INPUJIOKEHMUE 1

KPATKA XAPAKTEPUCTHUKA HA ITIPOJAYKTA



1. HUME HA JIEKAPCTBEHUS TPOAYKT

Abseamed 1 000 1U/0,5 m] uHXEeKIMOHEH pa3TBOP B MPEABAPUTEIHO HAIMBIIHEHA CIIPUHIIOBKA
Abseamed 2 000 [U/1 ml ur>keKIIMOHEH pa3TBOP B MPEIBAPUTEIHO HAIIBIHEHA CIIPHHLIOBKA
Abseamed 3 000 [U/0,3 ml nH>xeKIIOHEH pa3TBOP B MPEIBAPUTETHO HAIIBJIHEHA CIIPHUHLIOBKA
Abseamed 4 000 1U/0,4 ml uHXEKIIMOHEH pa3TBOP B IIPEABAPUTEITHO HAITBITHEHA CIIPUHITOBKA
Abseamed 5 000 1U/0,5 m] uHX)EKIIMOHEH pa3TBOP B MPEABAPUTEIIHO HAITBIHEHA CIPUHIIOBKA
Abseamed 6 000 [U/0,6 ml nH>xeKOHEH pa3TBOP B MPEIBAPUTEITHO HAIIBIHEHA CIIPHHLIOBKA
Abseamed 7 000 IU/0,7 ml uHXeKIIMOHEH pa3TBOP B IIPEABAPUTEITHO HAIIBIITHEHA CIIPUHITOBKA
Abseamed 8 000 1U/0,8 ml uHX)eKIIMOHEH pa3TBOP B MPEABAPUTEIIHO HAITBIIHEHA CIPUHIIOBKA
Abseamed 9 000 1U/0,9 ml ur>xeKOHEH pa3TBOP B MPEIBAPUTEIHO HAIBIHEHA CIIPHHLIOBKA
Abseamed 10 000 IU/1 ml nHXeKLIMOHEH pa3TBOP B NPEABAPUTEIIHO HAITBIHEHA CIPUHIIOBKA
Abseamed 20 000 1U/0,5 ml wH>XeKITHOHEH pa3TBOP B MPEIBAPUTEITHO HAITBbJIHEHA CIIPHHITIOBKA
Abseamed 30 000 [U/0,75 ml uH>KeKMOHEH Pa3TBOP B MPEIBAPUTEITHO HAIBIHEHA CIIPHHILIOBKA
Abseamed 40 000 IU/1 ml nHxeKIHOHEH Pa3TBOP B NPEABAPUTEIHO HAITbIHEHA CIPUHIIOBKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Abseamed 1 000 1U/0,5 m] uHXEKIIMOHEH Pa3TBOP B MPEIBAPUTEIHO HAMBIHECHA CIPUHIIOBKA
Bceku ml ot pastBopa chabspxka 2 000 IU enmoetun anda (epoetin alfa)*, ekpuBanieHTHH Ha

16,8 Mmukporpama Ha ml.

Enna nmpeasaputento HamrbiiHeHa cipuHIoBKa oT 0,5 ml cpabprka 1 000 MexkIyHAPOIHN €IHHUIIHA
(IU), exBuBasieHTHH Ha 8,4 MUKpOTpaMa ernoeTuH anda.*

Abseamed 2 000 IU/1 ml uHXEKIIMOHEH Pa3TBOP B NPEIBAPUTEIHO HAIBJIHEHA CIPUHIIOBKA

Bceku ml ot pastBopa chabspixka 2 000 IU enoetun anda (epoetin alfa)*, ekpuBaieHTHH Ha

16,8 mukporpama Ha ml.

Enna npenBapuTenHo HamblIHEHA cripuHIOBKa oT 1 ml cpapprka 2 000 mexnynapoanu exuannu (1U),
eKBUBAJICHTHHU Ha 16,8 MUKporpama enoetuH anda.*

Abseamed 3 000 1U/0,3 ml MHXEKIMOHEH PAa3TBOP B IIPEIBAPUTEIHO HAITbJIHEHA COPUHIIOBKA
Bceexu ml ot pa3tBopa crabprxka 10 000 IU emoetun anda (epoetin alfa)*, eksuBaneHTHH Ha

84,0 mukporpama Ha ml.

Enna npensaputenHo HambyiHeHa cipuHLOBKa oT 0,3 ml cpabpika 3 000 MexxayHApOIHN CAHMHULH
(IU), exBuBaneHTHH Ha 25,2 MUKporpama ermoeTuH anda.*

Abseamed 4 000 1U/0,4 ml MHXEKIIMOHEH PAa3TBOD B IIPEIBAPUTEIHO HAITbIHEHA COPUHIIOBKA
Bcexku ml ot pasrBopa ceabpxka 10 000 IU enoetun anda (epoetin alfa)*, exkBuBaneHTHH Ha

84,0 mukporpama Ha ml.

Enna npenBaputenHo HambiiHeHa cipuHIioBKa oT 0,4 ml chabpxka 4 000 MexxayHapOJHA €ANHULIN
(IU), exBuBasnenTHU Ha 33,6 MUKpOTrpaMa ernoeTuH anda.*

Abseamed 5 000 [U/0.5 ml nHXeKIIMOHEH Pa3TBOP B MPEIBAPUTEITHO HAITBJIHEHA CIIPUHIIOBKA
Bceku ml ot pasztBopa ceabpika 10 000 [U enoetun anda (epoetin alfa)*, ekBuBaneHTHH Ha

84,0 mukporpama Ha ml.

Enna npensaputenHo HamrbIHeHa cipuHIioBka oT 0,5 ml chaspka 5 000 MexayHApOIHU SIUHUIIH
(IU), exBuBanenTHu Ha 42,0 MUKporpama emoeTuH anda.*

Abseamed 6 000 1U/0,6 ml WHXEKITMOHEH Pa3TBOpP B MPEABAPUTEIHO HAITBIHEHA CIIPUHIIOBKA
Bceku ml ot pastBopa chaspika 10 000 IU enoetun anda (epoetin alfa)*, ekBuBanieHTHH Ha

84,0 mukporpama Ha ml.

Enna nmpeasaputenHo HamrbiiHeHa cipuHIOBKA OT 0,6 ml chabprka 6 000 MexKTyHAPOIHN CTHHUIIHA
(IU), exBuBanenTHu Ha 50,4 MUKporpama emoeTus anda.*

Abseamed 7 000 1U/0,7 ml MHXEKIIMOHEH PAa3TBOP B IIPEIBAPUTEIHO HAITbIHEHA COPUHIIOBKA




Bcexu ml ot pastBopa ceabpika 10 000 [U enoetun anga (epoetin alfa)*, exkBuBaneHTHH Ha

84,0 mukporpama Ha ml.

Enna npensapurtenHo HambiHeHa cripuHiioBka oT 0,7 ml ceabpika 7 000 MeKIyHAPOAHH €AMHUIIA
(IU), exBuBaneHTHU Ha 58,8 MUKpOrpama emoeTuH anda.*

Abseamed 8 000 1U/0.8 ml WHXEKITMOHEH pPa3TBOpP B MPEIBAPUTEIHO HAITBIHEHA CIIPUHIIOBKA
Bceku ml ot pastBopa chaspika 10 000 IU enoetun anda (epoetin alfa)*, ekBuBanieHTHH Ha

84,0 Mmukporpama Ha ml.

Enna npeasaputento HamrbiiHeHa cipuHIoBKa oT 0,8 ml chabprka 8 000 MexkTyHAPOIHN CIHHUIIHA
(IU), exBuBasieHTHU Ha 67,2 MUKpOTpama ermoeTuH anda.*

Abseamed 9 000 1U/0,9 ml nHXEKIIMOHEH Pa3TBOP B IIPEIBAPUTEIHO HAITbIHEHA COPUHIIOBKA
Bceexu ml ot pa3tBopa ceabprxka 10 000 IU emoetnn anda (epoetin alfa)*, eksuBaneHTHH Ha

84,0 mukporpama Ha ml.

Enna npensapurenHo HamrbiHeHa cripuHIoBKa oT 0,9 ml chabpika 9 000 MexayHApO HU €IUHUIN
(IU), exBuBanieHTHH Ha 75,6 MEUKporpaMa ermoeTuH anda.*

Abseamed 10 000 IU/1 ml nHXEKIIMOHEH PA3TBOP B IPEIBAPUTEIHO HAITbJIHEHA COPUHIIOBKA
Bceexu ml ot pa3tBopa ceabprxka 10 000 IU enmoetnn anda (epoetin alfa)*, eksuBaneHTHH Ha

84,0 mukporpama Ha ml.

Enna npenBapuTenHo HamrbJiHeHa cipiHLIOBKA OT 1 ml chabpxa 10 000 MexxIyHAPOAHU SIMHULH
(IU), exBuBanentHu Ha 84,0 Mukporpama emnoetus anda.*

Abseamed 20 000 [U/0.5 ml vHkeKIIMOHEH Pa3TBOP B NPEJBAPUTEIHO HAITBIHEHA COPUHIIOBKA
Bceku ml ot pasrBopa cpabpxka 40 000 IU enoetun anda (epoetin alfa)*, ekBuBaneHTHH Ha

336,0 Mukporpama Ha ml.

Enna npensaputenHo HamrbiHeHa cripuHIoBKa oT 0,5 ml chabpika 20 000 MeKIyHAPOAHU EAMHUITA
(IU), exBuBasienTHH Ha 168,0 MUKporpama enoeTHH anda.*

Abseamed 30 000 [U/0,75 ml MHXEKIIMOHEH pa3TBOP B IPEBAPUTEIHO HA'bJIHEHA CIPUHIIOBKA
Bceku ml ot paszrBopa ceabpika 40 000 [U enoetun anda (epoetin alfa)*, ekBuBaneHTHH Ha

336,0 mukporpama Ha ml.

Enna nmpeasaputento HamrbiHeHa cipuHIoBKa oT 0,75 ml chappika 30 000 MexTyHAPOTHN €IMHHIIHA
(IU), exBuBasieHTHH Ha 252,0 MUKporpama enoeTHH anda.*

Abseamed 40 000 IU/1 ml MHXEKIIMOHEH PAa3TBOP B IPEABAPUTEIHO HANBJIHEHA CIIPUHIIOBKA
Bceku ml ot pasztBopa ceabpika 40 000 IU enoetun anda (epoetin alfa)*, ekBuBaneHTHH Ha
336,0 mukporpama Ha ml.

Enna npenBapurenHo HamrbIHEeHa cripuHIIOBKA OT 1 ml chabpika 40 000 MeKAyHAPOIHU €IUHUTIA
(IU), expuBanenTan Ha 336,0 MUKporpaMa enoeTrH ajnda.*

* TlpousBeaeH mocpenctsoM pekombrHanTHa JIHK TexHONOrHMs B OBapHa HH KJIETKH Ha KUTAHCKU
xamctep (Chinese Hamster Ovary, CHO).

3a IIBJIHMS CIIMCHK Ha IIOMOIIHHUTE BEISCTBA BIXKTE TOUKa 6.1.

ToBa nekapcTBO ChABPKA HATPUil, Mo-Manko oT 1 mmol (23 mg) Ha 1034, T.€. MPAKTHYESCKU HE
ChAbpKa HATPUH.

3. JJEKAPCTBEHA ®OPMA

WHXeKIoHeH pa3TBOp B IPEIBAPUTEITHO HAITBIHEHA CIIPUHIIOBKA (MH)KEKIIHSA)
Buctbp, 6e3uBeTeH pa3TBOp



4. KJIMHUYHU JAHHU
4.1 TepaneBTUYHU MOKA3AHUS

Abseamed e mokasaH 3a JicueHHE HA CUMITTOMATHYHA aHEMUs, CBhp3aHa ¢ XpOHHUYHA ObOpeUHa
HemoctarbuHOCT (XBH):

- MIpY BB3PACTHU U NMEJUATPUIHU MAIMEHTH Ha Bb3pacT oT 1 10 18 roguHu Ha XeMoananusa
Y Bb3pPacTHH MALMEHTH Ha MIEpUTOHEANIHA quau3a (BxK. Touka 4.4).

- MIpH BB3pPacTHU ¢ OBOpEdHa HETOCTaTHYHOCT, KOMTO Ol HE Cca MOAJI0KEHH Ha IHaIn3a 3a
JICUCHHE HA TEXKa aHEMUS OT OBOpeUeH MPOU3X0I, IPHUIPYKaBaHA OT KIMHIUYHUA CUMITTOMH
MpH nanueHTute (Bx. Touka 4.4).

Abseamed e oka3zaH NpH Bb3paCTHH HA XUMHUOTEPAITUS ChC COJMHMIHN TYMOPH, MATUTHEH TUM(OM
WJIM MYJITUILICH MHEJIOM M C PUCK OT TpaHC(y3Hs, MPEleHeH Bb3 OCHOBA Ha OOIIOTO ChCTOSHHE Ha
nanueHTa (Hamp. ChpJIeuHO-ChJIOB CTATYC, AaHEMHUS, CHIIIECTBYBAIIA IPEIN 3all0YBAHE HA
XUMHUOTEPAITHATa) 3a JICUCHNE Ha aHeMUS M HaMaJIIBaHe Ha HEOOXOAMMOCTTa OT TPaHChy3usl.

