JIucroBka: HEPOPMANHA 32 HAUHEHTA

AzauuTuans MCH 25 mg/ml npax 3a HHXeKUHOHHA CYCTEH3IHA
Azacitidine MSN 25 mg/ml powder for suspension for injection

Azauutuany (Azacitidine)

IIpouereTe BHHMATENHO UANATA JIHCTOBKA, IPEAM X3 3ano4YHeTe AA MPHEMATe TOBA /1IEKAPCTBO,

Thil KaTO TH CbALPKA BaKHA 32 Bac nndopmauns,

- 3anazeTe Tasu JIMCTOBKA. Moxe aa ce HAOXH /13 1 MPOYETETE OTHOBO.

- AKO W¥MaTe HAKAKBH JONMBAHWTENHH BBIPOCH, NoNuTalite Bawua nekap, dapmauesT uiu
MeJHLHHCKa CecTpa.

- AKO MNOMy4HTe HAKAKBM HEKENAHW peakuMH, yBeaoMeTe Bawwua nekap, dapMmauesT HIH
MeIHUHHCKa cecTpa. ToBa BKAKOYBA M BCHYKH BH3MOKHH HEXKENAHH peakLMH, HEOMHCAHH B Ta3H
JUCTORKA. BuxTe Touka 4.

KakBo chabpka Ta3n ANCTORKA U3MbAHUTERHA ATEHUMA NO NEKAPCTBATA
flucmoBra - Mouroxente 2

1. Kakso npeacrarnaea Azauutigun MCH u 3a kakeo ce nsﬂo.nasa
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1. Kaxso npeacraBnaBa Azanutaann MCH n 3a kakeo ce n3n0/13Ba

Kakso npeacraensea Azauutiand MCH
Asauntuand MCH e npoTHBOPaKORO cpeacTBO, KOSTO NPHHAANEKH KbM IPyna JICKapeTsa, HapeyeHH
waHTuMeTabonuTr”, Asauntuand MCH cbhaspxka akKTHBHOTO BEWLECTBO ,,a33LIHTHAHH .

3a xakBO ce H3MoOI3Ba Azauutuamd MCH

Azauutuand MCH ce nanonssa MPH BE3paCcTHH NALMEHTH, KOHTO HE MOTaT Ja HMaT TPaHCIMAHTalUMs
HA CTBONMOBH KMCTKH 3a JICYCHHE Ha!

. MHEJOAHCTLUIACTHYHH CHHAPOMH ¢ BHCOK puck (MDS);
. XPOHHYHA MHEIIOMOHOUMTHA fAeekemus (CMMLY);
. OCTpa MHeNnouaHa neskeMua (AML).

Tora ca 3abonseaHus, KOWTO 3aCAraT KOCTHHA MO3bK M MOFaT A3 MPHYHHAT npobnaemy ¢
NPOH3BEHKIAHETO HA HOPMATHH KPbBHY KNETKH.

Kak neiicrea Azanutnaun MCH
Azauntuaue MCH peiicrsa kaTo npenoTspatsiea pacTexka Ha pakosnTe knetku. Azaunriani MCH ce
BIJIIOYBA B TFEGHETHYHMS MaTepHan Ha kietkure (pubonyknenHoea kncennna (PHK) w»
aezoxcrupuboHyknennosa kucenuna (JJHK)). CmaTa ce, ye neiicTBHETO MY CE M3pa3dBa B MpOMAHA Ha
Ha4YHHa, NO KOHTO KNETKHTE AKTHBHPAT M J[AE3aKTHBHpAT FEHHTE, a CBIIO M 4Ype3 Hameca B
npon3sofcTsoTo Ha Hoeu PHK u JIHK. Cwmarta ce, ue Tesu aeiicTsua kopurupar npobaemure ¢
yapaBaHETO M pacTeka Ha MIAAM KPbBHU KJIETKH B KOCTHMA MO3bK, KOWTO NpUYHHABAT
MHENOAHCNNTACTHYHH HAapYLIEHHS, XaKTO W YOHBAT PakOBHTE KJICTKH NPH NEBKEMHA.

lNosopere ¢ Bawiua nexkap niu MEAHLIHHCKA CeCTpa, aKO MMaTe HAKAaKBH BBLIPOCH 33 TO
Aszauntuand MCH wnu 3amo Bu e npeanucaHo ToBa NeKapeTBO.




2.  Kaxso Tps0na 1a 3naere, upeau aa npsemere Azaunruans MCH

He n3nonssaiite Azsauntuann MCH

’ 8KO CTe ANePrHYHH KbM a3alMTHAHH WIH KbM HAKOA OT OCTAHAIINTE ChCTABKH HA TOBa NEKapCTRO
{u3bpoeHu B Touka 6);

. aKo MMaTe HanpeaHan yepHoApobew pak;

. KO0 KLPMHTE.

