Y

Jlacropka: mHGOpMANEA 32 NOTPedHTE/IA

AsanuTHaud Papmacaiinac 25 mg/ml npax 3a AKeKNHOHHEA CYCHeH3HA
Azacitidine Pharmascience 25 mg/ml powder for suspension for injection
azauWTHAXH (azacitidine)

1IpodeTeTe BHHMATEIHO IA/1ATA JHCTOBKA, Npedk A3 3AI0YHETE Aa H3INQ/I3BATE TOBA

JIEKAPCTBO, Thil KATO T8 ChABPXKA BaxHA 33 Bac madgopmannan,

- 3ariasere Ta3H JIMCTOBKA. MOKe 1a ce HATOKH Ja A NpoYeTeTe OTHOBO.

- AKO ¥MaTe HAKaKBH JOITBIIHHTEIHH BbOpocH, nonuTalite Bamusa nexap, hapMauesT win
MEIHLMHCKA CECTpa. '

- AKO MOJIyuHTe HAKAKBH HEXENAHH Peakiiy, yBegomere Bamma nekap, hapManerT win
MEIMUHHCKA ceCTpa. ToBa BKIOYBA H BCHYKH BFB3MOKHH HEXKEIIAHH PeaKLIHH, HEOTIHCAHH B
Ta3H JIMCTOBKA, BrakTe TOWKA 4.

KakBo chAbpPAA TA3H IHCTOBKA e e
1. Kakpo npeacrariaea Azanurunuad @apmacaiinic u 3a MMHA ATEHUIRA NO JIEKAPCTBATA
2. Kakeo Tps6Ba 1a 3HaeTe, Ipeay 1a H3n03pate Azauprapi EaPRatamemue 2
3. Kak na m3nonssare AsanmtuaaH QapMacaifbre Kou Paa. \e . Pz Al /O O%—?
4, BE3MOXHE HexXeNnaHH peakiiiH
5 Kaxk na cexpanasate Azauuruis Qapmacaiibhe Paspewstve Ne Aé / /9 A7. /7 / - J3J 3‘5
6.  CoappxaHue HA ONAKOBKATA B DOITBIHHTENHA HH{OpMaLjis )
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1. Kakso npeacrapissa Azanuraaed Papmacaiibic A 32 KAKBO e H30I3BA

Kakso npencrapnsea Asagaruaus Papmacaiinuc

AszaunTraun GapMacaiibHC € IPOTHBOPAKOBO CPENCTBO, KOSTC NPHHAIJIEIKH KbM IPYNa JIEKapCTRa,
Hape4eHH , AHTHMETA00THTH”, Azaumunue DapMacaifLHe CHABPIKA S8KTHBHOTO BEMIECTRO
HAZALHTHIUE.

3a kaKBo ce H3n0A3BA AzauuTHANE @apMacaiibac
AsauutuauH PapMacalbHC Ce H3MON3Ba NPH BB3PACTHY MAIIHEHTH, HA KOWTO HE MOXE A4 Ce HAIPABH
TPAHCTIJIAHTALIHA HA CTBOJIOBH KJIETKH, 33 JICYCHHE HA:

. MHEIOIHCIVIACTHYHH CHHAPOMH ¢ BHCOK puck (MDS).
. XpOHHYHA MHETOMOHOLIUTHA Meskemua (CMML),
. OCTpa MuenoHaa seskemusa (AML).

Topa ca 3abondsanus, KOHTO 3aCATaT KOCTHHA MO3BK M MOTAT Ja NPHYHHAT MpoOIeMH ¢
NPOH3BEKAAHETO HA HOPMATHH KPBBHH KIETKH.

Kak peiicrpa Azanuruaun ®apmacainie
Aszamarunnn QapmacaibHC IeHicTBa KaTo NPENOTBPATABA pACTENA Ha PAKOBHTE KISTKH. A3alHTHIIHH

c€ BKIFOYBA B NeHEeTHHHHA MaTepHa Ha kieTkure (puboHyknennoBa kucennHa (PHK) v
nezokcHprbonykinennosa kucenuHa (JJHK)). CMara ce, ye neficTereTo My ¢e H3passea B MpoMsHa Ha
HAYKHY, [0 KOHTO KJIETKHTE aKTHEHPAT W JS3aKTHBHpAT T¢HHTE, a CBII0 U Ype3 HaMeca B

npouseoncTsoTo Ha HOBH PHK u IHK. CmsaTa ce, ye Tesw AeiicTBHA KopHrHpar npobneMure ¢ o
Y3PABAHCTO W pacTeska Ha MZIaTH KPBBHH KIETKH B KOCTHUA MO3EBK, KOMTO IIpHYHHABAT -
MHETOTHCIUIACTHYHH HAPYIIEHHS, KaKTO M YOMBAT PaKOBUTE KIETKH TPH JIeBKEMHSL.

T'opopere ¢ Bawrua nexap wWin MeAMIMHCKA CECTPA, 4KO MMATE HAKAKBH BRIPOCH 32 TOBA K
AsaunuTHarH Qapmacaiibic MM 3anto Bu € mpeAicaHo ToBa IEKapeTBo.