Abseamed e mokaszaH MpH BB3pPACTHY, BKIIOUEHH B TIPOrpaMarta 3a JCIOHUpaHe Ha aBTOJOXHA KPbB 32
yBeJIMYaBaHe Ha J0OMBA Ha aBTOJIOKHA KPbB. JIedeHuero TpsOBa a ce mpuiiara caMo Ha MalueHTH

¢ yMepeHa aHemus (AMana3oH Ha KOHIICHTpanuuTe Ha xemoryoduna [Hb] mexmy 10 mo 13 g/dl [6,2 no
8,1 mmol/l], 6e3 sxene3eH neUIUT), aKO HAMA BH3MOXKHOCT 3a JICIOHUPAHE Ha KPBB UM TO

€ HeIOCTAThYHO, KOTaTo IUIaHUPaHAaTa roJisiMa eJISKTHBHA ONEpaIls H3UCKBa IroJIsIM 006eM KpbB (4 Win
MOBeYe eMHUIIN KPBB 32 )KCHU WM 5 ¥ TIOBEUYE ANHHIIA 32 MBXKE).

Abseamed e mokaszaH npH Bb3pacTHH 0€3 xKeNe3eH AePULUUT MPeaH rosiMa eJeKTHBHA OPTONeANYHA
olepanys Ipy HAJIMYUE Ha TOJIIM PHCK OT XeMOTpaHC(y3HOHHH YCIIOKHEHHS 32 HaMaJIsiBaHe Ha
HE0OXOJMMOCTTa OT MPeIMBAaHE Ha aTOTeHHa KPbB. YToTpedaTa TpsOBa ga Ob/ie OrpaHuYeHa
MpeJUMHO NIPY TTALMEHTH C yMEpeHa aHeMusl (Inana3oH Ha KOHIEHTPAUUUTE Ha XeMOTII00nHa MEXITY
10 o 13 g/dl mim 6,2 no 8,1 mmol/l), konTo He ca BKJIIOYEHHU B IPOrpaMa 3a MpelBapruTeHO B3eMaHe
Ha aBTOJIOXKHA KPBB U C€ 09aKBa ymepeHa kpbBo3aryoa (900 mo 1 800 ml).

Abseamed e nokasaH 3a JeUYeHHE Ha CUMIITOMAaTHYHA aHEMUS! (KOHLIEHTpAIHs Ha XeMOTII00uH
<10 g/dl) mpu BB3pacTHH ¢ TEPBUYHN MUenoauciuiactTuaau cuaapomu (MJIC) ¢ HuCHK wimu
MEXIWHEH PUCK - 1, KONTO UMAT HUCHK cepyMeH epurpornoetrd (< 200 mU/ml).

4.2 Jlo3upoBKa M HAYMH HA NPUJIOKEHHE

Jleuenneto ¢ Abseamed TpsiOBa 1a ObJe 3aMIOYHATO MO/ HAOIIOICHHETO Ha JIEKapH C OIHT
B JICUCHUETO Ha MAIMSHTH C TOPETIOCOYCHHUTE MMOKA3aHHS.

gO3I/I[20BKa

Benukun npyru npuanay 3a aHemus (neunuT Ha Kens30, GojaTh WM BUTAaMuH B, amymuHIeBa
WHTOKCUKAIHS, MH(EKIUS WK Bh3NAJICHHE, 3aryda Ha KPBB, XeMOJIHN3a U KOCTHOMO3bYHA (puOpo3a OT
BCSKAaKbB IMPOU3X0]T) TPSIOBA J1a CE OILICHSAT U JIa CE JICKYBAT MPE/IU 3all0YBaHE HA TePAIHITA C CTIOSTHH
anda u KoraTo ce B3eMa pelIeHre 3a TOBHIIIaBaHe Ha /103aTa. 3a 1a C€ OCUTYPH ONTHMAaITHO
MOBJIMSIBAHE OT JICYCHUETO C CMOCTHH ajida, TpsiOBa Ja ce OCUTYPST JOCTAThYHH 3aIacy OT XKEJA30

U aKo € He0O0XO0IUMO, Jla ce MPUIIOKAT JOOABKH, ChIBPIKAIIY JKEJsI30 (BXK. Touka 4.4).

Jleuenue na cumnmomamuyna anemus Npu_6b3pacmuy NAyUeHmu ¢ XxpoHuyna ovopeuna
He00Cmamv4HOCm

CHUMITOMHTE HA aHEMUSI U TIOCJICAICTBUSTA MOTAT J1a BAPUPAT B 3aBUCHMOCT OT BB3PACTTa, MMoJia
U ChIIBTCTBAIIUTE 3a00JIIBaHUS; HCOOXOAMMO € JICKapAT Aa OLICHU HHANBUIYATHOTO KIMHUYHO
MPOTHYAHE M ChCTOSHUETO HA MAI[UCHTA.




[IpenopbunTENHUAT XKeNaH JUana3oH Ha KOHIEHTpaluuTe Ha xemoraoouHa e mexxay 10 g/dl mo

12 g/dl (6,2 no 7,5 mmol/l). Abseamed TpsiOBa fa ce mpuiara 3a MOBUIIABaHE HA HUBOTO Ha
xeMmoryioouHa 10 He moseue ot 12 g/dl (7,5 mmol/l). TpsiOBa ga ce n30srea NoBHUIlIaBaHE HA HUBOTO Ha
xeMoriobuHa ¢ moseue ot 2 g/dl (1,25 mmol/l) 3a mepuon ot yeTupu ceaAMUIA. AKO TOBa ce CIIy4H,
TpsI0Ba J1a ce HANPaBAT ChOTBETHH KOPEKIIMH Ha J03aTa, KAKTO € OCOYEHO.

[Mopaayu MHTEpUHAMBHUIyaIHA BAPUAOMITHOCT, MOTaT Ja Ce HaOJIF01aBaT OTJACIIHN CTOMHOCTH Ha
XeMOTJIOOWHA 3a aJICH MAI[UCHT HaJl WK TOJT YKEeJaH!sI TUAa30H Ha KOHIIEHTPAIUUTE Ha
xeMorio0onHa. BapunabmiHocTTa Ha XeMorIo0nHa TpsOBa Jja ce KOHTPOJIMpa Ype3 MpoMsIHa Ha J103aTa,
KaTo ce MMa MPEJIBU/I Ihana3oHa Ha KOHIEHTpaluuTe Ha xemorinoouna ot 10 g/dl (6,2 mmol/l) no

12 g/dl (7,5 mmol/l).

TpsiOBa nma ce M30sATBa MOIIBPKAHETO HA TMTOCTOSHHO HUBO Ha XeMorioonHa Hazg 12 g/dl (7,5 mmol/1).
AKO HMBOTO Ha XeMOTJI00MHA ce moBuIiaBa ¢ noseue ot 2 g/dl (1,25 mmol/l) Ha mecen uin ako
CTOWHOCTUTE Ha XeMorinoOuHa HaaxBepisaT 12 g/dl (7,5 mmol/l), Hamanere nozara Ha Abseamed

¢ 25 %. Axo HEBOTO Ha XeMorinoonHa HaaxBbpau 13 g/dl (8,1 mmol/l), mpeycTanoBeTe Tepanusra,
nokato criagae oz 12 g/dl (7,5 mmol/l) u ToraBa 3anouneTe 0THOBO JieueHHeTo ¢ Abseamed ¢ n03a
25 % mo-HUCKa OT MpEeAXOAHATA J034.

[ManuenTruTe TpsOBa 1a ObIAT CIACICHA BHUMATEIHO C 11€J1 1a C& OCHTYPHU M3IMOJI3BAHETO Ha Haii-
HHUCKaTa 0Jj00peHa eeKTHBHA 1032 Abseamed, KOSATO OCHTYpsiBa aeKBaTeH KOHTPOJ HA aHEMHSTA
Y Ha CUMIITOMHTE Ha aHEeMHUSl, JOKAaTO Ce MOIbprKa KOHLICHTPAIMs Ha XEMOTIIO0OMHA 1101 HJIH PaBHA
Ha 12 g/dl (7,5 mmol/l).

[Ipu manuenTH ¢ XxpoHUYHA ObOpEYHA HEAOCTATHYHOCT TPSOBA J]a cCe BHUMAaBa IPH IMOBUIIIABaHE HA
nmo3ute Ha Abseamed. [Ipn mamueHTH Che ¢1ad OTrOBOP IO OTHOIIICHHE Ha XEMOTII00MHA KbM
neuenneto ¢ Abseamed TpsiOBa 1a ce MOMUCIH 3a APYTH OOSICHEHHS 3a CIa0ust OTTOBOD (BXK.

touku 4.4 u 5.1).

Jleuennero ¢ Abseamed ce paszmens Ha 1Ba erama - aza Ha KOpUTHpaHe HA Jo3aTa U da3a Ha
MOJUTBPIKAIIO JICUCHHE.

Bwv3pacmnu nayuenmu na Xemoouanusa

ITpu nanueHTy Ha XeMOIHAJTH3a C Beue HATMYCH HHTPABEHO3CH JOCTHII, 32 TPEAMOYHTAHE
€ HHTPABEHO3HOTO MPUIIOKEHHE.

Dasza 3a Kopueupaue Ha 003ama
Havamnara no3a e 50 [U/kg 3 mbTH ceqMu4HO.

AKo e Heo0x0IuMO, yBenuueTe wiu Hamasere fo3ara ¢ 25 [U/kg (3 mbTH ceqMuuHO), TI0KaTO ce
MOCTUTHE KEIAHUAT UAITa30H Ha KOHIIEHTpauuTe Ha Xxemorinoouna mexay 10 g/dl no 12 g/dl (6,2 no
7,5 mmol/l) (ToBa TpsiOBa &1a ce M3BHPIIBA MTOCTEIIEHHO HA HHTEPBAIH OT TIOHE YETHPH CEAMHITH ).

Dasza Ha no0OBPICAWO JleUeHUe
[Ipenoppunrennara obma ceqmuyHa go3a e mexay 75 IU/kg u 300 [U/kg.

TpsiOBa ia ce HaIpaBy MOAXO/IAIIA KOPEKIIHSI Ha J103aTa, 32 Jla C€ MOIbPIKAT CTOHHOCTUTE Ha
XEMOTJI0OWHA B JKEJTaHUs AWAra3oH Ha KoHIeHTpanuute Mexay 10 g/dl mo 12 g/dl (6,2 mo
7,5 mmol/l).

[Ipu manueHTH ¢ MHOTO HUCHK HU3X0JIeH XeMornoouH (< 6 g/dl wm < 3,75 mmol/l) moxe na ca
HEOOXOUMH [TO-BHCOKH MOIABPKAIIN J03H, OTKOJIKOTO MPH MAlMEHTH C HE TOJKOBA TEKKA aHCMHS

B Hadajoto (> 8 g/dl mmm > 5 mmol/l).

Bw3pacmuu nayuenmu ¢ 6vbpeutna HedoCcmamvyHoC, KOUMO oue He cd NOOJIOAHCEHU Ha OUAIU3A




HpI/I OTCHCTBUC HAa UHTPABCHO3CH JOCTHII Abseamed moxe Aa C¢ npujara nmoAaK0XHO.

@a3za Ha Kopueupaue Ha 003ama

Havanmnara no3a e ot 50 IU/kg 3 mbTH ceqMUYHO, TTOCTIEIBaHA IPU HEOOXOAUMOCT OT YBEJIMYaBaHE HA
nmo3upoBkata ¢ 25 [U/kg (3 mbTH ceAMHYHO), TOKATO Ce MIOCTUTHE YKeJlaHaTa KOHIIEHTPAIHs Ha
xeMoTI00rHa (TOBa TPsOBA Ja ce U3BBPIIIBA TIOCTEIICHHO HAa MHTEPBAIN OT MTOHE YETUPH CEIMUIIN).

Dasza Ha noOOBPICAWO JleUeHUe

ITo Bpeme Ha dazata Ha mogabpKaIIo JiedeHne Abseamed Moske 1a ce mpuiara 3 MbTH CEAMUYHO, a

B CITy4aif Ha MMOJIKOKHO MPUIIOKEHHE — BEJIHBK CEIMUYHO MIIU BETHBXK HA BCEKH 2 CEIMUIIH.

Tps0Ba 1a ce HaNpaBH MOIXOAALIO aJaTUPaHE Ha 103aTa M JJO30BUTE HHTEPBAJIH, 3a JIa c€ TOAIbpKa
HUBOTO Ha XeMarJioOuHa B skenanuTe rpanuny — Mexay 10 g/dl u 12 g/dl (6,2 mo 7,5 mmol/l).

VY abmKaBaHETO Ha JO30BUTE HMHTEPBAIM MOXE J1a HAJIOXKH MTOBHIIIABAHE HA JI03aTa.