Ipeaynpexaenns H NpeaAnasHu MEPKR

['oBopere ¢ Bawnsa nexap, hapMaUueBT HIW MEAMLMHCKA CeCTpa, NPEan Aa M3MOA3BaTe AIaUWTHAMH
MCH:

. aKo uMarte HamaneH Opoi TPOMBOUNTH, YepBeHH WK GenH KPLBHH KNETKY,

. ako #mare 6u6peuno 3abonasane;

. 8KO0 MMaTe YepHoapoOHo 3abonasane;

. KO MMATE HAM HAKOTa CTE HMaNH ChbpievyHo 3abonasaHe WIH HMHbApKT WAH aHaMHe3a 3a

GenoapobHo 3abonasane.

KpbBHO Hacnenraxe
Llle Bn 68T NMpaBeRH KpbBHH HICACABAHHA MPEAH 33NIO4BANE HA NEYLHHETO ¢ A3auuTHaMH MCH 1 B

Ha4anoTo HAa BCEKH NEPHOA Ha NeueHHe (HapeveH “uHkba”), ToBa ce npaBH ¢ Len Aa ¢¢ MPOBEPH AANH
HMATC NOCTATLYHO KPBEHH KIETKH H AATH YepHUAT Apob u 6s6peunTe Bu paGoTtar Hopmanno.,

Jena u wHomn
Asauutuaun MCH He ce npenopsbusa 3a ynotpe6a npH Jeua 1 1oHowu nox |1 8-roamurHa Be3pacr.

Apyra aexkapersa u1 Azanntuann MCH

Tpsabsa na kaxete Ha Bawmus nexap win dapMalieBT, ako H3MOJI3BATE, HACKOPO CTE M3MO/3BANM WK €
BB3MOXHO J1a H3MOJIABATE APYIH JIEKAPCTEA.

Tosa ce nanara nopaan Br3MoxHocTTa Azaunteavd MCH za rnopnnse Ha HauvHa, N0 KOHTO HAKOM
nekaperBa AeHcrsaT. ChUIO TaKa € BB3MOXHO W JPYTH JIEKApCTBA Ja NOBJIMAAT NSHCTBHETO Ha
Azauutaans MCH.

Bpemennoct, kbpmene u gepTRANTET

bBpemenHocT
Axo cTe OpeMEHHa HITH KBPMHTE, CMATaTe, Ye MOXKeE 2 cTe HpemMeHHa WK niaHdapaTe GpeMEHHOCT,
nockBeTBaiTe ce ¢ Baums nekap win gapmauest npeaH ynotpebara Ha TORa TEKapCTBO.

He TpaGea aa usnonssate Asauutnans MCH no speme Ha GpeMeHHOCT, Thil KATO MOXE /12 € BPE/IHO 33
bebero. HanonzeaiiTe eexTHBEH METOA Ha KOHTPALEMUMA NIO BPEME Ha NIEUCHHETO U 0 3 Mecela cnen
Toea, HeszabasHo yeeaomere Bamus nekap, ako 3a6pemeticere no BpeMe Ha e4eHHETO.

Kbpmere
He Tpabea na kbpMuTe, korato uznonssare Asauutuaus MCH. He e u3BecTHO Aanu TOBa NeKapcTBo
nNpeMHHapa B KbpMaTa.

DepTunuTeT
Muxere He TpsaGBa Aa 3aueBaT neTe, AOKaTO ca Ha Aeuenne ¢ Aszaumruaun MCH. Hinonaeaiite
SEKTHBEH METO/l HA KOHTPALEIUMA M0 BPEME Ha JIGYEHHETO C TOBA JIEKAPCTBO H A0 3 Meceua cnel

TOBA. P
i g

KoHcynrupaiite ce ¢ Bawnsa nekap, ako uckate na koHcepeupare Bawa cnepm7
)

TOBA AcYyeHHe.



[odupane u paGora ¢ MamnHn

He wodmpaiite u ne paGoTete ¢ uHcTpyMenTd U MamnHu, ako MOYYBCTBATE HeKelaHW peakuUHM KaTo
yMmopa.

3. Kaxk aa uznonseare Asaunrugan MCH

Bunaru npuemaiite ToBa fiekapcTrO TOUHO kakTo BH e kasan BawwusT Jekap WK papmauerT. AKo He
CTE CHIryPHH B Helllo, nonutaiite Bawna nexkap unu gapmauesr.

llpenu na Bu pane Asaumruzun MCH, Bammar Jekap wie BH nane v pyro fNekapcTeo, 3a na
MpeaOTBPATH rajeHe H NOBPBUIAHE B HAYANOTO HA BCEKH LHHKBJ Ha NeHECHHE.

[IpenopvunTennara nosa e:

. Ipenopbuntennara nosa e 75 mg/m? renecua nosbpxuoct. Bamnsr Jekap we onpeaeny Bawara
A03a OT TORA JIEKAPCTBO B 3aBUCHMOCT 0T 0611070 BU cheToAHuMe, pheTa M Terioto Bu. BawwsT
JieKap we nposepABa vanpeabka BW n Moxe 1a NpoMeHu a03aTa, ako € HeoOX0aHMO.

