

[Tpo6nemu cbe ChHA (Oe3chHHUE)
KppBoTEUeHHE OT HOCA (eNKCTaKCHC)
BONKH B MYCKYJIUTE

Cnaboct (acTeHuUs)

3aryba Ha Terno

[MoHMmKeHO HUBO Ha KAIINA B KPBBTA.

YecTn HEKEJIAaHH peaKuuH (MOXKe Ja 3aCerHat Ao 1 Ha 10 mywu)

MO3b4eH KPhBOH3/IUB
bakrtepuanHa MHEKIHA HA KPBBTA (cencuc). ToBa MOXe 1a ce AB/DKH Ha HAMAIICHHUA Opo#i Ha
GenuTe KPBBHYM KIETKH B KpbBTa BH.

KocTHOMOZbYHA HEAOCTATBYHOCT. TOBA MOXe J1a IOBEAS 10 HAMATICH Opoii Ha YepBEHUTE H
GenuTe KPbBHH KJIETKH ¥ HA TPOMOOUMTHTE.

Bup ageMus, Ipy KoATO OpOAT Ha HEPBEHHTE H GenuTe KPbBHM KJIETKY U HA TpoMOOLIMTHTE €
HamaleH

Hudexiua B ypuHaTa
BupycHa HH(EKIMA, NPUUUHABALLA XEPNIEC




. KbpBeHe OT BEHUMUTE, KbpPBEHE OT cTOMaxa WK YEpBaTa, KbPBEHE OT aHycd, TLIKALILO Ce Ha
XeMOPOHAH (XEMOPOHAANIHO KBPBEHE), KbPBEHE B OKOTO, KbpBEHE O] KOXaTa Bu nwiu B
caMata KoXka (XeMaToM)

. KpbB B ypHHaTa

. $I3BH 10 yCTaTa ¢ €31Ka

. [IpomeHH Ha KO)KaTa Ha MACTOTO Ha ukekTpane. Te BKIIOYBAT NOXYBAHC, OyukKa,
KpBHBOHACSANaHe, KbPBEHE B camatd KoKa (XeMaToM), OOpHB, cbpOexX W NPOMEHHM B LIBETA HA
KOXaTa.

. 3auepBABAHE Ha KOXKATA

. Mudexums Ha koxara (LIeTyJINT)

. Mubexuua Ha HOCA H MbPOTO HIH Bb3NajeHo I'bPno

. Xpema WY BB3MaNeHKe Ha HOCa HilH CHHYCHTE (CUHY3HT)

. [[OBHMLICHO MM MOHIKEHO KPBBHO HANATAHE (X®nMepTOHHA WK XUIIOTOHHA)

’ JapyX MpH ABUKEHHC

- BoNKa B IbPJIOTO ¥ IPBKIIAHA

. Jiou1o XpaHOCMUINIaHE

. Jletaprud

. Q61O HEPA3IIO/IOKEHHE

. be3noKonucTBO

- OO0BpKAHOCT

. OnajaHe Ha KocaTa

. Br6peuHa HEAOCTaThYHOCT

. Jexunparauus

. Ban Hanen Mo e34Ka, BTPEIIHATA CTpaHa Ha 6y3uTe ¥ MOHAKOTA N0 HeOLeTo, BEHLIHTE H

cnuBuLMTE (FrEOUYHA NHbeKIHA B yCTHATA KyXHHa)
. [TpunanaHe

. Craz B KPbBHOTO HAJIAraHe Npy U3NpaBine (opTOCTATHYHA XHIIOTOHHMA), BOACLL 10
CBETOBBPTEX NPU NPEMUHABARE B HINMPABEHO WIH CeIHAI0 [0JI0KEHHE

. CHHeHOCT, CHHIHBOCT (COMHDJ‘IEHTHOCT)

. KppaeHe nopany Katersp

. Ja6onaBaHe, 3acAraio Aebenoro YEPBO, KOCTO MOJKE Zla JOBele IO TPECKa, MOBPBILIAHC 1
60JIKH B KopeMa (AMBEPTHKYIUT)

. TeygoCT 0KONO Genure fLpobose (TIeBpaTcH K3STHB)

’ Tpenepene (CTyAEHH TPBIKH)

¢ MycKyTHH CIIa3MH

. Hanurnar cepbdai oOpuB no KoXara (ypTUKapus)

o ChOupaHe Ha TEYHOCT OKOM0 ChPLETO (nepukapananHa epy3ua).