2. Kakgo TpalBa 1a 3HaeTe, NPeAH Aa A3N0A3BaTe AsanATHAHH QPapmacaiibuc

He mznomasaiire AzaunTuann Papmacaiivue

. 4KO CT€ AIEPrHuHA KbM a3aUMTHIHH WIIH KBM HAKOS OT OCTAHAIIMTE CHCTABKH HA TOBA
JeKapeTBO (M3OpOSHH B TOUKA 6).

. aKO UMaTe HarpeaHan YyepHoapobeH pak.

. AKO KEPMHTe,

Hpeaynpe:xkaeHns W NpeIna3nd MEPKH
T'oeopeTe ¢ Bamnusa nexap, hbapMaleBT HITH MEAHIIMHCKA CECTPA, IPENH Ia H30I3BaTe AJAUHTHIHH
dapMacalibHC:

. aKo UMaTe HamaJled Opoii TpoMGouKTH, YepBeHH WK OC/IH KPEEHY KIICTKY,

. ako uMare 610pevno 3abonapaHe;

. aKko uMare yepHoapobHo 3abongBane;

. aKo MMATe WIH HAKOTA CTe HMalli ChpAevHO 3a00/aBaHe HITH HH(APKT WIH AHAMHE3a 33

6enonpobHo 3abonasane.

KpuBHO H3cneBane

1le By 6BaT MpaBeHH KPERHH M3C/IEIBARHS MPEIH 3aI0UBAHE Ha JIEUYSHHETO ¢ A3aIMTHIHH
MapmMacaifbHC H B HAYaI0TO HA BCEKH NMEPHON Ha NIeUeHHe (HapedeH “IuKkba”). Tosa ce npasH ¢ Lien
Jla ce NPOBEPH AAIH HMaTe JOCTATHHHO KPBBHHE KISTKH H JUTH YepHEAT apob 1 6u6pennre Bu
paloTAT HOpMAJHO.

Hdena a loHOIIH
Azauprranus PapMacaiibHC He ce NIpenophysa 3a ynoTpeda pH Aelia H I0HOIH noj 1 8-roxpunHa
BB3PAcT.

JApyrn pekapersa v AsanuTnana Papmacaiibue

Hugopmupaiite Baltins rexap WiH hapMaLeBT, ako H3MOA3BATE, HACKOPO CT€ U3IION3BAIH HIIH €
BB3MOMKHO J1a H3TIOJI3BaTe APYTH AeKapcTea. TORa ce Hamara Iopajgi Bh3MOMKHOCTTa A3ALMTHIHH
(DapmacaifsHC Ja NOBIHAE HA HAYHHA, 10 KOHTO HAKOH NekapcTea AelicTraT. ChILO Taka € Bh3MOXKHO
H JIDYTH JIGKapCTBa Ja MOBIHAAT ASHCTEHETO Ha AsanuTuauH PapmacaifbHe,

BpemenHocT, KbpmMeHe H GpepTAARTET

Bpemennoct
He tpa6Ba na nsnonssare Azanutuayn QapmacaifbHe o BpeMe Ha GpeMEHHOCT, THH KaTo MOKe Ja e

BpesiHO 3a 6ebeTo.
Hznonseaiite eeKTHBEH METO/ Ha KOHTpPaLEIHA MO BpeMe Ha JICYCHHETO U 10 3 Mecella ¢lell TOBa.
Hesabagno yseaoMere Bamua nekap, ako 3abpeMeHeeTe [10 BpeMe Ha JIEUEHHUETO,

AKO cTe OpeMeHHA HITM KbPMHTE, CMATATE, Ye MOske Aa cTe¢ OpeMeHHA HIIH TUIaHupaTe OpeMeHHOCT,
noceBeTBaiTe ce ¢ Bamins nexap unu bapmanert npeau ynorpedara Ha TOBa JEKapeTBO.

Knpmene
He Tpadea na kbpMHTe, Korato u3nonseare AsamuTHauH PapMacaiisae. He e n3rectHo nand Tosa

JIEKapCcTBO MpeMHHABa B KbpMara. s

PepTHINTET
Mweikere He TpA6Ba [a 3a4€Bar jAerTe, JOKATO ca Ha JedeHHe ¢ AzanuTHIHH PapMacalip

HanonzpaiiTe epekrBer METOA Ha KOHTpALENMA MO BpeMe Ha JIeYEHHETO ¢ TOBA JIeK
Mecena clie]l TOE.




Koncynrupaiire ce ¢ Bamma sekap, ako HCcKate a KoHcepBrpare Baima criepma, peAH Jia 3an09HETe
TOBA JIEUCHHE.

IModupane 1 paGoTa ¢ MAIIHHH
He mwodupaiite u re paboTere ¢ MHHCTPYMEHTH B MAIIWHH, KO TOUYBCTBATE HEMKEIIAHH PEaKIH KaTo
yMopa.