. Asauntanns MCH ce npunara 8ceku fieH B NPOXE/DKEHHE HA €4HA CEAMMLA, MOCHEABAHA T
MEPHUOA Ha NOYHBKA C NPOAB/LKHTENHOCT 3 cenMuuy. To3n “UMKEN Ha NedeHue” we ce noBTapsa
Ha BcekH 4 cenmuuu. Q6HKHOBEHO Wie Bu Guaat MPHJIOKEHH NMOHE 6 UMKBIIA HA NIEYEHHE,

Toea nexapcrso we Bu 6hae npunaraHo kato MHXEKUHA NOA KOXKATA (MOJKONHO) OT NEKap WM
MEAHUMHCKA cecTpa. Mikekuusta mMome 1a ce nocrasM Noa koxarta Ha GeapoTo, KOpemMa HiM
MHLIHHLATA.

AKO MMaTe HAKAKBH AOMLAHHTENHH BBLIPOCH, CELP3aHH ¢ yNoTpebaTa Ha ToBa NEKapcTBO, NONHTaliTe
Bamus nexap, dapmauerT win meanumucka cectpa.

4.  Bu3IMOKHNH HEXKeJIAHH peaKIHH

KakTo BCHukH JICKApCTRA, TOBA NIEKAPCTBO MOKE Ja MpENU3BHKA HEXENaHH peaklUMH, BBIIPEKH Y€ He
BCCKH I'H DONTyYyaBsa.

HezabagHo yeenomere Bawns nexap, ako 3a6enexure HAKOS OT CleAHHTE HeXeNaHH peaKLHH
npH Bac:

. CuuaugocT, Tpenepene, sKLITEHHNA, MOAYBAHE HA KOPEMA i JiecHO 00pazyBaHe HA CHHUHMN.
ToBa Moxe na ca CHMOTOMH Ha YepHOAPOOHA HEOOCTATRHHOCT W MOKe Ja ca
XXHBOTO3aCTpaLLABALLY,

. OTHuane wa Kpakava W cThDanaTa, 6oaxa B rbpba, HaMaleHo YpPHHHpaHe, YBE/AHYEHA

KAXA, yCKOPEH MYJC, CBETOBLPTEXK H rajicHe, NOBPbINAKE HAH HAMAJICH ANETHT N HYBCTBO
Ha o0hpksawe, GesnokoicTBo naw ymopa. Tosa MoXe 2 ca CHMNTOMH Ha GhOpeuMa
HEJI0CTAaTBYHOCT K MOXKE Na €4 XHBOTORACTPALIABAILIH.

. Hosumena Temneparypa. Tosa 61 MOr0 A2 Ce AWLKH HA MHOEKIHA B PE3YATAT HA NOHHKEHUS
Opoii Ha GenuTe KPLBHA KNETKH, KOSTO MOXE J1a € JKMBOTO3aCTPALIABALLO.

. Bojika B repante nau 3anyx, koito Moxe aa e OpHAPYXEeH 0T NOBHLICHA TeMAEpaTypa.
ToBa moxe Aa ce AIKH Ha HHdeEKLMA Ha GeHTe APpoGoBe, HAPEUeHa "MTHEBMOHHA" U MOXKE 14 €
’HBOTO3aCTpALIABALID,

. Kupsene. Hanpumep kphb B Hanpaxuennsta B pesy/ITaT Ha KbpBEHE OT CTOMAXA MAH yepBaTa
MM KPLBOW3/HB B ITaBaTa. ToBa MOje a ca CHMITTOMM Ha HUCHK Gpoil TPOMOOLMTH B KPbBTa.

. 3aTpyaneno AMuIaHe, noayBaHe HA YCTHHTE, cbplexx nan obpus. ToBa Moxe J 79

anepriryHa peakUHA (PeakuHa Ha CBPEXHYBCTBHTEIHOCT).



Hpveu nexcenanu peaxyuu exniovsam;

Mnozo wecmu nexcenanu peaxyuu (moxce da 3acezram noseve om 1 na 10 dyuw)

Hamanen Gpoii yepBeHu kpuBuK KneTkH (aHeMus), BbaMOXHO € a uyscTBaTe ymMopa M Aa cre
bnean.

Hamanen 6poit 6eny kpbBHY KiieTku, Topa MoXe Aa ¢ CHIPOBOKAA OT NIOBHIIEHA TEMIIEPATYpA.
Cbuio Taka e Bb3MOXHO A4 CTe NO-NOJATIHBH KbM HHBEKLMH.