HeyecTH HeXeNAaHH peaKnuu (MOXe J1a 3acerHar A0 1 Ha 100 mymw)

. AsnepriyHa peakuus (peakuus Ha CBPBXUYBCTBHTETHOCT)

. Tpenepene

. UepHoApoOHA HEROCTATBHHOCT

. [osieMHK, C LIBAT Ha CAXUBA, NOBAWIHATH Gole3HeHH MeTHA MO KoXKaTa ¢ TeMneparypa
. Bo/Ie3HEHO pa3a3BABAHE HA KOXaTa (raHrpeHo3Ha MAOAECPMHA )

. Bhinanesue Ha o0OBUBKaTa Ha CBPLETO (nepuKapamT).

PenxcH HekeNaHHn peakuns (MOXe Aa 3acerHar no 1 ua 1000 mymH)

° Cyxa Kauuua
. Besbosie3HeH OTOK Ha BbpXa Ha MpPBCTHTE (nedopmanis)
. CuHApPOM Ha TYMODEH pasfan — MeTabOoJIMTHY YCIOKHEH s, KOUTO MOraT 2ia HACTBIIAT 110

BpeMe Ha JICYEHNETO Ha paK M nouskora nopy 6e3 nederne. Te3n yCrnOXKHCHAA ce TIPHYHHABAT
OT NpoAYKTa HAa yMHpallWTe pakoBH KETKH ¥ MOTAT la BKJIKOUBAT CJIEAHOTO: IPOMCHH B
6UOXUMMYHHUTE MTOKa3aTeNn Ha KPBBTa, Bi




HUCKO HHBO Ha Kanuuii, KONTO B MOCIEACTBHC BOJAT AO MPOMEHH B 6Gu6peuHara QyHKLMA,
coplebueHe, rpYoBe H TOHAKOra CMBPT.

C uen3BecTHA 4eCcTOTa (0T HATMYHHTE AaHHH HE Moxke 1a Gbae HanpaBeHa OligHKa)

. ViHdexLxa Ha JBI00KHUTE CIIOEBE Ha KOXAaTa, KOATO C€ pasnpocTpaHABad 6Bp30, yBpEKIAHKH
KOATa U MEKUTE ThKaHH, KOETO MOXE N 6bae HKHUBOTO3ACTpAlIaBalllo (HEKPOTU3Npall
GacLmMuT).

. CepHo3Ha HMYHHA peaKklui (CMHAPOM HA nudepeHIalng), KOAT0 MOXKE A2 npelu3BriKa

TpecKa, KallIALa, 3aTpyAHCHO AUILAHS, 06pUB, HAMANEHO OTACIAHE HA YPHHA, HUCKO KPBBHO
uansrane (XMIOTOHHSA), MOAYBaHE HA PHLETE WIH kpakara u 6bp30 HajlaBaHe Ha TETIIO.

. BrananeHye Ha KpbBOHOCHHTE CBOBE B KOXATa, KOETO MOXKC xa n0Befe 10 0OpHB (KOKEH
BACKYJIUT).

CpobmanaHe Ha HEXKeJAHH peaKuHH

AKO TONTyUHTe HAKAKBK HEXENaHH JIeKapCTBCHH peaklIuH, yBefoMeTe Ballni ekap, dapMaLeBT WIH
MeIuLHHCKa cecTpa. ToBa BK/IH0YBA BCUMKH BE3MOXHH HeONMUCAHH B Ta3M JHUCTOBKA HEXCIIAHH
peaknuy. Moxere Chilio Aa cHOBLIMTE HEXENaHu Peaklini IMPEKTHO YPE3.