3.  Kax pa manonzsare AzauuTuide ®apmacalibac

IIpemn a Bu mane Azauutuann ®apmacaitshc, Bammar aexap me By naje n apyro nekapereo, 3a 1a
MpEeOTBPATH raIEHE U MOBPBILSHE B HAYAIOTO HA BCEKH IMK'bI Ha JICUSHHE,

. [penopeunrennara nosa ¢ 75 mg/m? renecHa NOBBPXHOCT. Bammar nexap wie ornpeaens
Barmara no3a or TOBa IEKapcTBO B 3aBHCAMOCT OT 0610TO Bi CECTOAHKE, PBCTA U TETNIOTO
Bu.
Bauuar nexap me npoeepssa Ranpeaska Bi H Moke Ja IpOMEHH [(03aTa, aK0 € HeOOXO0IHMO.
. A3zaunruaun OapmacalfbHe ce IPHNara BCEKH JeH B IPOAB/DKEHHS HA e/lHA CEAMHLIA,

MOCHeABaHa OT MEPHO/ Ha [IOYHEKA ¢ MPONBIKHTENHOCT 3 ceAMMIN. To3H “HHKBI Ha
nevueHue” e ce MOBTAps Ha Beekd 4 ceamuiy. ObukHOBeHO e By Gnat NprioKeHy noxe 6
LIBKEJIA Ha JIeYeHHe,

Toga nexkapeTro wwe Bu Objie npuiaraHo KaTo HEDKeKUMA T KoxKaTa (ITOAKOKHO) OT JIeKap WK
MeIHUMHCKA cecTpa. HHKeKIMaTa MOsKe [a ce IOCTaBH o Koxata Ha 6epoTo, KopeMa KM
MHIIHHLIATA.

AKo UMaTe HAKAKB# JOBIHUTENHH BBIPOCH, CBbp3aHy ¢ ynoTpebaTa Ha ToBa J1eKapcTBO, NOMKTaliTe
Bamusa nekap, hapManest HIH MeJHLHHCKA CECTpa.

4. BE3MOAKHE REKEIARA PeaKNHH

Kakro BcHUKH JIEKapcTBa, TOBA JIEKapCTBO MOKE J1a NPSAN3BHKA HEXKEITAHH PEeaKiHH, BbIIPEKH Y€ HE
BCEKH I'H [1I0TTY4Yaea.

Hezabaero yeeaomMere Balurns nexap, ako 3afene:KHTe HAKOA OT CIICAHHTE HEXENAHH PeaKIHH MPH
Bac:

. ChuIHBOCT, TPeNepeHe, )KBATEHHIA, IOAYBaHE HA KOpeMa H JIecHo o0pa3yBane Ha
cHurad, ToBa MOXe [ia c& CHMITTOMH Ha Ue¢pHOAPOGHA HEAOCTATHYHOCT H MOXe 1A ca
MKHMBOTO3aCTPALIABAILH.

. OTuuaHe HA KPAKaTa H CTHNAJNATA, §0KA B rbp6a, HAMAJIEHO YPHHHPARE, YBCAHYEHA

IKAANA, YCKOPEH NY/IC, CECTOBBPTEK H IAJAcHE, NOBPLHIAHE HIIH HAMAJICH AMETHT H
4yECTBO HA 00bpKBane, Oe3noxoiicTso HAH YMopa. Tosa Moxe 1a ca CHMITTOMH Ha
6'1:6}}6‘!Ha HeAOCTATHYHOCT H MOJKE 38 ¢4 dKHBOTO3acTpaluasaniH.
. Mosumena remnepatypa. ToBa 64 MOTNIO Aa ce ABDKH Ha HHOEKUMA B PE3y/ITAT Ha
TIOHMKEHHA Opoif Ha GenTMTe KPBHBHH KIIETKH, KOESTO MOXE /14 € XKHBOTO3aCTPALIABALIO.
» Boika B repAnTe HIH 3aAYX, KOHTO MOKe A ¢ NPHAPYKEH OT NOBHIIEHA TEMNEPA]
ToRka MOXKe A2 ce AbiDku Ha HHGeKuma Ha Genute ApoGoBe, HApeYeHa "IHEBMOHHA " H

€ JXMBOTO3aCTpallaBarno. /

. Kopsene. HanpuMep kpbB B H3NPaskHeHHATA B PE3yNTaT Ha KbPBEHE OT CTOMA
HJTH KPBBOM3NIHE B IJIagata. ToBa MOe [a ¢4 CHMITTOMH Ha HHCEK 6poii Tpo



3aTpyaHeno AMMAHE, DOXYBaHe HA YCTHHTE, Chphex WM 00puB. ToBa MOXE a C€ ABIDKH
Ha a/IEPrUvHA PEAKIMA (PEAKIHA HA CBPBXTYBCTBHTENHOCT).

Jpyru Heskenany peaKiMH BKIIOYBAT:

MHoro 4ecTh He:KeIaHH peaknun (MOXe Ja 3acersar noeede ot 1 Ha 10 ayimd)

HamaneH Gpoii yepBeHH KPbBHH KICTKH (aHeMHSA). BB3MOMKHO e Ja YyBCTBaTE YMOpa H Ja CTC
Onenn.

HamaneH Opo¥i Genn KpeeHH KieTkH. Toba Moske Ja ce CBIPOBOMK/IA OT MOBHIICHA
Temueparypa. CHIIO Taka e BB3MOXKHO (3 CT€ NI0-TONATIMBY KbM HH)CKLAH.
Hucwk Opoii tpomBoumry (Tpombourronenns). Ilo-noAaT/IMBH CTE KM KEPBEHE H
KpBBOHACARAHHA.