Huchk 6po#i  TpomGouwtn (tpomGoumtoneHus). [lo-mogaTnvBH CTe€ KBM KbpBEHE U
KpPBBOHACAJAHHS,

3anex, AMapus, raJeHe, NOBPbLILAHE;

[THesMonus;

bonka B repawTe, 3a0yx;

Y¥mopa,

Peakunsa Ha MACTOTO Ha HMIDKEKTHpaHe, BKIIOYBALLG 3a4epBABaHe, GoNka WK KOXHa Peakumns;
3ary0a Ha anerHT;

Bonku B cTaeuTe;

KprpeOHACAAaHe;

O6pus;

YepseHn HAHM NWIABH METHA NO Koxara Bu;

bonka B kopema (kopeMHa Gonka);

Crpbex;

[NosneHa Temnepatypa;

Bb3naneHne Ha HOCA W MbPIOTO;

3amasHocCT;

I'nasobonue;

[Ipo6nemu che crHe (BescbHue);

KpreroTeueHue ot Hoca {enHcTakcuc);

Bonky B MyckynuTe;

Cnabocr (acTeHna),

3aryba Ha Terno;

TToHHXKEHO HUBO Ha KANKMA B KPBLBTA.

Hecmu nexcenanu peaxuuu (moxce oa 3aceznam do 1 na 10 dyuu)

Knpsene B rnaeara Bu; _
BakrepuanHa uHdekuua Ha kpbbTa (cencuc). Tosa MOxke Aa ce aAbxM HA Hamanenus Gpoi Ha
GenuTe KPEBHH KIETKH B KpbBTa Bu.

KocTtHoMo3b4Ha HenocTaThyHOcT. ToBa MOXe N3 nOBeAe AC HamaneH Opoi Ha HEpBEHHTE W
Genute KPBLBHH KNETKH K Ha TpomGounTuTe.

Bua anemus, npu kosTo GposT na yepseHuTe W Genure KPbBHU KIETKH M Ha TpomGouuTHTe €
HaMaJieH;

Hndexums na ypunara;

BupycHa HHEKLHA, NpUYHHABALLA Xepnec;

KbpBeHe OT BEHLMTE, KbpBEHE OT CTOMAXa MM YepBaTa, KbPBEHE OT aHyca, ALLKALLO Ce Ha
XeMOpPOKAH (XEMOPOHAANHO KbpPBEHE), KbPBEHE B OKOTO, KbpBEHE NoA koxkata Bu unn B camara
KoXa (xemMaToM);

Kpbe B ypHuara;

5I3BH Mo ycTaTa M e3uKa;

[lpoMeHu Ha KokaTa Ha MACTOTO Ha HHkekTdpaHe. Te pixmoupar noaysaHe, Oyuka,
KpbBOHACANAHE, KbPBEHE B caMaTa Koxka (xeMaToM), oOpuB, chpbek W MPOMEHH B LIBETa Ha
KOXKaTa, o —
3auepeaBaHe Ha KOXara;

Hadekuus Ha koxkata (uenynur);

Hudekups Ha HOCa W CLPNOTO HIM BL3NAJIEHO MBPAO;

Xpema WM Bb3NANEHHE HA HOCA MITH CHHYCHTE (CHHY3HT),

[MoBHIIEHO MM NOHIKEHO KPBBHO HaNAraHe (XMIIEPTOHUS KM XHIIOTOHHA);
3anyx npH gBHKEHHE;




. Bonka B repflOTO U rPBKIAHA;

. Jlowo xpaHocMHnane;

. Jleraprus;

. 06110 HepaA3NIOAOXKEHHE;

. BeanokoiicTso;

. O6bpkaHocT;

. OnajnaHe Ha KOcaTa;

. BrOpeuHa HeA0CTaTRUHOCT;

. Hexuaparauns.

. Bsn nanen no esuka, BbTpewiHaTa crpaHa Ha Oy3uTe W nouakora no HeGLUETO, BEHUHTE W

cnusuLMTe (rb6MuHA WHGEKLUS B yCTHATa KYXHHA),
. [Mpunanane;

' Cnaa B KpEBHOTO HaNATaHE NPH HU3NPaBAHE (OPTOCTATHUHA XHIIOTOHHS ), BOAELL A0 CBETOBBPTEXK
MpH NPeMHHABaHe B M3NPaBEHO HIIH CEAHANO0 MONOKEHHE,

. CBHEHOCT, CHHAUBOCT {COMHONIEHTHOCT);

. Kvpeene nopaau kateTnp;

. 3abonspane, 3acarauio Ae6en0TO UepBo, KOETO MOXE [ A0BEAE A0 TPECKa, MOBpbLIAHE H GONKH
B KopeMa (JIHBEPTHKY/IHT);

. TeunocT okono Genure apoGose (NnespaneH HANUBY;

. Tpenepene (cTyaeH TPBIKH),

. MyckynHu cna3mu;

’ Haawurnar copbau oSpue no koxara (ypTuxapus);

. CuhupaHe Ha TEYHOCT 0KONO CHPLETO (NepHKapAHanHa edy3us).