Vi3nbIHUTENHA areHL#d o NeKapcraata
yn. ,,Jdamsn I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeGealiT: www.bda.bg

Kato choBLIABATE HEXKENAHN PeaKiUy, MOXKETE 1a JafeTe CBOA NPUHOC 32 MONy4aBaHe Ha NOBEHE
urbopManms OTHOCHO OE30TIACHOCTTA Ha TOBA NEKAPCTRO.

3. Kax na cbxpausapaTe ASAUHTHIWH dapmacaWbHC
Ila ce cbXpaHaBa Ha MACTO, HEIOCTBITHO 3a Jela.

He p3non3BaiiTe TOBA JIEKapCTBO cliel] Cpoka Ha TOLHOUT, oTGeNA3aH BbPXY ETHKETA Ha (aKoHa U
KapTOHeHaTa onakoBka. CPOKDBT Ha MORHOCT OTrOBaps Ha NOCEAHNA IeH OT NOCOHEHHMA MECCLL.

BamusaT nekap, Papmalest Wik MEAHLIMHCKA cecTpa ca OTTOBOPHH 32 CEXPaHCHUETO Ha AzauMTUAHH
dhapmacalbHC.

CBLIO Taka, TE Ca OTTOBOPHHM 3a NPaBUIHOTO IPUroTBAHE ¥ U3XBBPIIAHE HA HEeWU3NON3BaHUA
AszaumtuanH GapMacaibHC.

3a HeOTBOpPEHHUTE (I1aKOHM C TOBA JIEKapCTBO — HAMA CICLIMAIHK YCJIOBHA Ha CBXPaHCHHE.

Cnen IpyroTBAHE HA CYCMEH3UATA
Korato cyCrieH3HsATa ce MPHIroTBA C poJIa 33 MIDKEKLUHH, KOATO HE € 6wla CbXpaHABaHA B XJIAJAWIHHK,

xyMUdeckaTa 1 pu3nuecka cTabHAHOCT Ha NPOAYKTa ¢ oxasa 3a 45 MHHYTH IpH 25 °C u 8 vyaca npH
2 °C -8 °C.

CpOKBT Ha FOXHOCT Ha NIPUTOTBCHHA eKapCTBEH MPOIYKT MOXE Ja €& MPOLBIIKH, KaTO 3a pasTBapsaHe
ce w3mon3pa oxnagena (2 °C mo 8 °C) Boza 3a HHKEKLIMA. KoraTo cycneHsusATa ce MpUroTea ¢ BOJA 34
WEDKEKLIHY, KOATO € Buna cpxpaHsBaHa B XJIaAMITHUK, X iMHYecKaTa ¥ du3uyecka CTaOUNHOCT Ha
MpoAyKTa € J0Ka3a 3a 32 4aca Npu 2 °C -8 °C.

Ot MEKPOGHONIOrHYHa TNIeIHa TOUKA NPHTOTBEH ¥AT NpoNyKT TpAOBa
ce WINOJi3Ba BEAHAra, NoTpeSUTENAT caM onpeaed BpeM
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ynorpeba, HO HE Tpa6Ba Na ro ChbXpaHABa NoBeHe OT 8 yaca nipu 2 °C — 8 °C, aKo 3a NMPHUrOTBAHE Ha
CYCITEH3HATA € U3NO0N3BAHA HE oxJaleHa BOa 3@ MHKEKLHH HIIH HE NOBEHE OT 32 yaca, aKo 3a
pUrOTBAHE HA CYCNIEH3NATA € nanonasaHa oxnaaexa (2 °C — 8 °C) Bojia 338 MHAKEKLIUN.

CycneH3naTa TpsOBa 4a ¢€ OCTaBH RO 30 MUHYTH MPEAH MTPHIIAraHeTo it 1a NOCTHrHe cTalHa
temnepatypa (20 °C - 25 °C).