MaxkcumanHaTa 103upoBKa He TpsoBa na Hagsuiiasa 150 [U/kg 3 mbT ceaqmuuno, 240 [U/kg (o
makcumyMm 20 000 1U) Begabxk cenmuano wm 480 [U/kg (mo makcumyM 40 000 IU) Beqabk Ha BCEKH

2 CEeIMMUIIH.

Bwv3pacmnu nayuenmu na nepumoneanna ouanuza

HpI/I OTCHCTBUC HAa UHTPABCHO3CH JOCTHII Abseamed moxe Ja C¢ npujara moaKO0XHO.

®asza Ha Kopueupane Ha 003ama
Hauannara noza e 50 IU/kg 2 mbTH ceAMUYHO.

Daza Ha nod0vpICAUO NeUeHUe

[IpenopruntenHara noaabpkaiia go3a ¢ mexay 25 [U/kg u 50 IU/kg, 2 mbTH ceAMUYHO B JBE
WHXEKIIMH C PABHU JIO3U.

Tps0Ba 1a ce HaMpaBH MOIXOAAIIO aaNTHPAHE Ha J103aTa, 3a J]a Ce MOAIbPIKAT CTOWHOCTHUTE Ha
XeMorJIo0rHa Ha xeyiaHoto HuBo Mexay 10 g/dl mo 12 g/dl (6,2 mo 7,5 mmol/l).

Jleuenue na 6v3pacmuu NAUUERMU ¢ aHemMus, UHOYYUPAHA OM XUMUOMEDANUS

CuMnTOMHTE HAa aHEMHS M TIOCTICACTBHATA MOTAT J1a BapyUpaT B 3aBUCHMOCT OT BB3pacTTa, Imoja
U IJIOCTHOTO COITMAITHO 3HAYCHHUE Ha 3200 IsIBaHETO; HEOOXOIUMO € JICKapST Ia OICHU
WHIUBUAYAIHOTO KIIMHUYHO TPOTUYAHE U ChCTOSIHUETO Ha NALMEHTA.

Abseamed Tps0Ba 1a ce mpuiara Ipy HalMeHTH ¢ aHeMusl (T.e. KOHIICHTpaIlHsI Ha XeMOTJI00HH
<10 g/dl (6,2 mmol/l)).

Hauannara mo3a e 150 1U/kg moakoxHO, 3 TBTH CEIMUYIHO.

AnrepHaruBHO, Abseamed mMoxe na ce mpuiara B HauanHa j03a ot 450 [U/kg noakoxHO, BeAHBkK
CEIMUYHO.

TpsiOBa 1a ce HaIpaBy MOAXO/IAIIO aIalTUPAHE HA J103aTa, 3a JIa CE MOAIbPKAT KOHIICHTPAI[MUTE Ha
XeMOrJIoOWHa B pAMKHUTE Ha )KeJlaHUs Thana3oH Ha KoHneHTpanuuTe: mexay 10 g/dl mo 12 g/dl (6,2
1o 7,5 mmol/l).

[Mopaau nHTpanHAMBY Iy aTHATa BApHAOMITHOCT € Bh3MOXKHO ITOHSIKOTA JIa Ce HaOJIF01aBaT OTACITHU
KOHIIEHTpAIINH Ha XeMOTJIO0MHA 32 Ja/ieH TMalieHT HaJl MK 110 JKeIaHus AUaIa3oH Ha
KOHIICHTpAIMUTE Ha XeMOTTIo0nHa. BapraOuiiHocTTa Ha XeMorinoOrHa TpsOBa Jia ce OBJIajsBa upe3
KOHTPOJIMPAHE Ha J103aTa, KaTO JKEIAHUAT IUANa30H Ha KOHIICHTPAIUUTE Ha XeMOTJIO0NHA € MEXITy
10 g/dl (6,2 mmol/l) no 12 g/dl (7,5 mmol/l). Tps6Ba na ce u30sTBa MOITBPKAHETO HA TIOCTOSTHHA
KOHIIeHTpaIus Ha xeMmornoouna Han 12 g/dl (7,5 mmol/l); mpemopbKuTe 3a IOIXOIAIIN T030BH
KOPEKLUH [TPHU KOHLIEHTPALUX Ha XeMOTTI00MHa, KOuTo HaaxBwpisaT 12 g/dl (7,5 mmol/l) ca onucanu
O-J10TTY.



- AKO clie]] Y4eTUPUCEAMUYHO JICUCHHE KOHIICHTPAIMATa Ha XEMOIJIOOMHA CE € TIOBHIITHIIA TIOHE
¢ 1 g/dl (0,62 mmol/l) mm 6posT Ha peTUKyIomHUTHTE ce € yBemuawt > 40 000 kimeTku/pl Hax
M3XO0JTHOTO HUBO, Jlo3aTa TpsiOBa aa ocrane 150 [U/kg 3 mbtu cenmuuno wiu 450 [U/kg Benubxk
CEJIMUYHO.

- AKO KOHIIEHTpanusATa Ha xemoriioouHa ce e nosummia ¢ < 1 g/dl (< 0,62 mmol/l) u 6posit Ha
petukynonutute ce ¢ yeeamamia < 40 000 kiaeTku/ |l Hax U3X0MHOTO HHUBO, A03aTa TPSAOBA Ja ce
yeenmun 110 300 IU/kg 3 mbTu ceaMuyuHO. AKO ¢S AOMBJIHUTEIIHO YSTUPUCEIMUIHO JICUCHUE
¢ 300 IU/kg 3 mbTH CEAMUYHO KOHIIEHTPAIMATA HA XeMOTJIO0MHA ce € moBHimia ¢ > 1 g/dl
(= 0,62 mmol/l) umu 6poAT Ha PETUKYIOIUTUTE ce € yBeaumami > 40 000 knetku/ul, mo3arta
TpsioBa na ocrane 300 [U/kg 3 mbTH ceqMuyHO.

- AKO KOHIICHTpalusATa Ha xemoryioouHa ce e nosummia < 1 g/dl (< 0,62 mmol/l) u 6posT Ha
petukynouutute ce e yBenuumi ¢ < 40 000 kinetku/pl Hag U3X0JHOTO HUBO, MAJIKO BEPOSITHO
€ J1a ce MOJTyYX OBIUSBAHE U JICUEHUETO TPSAOBa /1a Obe MPEeyCTaHOBEHO.

Kopexyuu na 0ozama c yen nod0vparcane Ha KOHYeHmpayuume Ha xemo2noouna meaucoy 10 g/dl oo
12 g/dl (6,2 00 7,5 mmol/l)

AKO KOHIICHTpalUsATa Ha XeMoriioO0nHa HapacTBa ¢ oBede oT 2 g/dl (1,25 mmol/l) Ha mecen uim ako
KOHIICHTpanuaTa Ha xemoryioouna Haaxebpiu 12 g/dl (7,5 mmol/l), HamaneTe no3ara Ha Abseamed
¢ okoJ10 25 1o 50 %.

AKO KOHIIEHTpalusTa Ha Xxemoriioouna Haxxepau 13 g/dl (8,1 mmol/l), mpeycraHoBeTe Tepanusra,
mokaro cragae mox 12 g/dl (7,5 mmol/l) u Torasa 3amounere 0THOBO JiedeHneTo ¢ Abseamed B 032
25 % mo-HUCKa OT MpeaxoaHaTa.

HpenoquHTenHaTa CXEMa Ha NPHUJIOKCHHUEC € IPCACTAaBCHA Ha CJICIHATa Auarpama:

150 1U/kg 3 mbTH cCeAMUYIHO
i 450 1U/kg BemHBXK CEIMHIHO

3a 4 ceqMHUIIA

- R

YBenuuenue Ha Opost petukynouuta = 40 000/pl YBenuueHne Ha Opost PETUKYJIOLUTH
<40 000/ul
nny nosumasade Ha Hb > 1 g/dl u nosummasane Ha Hb <1 g/dl
Tapreren Hb 300 IU/kg
(=12 g/di) 3 BT CCAMHYHO

3a 4 ceqMuULIA

T

YBenudeHue Ha Opost peTUKYIOUTH > 40 000/ul
n noBumasane Ha Hb > 1 g/dl

YBenuueHue Ha Oposi pETUKYIONUTH
<40 000/ul
u oumraBade Ha Hb < 1 g/dl
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HpCKp aTsABaHC Ha TCparuATa

[ManuenTture TpsaOBa 1a OBIAT CIEICHN BHUMATEIHO C IIEJ a Ce OCUTYPH M3MI0JI3BAaHETO Ha Haii-
HHCKaTa 0400peHa 103a CTUMYJIMPALIO epUTpoIioe3aTa cpeacTBo (erythropoiesis stimulating agent,
ESA), kosiTo ocurypsiBa afjeKBaTeH KOHTPOJI Ha CUMIITOMUTE Ha aHEMHSI.

Tepamnusita ¢ enoeTuH ajda TpsOBa J1a MPOIBIKH SIUH MECEI] CJIe MIPUKITI0OUBaHEe Ha
XUMHOTEPAIUsITA.

Jleuenue Ha 6b3pacmuu XupypeusHu NAYUeHmy 6 NPO2pPamMa 3d NPEOBaAPUMeEIHO OenoHUpane Ha
ABMON0AHCHA KB

ITanmentute ¢ ymepena anemus (xeMatokput 33 10 39 %), u3uckpamuy JeNOHUPaHe Ha > 4 e UHUITI
KpbB, Tpsi0Ba 1a Obaat nexyBanu ¢ Abseamed 600 [U/kg untpaBeHo3Ho, 2 MbTH CEAMHUYHO,

B IIPOIBIDKEHAE HA 3 ceaMUITH Ipenu onepanusara. Abseamed TpsOBa ma ce mpuiiara ciem
NPUKIIIOYBaHE Ha MPoIelypara 1o KpbBoJapsBaHe.

Jleuenue na ev3pacmuu nayuenmu, NAAHY8aAHU 3d 20aAMdA_eIeKMUSHA OpmMoneouyHa onepayust
[Ipenoprunrennara go3a e 600 [U/kg Abseamed, npuitoskeH MOIKOXKHO, €KECSIMHUYHO 3a TPU
ceamuiy (nuu 21-Bu, 14-Ti u 7-Mu) npean onepanusTa U B feHs Ha onepanusita (aeH 0).

Koraro ce Hanara 1a ce CbKpaTu BPEMETO MPEAHU ONepanusTa Ha I0-MajiKo OT TPU CEIMHUIM TPsiOBa 1a
ce mpuioxar noakoxuo 300 [U/kg Abseamed naeBHO 3a 10 mocneoBaTeIHU THH MPEIH ONEPaIUTa,
B JICHS Ha OllepanusiTa u 4 JTHU HEOCPEICTBEHO CIIE/ Hesl.

AKko xeMorJ00uHBT gocTurHe HUBO OT 15 g/dl (9,38 mmol/l) umu mo-Bucoko, mo BpeMe Ha
MpeonepaTHBHUS MEPHOI, PHIOKEeHNEeTO Ha Abseamed TpsiOBa 1a ce MpeKpaTH U Jla HE ce puiarat

CJIEIBAIIM TO3U.

Jleuenue na evspacmuu nayuenmu ¢ MJIC ¢ nucok unu mexrcouner — 1 puck

Abseamed Tps6Ba ga ce mpuIara npu ManueHTH ChC CAMIITOMATHYIHA aHEMHUS (HAIIp. KOHIICHTPAIIHS
Ha xemoryoouH < 10 g/dl (6,2 mmol/l)).

[Ipenoppuntennata HauanHa 1o3a € Abseamed 450 [U/kg (Makcumannata o6ma gosa e 40 000 IU),
NpUJIaraHa IMmoIKOXKHO, BEJHBK CEIMUYHO, C HE MTO-MAIIKO OT 5 THH MEXIY JTO3HTE.

Tps0Ba 1a ce MPaBAT MOAXO SN KOPEKIIMHU Ha J103aTa 3a MOJAbPKaHe Ha KOHIICHTpAIHs Ha
xeMmorio0OnHa B TapreTHus auana3od ot 10 g/dl mo 12 g/dl (ot 6,2 mo 7,5 mmol/l). [IpenoprunrenHo
€ ITbPBOHAYAITHUAT CPUTPOUJICH OTIOBOP Ja Ce OlleHH OT 8 10 12 ceAMMIIU el 3ar0YBaHe Ha
neuyenueTo. [ToBHINIABAHETO M MOHMKABAHETO HA JI03aTa TPAOBA Ja Ce MPABH C MO €/IHA 1030Ba CThIIKA
(BX. muarpamara mo-moiy). TpsOoBa ga ce n30arBa KOHIIEHTpaIsa Ha XxeMorioownn Hax 12 g/dl

(7,5 mmol/l).