Heuecmu nescenanu peaxuuu (moxce 6a zaceznam oo 1 na 100 Oyuu)

. Aneprudna peakuus (peakuHs Ha CEPbXYYBCTBHTEAHOCT);

. Tpenepene;

. UepHoapobHa HeJoCTaTBUHOCT;

. [onemu, ¢ UBAT Ha clKBa, MOBAMrHaTK GONRE3HEHH NETHA MO KOXKATA ¢ TEMNEPATYPA;
. bonesneno palfipgBaHe Ha KOXKATa (raHrPeHO3HA MTHOAEPMHS);

. Brananenne Ha oGBHBKATA HA CHPLETO (NEPHKAPINUT),

Peaxn nexenann peaxnuu (Moxe aa 3acerHar 1o | Ha 1000 aywin)

. Cyxa kauutiua;
. besGonesren oTok Ha BLpXa Ha NpreTHTe (aehopmauns);
. Tymop-nu3uc cCHHAPOM — MeTAbONNTHH YCIO0XKHEHHA, KOMTO MOTAT Aa HACTLMAT NO BPEME Ha

NIEUEHUETO Ha paK M NnoHakora AopH §e3 eueHue, Tesn yenoxKHeHHS ce NPUYHHABAT OT NpoayKTa
HA YMHDRIIHUTE PAKOBH KJIETKH H MOTAT Ja BKJIOYBAT CAEAHOTO: NMPOMEHH B OHOXHMHMYHHTE
NoKa3aTeNH Ha KpbBTa; BHCOKO HUBO Ha Kanuii, ¢pocdop, MHKOYHA KHCENHHA B HHCKO HHMBO Ha
KanUHii, KOUTO B NOCNEACTBHE BOAAT AC NPOMEHH B GubpeuHaTa GyHkums, copuebHeHe, rbpUuose
H MOHAKOra CMBT.

C HenasecTHA weCTOT2 (OT HATHYHHTE AaHHU HE MOXKE /a ObJie HANpaBeHa OLIeHKa)

. Mndexuna Ha aunGokHTe Cnoebe Ha KokaTa, KOATO C€ pa3npocTpaHasa Obp30, YBpexaadku
KOXKATA W MEKHTE TBKAHH, KOETO MOXKe Ja Obae >KHBOTO3acTpalnaBalllo (HEKPOTH3HpaLl
thacummr).

CrofmaBane Ha HEXKETAHN peaKUU
AKO moNyuHTe HAKAKBY HEMENAHH JIEKAPCTBEHY peakumn, yseaomete Bawns nexap wim dapmauesr.
ToBa BKIIOYBA BCHYKH BL3IMOMKHH HEOTIHCAHH B TA3H JIMCTOBKA HEXENIAHHW peakuni. Moxere CBUIO Aa
¢bO0LINTE HEXKENAHH PEAKLIMH JHPEKTHO Ype3 HALIMOHAIHATA CHCTEMA 38 ChobLuaBane:
HManbauutenta areHUMA No NeKapcTBaTa
ya, Jaman I'pyes” No §

1303 Cogus

Ten.:+359 2 8903417

yeGcaiit: www.bda.bg




Kato cbofinasaTe HexXenaHH peakUWH, MOXETe Aa JAafeTe CBOA MPHHOC 32 MONyYaBaHe Ha MOBEvE
HH$opMaLMa oTHOCHO 6€30NacHOCTTa Ha TOBa IEKAPCTBO.

5. Kak xa coxpansBaTe Asauuruans MCH
Ja ce cbxpaHaBa Ha MSCTO, HEZOCTRITHO 3a Aeua.

He w3nonssaiite ToBa NEKapcTBO CNGA CPOKA HA MOAHOCT, OTGENI3aH BLPXY €THKETA Ha (DRakoHa
KapToHeHata onakoBka. CpoK®T Ha NOQHOCT OTrOBapsa Ha MOCNEAHHA ACH OT NOCOYEHHA MECEL.

Bamwuar nexap, papMauesT Hian MEANLIMHCKA CECTPA Ca OTrOBOPHY 33 CHXPAHEHHETO HA A3aUWTHIHH
MCH. Couio Taka, Te ¢a OTTOBOPHH 2a MPaBHIHOTO MPUTOTBAHE M M3XBBLPIAHE HA HEH3MO3BaHHS
Asawrrnaus MCH.

3a HEOTBOPCHHTE d)J'IaKOHl'i € TOBa NICKAPCTBO HAMA CNICLMATHH YCIIOBHA Ha CBXPaHCHHE.

Koezamo ce usnonsea eednaza
Cnepn kato 6bae NPUroTEEHA, CycneH3NATa TpsGRa 4a ce NPUIOKH B paMkuTe Ha 60 MHHYTH.

Kozamo ce uznonzeq no-xsxcro

Axo cycnensusta AsauntuanH MCH ce npuroTea ¢ HeoxnafeHa BOJa 33 WHMEKLHMH, CYCTICH3INATA
TpabBa na ce nocTaBH B xnaannHuka (2°C — 8°C) BegHara cien NpUroTBSAHETO W Aa C& ChXpaHABa
OXJIAZICHA 32 MaKCHMYM 24 yaca.