[Tpu BannyKe Ha YaCTHIH cycrieH3uaTa TpA0Ba 1a Oble U3XBBPJICHA.

6. CbIbp/KaHHE HA ONAKOBKATA H monbLAHATENHA HHbopMauns

Kakgo cbIbpXa A3aUHTHIAHH dapmacafbHC
. AKTHBHOTO BELIECTBO € a3aluuTUIMh.

1 ml OT IPUrOTBEHATa CYCNEeH3Ns ChABPKA 25 mg a3’aiuTAIHH.
Enws dnaxoH ceaepka 100 mg unu 150 mg a3aUHTHIHH,

. Jlpyrara ChCTaBKa € MaHHTO] (E421).

Kax n3rjexna A3alnTHARH dapmacaifbHC H KaKBO CHABLPAKA ONAKOBKATA
AsaumruauH PapmacaiibHC NpeacTasIiBa 6501 Ipax 3a MEKEKIMOHHA CYCMCH3NA 1 CC npeanara B
cThKEeHH GAAKOHH ¢ MyMEHa 3amylialka 1 anyunHKMeBa Kanauka (0ana 3a 100 mg 1 opakesa 3a 150

mg).
Bcgka ONakoBKa ChAbPXKa eiMH (iakoH AnaudTHaMH PapMacabHC.

[IpuTexaTesl HA Pa3PELIEHHETO 34 ynoTpeoa
Pharmascience International Limited

Lampousas 1,

1095, Nicosia,
Kunsp

[Ipon3poauTEN
AqVida GmbH
Kaiser-Withelm-Str. 89
20355 Hamburg
["epMmaHnd

To3H JeKapcTBeH NPOAYKT € onobpeH B CTPAHHTE-1IEHKH HA EHII cbe CIeAHHTEe HAHMEHOBRHHA.

Bparapus; A3aUMTHANH ®apmacalibHC 23 mg/ml npax 3a HIKEKIMOHHA CYCIICH3HA

Fepmanus: Azacitidin Pharmascience 25 mg/ml Pulver zur Herstellung einer Injektionssuspension
Momua: Azacitidine Pharmascience

Xnpeatns : Azacitidin Pharmascience 25 mg/ml praSak za suspenziju za injekciju

Kumnsp: Azacitidine Pharmascience 25 mg/ml Kvig Y10 EVEGIHO EVOLOPTIHT

Vurapus: Azacitidine Pharmascience 25 mg/ml por szuszpenzids injekcidhoz

Crnopenus: Azacitidin Pharmascience 25 mg/ml pradek za suspenzijo za injiciranje

JlaTa HA MOC/AEAHO NPEPAIrACKIANE HA JTNCTOBKATA
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MMocoueHAaTa MO-A0AY KWHPOPMALHS € NPeHAIHAUECHA CAMO 33 MEJHUHHCKH CTICHHATHCTH:

[Ipenopbky 3a 6ezonacua pabora
Azanyrunns ®apMacaltbHC € LIHTOTOKCHYCH JICKAPCTBEH NIPOAYKT H nonoOHO Ha OpPYTH MOTEHIHATHO

TOKCHUNH ChCTABKHM € HEOBX0AMMO BRMMarue NpH paboTara ¥ NPUroTBAHETO HA CyCTICHINATA
a3aLUTHAMH.

Tpabsa Ja ce NpWIAraT MPOLEKYPHTE 33 IPABHIIHA paboTa ¥ U3XBBPASHE HA AHTHTYMOPHH
NIEKapCTBEHH TIPOIYKTH.

[Tpy KOHTAaKT Ha MPATOTBEHHA a3allMTHAMH C KOKaTa He3abaBHo u3MuiiTe OOWIHO C BOAA M CAITyH.
[Tpw KOHTAKT C JIAFABHLIMTE H3TLUTAKHETE OOHIHO ¢ BOZA.