[loBumasane Ha qo3ara: Jlozara He TpsiOBa Aa ce noBumana Hajg makcumyM 1 050 IU/kg (oOma no3za
80 000 IU) ceqmuano. AKO py TTOHIDKABAHE HA J103aTa OTTOBOPHT HA MAIMEHTA HAMaJIee WU
KOHIICHTpAIIMATa HAa XeMOTrJIo0nHa cniajue noj > 1 g/dl, no3ara TpsOBa ia ce yBenuuu ¢ ¢Ha J030Ba
cThIka. Mex 1y JIBe MOBHUINICHHS Ha J103aTa TPsiOBa 1a MMa MOHE 4 CeIMUIIH.

3ama3BaHe W MOHW)KaBaHe Ha j1o3aTa: Enoerun anda TpsOBa j1a ce crpe, Korato KOHIEHTpAIMsITa Ha
xemorsiobuna npesutm 12 g/dl (7,5 mmol/l1). Korato HuBoTo Ha xemornoouna gocturae < 11 g/dl,
MPUIOKEHHUETO MOXKE JIa e BH30OHOBH ITPH ChHIATA WK €HA I030Ba CTHIIKA MO-HUCKO, MO MPeleHKa
Ha Jiekapsi. Tps0OBa fa ce 0OMHUCIIN TIOHMWKaBaHe Ha J103aTa ¢ €/IHa J030Ba CThIIKA, aKO UMa PS3KO
yBeJIM4YaBaHe Ha xemorinoouna (> 2 g/dl 3a 4 cenmuin).
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337,5 IU/kg

CrbIKHU 3a HAMAIABAHE HA Jo3ata

CuMnToMHTE HAa aHEMUS U MOCJIICACTBUATA MOTaT 1a BapyupaT B 3aBUCUMOCT OT Bb3pacCTTa, I10JIa
N CBIIBTCTBAIIUTC 336OJI$IB3HI/I$I; HGO6XO}Z[I/IMO € JICKApAT Oa OUCHU MHAWBUIAYAJIHOTO KIIMHUYHO
OPpOTHYAHC U CbCTOAHUETO HA MALIUCHTA.

He()uamz)uqﬂa nonyaayu:

Jleuenue na cumMnmomMamuyna anemus npu NAYuUeHmu ¢ XpoHu4Ha 0bopeuna HedoCmamv4HoCH Ha
XemMoouanusa

CHUMITTOMHTE Ha aHEMHS U MOCJISACTBUATA MOTaT Jia BApUPAT B 3aBUCUMOCT OT Bb3PacTTa, MoJia

U CBITBTCTBAINUTE 32a00JIIBaHUS; HEOOXOAMMO € JICKapAT Ja OIICHU WHAUBUYaTHOTO KIMHUYHO
NPOTUYAHE U ChCTOSHUETO HA MAIUCHTA.

[Ipu nenuaTpuyHy NaUMEHTH NPEHOPHUUTEIHUT AUANa30H Ha KOHIIEHTPAMUTE Ha XeMOTI00nHa

e mexay 9,5 g/dl mo 11 g/dl (5,9 no 6,8 mmol/l). Abseamed TpsOBa na ce mpuiara 3a MOBUIIIABaHE HA
HHUBOTO Ha XeMorjiobnHa 10 He moBede oT 11 g/dl (6,8 mmol/l). TpsOBa ma ce n30sATBa MOBUIIABaHE HA
xeMoriiobuHa ¢ moseue ot 2 g/dl (1,25 mmol/l) 3a mepuox ot yeTHpu ceAMUIA. AKO TOBa ce CITy4H,
Tps0Ba Ja ce HAaNPaBAT ChOTBETHU KOPEKIMH Ha J]03aTa, KAKTO € IIOCOYEHO.

[ManmenTture Tpsa6Ba 1a OBbIAT CIEICHN BHUMATEIHO C IIEJ 1 C& OCHTYPH M3MIOI3BAHETO HA Haii-
HHCKaTa ogoOpeHa 103a Abseamed, KOSITO OCUTypsiBa aJicKBaTeH KOHTPOJI Ha aHEMUSITA 1 Ha
CHMITOMUTE Ha aHEMHSI.

Jleuenuero ¢ Abseamed ce pa3jens Ha [Ba erana - ()a3a Ha KOpUTMpaHe Ha J103aTa U ¢a3a Ha
MOJTBPIKAIIO JICUCHHUE.

[Ipu meguaTpuYHu MAMEHTH Ha XEeMOANAIN3a U C B€4e HAIMYCH WHTPABEHO3EH JIOCTHII, 3a
MIpeINOYNTaHE € MHTPABEHO3HOTO MPUIIOKEHHE.

Dasza na Kopuzupare Ha 0o3ama
Hauvannara no3a e 50 IU/kg uaTpaBeHO3HO, 3 BT CEAMUYHO.

AKko e HeoOxoamMo, yBemrdeTe i HamaneTe go3ata ¢ 25 [U/kg (3 mbTr ceqMIIHO), JOKaTO ce
ITOCTHUTHE JKEJIAHUAT TUATIa30H Ha KOHIICHTPAUUTE Ha XeMoraoouHa mexay 9,5 g/dl mo 11 g/dl (5,9 no
6,8 mmol/l) (ToBa Tpsi0Ba 1a ce N3BBPILBA IOCTEIICHHO HA MHTEPBAJIM OT ITOHE YETUPHU CEIMHIIN).

Daza Ha nod0vPICAUO NeueHUe

Tps0Ba 1a ce HanpaBH MOIXOAAIIA KOPEKIH Ha 103aTa, 3a Aa ce MOIAbPKaT CTOMHOCTHUTE Ha
XEeMOIJI0oOrHA B KeJIaHus IMara3oH Ha KOHIeHTpauuuTe Mexay 9,5 g/dl no 11 g/dl (5,9 oo
6,8 mmol/l).

OOHKHOBEHO JAc1a 1nona 30 kg H3HUCKBAT MO-BUCOKU MOAABbPIKAIIN J03H, OTKOJIKOTO ACLAa HA 30 kg
" Bb3PAaCTHHU.



[lequaTpuyHu MaMEHTH C MHOTO HUCKO M3XOJ/HO HUBO Ha XeMmoriobuHa (< 6,8 g/dl umu
< 4,25 mmol/l) Moxe 1a U3UCKBAT MO-BUCOKH TOAIBPIKAIIN J03U, OTKOJKOTO MAIMEHTH C MO-BUCOK
u3x0JIeH xeMorioouH (> 6,8 g/dl wiu > 4,25 mmol/l).

AHnemusa npu nayueHmuy ¢ XpoHuuHa 6vOpeuna HedoCMambYHOC NPEeoU 3aNno4eane Ha OUAAU3A LU HA
NepUMoHeaIna OUaIUsa

be3omacHocTTa M e(hUKACHOCTTA Ha eTOEeTHH ajda MpY MalMeHTH ¢ XpOHWYHA OBOpeyHa
HEJ0CTAaThYHOCT C aHEMHUS MPEIX 3all0YBaHe Ha JUallM3a WIK Ha MePUTOHEAlIHA Uain3a He ca
ycTaHOBeHH. HannyHUTE MOHACTOSIIEM TaHHH 3a IMOAKOXKHO IMPUIOKCHHE Ha €IMOSTHH anda B Te3u
TMOIYJIAIIMY Ca OTMCAaHU B TOYKa 5.1, HO MPenophKY 3a JI03UPOBKAaTa HE MOTaT Ja ObJaT JaJICHU.

Jleuenue na neduampuuny nayUenmu ¢ aHemus, UHOVYUPaHa om XUMUomepanus
be3omacHocTTa M €(pUKaCHOCTTA Ha €MOETUH aj(a Mpy NeIUaTPUIHN ALUCHTH Ha JICUCHUE
C XUMHUOTEpanus He ca yCTaHOBEHHU. (BXK. Touka 5.1).

Jleuenue na neduampuyny Xupypeuyhu RAYUeHmu 8 npo2pama 3a npeosapumeiio 0enoHupane Ha
ABMOJI0NHCHA KD'b6

BesonacHocTTa M ehrkacHOCTTa HA enOeTHH anda Py NeIUaTPUIHH MAIUCHTH HE Ca YCTaHOBCHU.
JIuncsart naHHU.

Jleuenue na neduampuyny nayuermu, NIAHUPAHU 30 20AIMA_e1eKMUSHA OPMOneouyHa onepayus
BbesomnacHocTTa M ehrkacHOCTTa HA enoeTrH anda Ipy NeIuaTpPUIHH MAUeHTH He ca yCTaHOBCHH.
JIuncsart qaHHU.

Hauun Ha OPUITOKCHHEC

[Ipennaszuu Mepku, KOUTO TPsAOBa 1a ObIAT B3ETH Ipeau paboTa ChC WU MPUIIOKEHNE Ha
JIEKapCTBEHUS TPOAYKT

IIpenu ynoTtpeba ocraBere cipuHIloBKaTa Abseamed fna 1ocTurae craitna remmneparypa. OGMKHOBEHO
3a TOBa ca HeoOXoauMHU Mexay 15 u 30 MuHyTH.

Kakro mpu Bcexu apyr HHXEKIMOHEH MPOIYKT, IPOBEPETe Pa3TBOpPa 3a HANWYHME Ha BUANMH YaCTULH
1 3a IpOMsIHA B 11BeTa. Abseamed e CTepuiIeH, HO € IPOAYKT, KOMTO HE ChABPKA KOHCEPBAHTH U

€ caMo 3a eTHOKpaTHa ynoTpeOa. [Ipunaraiite HEOOXOAUMOTO KOJIMYECTBO.

Jleuenue na cumnmomamuyta anemus NPU 6b3PACMHU NAYUECHMU C XDOHUYHA ObOpeuHa
He0oCmamv4yHoOCm

3a npeanountane e Abseamed 1a ce nmpusara HHTPaBEHO3HO IPH MALMEHTH ¢ XpOHUYHA Ob0pedHa
HEIOCTaTh4YHOCT U C Beue HAIWYCH HHTPABEHO3EH AOCTHII (IALMEHTH Ha XEMOJUAJIN3a).

Abseamed Moxe Ja ce puiIara KaTo MOJIKOXKHA WHYKEKIIHS ITPH OTCHhCTBUE Ha HHTPABEHO3EH OCTHI
(mareHTH, KOUTO OIIe He ca MOAJIOKCHN Ha TUA3a, U MMAIIMCHTH Ha TIEPUTOHEATHA THAITH3a).

Jleuenue na 6v3pacmuu nAYUUEHMY ¢ anemus, UHOYYUPAHA OM XUMUOMEDAnUs
Abseamed TpsOBa a ce mpuiara KaTo MOJIKOXHA WHIKEKIIHSL.

Jleuenue Ha 6b3pacmuu XupypeuiHu NAYUeHmy 8 NPO2pPaAMa 3d NPeO8apumenHo O0enoHUpane Ha
AaABMmMOJI0AHCHA KPBbE
Abseamed TpsOBa 1a ce mpuirara UHTPABEHO3HO.

Jleuenue Ha 6vb3pacmuu nayuenmu, RIAHUPAHY 3d 20AMA eLeKMUBHA OPIMONeOUYHA Onepayusl
Abseamed Tps0Ba ga ce mprIara KaTo MoaK0XKHA HHKCKITHS.

Jleyenue na evspacmuu nayuenmu ¢ MJIC ¢ nucok unu mexrcouner — 1 puck
Abseamed TpsOBa a ce mpuiara KaTo MoJIKOXHA WHIKEKIIHSL.
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Jleuenue na cumMnmomamuyta anemus npu neOUampuytiy NAYUeRmu ¢ Xpouuuna 6vopeuna
He0oCmamv4yHOCH HA XeMOOUAIU3A

[Ipu neauaTpuUYHU NAMEHTH ¢ XpOHUYHA OBOpEYHa HEMOCTATHYHOCT, P KOUTO HHTPABCHO3CH
JIOCTBIT € HATMYEH PYTUHHO (MAIMEHTH Ha XeMOIUAITN3a), HHTPABEHO3HOTO MPHUIOKECHUE Ha
Abseamed e 3a mpeanoynTaHe.

Unmpasenosno npunoosicenue

IIpunaraiite 3a Hali-MaJIKO €IHA J0 MET MUHYTH, B 3aBUCUMOCT OT o01ara mo3a. [Ipu manuenTy Ha
XEMOJIHaIi3a MOKE J1a Ce MPHIIOKU O0JTYC MHXKEKITUS TI0 BpEeMe Ha Jualn3HaTa mpoleaypa upes3
MOJIXOJISII] BEHO3CH BXOJI B IMaNu3HaTa JIMHUA. [1o Ipyr HAUMH HHKEKIUATA MOXKE Ja ObJIe
MIPHUJIOKEHA B Kpasl Ha JUalln3arta ype3 KaHIoupaHe Ha GUCTYIIaTa, MOCIeIBaHO OT MPHUJIOKEHIE Ha
10 ml n3oToHMYEH (hH3HOIOTHYEH Pa3TBOP 3a MPOMHUBAHE HA CHCTEMATa U 332 OCUTYpsBaHe Ha IIBITHO
HaBIIM3aHE Ha MPOJIyKTa B KpbBoOoOpaiieHuero (Bx. J1o3upoBka, ,,Bb3pacTHu manyueHTy Ha
XEeMOIHATN3a%).