Ako cycnensusta AzauntuanH MCH ce npurorsa ¢ oxnaseHa Boaa 3a wHxkekunu (2°C — 8°C),
cycneHsuaTa Tpabsa na ¢ce noctaBu B XnaaunHuka (2°C - 8°C) BeaHara cnea NpUroTBAHETO M Aa CE
CbXPaHABa OXJIaZleHa 32 MaKCUMYM 36 4aca, KoraTo ce chxparasa BbB (pnakon Wi 30 4aca, koraTo ce
CbXPaHABA BhE CNPHHLIOBKA,

Cycnensusra TpaGea na 6ae ocrabeHa Ha craitna Temneparypa (20 - 25°C) B npoarmkenne Ha 10 30
MBHYTH NPeaH MpHI0KeHue,

[1pu HanWyre Ha YacTHUH cycneH3uATa TPadea Aa ObMie H3XBbpJCHA.

6. CoanpkanHe HA ONAKOBKATA H JONBAHHTENHA KHOPMALN

Kakso ceanpxka Azaunrnann MCH

. AKTHBHOTO BeliecTBO € asauMTHauH. Eawn dnakon ceavpxka 100 mg asauntuaun. Cnen
pasrTeapsaHe ¢ 4 m! BoAa 3a MHKEKLMH MPHIOTEEHATA CYCNEH3UA Chabpika 25 mg/m1 asaunTyaus.

. Jpyrara cherarka € manuton (E421).

Kaxk nzraexaa Asauntiaun MCH n kakBo cbanLpika onakosKaTa

Asauptuann MCH npencraensea 6sn npax 3a MHKEKUMOHHA cycneHua W ce npeanara B 30 ml
npo3payeH crbinied Gnakon tHn I, chanpxaw 100 mg azauuruanH. daakonuTe morat aa Obaart
NOCTaBEHH B MPEANA3HTEN 33 (MIAKOH OT MONHNPONMWICH, ako ¢ Heobxonnmo, WK Morat Aa 6uaar
AHPEKTHO OMAKOBaHH B YMCTa KapTOHeHa kyTus. Beska onakoska chakpxka | dnaxon.

IpuTexaren na paspellleHHeTo 3a ynorpeba
STADA Arzneimitte! AG

Stadastrasse 2-18,

61118 Bad Viibel

Iepmanus

IpowssoonTen
Pharmadox Healthcare Ltd
KW20A Kordin Industrial Park,




Pacla, PLA3000,
Manta

IlaTa HA NOCIeAHO npepa3riexJane Ha JTUCTOBKATA

04/2021

To3u nekapeteen npoaykt e paspewen B EC non cneanure vMena:
bwarapua — Azacitidine MSN 25 mg/ml npax 3a uHMeKLHOHHA CycneH3ns
Yexus - Azacitidine MSN

Yurapus - Azacitidine MSN 25mg/ml por szuszpenzids injekcichoz
Xonatnus - Azacitidine MSN 25 mg/ml poeder voor suspensie voor injectie
Ionua - Azacitidine MSN

Pymbuus — Azacitadind MSN 25 mg/ml pulbere pentru suspensie injectabila

Cnosakus - Azacitidine MSN 25 mg/ml praSok na injekéni suspenziu




Mocouenara no-aony mugopmanns e npeanasHatena camo 32 MEANIHHCKH CHOLHATHCTH:

Ilpenopnku 3a Gesonacua pabota

Asauntnaun MCH e umMToTOKCH4eH fiekapcrTeH NPOAYKT W NOAoOHO Ha APYrH NOTEHUWATHO
UMTOTOKCHYHN CHCTABKM & HEoOXORMMO BHUMAHHE TIpH paoTaTa W MPHIrOTBAHETO HA CYCMEH3HATA
A3ALMTHINH.

Tpatea na ce npunarar npouexypwTe 3a npaskiHa paboTa H M3XBBP/ISHE HA AHTHTYMOPHH IEKAPCTBEHH
NPOAYKTH.

Ipn KOHTAKT Ha NPHrOTBEHMS a3ALMTHIANN ¢ KOXKaTa He3aBaBHO HIMHITe OGHIHO ¢ BoAa M canyH. [Ipu
KOHTaKT € JINFABULIMTE H3MIaKHeTe OOMIHO ¢ BOaa.

HecuemecTumocTu
To3n nexapcrBen npogykT He Tps6ea fa ce cMecsa ¢ Apyru JIEKapCTBEHH MPOAYKTH, ¢ H3KMIOUYEHHE Ha
nocouenuTe no-nony (Bxk. “Ilpouenypa sa npuroreane”).

Ipouenypa 3a npuroresse

Asauuruans MCH Tpa6ea na ce pastsaps ¢ Bona 3a HrkekuuH, CPOKBT HA FOZHOCT HA MPHFOTECHHA
AICKapCTEEH MPOAYKT MOXE [a Ce MPOAL/LKH, KAaTo 3a pasTBapaHe ce Minonssa oxnaaena (2°C xo 8°C)
BOAA 32 HHKEKUMH. [lo-aomy ca naneny noapoSHOCTH 32 CHXPAHEHHETO Ha IPHTOTBEHHA NPOAYKT.