HechLBMECTUMOCTH
Toau nekapcTBeH NpOAyKT He TpabBa Aa ce cMecha ¢ ApyrH JCKapeTBEHH MPOLYKTH, C HIKIIOUEHHUE Ha
nocouenuTe no-aony (Bx. “Tlpoyenypa 3a npuroTesiHe”).

[Ipouenypa 3a IpUroTBAHE

Asauurnons apmMacaitsHe TpadBa Aa ce pa3Teaps ¢ BOAa 338 MHKCKLHH. CpOoKbT Ha FOOHOCT Ha
NPUrOTBEHHUS IEKAPCTBEH NPOAYKT MOXE [1a € MPOAB/IKH, KATO 3d pa3TBapAHE C€ U3IOJI3Ba OXJIaACHA
(2 °C no 8 °C) Bona 3a HikekuuH. Ilo-nomy ca nancHu noapoOHOCTH 32 CHXPAHEHHETO Ha
MPHrOTBEHHUS NMPORYKT.

1. HeobxoauMH ¢a CIEAHUTE KOHCYMATHBH:
dnaxoH(u) asauuTHAMH; GuiakoH(M) BOAA 38 NHXKCKLINH, HECTEPHJIHH XHPYPTHUHH PBKABHIMH,
HANOEHH ChC CIHPT MaMy4eTa; HHKEKUHOHHA cnipunLoBKa(H) ¢ urna(u).

2. CLOTBETHHAT 00eM BoJa 3a HHkeKunH (Brkre Tabmuuara mo-goy) Tpa6Ba Ja ce U3TErNM B
CTIPUHLIOBKATA, KATO H3TOHMTE BCHYKHA Bb3AYX OT CIPHHLOBKATE.

Coappxanye Ha drakon | O6em Bofa 33 MIKEKLIMH KonueHTpaum
100 mg 4 ml 25 mg/ml
150 mg 6 ml 25 mg/ml

3. B1BegeTe UI1aTa Ha CPHHIIOBKATA, ChABPKAILA BOA 38 HHKEKLUH, ITPE3 rymeHara
3anyIafka Ha ¢rakoHa ¢ a3alMTHAHH U 6aBHO MHKeKTUpaiiTe BOAATa 3a MHXKEKIIMH BBB
dIIaKOHA.

4, Ciel KaTo OTCTPAHMTE CIIPHHLOBKATA K HUIaT4d, Pa3sknaTeTe CHEPruiHO ¢dnakoHa 10
noJjlyyaBaHe Ha XOMOT¢HHa MbTHA CYCIMEH3HA. Cnen pa3TBapAHETO BCEKH MMIWINTBD OT
CYCTMIEH3MATA IHE ChABPXKA 25 Mg a3aluTUAKH. [1pUroTBEHUAT NPOAYKT NPEACTABNABA
XOMOTreHHa, MbTHa CYCMEH3HA, 0e3 arnoMeparH. Cycnensusara Tpabsa Aa Ob1¢ HIXBBPICHA, aKO
ChABPAA rOJeMH YaCTULHA HITH arjIOMEPATH. He dunTpysaifte CYCMEH3NATA ClIEN PA3TBADAHE,

ThH KaTO TOBA MOXeE /13 OTCTPAHH aKTUBHOTO BEIIECTEO. Tps6pa aa ce ¥Ma NPENBHI, HE B
HAKOM AJANTODH, MY ¥ 3aTBOPEHH CUCTEMH MOXKE 14 UMa ¢warpu. CneaopaTeNnHo TaKUBa