[Ipu marueHTH, KOUTO pearupar Ha JICYCHUETO C TPUIIONOI00HN CUMIITOMH 3a MPEIMOYUTAHE € TI0-
0aBHO TpUIIOkKeHUE (BXK. TOUKaA 4.8).

He npunaraiite Abseamed upe3 nHTpaBeHO3HA HH(PY3US WIH 3a€THO C APYTH pa3TBOPHU Ha
JIEKapCTBEHU MPOYKTH (MOJIsSI, BUKTE TOUKa 6.6 3a IOMBIHUTEIHA HHPOPMALHS).

1looxoorcHo npunoocerue
Maxkcumanausar o6eM oT 1 ml B eZ1HO MSCTO Ha MHKEKTHpaHe OOMKHOBEHO HE TpsiOBa j1a ce
HajBumasa. [Ipu mo-romemu obemu, TpsOBa 1a ce M30Upa MoBede OT €AHO MICTO Ha WHKEKTHPaHe.

Hmxkeknuure TpsOBa a ce mpuiaraT B 001acTTa Ha KPaHHUITUTE WK TIpeIHAaTa KOpEMHA CTECHA.

B cnyuante, xoraTo jekapsT NpeleHH, Y€ MAUeHTHT WITH TPIKEIINAT Ce 32 HEro MoraT 0e301acHo
1 e(peKTUBHO caMHu Jia nmpuiarat Abseamed MoaAKOXHO, TPsAOBaA Jia Ce JaJaT HHCTPYKIMU 32 TOYHATa
JIO3UPOBKA U TPUIIOKECHUETO.

Penegno epadyupane

Bbpxy crnipuHIiioBKaTa uMa pesiehyHO rpaayrupaHe ¢ el 1a Ce OCUTYpU IPUJIOKESHHE Ha YacT OT J103aTa
(Bk. Touka 6.6). [IpoaykThT 06aye e camo 3a eIHOKpaTHa yrnoTpeda. OT BCsika CIIPUHIIOBKA TPsiOBa 1a
ce M3I10JI3Ba caMo I10 eHa 103a Abseamed.

“UHCTpYKIMH 32 CAMOCTOSITETHO WHXKEKTUpaHe Ha Abseamed™ e momMecTeHa B Kpast Ha JIMCTOBKATA.,
4.3 TIIporuBOomoOKa3aHus

- CBpBXYYBCTBUTEIHOCT KbM aKTUBHOTO BEILIECTBO MJIM KbM HSIKOE OT MTOMOIIHHUTE BEIIECTBA,
n30poeHu B Touka 6.1.

- [TarmenTn, KOMTO pa3BUBAT MpHUAOOUTA (YHCTA) arIa3usl HA EPUTPOILUTUTE BCIEICTBUE HA
JICUCHUE C HAKAKBB CPUTPOIIOCTHUH HE TPsIOBa Ja rmoyrydaBat Abseamed winu Apyr epuUTPONIOCTHH
(Bx. Touka 4.4).

- HekonTponmpana XumnepToHus.

- Bcuuku mpoTHBOIIOKa3aHUsI, CBbP3aHU C pOrpaMaTa 3a JeOHUpaHe Ha aBTOJI0XKHA KPbB,
TpsOBa ga ObJaT OTYMTAHM NIPU MALMEHTH, HA KOUTO ce npwiara Abseamed.

Yrorpebarta Ha Abseamed npu mManyueHTH, TUTAHUPAHU 3a TOJIsIMa SJIEKTUBHA OPTOTICIUYHA OTIepaItus

Y He y4acTBalllM B IIporpama 3a IpeiBapuTeIHO B3EMaHe Ha aBTOJIOKHA KPbB, € IPOTHBOINIOKa3aHa
[IPY TAaLMEHTH C TEXKa KOpOHapHa, nepudepHa apTepruanta, KapoTHIHa WK LepeOpo-BacKyiapHa
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0oJ1eCT, BKIIOUHTETHO MAIUEHTH ChC CKOPOIICH MUOKap IeH UH(APKT WU 1IepeOpo-BacKyIapeH
AHIAIEHT.

- XUpypruyHy NalueHTH, KOUTO 110 HAKaKBa IPUYMHA HE MOTaT JIa IOJTy4YaT MOAX0/s11a
AHTUTPOMOOTHYHA MPOPUIIAKTHKA

4.4 CroenuajHu npeaynpexRIeHust U NpeanasHu MepKu MpHu ynorpeoda

OO01m

[Ipu BCHYKHK MAITUEHTH, TTOTYYaBallH SOSTHH alda, KpbBHOTO HAJSTaHe TPsiOBa BHUMATEIHO J1a ce
npociensBa U KOHTPOJIMPA, ako € HeoOxonumo. Enoetun anga tpsodBa na ce npuiiara ¢ moBHIICHO
BHHUMAaHHE [IPU HAJIMYUE HA HEJIEKYBaHA, HEAOCTAaThbYHO JIEKYBaHa WU JIOLIO KOHTPOIUPAaHa
XUIEPTOHUS. BB3MOXKHO € N1a ce HajoXxu J00aBsHEe WM N0J00psABaHEe HA aHTUXUIIEPTEH3UBHOTO
JeyeHrne. AKO KpbBHOTO HaJsiraHe HE MOJKE Jla c& KOHTPOJIUPA, JICUSHUETO C eNoeTHH anda TpsadBa na
ce IPEKpPaTH.

ChI0 Taka, Mo BpeMe Ha JIeYeHHe ¢ eroeTHH anda ca ce pa3BUIId XUTIEPTOHNYHH KPHU3H

¢ eHIedanonaTus U rbpuoBe, KOUTO Ca HAJOXKUIU He3abaBHA JieKapcKa IOMOII M MHTCH3UBHO
JICYCHUE TIPH MAIIMEHTH, KOUTO MPEH TOBA ca OMJIM ¢ HOPMAITHO WITH HUCKO KPBHBHO HAJISATAHE.
Oco0eHo BHUMaHKE TPsiOBa Ja ce 00bpHE Ha BHE3AIMHOTO MPOO0K/IAI0 MUTPEHOTIOA00HO Ii1aBo0oIHe
KaTo Bb3MOXKEH MpeIyNpeAUTENIeH CUTHAMI (BXK. Touka 4.8).

EmoeTun anda TpsOBa 1a ce mpriara ¢ MOBUIICHO BHIMAaHUE P TAITUEHTH C SIIJISTICHS, aHaMHEe3a
3a IbPUOBE WK 3a00JIBaHUs, CBBP3aHU C IPEIPA3MOI0KEHOCT KbM I'bpUOBA AKTUBHOCT KaTO
nHdpeknuu Ha [THC 1 Mmo3buHH MeTacTasu.

Enoerun anda tpsibBa 1a ce U3MOI3BA € TTOBUILICHO BHUMAHKE TPH MAIUCHTH ¢ XPOHUYHA
4epHOApOOHa HegocTaThbuHOCT. besonacHocTTa Ha enoeTHH anda He € yCTaHOBEHa MPH MalueHTH
¢ YepHOApOOHA TUCHYHKITHUS.

HabnronaBaHa e moBuIIeHa 4ecTOTa Ha ChA0BH TpoMboTnuHu chouTus (CTC) npu nauueHTy,
nony4aBau ESA (Bx. Touka 4.8). Te BKiIIoUBaT BEHO3HA U apTepraiHa TpomM003a 1 eMOonus
(BKITIOUNTETHO HAKOHM C (haTajeH u3X0[), KaTo AbJI00Ka BEHO3HA TPpoMOo03a, OenoapodHa eMOoIHs,
TpoM003a Ha peTHHATa M HH(ApPKT Ha MUOKapaa. JJOMBJIHNUTENHO ce ChoOIIaBa 32 MO3FYHOCHI0BH
MHIOUACHTH (BKJI. MO3bYEH HHCYJT, MO3b4YEH KPBBOURIHB U IPEXOTHN HCXEMUYHH aTaKH).

CroOmaBannte pruckose 3a Te3u CTC TpsOBa BHIMATEITHO J1a CE MPELEHST CIPSAMO MOJI3UTE OT
JICYEHUETO C eNOeTHH ana, 0cOOCHO NpH MAUEHTH ¢ TpeanIecTBamy puckosu paxropu 3a CTC,
BKJIIOUMTEITHO 3aTIIbCTABAHE U npenuinHa anamuaesa 3a CTC (mamp. ap100ka BeHO3HA TPOMO03a,
oemoapoOHa eMOOIHS U MO3BYHOCHIOB HHITHICHT).

HuBara Ha xemornoOuHa TpsOBa Ja ce IpocCiieAsBaT BHUMATEIIHO NMPH BCHYKY MAIIMEHTH ITOPa U
ITOTEHITHATHO TIOBUIIICHUS PUCK 32 TPOMOOSMOOTNYHI HHIIMICHTH | 3a (aTajeH U3XO0JI, aKo ce
JIEKyBaT MAIlUCHTH C HUBA Ha XEMOTJI00MHA HaJ TrUana3oHa Ha KOHIICHTPAIUUTE 33 JaACHO
IOKa3aHHE.

BB3MOXHO € yMepeHo /103a-3aBICHMO ITOKayBaHe Ha Opost Ha TPOMOOIIMTHTE B pAMKUTE Ha
HOpPMaJIHUTE TPaHUIIM TI0 BpEeMe Ha JICYUEHHETO C eMOeTHH anda, KOeTo HaMaisBa o BpeMe Ha Kypca
[IpY IPOIBIDKUTENTHA Tepanus. B nombiHeHne KbM TOBa UMa CHOOIIEHUS 3a TPOMOOLIUTEMUS HAJ
HopManHuTe rpaHuny. [IpenoppuBa ce OposAT Ha TpoMOoLUTHTE a ObJe PEIOBHO MIPOCIEASBAH MPE3
ITEPBUTE 8 CEIMUITH OT JICICHHUETO.

Bewnuku apyru npuduHu 3a anemus (1eUIUT Ha XKens30, Gosnatu unn BUTaMuH B, anmyMnHneBa

WHTOKCHKANYA, HHPEKIs UIIN Bb3MajleHue, 3aryda Ha KpbB, XeMOJIM3a U KOCTHOMO3buUHa (pudpo3a oT
BCSIKAKBB MPOU3X0/) TpsOBa 1a ce OLEHT U JIa ce JIEKyBaT IPEeAn 3al04BaHe Ha TepaIusTa ¢ eoeTHH
ana ¥ KoraTo ce B3eMa pellieHHe 3a MOBHUILIaBaHe Ha 03aTa. B moBedeTo ciyyan cepyMHOTO HUBO Ha
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(hepuTHH criazia €THOBPEMEHHO C IMMOBUIIIABAHE HA KOHIICHTPAIUATA B KIIETKUTE. 3a JIa C& OCUTYPHU
OIITHMAJTHO TIOBJIHSIBAHE OT JICUEHUETO C eTIOSTHH anda, TpsAOBa 1a ce OCUTYPAT AOCTATHYHH 3aIMlacu
OT JKEJISI30 M aKO € He0OX0IMMO, JIa Ce TMIPIIIOKAT TOOABKH, ChIIBPIKAIIH KeIs130 (BXK. Touka 4.2):

- 3a manueHTy ¢ XpoHn4YHa OBOpEeyHa HENOCTaTHYHOCT, T00ABKH, ChIBPKALIH KEIA30
(emementHO *x)ensa30 200 mo 300 mg/neH nmepopaiHo 3a B3pacTau U 100 10 200 mg/nen
NepOpaIHO 3a NEeAUATPUYHU MTALUEHTH) CE IIPENOPbYBAT, aKO HUBOTO Ha ()EPUTHH B cepyMa
e nox 100 ng/ml;

- 3a OHKOJIOTUYHO OOJIHU MAlMEHTH, JOOABKH, ChIBPIKAIIH JKeNIsI30 (eneMeHTHO xemnst30 200 1o
300 mg/nenH nmepopaliHO) ce MpernopbyBa, ako carypanusaTa Ha TpaHchepuH e mox 20 %.

- 3a manMeHTy OT Imporpama 3a MpeIBapuTeTHO ASTIOHNpPaHe Ha aBTOJI0KHA KPBB TPsiOBa 1a ce
npuiiarat 100aBKH, ChIBPKAIIN KeIA30 (eIeMEeHTHO xkels30 200 mg/neH nepopaiHo), HIKOIKO
CEIMUILIM TIPE/I 3aII04YBaHe Ha MPEABAPUTEIHOTO JISIOHUPAHE HA aBTOJIOKHA KPBB, C TEl
MOCTUTAaHE Ha BICOKH 3aIlacH OT JKEJ30, MPEIH Ha4alloToO M 110 BpeMeHa MeJHs Kypc Ha
TepanusTa c enoeTHH anda.