3anek, quapid, TaJICHE, MOBpPLINAHE

ITaeBMOHMA

Bonka » repmite, 3a0yX

VYmopa

Peakriis Ha MACTOTO Ha HHXKEKTHPAHE, BKIIOYBANA 3aMePRABaHe, GoJKa HIA KOMKHA PEaKIiHA
3ary0a Ha ameTHT

Bonku B cTasure

KpbBoHacapane

O6pus

YepBeHH #TH JTMIABY [IETHA N0 Ko#kaTa Bu

Bonka B xopeMa (kopemHa 60J1Ka)

Cupbex

TMoBwHieHa TeMneparypa

Be3naneHne 1a Hoca H IPJIOTO

3aMasHocT

I'nasoGonue

IpoGnemu cbe cEHA (Ge3CHHAE)

KpbBoTeuenue oT Hoca (eTIHCTAKCHC)

Bonky B MycKyNHTE

CnaGocet (acTeHus)

3aryba Ha Terno

TIHoHmKeHO HHBO HA KaJIig B KppBTa.

YecTn HekeTaHN peakumu (Moxe na 3acerHat 1o | Ha 10 xymmm)

KbspBeHe B rnasata Bu
Baxrepuanua nadexups Ha kpbera (cencuc). Topa Moxe Ja ce XB/LKH Ha HaMasIeHid Gpol Ha
GemuTe KPBEHH KIETKH B KPBBTa BH.

KocTHOMO3BYHA HejocTaTbuHocT. TOBa Moke Aa I0BeAE IO HaManeH Opoll Ha 9epBEeHHTE H
GenrTe KPBEHH KISTKH H Ha TPOMOOIHTHTE.

Buix aHeMust, TIPH KOATO GpOAT Aa YepBEHHTE H GemiTe KPEBHH KIETKH H Ha TPOMOOLMTHTE €
HaMaleH

Wndekrms na ypuHara

Bupycha HH(EKIHA, TPHIHHABALIA XepIiec

KbpBeHe oT BEeHLIHTe, KBpPBEHE OT CTOMAXa WM YepBara, KbpBEHE OT aHyca, ABLKAIo ce Ha
XEMOPOHIH (XEMOPOUAATHO KEPBEHE), KEPBEHE B OKOTO, KbPBEHE 11071 KOaTa BH i B
caMaTa KoKa (XeMaTom) e
Kp®s B ypHHATA

$I3BH no ycTaTa M e3MKa )
[IpoMeHH Ha KO’KATa Ha MACTOTO Ha HHXKeKTHpaHe. Te BRIIOYBAT NOTYBaHE, 6,
KpbBOHAcA/laHe, KbPBEHe B camMata Koska (xeMaToM), o6pus, chpbex H mpoM:
KOKATA. i\_




3auepBABaHe Ha KOXkaTa

Hudekipa Ha koxata (LETyIMT)

Hupexnua Ha HOCA W MBPIOTO WIIH BENATICHO T'BPIO

Xpema WId BB3IAICHAS Ha HOCA MITH CHHYCHTE (CHHY3HT)

[MoBHImEHO WK OHHAKEHO KPBBHO HAAraHe (XUIEPTOHHA HIH XHIIOTOHMA)

3anyx npy OBHXKSHHE

bonka B repnoTo 1 rpeKIIHA

Jlowo xpaHocMunane

Jleraprua

0010 HepasnonoKeHHe

BesnokoiicTeo

OO0BpkaHoCT

Onanane Ha Kocara

br6peyna HeAOCTATHIHOCT

Hexwuapararms

Bsu1 Hanen no €3uKa, BETPELIHATA CTpaHa Ha Gy3UTe U MOHAKOra N0 HeOLETO, BEHLMTS H
civeuiETe (reOMYHA HHPEKIMA B yCTHATA KyXHHA)

IMpunansk

Crian B KpEBHOTO HaisraHe IPH M3MpaBsKe (OPTOCTATHYHA XHIOTOHHS ), BOAEIN K0
CBETOBBPTEXK [IPH NPEMHHABAHE B H3NPABSHO WK CEHANIOC TIONOKSHHE

CBHEHOCT, ChHIHBOCT (COMHONICHTHOCT)

KepeeHe nopanu xaTeThp

3abonaBane, 3acaramo AeOEIOTO YEPRO, KOSTO MOXKE Ja loBeJe 0 TPeCKa, MOBphIiaHe H
Gonku B KopeMa (AHBePTHKY.THT)

Teunoct okono Genure apoGoee {IIEBpaNicH H3THB)

TpenepeHe (cTyIeHH TPBIKH)

MYyCKynHH clazMH

Hanurnar cup0sug o6pHB 10 KoxkaTa (YpTHKApH)

Cr6HpaHe Ha TEYHOCT OKOJO CHPLETO (nepHKapAnaina edysus).

HeuecTn Hexce/1aHu peaknuu (Moe na 3acersat go 1 Ha 100 ayms)

ANeprHYHa peakia (Peakijig Ha CBPbXUYYBCTBHTEIHOCT)

Tpenepene

YepronpoGHa HemoCcTaThYHOCT

Tonemu, ¢ UBAT HA CTUBA, IOBAUTHATH HOJIE3HEHH NETHA [10 KOXKATa C TeMIeparypa
BonesHeHo pasaspaBaHe HA KOXKATa (FAaHIPEHO3ZHA MAOACPMH)

Br3nanenne Ha 0OBHBKATA Ha CHPUETO (TIEPHKAPINAT).