CHCTEMH He TpsOBa [a ce W3MO3BAT 38 NpUIarane Ha JIeKapcTBeHHA MPOAYKT Clle/ pasTBapsHe.
3. [ToyrcTeTe FyMeHATa 3anylianka ¥ npoboznere ¢ HOBa HIfa H CIPHHIIOBKA dnakona. OOBpHETE

bnaKoHa C ILHOTO HArope M ce yBEpeTe, 1€ BPXBT Ha HIllaTd € Nl HHWBOTO HAa TEYHOCTTA.
Mapbpraiite 6yTaloTo U M3TErNeTe KOMWIECTBOTO OT IGKAPCTBEHIA BPOLYKT, HYXHO 33
TOYHATA 1033, KATO M3rOHUTE BCUUKHUA BB3/1yX OT CIPHUHLIOBKATA. OrcTpaHeTe
MIJIATa/CIPHHIIOBKATA OT (P/IaKOHa M W3XBBPJIETE HIjIaTa.

6. BieMeTe HOBa MIJ1a 3a MOAKOXHK MHKEKUHH (Npenopbusa ce 25-G) u A 3aKpenere CTa0KIHO HA
cripuHuoskata. He Tpa6Ba na ce npoxapsa pa3Tsop no Mriara Npei UHXKEKTHPAHETO, 3a Ja CE
HaMa¥ YecTOTaTa Ha PeakLMUTE HA MACTOTO HA HHXXCKTUPAHC,

7 KoraTo € He0OXOIHM f10BeYe OT eAUH (PIaKOH, MOBTOPETE BCHYKH #30pOEHH TO-rope CTBITKH 38
NpUroTBAHE Ha CycneH3uara. [lopanu 3albpxaHe BbB dJ1akoHa M UryiaTa MOXe Aa
BHLIMONKHO 113 C& H3TEIIH LAIOTO KOJMUYECTBO CyCNEH3Us OT QJIaKoHa.
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8. CpAbpKaHMETO Ha CIIPUHLIOBKATA C
npeau npuaaraHero. TemMneparypara Ha CYCTICH3UATA B M

no3ara Tpa6Ba fa ObAe pecyCneHinpano HemoCpeaCTBCHO
OMEHTa Ha MHXeKTHpaHeTo TpAbsa 1a

e okono 20 °C-25 °C. 3a 1a g pecyclneHaupare, NpebpTeTe CHEPrHO CTIPHHLIOBKATa MEXIY
IIAHKWTE CH IO NONTyYaBaHe Ha XOMOTreHHa, MbTHA cycnen3ud. CycneH3uATa TpaOBa f1a OB
M3IXBBPREHA, AKO ChABPYKA rONEMH HaCTHIIN KWK ArJIOMEPATH.

Crep IpUroTBsSHE HA CYCOCHIUATA

Korarto cycrneH3uaTa ce MPUroTss ¢ BOAA 32 MHKEKLIH,
XMMHMYecKaTa i du3ndecka cTabWIHOCT Ha IPOAYKTa € I0Ka3d 3d

2°C-8°C.

CpoK®T Ha FOOHOCT Ha MPUrOTBE
ce w3non3pa oxuaaeHa (2 °C no 8
HHAKEKLIHM, KOATO € Ouna CbXpaHaBaHa B XJi

MpoAYyKTa € A0Ka3a 33 32 yaca npu 2°C-8°C.

KOSITO He e Owia cEXpaHsBaHa B XNAAHITHHK,
45 muHyTH nipu 25 °C H 8 Haca NnpH

HUS NEKApCTBEH MPOLYKT MOXe Jia C& MPOABJIAKH, KaTO 34 pa3TBapAaHe
°C) BoJa 33 MHKeKIMH. Koraro cyCneH3wiTa C¢ NpuUroTss ¢ BOZJA 32
ATITHUK, XHMBdecKaTa i Qr3idecka CTabIHOCT Ha

Ot MUKpOGHOIOrHYHA TTIEAHA TOHKA NPUTOTBEHAAT NPOAYKT TpsabBa fa Ce U3NO0I3Ba BEIHAra. AKO He
ce HAMO/I3BA BEHAra, OTPEOHTENAT CaM Orlpenesis BpEMETO 1 YCIIOBIATA Hi ChXpaHEeHHe npeau

yriotpeba, HO He TpsGBa 1a ro CbXpaHABa NMoBeHe OT
CYCIIEH3UMATA € M3M0J13BaHa He 0XJIaieHa BO/IA 38 HHX
NPUrOTBAHE Ha CYCIEH3UATA € W3MO0N3BaHA OXIAACHA §