- 3a manueHTy, IIaHUPaH! 3a TOJIsIMa eJIEKTHBHA OPTOIeANYHA olepalus, TpsAOBa 1a ce
TprIaraT T00aBKH, ChIBPIKAIIN KeJsI30 (eeMeHTHO kema30 200 mg/neH mepopaiHo) o BpeMe
Ha TeJIHsI KypC Ha TepaluaTa ¢ eMoeTHH ainda. AKO € Bb3MOXKHO, IPHIIOKEHUETO Ha T0OABKH,
ChBPIKAIIIN KEIA30, TPSAOBA Ja 3aM0YHE MPEIU HAYAIOTO Ha TEpaINusiTa ¢ enoeTuH anda, 3a aa
Ce TMIOCTUTHAT TOCTaThUHU 3aIacH OT YKEIS30.

MHoro psiako € HaOJIroJaBaHO pa3BUTHE MM 000CTpsiHE Ha NOPQUPHSI IPY ALMEHTH, JEKYBaHH
c enoetuH anda. Enoerun anda tpsdBa qa ce M3M03Ba BHUMATEIHO MIPH TAMEHTH ¢ HOpdUpHsL.

Texku koxHH Hexenanu peakiuu (SCARs), BkitounTenHo cunapom Ha Stevens-Johnson (SJS)

1 TokcHyHa enmaepmanaa Hekponusa (TEN), kouto Morar ga ObaaT )KUBOTO3aCTpalllaBaily Wi J1a
JIOBEJIAT JIO JIETAJICH M3XO0/l, Ca ChOOIABaHH BbB BPh3Ka C JICUCHUETO ¢ enoeTrH. [10-TexKu ciydan ca
HAOJII0aBaHM [TPH JBJTOACHCTBAIIM SIIOCTHHH.

Ipu npeanucBaHeTO MANMEHTUTE TPAOBA 1a ObaAT HHPOPMHUPAHU 32 MPU3HAIMTE ¥ CUMIITOMUTE U J1a
Ob1at HaOJII01aBaHY C TOBUIIICHO BHUMAHHKE 32 KOKHH PEaKIUU. AKO CE TIOSBIT MPU3HAIH

Y CUMIITOMH, [TOKA3aTeJIHU 3a Te3H peakiuu, Abseamed TpsOBa He3a0aBHO Ja ce CIIpe U Ja ce
OOMHUCIH JAPYTO JICUCHUE.

AKO TanlMeHTHT € Pa3BIII TEXKa KoxHA peakius, HanpuMep SJS nimu TEN, mopamu ymorpebara Ha
Abseamed, neuenuero ¢ Abseamed HUKOTa He TpsOBa J1a Ce 3a04YBa OTHOBO MPH TO3W TMAIUCHT.

C men 1a ce mooOpH B3MOKHOCTTA 33 IPOCIIEASBAaHE Ha CTUMYJIMPAIITE €PUTPOIIOE3aTa CPEICTBA
(erythropoiesis stimulating agents, ESA) nmeTo 1 mapTHIHUAT HOMEP Ha TPUIOKEHOTO CTUMYJITHPAILO
epuTpoIIoe3aTa CpeICTBO TPSAOBA SICHO J1a ce 3alKMCBaT B KAPTOHA Ha MaIMEHTA.

[ManmenTture TpsaOBa 1a mpeMuHaBar ot eaHo ESA Ha 1pyro npu nmoaxoasmio HabIioJeHHE.

Ipunodura (yncra) amnasusa Ha epurpouuture (ITAE)

NmMa cboOiieHus 3a antuTsuio-mMeauupana [TAE ciies nedenue ¢ mpuiiokeHUE Ha SOSTHH ajida

B IIPOIBJDKEHUE HAa Meceln 0 roauan. ChoOIaBa ce 1 3a Ciiydau MpH NanueHTu ¢ xenatur C,
JIEKyBaHU ¢ HHTEp(EepOoH U pHOaBUPHH, KOTATO STHOBPEMEHHO ce M3rmosBaT U ESA. Enoerun anda
HE € 0/100peH 3a JieueHue Ha aHeMHsl, CBbp3aHa ¢ xenaTur C.

ITpu nanueHTH, pa3BUIId BHE3AITHA JIWICa HA €(PUKACHOCT, OMpe/ieNicHa KaTo HaMaJsIBaHe Ha
xemoriobuna (1 mo 2 g/dl mmm 0,62 no 1,25 mmol/l Mmecedno) ¢ yBeamdeHa HyX1a OT
KpbBOIpENUBaHe, TPSOBaA Aa ce mpociiean OposT Ha PETUKYJIOLUTUTE U Ja C€ IPOBEPAT TUITUYHUTE
MPUYKMHY 3a JUICA HA OTrOBOP (Hamp. AeQUIUT Ha Kelsi30, (oreBa KUCEIMHA HITH BUTAMKH By,
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TyMUHUEBa HHTOKCHKALWS, MHPEKIHS WK Bb3MaJeHue, 3ary0a Ha KpbB, XeMOJIH3a
¥ KOCTHOMO3bYHA (hrOp03a OT BCAKAKHB MIPOU3XO]).

[Ipu mapamokcaliHO cliajaHe Ha XeMOTJIOOMHA U PAa3BUTHE HA TEKKAa aHEMUsl, CBbpP3aHa ¢ HUCHK Opoi
PETHKYJIOLUTH Cce Hallara He3a0aBHO NpeKpaTsIBaHe Ha JICUCHHETO C €MOeTHH alda 1 MPOoBexkIaHe Ha
W3CIICBAHUS 32 ThPCCHE Ha aHTHEPUTPOTIOCTHH aHTUTeNa. 3a muarHoctupane Ha [IAE cwio taka
TpsiOBa Ja ce MMa MpeBU]] U3ClieIBaHe Ha KOCTEH MO3BK.

He Tps6Ba na ce 3amouBa Tepanus ¢ Apyra ESA mopann pucka oT KphCTOCaHA PEAKITHS.

JleyeHre Ha CUMIOTOMATUYHA AaHEMUS [IPU BH3PACTHU U ITEIUATPUYHHN NAIMEHTH C XPOHUYHA
OBOpEeUHa HEAOCTATHYHOCT

Ha maumenTtu ¢ XpoHUYIHA 6L6peqHa HEAOCTATBYHOCT, KOUTO C€ JICKYBAT C CIIOCTUH a,n(pa, Tpi[6Ba
PEA0OBHO [a €€ U3CJICABa XEMOTIJI00MHA J0 IIOCTUTaHEC Ha CTaOUJIIHO HUBO U NEpUOAUYIHO CJICA TOBA.

[Ipu nanmenTy ¢ XxpoHn4Ha OBOpPEYHA HEIOCTATHYHOCT CTEIICHTA Ha TIOBUINIABAHE HA XEMOTIIOOWHA
Tps6Ba na e npubamsurento 1 g/dl (0,62 mmol/l) Ha mecen u He TpsOBa Aa HanBUIIaBa 2 g/dl
(1,25 mmol/l) Ha Mecer, ¢ men Aa ce MUHUMH3UPA PUCKBT 32 3aCHIJIBAHE HA XUIICPTOHUATA.

[pu nanmenTy ¢ XxpoHn4Ha OBOPEYHA HEIOCTATHYHOCT, MOIbPKaHATA KOHIICHTPAIUS Ha
XeMorJioOuHa He TpsiOBa Jia HaJBUIlIABa TOpPHATA IPAHKIIA HA JTUAIla30HA Ha KOHI[CHTPAI[UUTE Ha
XEMOTJIOOHHA, KaKTO ce MpernopbuBa B Touka 4.2. [Ipy KJIMHUYHU NPOYYBAHHS € HAOIOAaBaH
MTOBUIIICH PUCK OT CMBPT M CEPUO3HU ChPICIYHO-CHIOBH CHOUTHS IpH NprioxkeHue Ha ESA 3a
MOCTUT'aHE Ha HUBO Ha KOHIICHTpalusTa Ha Xxemorinoouna Hax 12 g/dl (7,5 mmol/l).

KOHTpOJII/IpaHI/I KIIMHUYHU IIPOYYBAHUA HE Ca IIOKa3aJIM 3Ha4YUMa I10J13a OT IPHUIIOKEHUETO Ha
CIIOCTUHH, KOI'aTO KOHIICHTpAaluATa Ha XEMOTJIOOMHA € ITOBUIIICHA HaJl HHUBATa, HeO6XOI[I/IMI/I 3a
IMMOCTUT'aHC HAa KOHTPOJI BbPXY CUMIITOMUTC HA aHEMUATA U C LECJT n30sMTBaHE HA TpaHC(bySI/I}I Ha KPBB.

[pu nanmenTn ¢ XxpoHW4Ha OBOpPEYHA HEOCTATHYHOCT TPSIOBA JIa ce BHUMAaBa IpH MMOBHUIIIABAHE HA
no3ute Ha Abseamed, Thil KaTO BUCOKHUTE KyMYJIaTUBHH JIO3U €IIOSTHH MOTAT Ja ObJaT CBbP3aHH

C MOBHILEH PUCK OT CMBPTHOCT, CEPUO3HU CHPICYHOCHI0BH U MO3BUHOCHI0BH chOuTHS. [IpH
MIAMEHTH ChC CI1a0 OTTOBOP MO OTHOLICHUE Ha XEMOTI00MHA KBbM JICUCHHUETO C eTOSTHHH TPAOBa /1a
ce MIOMUCIIH 3a APYTH OOSICHEHHUS 3a ci1abusi OTroBop (BX. Touku 4.2 u 5.1).

ITanmeHTHTE ¢ XpOHUYHA OBOpPEYHA HETOCTATHYHOCT, JICKYBAaHHU C €IIOCTHH aida MOIKOXKHO, TpsIOBa
na ObaT HaOI0TaBaH! PEIOBHO 3a 3ary0a Ha e(hUKacHOCT, ONpeieNiecHa KaTo OTChCTBHUE MITH
MOHMKABaHE HA OTTOBOPA KbM JICUCHUETO C CIOSTHH aida Mpy MalueHTH, KOUTO P TOBA Ca Ce
TIOBJIUSIBAIIN OT Hero. TS ce XxapakTepusupa ¢ MOCTOSHHO ClaJlaHe Ha XeMOTJIO0OMHA, HE3aBUCUMO OT
MTOBUIIIaBaHe Ha J103aTa emoeTHH anda (Bx. Touka 4.8).

Hsikou manueHTH ¢ mo-yabDKEHH TI0O30BH MHTEPBAJH (IIO-TOJIEMH OT BEJHBK CEIMUYHO) HA CTIOSTHH
ana Moxke J1a He TIOJIbPKAT JTOCTAThYHH HIBA HA XeMOTJI00MHa (BX. TOYKa 5.1) ¥ 1a UMaT HY»K1a OT
MIOBHUIIaBaHE Ha JI03aTa Ha enoeTrH anda. Husara Ha xeMormobuna TpsOBa 1a ObaaT PEIOBHO
MpociieIsBaHM.

[Ipu marueHTH Ha XeMOIUAaIN3a ca Ce Pa3BIIIM IIHFHTOBH TPOMOO3H, 0COOEHO MPH Te3U, KOUTO UMAT
CKJIOHHOCT KbM XUITOTOHUSI WM YHUTO apTEPUOBCHO3HU (DUCTYJIM UMAT YCIOKHEHUS (HAIp. CTCHO3H,
aHEeBPU3MH U T.H.). [Ipy Te3n manmeHTy ce mpernopbryBa paHHO peBU3HPaAHE Ha IIFHTA

Y aHTHTPOMOOTHYHATA MPOPIIIAKTHKA Upe3 MPUIIOKESHHUE HATIP. Ha alleTHICAIUITAIOBA KUCEINHA.
[Ipu otnenam cimydan e HaOr01aBaHa XUTICPKATHEMHIS, BBIIPEKH Y€ HE € YCTaHOBEHA MPUIUHHO-
CJIe/ICTBeHA Bpb3Ka. [Ipu manueHT ¢ XxpoHnyHa 0bOpeuHa HeIOCTaThUHOCT TPSOBA J1a ce
MpOCIEsBaT CIEKTPOIUTUTE B cEpyMa. AKO C€ YCTAHOBST MOBULICHU WM TOKAYBAIHM CE HUBA Ha
CEPYMHHUS KQJIUH, B JOMIBITHEHUE KBM TIOIXOIAIIO JICUCHUE Ha XUTIepKAINEMHSITa, TPSOBa /1a ce
00OMUCIIM TIPEeKpaTIBAaHE HA IPUIIOKCHUETO Ha SMOSTHH ajida, T0KaTo Obe KOPUTUPAHO CEPYMHOTO
HHBO Ha Kajusl.
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IIo BpEMC Ha XCMOJUAIN3a YCCTO CC Hajlara yBEJIM4aBaHC 103aTa Ha XCTIaprHa IIpU Tepanus
C CIIOCTUH anq)a, THH KaTo CE IOBHIIIaBA KOHHOCHTpAaNusATa B KIICTKHUTC. Axo XCMapuHU3alusiaTa HE
€ OolITUMAJIHA € Bb3MOXXHO 3allyIlIBaAHC B JJUAJIM3HATa CUCTEMA.