Penxn nexenans peakumu (MOXe 1a 3acerHatT Ao 1 Ha 1000 mymm)

C nen3BecTHA uecToTa (OT HAIMYHHTE JaHHM He MOXe N1a ObA¢ HanpageHa OLCHKa)

Cyxa xamuia

BesbonezHeH oToK Ha BBpPXa Ha NpbetHTe (HedopManing)

TyMOpP-IH3HC CHHAPOM — METaDOIHTHH YCITOXKHEHHA, KOMTO MOTaT a HACTBILT 10 BpeMe Ha
JSYCHAETO HA PAK U MoHAKora Jopu Oe3 meycHye. TesH yCIOXKHEHHA C€ IPUIMHABAT OT
MpOayKTa Ha YMHPAIIWTE PAKOEH KIICTKH H MOraT J2 EKIHOYBAT CJICIHOTO: TIPOMEHH B
SHOXMMHYHHTE NOKA3ATENH Ha KPBBTA; BUCOKO HHBO Ha Kamuii, ochop, MMKOYHA KMCEIHHA H
HHCKO HMBO Ha KaJILHH, KOHTO B NIOC/NIEACTEHE BOAAT A0 MpoMeHH B GppednaTa gyHKkmms,
cbpLiebHeHe, rppuoBe K MOHAKOTa CMBPT.

Vindexums Ha ABIGOKHATE CII0SBE HA KOXATA, KOATO Ce PasnpocTpansiBa 61p30, YBpS
KOMKATA H MEKHTE ThKaHH, KOETO MOxke Jia Objte sKHBOTO3aCTpAIaBAIIO (Helcpoms17p

tacrmuT). | K "



Crobmasane na HeReNAHN PeaKIHN

AKO TOJly4HTe HIKAKBU HEXKEJIAHH NEKAPCTBEHH PeaKiiH, yBenomere Bammi nexap, gapManiesT uiu
Me/IHIMHCKA cecTpa. ToBa BKITIOYBA BCHYKH BB3MOKHH HEOTIHMCAHH B TA3H JIHCTOBKA HEIKEIAHH
peakuui. Moxere ChIIO fa choGIITE HEXETAHH peaki|H IHPEKTHO 4pe3:

Hansnavrenna ArCHLIHA o JICKapcTBara
yi. . Jlams [pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebealiT: www.bda.bg

Karo crobimaeare nexxenany peakiyin, MoxeTe 1a Jafere cBOS IPHHOC 3a MOJly9aBaHe Ha nosede
HHQOPMALS OTHOCHO H€30MIACHOCTTA Ha TOBA IEKAPCTBO.

5. Kaxk na cexpaHnsate A3aIHTHAHH PapmacaiinHe
Ma ce chxpanaBa Ha MACTO, HEAOCTHIIHO 3a ACIa.

He n3nonseaite Tosa lekapeTso criel cpoka Ha roRHOCT, oTGeNI3aH BBpPXY €THKeTa Ha (JlakoHa u
KapToHeHaTa onakoBKa. CpoKbT Ha TOJHOCT OTTOBapA Ha MOCIETHHA ACH OT NOCOYEHHS MeceLL,

Bauwsar nexap, dapMauestT uiH MegUUMECKa CecTpa ¢a OTFOBOPHH 3a ChXPAHCHHETO HA A3ALMTHAMH
@apmMacaiibHe,

CeInio TaKa, Te Ca OTTOBOPHH 38 MPABHITHOTO TIPHIOTBAHE H H3XBBPIIAHE HA HEH3TION3BAHHSA
Asanurraue Oapmacaiibhc.

3a HECOTBOPCHHTE (l)J'IaKOHH C TOB@ JICKAPCTBO — HAMA CIIELIHATTHH YCJIOBHA Ha CBEXPAHEHHE.

Crien opuroTBane Ha CYCHEH3HATA

Koraro cyciiensuara ce npuroTes ¢ Boja 38 HHKCKIHH, KOATO HE & OMia ChXpaHsBaHA B XJIAJHIHHK,
XMMHHecKaTa i $puzHuecka cTaGHIIHOCT Ha TIPOYKTa € A0Ka3a 3a 45 MHHYTH IIpH 25 °C 1 8 vaca npu
2°C-8°C.

CpoKbT Ha TOAHOCT HA MPHIOTBEHHS NEKAPCTBEH MPOIYKT MOXKE /12 Ce TOPOALJIAKH, KATO 32 pa3TBapsiHe
ce u3tonzea oxnrajena (2 °C o 8 °C) Boua 3a wroxekmuu. Korato cycrensmara ce NPHrOTEA ¢ BOA2 32
HHKCKIHH, KOATO € Oiia coXpaHaBana B XIaJHITHHK, XUMHYIECKATa H ¢H3HYecKa cTaGHIHOCT Ha
IIpOnyKTa € JoKa3a 3a 32 yaca npu 2 °C — 8 °C.