1. HeobxoanMu ca cneaHute koHcyMatusm:
DrnakoH(K) asauWTHAMH; GNakoH(M) BOAA 32 WHKEKLHH, HECTEPHIHH XHPYPTHYHH PhKABHLM,
HANOCHH CHC CIMPT NaMyueTa; HHKEKUHOHHA CIPUHLIOBKA(H) oT 5 m1 ¢ urna(m).

2. Hsrernere 4 ml Boaa 3a MHkekuwu B CMPHHUOBKATA, KATO M3rOHWTE BCHUKHA BB3AYX OT
CTIPHHLIOBKATA.,

3. BrBeaere Wrnata Ha CNpHHUOBKATA, CEABPKAlIA 4 Wl BOAA 33 WHIKEKLIMH, npe3 ryMeHara
anywanka Ha ¢uiakoHa ¢ a3aUMTHAMH W GaBHO WHXKCKTUPAHTE BOAATA 33 MIXKEKLUMM BbE
tnakoHa.

4, Cnen KaTo OTCTpaHHTE CNPHHLOBKATA H UMIATA, PA3KIaTETe e€HepruuHo GAakoHa A0 NonyYapaHe

HAa XOMOTeHHA MbTHA CycneHsna. Cren pasTBAPAHETO BCEKH MWIIMIMTLP OT CYCHEH3MATA Lue
ChIBPKA 25 mg asaunTuauH (100 mg/4 ml). [IpHroTBEHHAT NPOAYKT NPEACTABNSBA XOMOIeHHa,
MbTHa cycneusus, Oe3 arnomepary., Cycnensnara Tpabea na Gbhae HIXBbpReHa, ako ChALPKA
FofeMu YacTHUW wid arnoMepatd. He duarpysaiite cvenensnara caen pazreapape, Thil kato
TOBA MOE /12 OTCTPaHH AKTHBHOTO BeutecTsO. Tpabpa f1a ce MMa NpeIBKHA. Ye B HAKOH aNanTopH,
UIJIH H 3aTBOPEHH CHCTEMH MOJKE Na Ma GUITpH. CReAoBaTETHO TAKHBA CHCTEMH He Tpabaa ga
C€ U3MON3BAT 33 NPUIATAHE HA NICKAPCTRSHUS MPOAVKT CAEA pa3TBapsaHe.

5. Mouncrere rymenara sanywanka u npoGoaete ¢ HOBa Hria M crnpuHuoBka aakoHa. O8npuere
QiiakoHa € IBHOTO HATOpe M Ce YBEpeTe, Y€ BBPXBT HA MIMIATA € N0J HUEOTO HA TEMHOCTTA.
Hznnpnatite GyTanoTo W u3TerneTe KoNMYECTBOTO OT AEKAPCTBEHHA NPOAYKT, HY>KHO 33 TOYHATA
7033, KAaTO WIrOHUTE BCHYKHA BB3AYX OT CMpHHUOBKATa, OTCTpaHeTe HrnaTa/CpUHLOBKATA OT
¢naxona W U3xsBPAETE WrNaTa.

6. BaemeTe HOBa HIia 33 NOAKOKHH HHIKEKLIMH {npenopwuea ce 25-G) u 1 3akpenere cTaGiino Ha
cnpriuoskara. He Tpsafea na ce npokapea pasTeop no ursata npefy WHKEKTHPAHETO, 33 Aa ce
HaMay YECTOTaTa HA PEAKLMUTE HA MACTOTO Ha HHXXEKTHpaHE.

7. Korarto e HeoGx011M noBeye or equH tnakoH, noBTOpeTE BCHIKH H3GPOEHH NO-rOPe CTHIKH 3a
NPUrOTBAKE HA CyCMEH3UATA. 34 I03H, H3HCKBALIM NOBEYE OT eAMH (nakoH, Ao3aTa TpaGea ja ce
pasiend ropasHo, Hanp. ao3a 150 mg = 6 ml, 2 cnprHUOBKYM ¢ o 3 M] BLB BCAKA CNIPHHHOBKA.
Iopanu 3agbpikaHe BbB (IakoHA U HINATa MOXE Aa HE € BL3MOKHO A C& M3TEMIH UANOTO
KO/TMYECTRO CYCMEH3HUA OT dnaKkoHa. et

8. CbabpKaHHMeTO Ha CNpUHLOBKATA C fo3aTa TpaGea Aa Gbae PECYCNEHANPAHO HED
npedk npunaraiero. TemnepatypaTa Ha CycneH3HATa B MOMEHTA HA HHXEKTURIfIE
¢ okoto 20°C - 25°C. 3a aa 7 pecycnenanpaTe, NPERLPTETE EHEPrHHHO cpy

H3XBBPICHA, KO CHALPXKA FONSMH YACTHLUH HIH ArNOMEDATH.