B®3 ocHOBa Ha HamM4YHATA JOcCera I/IH(l)OpMaLII/ISI, KOpUT'HPaHETO HAa aHEMHUATA C CIOCTUH anq)a npu
BB3PACTHH IMAIIUCHTH, KOUTO OIIEC HE Ca IMOJJIOKECHN HAa JUajin3a HC YBEJIMYaBa CTCIICHTA Ha IIPOTpeCus

Ha OBOpedHaTa HeJOCTaTHYHOCT.

JledeHune Ha MAIIMEHTH ¢ aHEMMS, MHIYIIMPAHa OT XUMHUOTEPAITH

Ha onkonoruyno 60aHu ManrueHTHU, KOUTO C€ JICKYBAT C CIOCTUH an(ba, Tpﬂ6Ba PEa0BHO ga ce
HU3MCpPBAT HUBATA HA XEMOTIIO0MHA J0 IIOCTUIaHC Ha CTaOWITHO HUBO U nepruoanvHO CJICa TOBA.

Enoerunure ca pacTe:xHU (PakTOPH, KOUTO OCHOBHO CTHUMYJIHPAT 00pa3yBaHETO HA EPUTPOITUTH.
EpuTpOomnoeTHHOBY pelenTOpH MOTaT Jia ca eKCIPECUPAaHN Ha TIOBBPXHOCTTA HA PA3InIHUA TYMOPHU
kiIeTkd. KakTo npu Bcuuku pacTeskHu (HaKTOpH, ChIIECTBYBA CTAHOBHIIIE, Y€ CTOCTUHUTE MOTAT Ja
CTHUMYJIMpAT pacTeka Ha TymopHu. Ponsita Ha ESA npu nporpecusta Ha TyMOPH WM TTOHMKEeHaTa
MPEKUBAEMOCT O€3 MPOrpecHust He MOXKe Ja ce U3KI0UH. [Ipr KOHTPOIUpPaHU KIMHUYHH TPOYYBAHUS
MIPIIOKCHUETO Ha €MOeTHH ajda u npyru ESA e 6uito cBbp3aHO ¢ TIOHIKEH JIOKOPETHOHAICH
TYMOPEH KOHTPOJI WJIM HamajieHa 00111a MPeKUBSICMOCT:

- IMOHWXaBaHC Ha JIOKOPCTUOHAIIHUA KOHTPOJI IPU MAallUCHTU C HallpeJiHajla HEOoIlJia3Ma
B 00JIaCTTa Ha TJIaBaTa M MIKATA, TIOAJIOKECHH HA IbYEICUCHUE, TPU TPUIIOKEHHE C eI
MTOCTUTaHe HAa HUBO HA KOHIICHTpAIUATa Ha XeMoriioOnHa mo-Bucoko ot 14 g/dl (8,7 mmol/l),

- CKbCSIBAHE Ha 00II1aTa IPEKUBSIEMOCT U IMOBUIIIABAHE HA CMBPTHOCTTA MOPA/IH POTPECHs Ha
3a00JIsIBAHETO KbM YETBBPTHUS MECEII TIPH MAIUCHTH C METACTATHYCH KapIlIMHOM Ha r'bp/ara,
HOJUTOXKEHH Ha XMMHOTEPAIusi, IPY MPUIIOKEHHE C LeJT TOCTUTaHe Ha JIMana3oH Ha
KOHIIEHTpaIuuTe Ha xemorioouna 12 no 14 g/dl (7,5 no 8,7 mmol/l),

- MOBUILIABAHE HA PHCKA 32 CMBPT, IIPU IMPUIIOKESHUE C 111 IOCTUTaHEe Ha HUBO HA
KOHIIeHTpanusTa Ha xemoryoouna 12 g/dl (7,5 mmol/l), npu manueHTy ¢ akTUBHA HEOIUIa3Ma,
KOHUTO HE ca IOJI0KEHN HUTO Ha XMMHO-, HUTO Ha JibueTepanus. ESAs He ca mokasaHu 3a
ynorpeba mpu Ta3u MomyJjamus NalieHTH,

- HaOmogaBaHo 9 % moBHIIEHNE HA PUCKA OT IIPOTrpecHsl Ha 3a00IBAHETO WM CMBPT B CTparaTa
Ha eMoeTHH anda IUIF0C CTaHAAPTHH TPYKH OT OCHOBEH aHalu3 U 15 % moBuIIeHNe Ha PHCKa,
KOCTO HEC MOKE 1a 6’5,[[6 CTaTUCTUYCCKHU U3KIIIOYUCHO, ITPHU MAIUECHTU C METACTAaTUYCH KapIIHUHOM
Ha I'bpJaTa, OUI0KEHN Ha XUMHUOTEPAIIUs, IIPU IPUIIOKEHUE C 11 IOCTUTaHe Ha AUAaIa3oH Ha
KOHIIeHTpanuuTe Ha xemornobuna ot 10 mo 12 g/dl (6,2 go 7,5 mmol/l).

C orjiea Ha U3JIOKEHOTO IO-rope, IMMpu HAKOU KIMHUYHU CUTYallU KPBBOIIPECIMBAHETO Tp5[6Ba Ja
ObJIe MPEATIOYNTAH METO/T Ha JICYCHHE Ha aHEMUSTA MTPY MAIUeHTH ¢ KapuuHoM. PerieHueTo 3a
TIPUIIOKEHUE Ha JICYCHHE ¢ PEKOMOMHAHTECH SPUTPOIIOCTHH TPSAOBa Aa € Oa3upaHO Ha OICHKA Ha
CBhOTHOILIICHUECTO n0n3a/p1/101<, B KOATO Ja y4aCTBa U CaMHAT IMallUCHT, KaTO TpSIGBa Ja c€ OT4YuTa
KOHKPETHHAT KJIMHHYEH KOHTEKCT. DakTopuTe, KOUTO TPAOBA 1a C€ MMAT IPEABH IIPH Ta3H OIEHKA,
TpsiOBa J]a BKITIOYBAT BHJIa HA TYMOpA U HETOBUS CTaJINH; TEKECTTa Ha aHEMUATA;, OYaKBaHaTa
MIPEXHUBIEMOCT; CpeliaTa, B KOSTO Ce OCHIICCTBSBA JICUSCHUETO HA NAIMEHTA; TIPEANOYNTAHHITA Ha
naruenTa (Bx. Touka 5.1).

[Ipu OHKOJIOTUYHY NAIIMEHTH, IMOAJI0KECHH Ha XUMUOTEParys, KOraTto ce IpeleHsIBa 1alH JCUCHUETO
C enoeTHH anda e MoIxoAsIIo, TPIOBa Ja ce OTIUTA 2- 10 3-CEAMUYHOTO 3aKbCHEHHE MEXKITY
npwiokeHueTo Ha ESA 1 mosiBaTa Ha CTUMYJIUPaHUTE C €PUTPOIIOSTHHA SPUTPOIUTH (TTAIIMEHTH

C PHCK 32 XeMOTpaHCy3us).
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XUpYpruyHy HAMSHTHU B IPOrpaMu 3a JCIMOHUPAHEe Ha aBTOJI0kKHA KPbB

TpsabBa 1a ce cra3BaT BCHYKH CTICHUATHN IPEAYIPEKICHNUS U CIIEIUATHN IPea3Hl MEepPKH,
OTHACSIIIH Ce JI0 MPOTrpaMuUTe 3a ACTIOHUPaHE Ha aBTOJIOKHA KPBB U OCOOCHO TE3H 32 PYTHHHO
3aMeCcTBaHe Ha 00eM.

Ha]_[I/IeHTI/I., TJIaHWPAaHU 34 TOJEMH CJICKTHBHH OPTONICANMYHH ONNCPATHBHH MHTCPBCHIINHU

[IpaBmiata Ha 700Opa MeAUIIMHCKA MPAKTHKA 332 padoTa ¢ KpbB BUHATH TPAOBa /1a Ce MpUIIarar mpu
MIEPUOIIEPATUBHU yCIOBUSI.

[MaruenTHTe, MIAHUPAHK 33 TOJIEMH CICKTHBHY OPTOTICIMYHHU ONICPATUBHU HHTEPBEHIINHU TPsIOBa J1a
MOJyYaBaT aJIcKBaTHA aHTUTPOMOOTHYHA IPOPHUIAKTHKA, ThI KaTO MOTAT Jia Ce Pa3BUIT
TPOMOOTHUYHH U CHJIOBU CHOUTHUS MPH XUPYPTUUHHU MAHUEHTH, 0COOEHO MPH TE3H C MOJIEKAIIO0
CHP/ICYHO-CHIOBO 3a00isBaHe. B mombiiHeHHE KbM TOBA, TPsIOBA J1a ce B3eMAT CICHUAHH MPE/INa3HU
MEpKH IIPU NaIMEHTH ¢ MpepasnooxeHue 3a passutue Ha JIBT. JlombIHUTENHO IPU NAllMEHTH

¢ m3xoJieH xeMorooun > 13 g/dl (8,1 mmol/l) He Moske J1a ce U3KITFOYU Bh3MOKHOCTTA JICUCHUETO

c ernoeTuH anda aa e CBbP3aHo C MOBHUILIEH PUCK OT TIOCTONEPATUBHU TPOMOOTUYHU/CHIOBU CHOUTHSL.
ITo Ta3m mpudunHa enoeTrH ajda TpsOBa 1a ce U3I0JI3BA TIPH MAIMEHTH C U3XO0ICH XEMOTJIO0HH

> 13 g/dl (8,1 mmol/l).

Tlomonrau BCIICCTBA

ToBa nexapcTBO ChIBPKa HATPUH, Mo-Manko oT 1 mmol (23 mg) Ha MpeaBapUTETHO HATBIIHEHA
CIPUHIIOBKA, T.€. IPAKTHYECKH HE ChABbPKa HATPHH.

4.5 B3amMmopeiicTBHe ¢ IPYTH JeKapcTBeHM MPOAYKTH M APYTrH (opMH Ha B3auMo/eiicTBHe

Hsma nannu, mokasBaiiy, 4e JIEYCHUETO C €MOSTHH alia MpoMeHsI MeTaboIn3Ma Ha APYTH
JIEKapCTBEHU NPOJYKTH.

JlexapcTBeHUTE IPOAYKTH, KOUTO HAMAJISIBAT €PUTPOIIOE3aTa MOTAT Ja HAMAJIAT IIOBIUSBAHETO OT
JICYEHHETO C EMOETHH anda.

Twii KaTo NUKIIOCTIOPUH ce cBbp3Ba ¢ eputpouuTute (red blood cells, RBC), uma nmotenuan 3a
B3aUMOJCUCTBHS C JIEKAPCTBEHU POIYKTH. AKO €MOeTHH an(a ce mpuiara eIHOBPEMEHHO

C IUKJIOCTIOPWH, HUBOTO B KPBBTA Ha UKJIOCIOPHH TPAOBa /1a ce MpociesBa 1 J03aTa Ha
UKJIIOCIIOPHH Ja C€ KOpUTHPA IIPH IMMOBUIICHUEC Ha XEMaTOKpUTaA.

Hsma nannu, mokasBaimy B3aMMOJICHCTBUE MEXy €OETHH alida U TPaHyJIOLnT-
konoruoctuMysmpar Gakrop (G-CSF) nmm rpanymonuT-Makpodar-KoJIOHHOCTHMYTUpaI (hakTop
(GM-CSF) no oTHOLIeHHE HA XeMaTOJOTHYHATa TU(epeHInaHs WK npoiudepanus Ha IpooH OT
TyMOpHa OHOIICHUS in Vitro.

[Ipu BB3pacCTHU MALUEHTKU C METACTATUYCH PaK Ha I'bPJIaTa, €THOBPEMEHHOTO ITOJAKOKHO
npuioxenue Ha 40 000 IU/ml enoetun anga c Tpactyzymad 6 mg/kg He e oka3aio BIHSIHUE BEPXY
(bapMaKOKHHETHKATa Ha TpacTy3ymao.

4.6 @epTHaUTET, OPEMEHHOCT U KbpPMeHe

Bpemennoct

JlurceaT WM MMa OTpaHWYCHHU JIAHHH OT yroTpebara Ha ermoeTHH anda mpu OpeMEeHHH KEHH.
[IpoyuBaHusATa IPHU KUBOTHH MTOKA3BaT PEMPOAYKTHBHA TOKCHYHOCT (BiK. Touka 5.3). CieqoBareHo,
enoeTrH ainda TpsaOBa 1a ce U3IM0I3Ba 10 BpeMe Ha OPEMEHHOCT, CaMO aKo MOTCHIIMATHATA T10J13a
HAIXBBPJIS MOTSHIIMATHAS PUCK 3a 1wiona. He ce mpenoppuBa yroTpedbara Ha ernoeTuH anda npu
OpeMEHHH XUPYPTUYHHU MAIUCHTKH, KOUTO YYaCTBAT B MPOrpama 3a JACTOHUPAHE Ha aBTOJIONKHA KPBB.
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Kopmene

He e u3BecTHO najiu eK30reHHHAT OeTHH alida ce eKCKpeTupa B KbpMara. Enoerun anda tpsosa na
Ce M3M0JI13Ba C MOBUIICHO BHUMAaHUE TIPU KbpMadku. Tps0Ba fa ce B3eMe pellicHHe Aali Jia ce
MPEeKbCHE KbPMEHETO WIIH Ja ce PEeKbCHE/1a He ce TIpelpreMa Tepams ¢ enoeTuH anda, Kato ce
B3E€MaT IpEeBHU/I MT0J13aTa OT KbPMEHETO 3a JAETETO U ToJ3aTa OT TepanuaTa C ermoeTnH anda 3a
JKeHara.