OT MHKPOOHOIOrHYHA IleaHa TOUKA APHrOTBEHHAT IPOAYKT TpAOBa Aa Ce M3NO/38a BegHara. AKO HE
C€ M3MOJI3BA BeAHAra, NOTPEOHICIIAT CaM OTIPesieNsd BPEMETO M YCHOBHATA Ha CHXPAHEHHE MpeaH
ynotpeba, Ho He TpaGBa jia ro chxpaHsBa nobeue oT § yaca mpk 2 °C — 8 °C, ako 3a TIPATOTBAHE Ha
CYCIICH3NATA ¢ HITION3BaKA HE OXJIa/IeHa BOJA 3a HEKEKIIHH WM He noseue or 32 gaca, ako 3a
IIPHTOTBAHE Ha CYCNICH3MATA e Hanoji3kana oxnaneHa (2 °C — 8 °C) soaa 3a MIDKEKIHH.

Cycnensuara TpsGea aa ce ocrasn ao 30 MHHYTH TP APHIATAHETO H Ja MOCTHTHE cTalina
TeMneparypa (20 °C — 25 °(C),

1Ipy Hanv4Me Ha YacTHLWM cycniensHaTa TpAGBa aa 6b1e H3XBBpNeEHa.

6. Chabpaanne HR ONAKOBKATA M AONBAHHTENNA undopmanns




Kakso chanpxa Asauntaaun Papmacaiinuc

. AKTHBHOTO BEIIECTBO € a3alHTHIMH.
1 ml oT NPHroTBEHATA CYCIICH3HA ChABPKA 25 mg a3allHTHIHH.
Emun ¢pnakos ceaspxa 100 mg mm 150 mg azarmrunayH.

. Hpyrara cecraBka ¢ masuron (E421).

Kak marnexna Azanureans ®apmacaiibHe H KAKBO ChIbPKa OLAKOBKATA

AszauumaaiH OapmacaibHe npeacTapisaea 0541 npax 3a HHXKEKUHOHHA CYCTIEH3HA H CE Ipejyiara B
CTBRJICHH (IaKkOHH C ryMeHa 3allyLuanka i allyqYHHHeBa Kanadka (6sna 3a 100 mg u opamxkesa 3a 150
mg).

Beska onakoBKa ChABKaA eNHH (prnakoH AzanuTaauH @apmacaibHC.

Mpurexaren HA pa3pelieHAETO 3a ynoTpeta
Pharmascience International Limited

Lampousas 1,
1095, Nicosia,
Kunsp

IIponsBoanTen
AqVida GmbH
Kaiser-Wilhelm-Str. 89
20355 Hamburg
Tepmanua

To3u Jekapereen NpoayKT € 0a00ped B cTpanutTe-wieHkn Ha EAI cue cneanuTe HAHMEEOBANMA:
bearapus: Aszameteaus QapmacaiizHe 25 mg/ml mpax 3a HEKEKIIHOHHA CYCIISH3HA

Tepmanus: Azacitidin Pharmascience 25 mg/ml Pulver zur Herstellung einer Injektionssuspension
Itomma: Azacitidine Pharmascience

JaTa Ha nociieqHO MpepasriieKAaHe HA JHCTOBKATA




IMocouenara no-goany umlmpmaum: ¢ NpeAnaAInaAYena CamMo 32 MEAHINHCKH CICHAJTHCTH:

Ilpenopsky 3a Hesonacua pabora

Asanuraus QapmacaifbHC € IMTOTOKCHYEH NEKAPCTBEH POLYKT H IOA0GHO HA OPYTH MOTEHUHATHO
TOKCHYHH CBCTABKH € HeOOXOANMO BHHMAHHE TIPH pa00TaTa U NPUTOTBAHETO HA CYCHCH3ULTA
A3ALUTHANH.

Tpatea na ce npunarar npoyeTypHTe 32 NPaBHIHA paoTa W H3XBBPIAHE HA aHTUTYMODHH
JI€KAPCTREHH NPOLYKTH.

TIpH KOHTAaKT HA PHTOTBEHHA a3aLMTHIIHH ¢ KOXATa He3a0aBHO HIMMIITe OBWIHO ¢ BOAA H canyn
TIp¥ KOHTaKT ¢ NUraBrIMTE H3ILTAKHETe OBHIIHO ¢ BOJA.

HecormecTumoctn
Tosu nekapeTser NPOXyKT He TpabBa a Ce CMECBA C APYTH JIEKAPCTBEHH POYKTH, C HIKNOTEHHE Ha
nocoueHuTe no-gomny (ex. “Ilpouenypa 3a npuroTesne’).

[Ipouenypa 3a OpUroTBAHE

Asanuruany Qapmacaitbae TpAGEa a ce pasTeaps ¢ BoMa 3a MIDKekIiHu. CPOKBT Ha TOAHOCT Ha
NPHTOTBCHUA JICKAPCTBEH NPOAYKT MOKE A3 Ce TIPOAB/DKH, KaTO 33 PASTBapAHE € H3MON3BA OXIIANeHa
(2 °C no 8 °C) Bona 3a urokexuun. Tlo-xomy ca ganenu nopoOHOCTH 33 CHXPAHEHHETO Ha
MPUTOTBEHHA NPOIYKT.