CEXpaHEHHE HA IPUFOTBCHHS NPQAYKT

3aq nenocpedcmeena ynompeba
Cycnensusta Asauutuaun MCH MoXe na ce NPHMroTBS HEMOCPEACTREHO NpEaH ynorpeba W

MPHIOTBEHATA CyCNeH3us TpAOBA 1a ce NPUIOHH B paMKHTE HA 60 MUHYTH. AKO Ca MUHAJIH NOBEYE OT

60 MMHYTH, NPHrOTBEHaTa CycrieH3ua TpAGBa Na Gbae M3XBBPcHA MO ChOTBETEH HAauMH W 1a ce
MPUrOoTBH HORA A034.

3a no-xveHa vnompeba

Koraro ce pa3Teaps ¢ Bo/ia 3a HHXEKLMH, KOSTO HE € OXJlajieHa, NPHIOTBEHATA CycrieHaus Tpabea na ce
nocraed B XnaaunHuk (2°C no 8°C) HenocpeacTBeHO ciiel pasTBapAHETO M N3 Ceé CbXPaHaRa B
XNAJIHIHKK 38 MAKCHMYM 24 Haca. AKO € NpecTosna B XJaJWIHHKa TI0BeYe oT 24 yaca, cycneH3usTa
Tpabea 1a 6be HIXBLPEHA N0 ChOTBETEH Ha4MH U A2 ¢ NPHTOTEH HOBA 1034,

Koraro ce pasteaps ¢ oxnanena (2°C ao 8°C) Boaa 3a HHXEKUMH, NPHIOTBEHATa cycnen3us Tpatsa na
ce nocTasy B xnanunHuk (2°C a0 8°C) seanara ciien pa3TBapsHETO K 1a CE CHXPaHABA B XJIATHIHUK 33
MaKCHMYM 36 4aca, KOraTo ce ChXpaHsBa BLE (iakoH uaH 30 yaca, KOraTo CE ChbXPaHsBa B CIPHHLOBKA.
Ako e npecroana B XIaIHNHKKA NoBeye OT 36 waca, ChbXpauasana suB (nakox uan noseve ot 30 vaca,
CbXpaHABaHA B CTIPHHLIOBKA, CycneH3uATa Tpabea na Objae W3XBupieHa No CLOTBETEH HAYHH W Ja ce
NPUroTEH HOBA J034.

[lpean npunaraHeTo MbAHATa C MPHrOTBEHATa CYCTIEH3Hs CIPHHLIOBKA TPSGEA Ja Ce OCTABU 33 He
noeeve 0T 30 MHHYTH, 32 a JOCTHIHE TeMnepaTypa oT okosio 20°C - 25°C. Ak ca MHHAIH NOBEYE OT

30 MMHYTH, cycnensuaTa TpaGBa na 6bie HIXBBPNEHa NO CHOTBETEH HAUMH W 12 CE NPHUIOTBH HOBA
o34,

H3uucnssane Ha HHAMBUAYAIHH 103H
Ofwara nosa cnopen TesiecHaTa NOBbPXHOCT MOXKE A4 CE H3UMCIIH 110 CNEAHUS HauuH: O6wWwa 103a {mg)

= Jlosa (mg/m?) x Tenecka nosbpxHocT (m?)

Cneznsawara Tabua npeacTaBNsBa CaMO NPUMEP 3a TOBA KAK 3 GBAAT HIUHCIEHH MHAWUBHAYANHUTE
M034 a3aLHTHAKH Ha 6a3aTa Ha CPeAHAaTa CTOMHOCT 3a TeslecHaTa mosbpxHocT oT 1,8 m2,

Io3a mg/m’ O6ma no3a va Gazarta Bpoii HeobxoauMH Q6w Heobxoanm obiem
% om npenopvusarnama | HA TeJlecHa dnakoHu Ha MPHIroTBEHATA
HaYAHa 003q) noebpxuocT ot 1.8 m? CYCNeH3Hs

75 mg/m? (100 %) 135 mg 2 ¢nakoHa 5,4 m

37,5 mg/m* (50 %) 67,5 mg 1 dnakon 2,7 ml

25 mg/m* (33 %) 45 mg 1 dpnakox 1,8 ml

Hauwn Ha npuaoxenne
He ¢unTpysaiite cycneHsuaTa ciea pasteapaue.

Cnen pasteapane Asauuruaus MCH tpafsa na ce HHXKEKTHPA HOJKOAKHO (BLBEAETE MIIATA M0J BFBJ
ot 45-90°) ¢ urna 25-G B MHIIHHUATA, GeApoOTO WITH Kopema.

Hozu, no-ronemu ot 4 ml, TpaGea na GbAT HHKEKTUPAHH Ha ABE PA3THHHK MECTA.

MecTtara Ha urokekTupane TpabBa na ce penysart. CeaABaltMTe HHKEKLMH TpsGBa
2,5 cm OT MACTOTO HA NMOCTAaBAHE HA NPEAMILUHWUTE H HWKOTA B OONACTH, KOWTO
KPbBOHACALAHHSA, 38UEPBEHH HITH YTUTBTHEHM.



Heu3nonsaaunaT nekapcTeeH NPOYKT WK OTNAALYHHTE MATEPUATH OT HErO Tpa0Ba fa ce MIXBBPAST
B ChOTBETCTBHE C MECTHUTE H3UCKBAHHA.
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