[Ipeau npunaraHeTo MbiIHATa ¢ IpUr
nopeue oT 30 MUHYTH, 33 1a JOCTHI'HE TEMNEPATypa OT OKOJIC 20

8 waca npu 2 °C — 8 °C, ako 3a MPHroTBAHE HA
eKLWM WK He moBeye oT 32 yaca, ako 3a
2 °C — 8 °C) Boja 3a HHXKEKLHH.

OTBEHATa CYCMeH3Usl CIPUHIIOBKA TpAOBA Aa € 0CTABH 33 He
°C-25 °C. Ax0 ca MHHAIH MOBEYE OT

30 MHHYTH, CycneH3niTa Tpadsa na Oblie M3XBHpIIEHA N0 CROTBETEH HaUMH Y Ja ce IIPHUTOTBU HOBA

A03a.

HUaupcngBaHe Ha HHAWBHAYATHN A03H

O6ara no3a cnopel TelecHaTa NoBb

O6mwa no3a (mg) = Jloza (mg/m?) X TenecHa NeBLPXHOCT (m?)

Crenpaliara Tabiuua NpeacTapisiBa caMo NPUMED 3a TOBA Kak 1a Ob
03H a3aLATHAMH Ha 6a3aTa Ha CpeAHaTa CTOHHOCT 3a TeNieCHaTa MOBL

PXHOCT MOXE Ia ce U3IYNCNM MO CIeAHHA HauHH.

JAT W3YMCNEHH VHIABHAYATHHTE
pxHoct oT 1,8 m’,

Rosa mg/m? (% O61wa no3a Ha 6azata | Bpoii HeoOX0ANMHK 06 HeobxoaMM 0beM
om Ha TeJIecHa TAKOHH HA TIPUrOTBEHATA
npenopvrugaHama nosspxHocT or 1,8 m’ CYCIeH3Us

HAYaIHa 003a)

75 mg/m?* (100 %) 135 mg 2 ¢iakoHa 5,4 ml

37,5 mg/m? (50 %) 67,5 mg 1 dnakoR 2,7 ml

25 mg/m? (33 %) 45 mg | pnakoH 1,8 ml

HayuH Ha PUIOKEHHE

He ¢unTpyBsaiiTe CycrnieH3uATa Ciiell pasTBapAkc.

Cren pa3TsapaHe AzauMTHAMH PapM acaiipHC TpsAOBa Ha Ce U

non brba ot 45-90°) ¢ uraa 25-G B MULIIHMIIATA, 6eapoTO Wil KOpeMa.

No3n, no-ronemMn ot 4 mk, Tps

HKEKTHPa NOAKOXKHO (BBEBEACTE HIJIaTa

6Ba na 6bAAT HHXXEKTHPAHHW HA ABE PA3JIHYHH MECTA.




MecTtara Ha HHXKeKkTHpaHe Tpa0Ba aa ce pelayBar. Cre/BallidTe UHXXeKLMK TpadBa Aa ce NpaBiAT Ha
noHe 2,5 ¢cm OT MACTOTO Ha NOCTaBAHE HA NPENHIIHATE K HIKOTA B 00NacTH, KOUTO Ca YyBCTBUTEIHH,
C KPbBOHACAAAHKA, 3aYEPBCHA WK YTINNBTHEHH,

Heu3no/3BaHHUAT IEKapCTBEH MPOAYKT MJIH OTNAaNBYHUTE MAaTECPUaAIH OT HETO Tpsi0Ba Ia ce U3XBBPJIAT
B CHOTBETCTBUE C MECTHUTE M3HCKBAHHA.
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