1. HeobxomuMH ca clieHHTE KOHCYMATHBH:
tpnaxon(K) a3auMTUINH; QIaKkOH(M) BOJIA 38 HHKESKLIHH, HECTEPHIIHH XHPYPrHYHH PEKABHLIH;
HAIOCHH CBC CIHUPT NAMY4YeTa; MIDKEKUHOHHA CIPHHLIOBKA(M) ¢ HIaa(K).

2. CroteethusT 0beM Boja 3a Mikekukn (BuxkTe TaGnuuata no-noiry)} Tpabpa na ce H3TeriH B
CNPHHIIOBKATA, KATO M3rOHKTE BCHUKHA BB3AYX OT CIPHHLOBKATA,

Coaspxanie Ha dnakon | OBeM Boa 33 HIDKEKIMH KoHuenrpatus
100 mg 4 ml 25 mg/ml
150 mg 6 ml 25 mg/ml

3. BrBenere uriiara Ha clpHHIOBKATS, ChIABPIAKALLA BO/A 32 HHKEKIIHH, TIpe3 I'YMEHATa
3aNylaika Ha QJIaKOHA ¢ a3aLMTHIMH U GABHO HHKEKTHPAHTE BOJATA 32 HIDKEKIIMH BB
tbnakoHa.

4. Crient kaTo OTCTpPaHHTE CIPUHLIOBKATA H HIVIATA, Pa3KiIaTeTe eHEeprudHO IaKoHa A0
TIOJIYYMABAaHe Ha XOMOI€HHA METHA CYCIICH3HA, CJIe,I[ PasTBapAHETO BCCKH MHTHITHTEP OT
CYCNIEH3HATA e CHABPHKA 25 mg asauHTHARH, [[PArOTBEHHAT IPOAYKT NpesCTABIABA
XOMOreHHa, MGTHA cycnensud, Ges arnomepati. Cycnensuara Tps6sa fa Osle H3XBEDJIEHA, aKo
CBABDKA IONEMH YACTHIM WIH ariomepatd. He dunrpypaiite cycnigHznsTa cinen pasteapsue,

Thif KaTO TOBA MOXKE JI3 OTCTPAHK AKTUBHOTO BenecTso. Tpatea A3 ¢t ¥Ma NpPeNpH, Ye B
HAKOH aNanTopH, UIJTH U 34TBOPEHK CHCTEMH Mozke aa rMa (unrpe. ClegoBaTelIHo TakuBa

CHCTEMH He TpsOBa Aia ¢ H3NOA3RAT 38 IpHUIAaraHe Ha JEKAPCTBEHHS PO Clefl Pa3TBapIHe.

5. IouncTere rymenara salyiuajika u npofojere ¢ HOBa HIJTa H CIPHHIIOBKA ¢nakoHa. O6bpHeTE
{hiaKoHa ¢ ALHOTO HArOPE M Ce YBEpeTe, 4e BLPXBT Ha MIVIATA € [0 HHBOTO HA TeMHOCTTA.
Hspspriaiite GyTanoro U U3TErNeTe KONHYECTBOTO OT JICKAPCTBEHMSA NPOYKT, HYHHO 32
TOYHATa 1038, KATO U3rOHHTE BCHUKHA BB3AYX OT CIPHHIOBKaTa. OTCTpaneTe
UIJATa/COPUHIOBKATA OT (QIAKOHA ¥ M3XBBPITETe MIUIATA.

6. Bsemere HOBa uriia 3a OIKOKHM HEDKEKIMH (Ipenopbura ce 25-G) i 4 3aKpeneTe CTaGHIHO. b
cnpuHioskara. He pabsa aa ce mpoxapsa pasTeop No MIaTa TpeH mmcexmpane'ro z
HaMany 4€CToTaTa Ha peakiMUTe Ha MACTOTO HA HIDKEKTUPAHE. )

7. Koraro e neobxomum nosete T eaus $IakoH, HOBTOPETe BCHIKH MIOPOSHHM HO-TY)
NPHTOTBAHE Ha cycrieH3usaTa. [lopany 3anepixane BB (IIAKOHA M HITIAT2 MOKE m{
BB3MOKHO J1a C€ H3TETIIH IAIOTO KOAMYECTBO CYCIEH3MA 0T (rakoua. |

8



8.  CoappxaHHeTo Ha CIIPHMHLIOBKATA ¢ Ho3aTa TpabBa fa ObAe pecyCHEHAHPRHO HETOCPEACTBEHO
fpend npunaraieto. TemnepaTrypaTa Ha CyCIeH3MATA B MOMEHTA Ha HIDKEKTHpaHeTO TpadRa 1a
¢ okono 20 °C-25 °C. 3a na s pecycnengupare, MpeBbPTETE €HEPrHYHO CIIPHHLOBKATA MEXKIY
IIAHHTE CH 10 TIO/TyuaBaHe Ha XOMOTSHHa, MBTHA ¢ycneH3us. CycrnieH3usTa tpatpa Nia 6bae

H3XBBDACHA, AKO CLABPKE TOJEMH YACTHIIN KIH arnoMepaTH.

Caen npuroTBsHe Ha CYCIIEH3MATa

Koraro ¢yCcneHsusaTa ce NpHIOTBA ¢ BOAA 32 HIDKESKLHH, KOATO He € O/ia ChXpaHsABaHa B XJIA[WIHHK,
XHMHMHECKaTa M (u3KYecka CTabIIHOCT Ha MPOAYKTA € AoKasa 2a 45 MHHYTH npu 25 °C 1 8 uaca npu
2°C-8°C.

CpoKBT Ha POTHOCT Ha MPUTOTREHH: JIEKAPCTBEH MPOMYKT MOKE Aa € IIPOB/DKH, KATO 32 Pa3TBapsHe
¢€ M3MOJI3Ba oXJafteHa (2 °C no 8 °C) Boma 3a HrkeKuuH. Korato cycneH3MATa ce IpUroTss ¢ Boja 3a
HIKEKLIHM, KOATO € GHIIa ChXpaHABaHa B XIAMWIHAK, XHMAYECKaTa M GH3HYecka cTabiHOCT Ha
NpOIyKTa € Aokasa 3a 32 uaca npu 2 °C ~ 8 °C.

Ot MuKpoOHONOrHYHA INeAHA TOYKA NPUrOTBEHMAT MPOLYKT TPAOBA a ce M3MO/I3Ba BeAHAra. AKO He
€€ H3M10/13Ba BEAHAra, NOTpeOHTENAT caM ONpesiens BpEMETO W YCIOBHATA Ha ChXpaHeHHe NpeTH
ynorpeba, Ho He TpA0Ba ia ro cEXpaHaBa Moeeye 0T 8 yaca npu 2 °C — 8 °C, axo 3a npuroTeaHe Ha
CYCHEH3HATa € H3IIO/I3BAHA HE OXJIaZicHa BOJA 33 HEDKSKI[HH HIH He NoBeve oT 32 yaca, ako 3a
NPUrOTBAHE HA CYCIIEH3HsTa € W3no3sana oxuazeHa (2 °C — 8 °C) Bona 3a HHXKEKLMH,

Tlpenn npunaraneTo IeJTHATA ¢ NPUTOTBEHATA CYCIICH3MA CPHHLOBKA TPsAGBA 1a Ce OCTABH 34 He
noseue oT 30 MHHYTH, 3a fa JOCTHIHE TeMmnepaTtypa oT okono 20 °C-25 °C. Ako ca MHHAMH HOBEYE OT
30 MHHYTH, cycnieH3HATa TpsaOBa aa OBAE H3XBEpPICHA 10 CHOTBETCH HAYHH H 1a C€ NPUTOTBY HOBA
J03a.

H3uucngpane Ha HHIHWBHNYATHH JO3H

O611aTa J03a crope] TeNeCHATa MOBBPXHOCT MOXKE A4 Ce H3YHCITH T10 CIeJHHS HaUHH:
O61ma no3a (mg) = Jo3a (mg/m?) X TenecHa NopbpXHOCT (mM?)

Crenpamata Tabnana NpeacTasIsBa caMo NPHMED 32 TOBA KaK Ja GbJAT HITHCIEHH HHIMBHIYATIHATE
103K a3alMTHAMH Ha 6a3aTa Ha cpe/IHATA CTOMHOCT 32 TEECHATA OBBPXHOCT ot 1,8 m2.

Hoza mg/m? (% O01a no3a Ha bazata Bpoii Heobxomumu O6u Heobxonum obeM
om Ha TerecHa dakoHu Ha OPUTOTBEHATA
npenopLYEaRaMa HOBEPXHOCT OT 1.8 m? CYCIICHIHA

Hauanmna 003a)

75 mg/m? (100 %) 135 mg 2 gnakona 5,4 ml

37,5 mg/m? (50 %) 67,5 mg 1 pnaxon 2,7 mi

25 mg/m? (33 %) 45 mg 1 ¢pnaxon 1,8 ml

Hauny Ha npuiokeHne
He ¢punrpysaiite cycnieHsnaTa ciieql pasrsapsse.

Cnen pasteapane Asauntuaun ®apMacalibHe Tpabsa ga ce HHKEKTHpA TIOIKMKHO (BLBEAETE n;*__,a.m
noA e 0T 43-90°) ¢ urna 25-G B MHUIIHHIIATA, 6eIpOTO WIH KOpeMa.

HMo3n, no-ro;iemMn ot 4 ml, Tpadea A2 6LAAT HHKEKTHPAHH HA ABE PANTHYHE MeCTS

‘
]
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MecTara Ha HHXKEKTHpaHe TpsaGsa 1a ce penyBar. CreapalllHTe HIDKEKLHH TPAOBa fa Ce MPaBAT Ha
noHe 2,5 ¢m oT MACTOTO HA TIOCTABAHE Ha IPEAULIHATE W HHKOTA B 00N2CTH, KOMTO ¢3 TyBRCTBHTE/IHM,
C KPBBOHACKaHHA, 3a4ePBEHH WIH YIUTHTHCHH.

HeH3non3ganmaT NEKApCTBEH MPOAYKT WIIH OTIMATbYHHTE MATEPHAIIM OT HEro TpA(Ba a ce U3XBBP/IAT
B CBOTBETCTBHE C MECTHUTE M3HCKBAHHIL.