He ce nmpenoppuBa ynorpebata Ha enoeTuH ajnda npu KbpMeIIH XHPYPTHIHH MallueHTKH, KOUTO
yJacTBaT B Mporpama 3a JCTHOHUpPaHEe Ha aBTOJIOKHA KPBB.

deprunurter

Hsma mpoyuBanus, olieHsIBaIlly TOTCHIUATHAA €(eKT Ha eOeTHH anda BbpXy MBXKHS U KEHCKUS
(heprunurer.

4.7 EdexTu BbpXy cnioco0HOCTTA 32 odupaHe U padoTa ¢ MAIIUHA

He ca mpoBexxmanyu npoydBanus 3a €¢heKTHTE BEPXY CIIOCOOHOCTTA 32 Mmodupane u paboTa ¢ MaITAHH.
Abseamed He MOBNMSABA WIIH MTOBIHsIBA MTPEeHEOPEKMMO crtocoOHOCTTA 32 modupane u padora
C MallluHU.

4.8 Heskenanm JiekapcTBEeHU peakunu

Ob6obwenue na npodura Ha bezonacHocm

Haii-uecTara He)xenaHa JeKapCTBEHA PEaKIUs 110 BpeMe Ha JICYSHHUETO ¢ SMOCTHH ajida

€ J103a-3aBUCUMOTO ITOBHINIABaHE Ha KPHBHOTO HAJISITAaHE MJIU BJIOIIABAHETO Ha ChHIIECTBYBAIlATa
xunepToHus. TpsOBa 1a ce mpociieasBa KPbBHOTO HAIITaHE, 0COOCHO B HAYAJIOTO HA JICUYCHUETO (BK.
TouKa 4.4).

Haii-uecTo cpelanuTe HeKEIaHU JICKApCTBEHU PEaKIIU, KOUTO ca OWiii HAOJI0JaBaH! MTPU
KJIMHUYHUTE MPOYYBAHUS C €MOSTHH anda, ca TUapusl, TaJicHe MOBPBIaHe, MTUPEKCHs U TI1aBO00ITHE.
I'purmonomo6HOTO 3a00JIIBaHE MOXKE J1a Ce TIPOSBH 0COOCHO B HAYAJIOTO HA JICUCHUETO.

B npoyuBanus ¢ yIbKeHH TO30BH HHTEPBAIIM IPH BB3PACTHH MAMEHTH ¢ ObOpeyHa
HEJIOCTaThYHOCT, KOMTO BCE OIIIE HE Ca HEMOJI0KEHH Ha AUalIN3a, IMa ChOOIIEH!S 32 KOHIeCTHS Ha
JIXaTeJHUTE IIHTUIIA, BKIIOYBAIA CITyYal Ha KOHI'€CTUS HAa TOPHUTE TUXaTeITHH MIbTUIIA, HAa3aTHa
KOHreCTUsI ¥ Ha30(hapHHTHUT.

Hab6mronaBana e moBwmieHa 4ecToTa Ha ¢hIoBH TpoMOoTnuHu chonuThs (CTC) npu narueHTy,
nony4aBau ESA (Bx. Touka 4.4).

Cnucvk Ha HedicenaHume peakyuu 8 mabiuyet uo

Ot 00110 3 417 y4acTHUIUB 25 paHAOMH3HPAHU, IBOMHOCIICIIH, I1alle00-KOHTPOJIMPAHU TIPOYIBaHHSI
WX IPOYYBaHUs KOHTPOJHMPAHU ChC CTAHAAPTHH IPUKU, OOIIHUAT podui Ha 0€30MacHOCT Ha
enoetuH anda e orieneH npu 2 094 yyactHumm ¢ aHemust. BkirtoueHu ca 228 JIeKyBaHU C €TIOSTHH
anga maruenty ¢ XbH B paMkuTe Ha 4 Ipoy4BaHUs 32 XpOHUYHA OBOpEeYHa HEIOCTATHYHOCT

(2 mpoyuBanus npeau auanuza [N = 131 nanuentu ¢ excnio3uuus ¢ XbH] u 2 nmpu nuanusza

[N =97 manmenTu ¢ excrio3unus ¢ XbH]; 1 404 oHKOIOTHYHO OOJTHU MAIUEHTH C €KCIIO3UTPYIUS OT
16 mpoy4BaHud NPU aHEMUS, AbJDKaIlla C€ Ha XUMHUOTepanus; 147 nalueHT ¢ eKCIO3UIUs OT

2 mpoyd4BaHMA 32 aBTOJIOKHO KpbBoJapsBaHe; 213 manueHTy ¢ eKCrno3unus ot 1 nmpoydBaHne Ha
nepronepaTuBHus nepuod u 102 manuenTH ¢ excrno3unusas 2 npoyusanud Ha M/JIC. Hexxenanure
JIEKapCTBEHU PeaKkny, Cho0IIeHn oT >1 % OT manuenTuTe, IeKyBaHH C €MOETHH alda B Te3H
MIPOYYBAHUS, Ca MIOKa3aHH B TAOJIMIATa TTO-JI0ITY.
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Orenka Ha yectoTara: MHOTO Yectu (> 1/10); uectu (> 1/100 mo < 1/10); mneuectu (> 1/1 000 no
< 1/100); penxu (= 1/10 000 mo < 1/1 000); muOTO peaxu (< 1/10 000), c Hen3BecTHA YecToTa (OT
HAJIMYHWUTE JaHHU HE MOXKE Jia ObJic HampaBeHa OICHKA).

CucreMo-opraHna Hexenana peakuusi (HuBo Ha | Yectora
kaacupuxamus (SOC) no NMpPeanoYUTAH TEPMUH)
MedDRA

Uucra amnasust Ha
Hapyienns Ha kpbBTa 3

EPUTPOLIUTHUTE”, Penxu
u JuM(HaATa CUCTEMa

TPOMOOITUTEMHUS
Hapymenns nHa metabonnzma 1

XunepraaueMus Heuectu
U XpaHEHEeTO
Hapymenns na nmyHHarta CBpBXUYBCTBUTETHOCT® Heuectn
CHCTEMA AHa]UIAKTHYHA PeaKIHs’ Penku
Hapyuienus na HepBHaTa I'maBoGosnne Yectu
CHCTEMA KonByncus Heuectu

XunepToHus, BEHO3HA

Yectu

CbII0BY HApYIICHS

U apTepHaiHa TpoMb03a’

XunepronuyHa Kpusa’

C Hen3BeCTHA YeCTOTa

PecniupaTopuu, rpbaHI
U MCIIMACTUHAJIHA HAPYUICHUA

Kanuuia

Yectn

KoHnrectus Ha quxaTeIHUTE
MIBTHILA

Heuectu

CromanrHo-4peBHU HapyIIEHUs

Huapus, ragese, noBpblllaHe

MsHuoro uectu

Hapymienust Ha koxaTa
" IIOAKOXHATa ThbKaH

O6puB

Yectn

Vpruxapus’®

Heuectu

AHI‘I/IOHGBPOTI/I‘IGH C,E[fbM3

C Hen3BecTHA YecToTa

Hapyienust Ha MyCKyIHO-

Aptpanrus, 60jKa B KOCTUTE,

CKeJIeTHaTa CUCTEMA o Yectu
Muanrus, 0ojKa B KpalHUIUTE
U ChEMHNUTEIHATA ThKAaH
Bponenn, pamuminu
poneH, ¢ Octpa nopdupus’ Penku
Y TEHETHUYHU HapYLICHHS
ITupekcus MHoro uectu

OO0y HapymieHus U e)eKTH Ha
MSICTOTO Ha MPUIIOKCHUE

Brpucane, rpunomnomodHo
3a0o0JIsIBaHe, peakuus Ha
MSICTOTO Ha MHXKEKTHUPAHE,
nepudepHu oTonu

Yectn

Jlurica Ha edekt oT
JIeKapCTBEHMS TIPOLYKT"

C Hen3BeCTHA YeCTOTa

N3cnenBanus

ITonoxxuteneH pe3ynrar 3a
AHTUTENA CPEIly EPUTPONOCTUH

Penxn

! Yecto IIpu quajin3a

? BryrouBa apTepyaiHi M BEHO3HH JIETAHY U HENeTaTHH ChOUTHS, KaTO HAPUMEp IbI60Ka BEHO3HA
Tpom0bo03a, 6eroapooHa emOoHs, TpoMOO3a Ha peTUHATA, apTepUaTHA TPOMO03a (BKITFOUUTEITHO
MH(APKT HA MUOKapAa), MO3bYHOCHOBU HHIUACHTH (BKJIIOYUTEIHO MO3bUYCH HH(APKT U MO3BbUEH
KPBBOU3IINB), IPEXOAHU NCXEMUYHH aTaKu, TPOMOO3a Ha ITBHTA (BKIFOYHTEIHO 000py/IBaHE 32
Aanw3a) ¥ TpoM003a B apTEPHOBEHO3HH ITPHTOBH aHEBPU3MH
3 PasryieNaHy B MOATOYKATA MO-JO0NY H/UIM B Touka 4.4,

Onucanue Ha u36pauu Hedlcelarnu jekapcnmeeHu peakyuu

Nma choOIIeH s 3a peakiiy Ha CBPbXYYBCTBUTEIHOCT, BKIIFOUHTEIHO CIIy4an Ha OOpUB
(BKITIOUXTETHO YPTHKAPHS ), aHADUIAKTHIHN PEaKINK W aHTHOHEBPOTHICH OTOK (BK. ToUKa 4.4).

Coburo Taka, Mo BpEME Ha JICUCHUC C CIIOCTUH aﬂq)a Ca CC pa3BWJIN XUIICPTOHUYIHU KPU3U
C CHI_Ie(baJ'IOHaTI/IH 1 I'bpYOBEC, KOUTO Ca HAJIOXKHUIIN He3ab0aBHA JICKapCKa IoMour 1 UHTCH3UBHO
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JICUCHUE MPH MAIUEHTH, KOUTO NPEJIH TOBa ca OMIIU C HOPMATHO WM HUCKO KPBBHO HaJIsTaHE.
Oco0eHo BHUMaHME TpsiOBa Ja ce 00bpHE Ha BHE3AIMHOTO MPOO0K/IAII0 MUTPEHOTIO00HO Ti1aBo0oMe
KaTo Bb3MOXKEH MpeIyNpeAUTEIeH CUTHAT (BXK. Touka 4.4).

Texku koxHH Hexkenanu peakuun (SCARS), BKiIounTeHO CHHAPOM Ha Stevens-Johnson (SJS)
¥ TOKCHYHa ermaepMania Hekpoimsa (TEN), kouro morar na 6baaT )KHBOTO3aCTpaNIaBaIly WK /1a
JIOBEAAT IO JICTAICH U3XO0]I, ca ChOoOIaBaH! BEB BPh3Ka C JICUCHUETO C €MOCTHH (BXK. TOUKa 4.4).

Hma MHOTO peIki ChOOIICHHUS 32 AaHTUTSIIO-MEIMUPAHA YUCTA arjia3us Ha ePUTPOIUTUTE (TIPH
< 1/10 000 citydast Ha MAIMEHTOTOMHA) CJIE JICUCHUE C MPOAB/DKUTEITHOCT MECEIH JI0 TOIUHH
c eroetuH anda (Bx. Touka 4.4). Cro0ILIEHH ca [ToBeYe CITydau MPH MOJKOKHHA (S.C.) BT HA
BBBEXK/IaHE B CPAaBHEHHE C UHTPABEHO3HHUS (1.V.) ITBT.

Jleuenue na evspacmuu nayuenmu ¢ MJIC ¢ Hucvk unu medxcourer — 1 puck

B pangomMusnpaHoTo, IBOWHOCIIANO, IU1Ae00-KOHTPOINPAaHO, MHOTOLIEHTPOBO npoyuBaHe 4 (4,7 %)
yaactaunm ca moryarmd CTC (BHe3amHa CMBPT, HICXEMHYEH HHCYIT, eMOoIHs U GuieouT). Bermaku
CTC ca Bb3HUKHAJIH B CTpaTaTa Ha eroeTuH anda npe3 mppBute 24 ceIMHUIN Ha MPOYyYBaHETO. TpH OT
ceouTusTa ca moreepaeHn CTC, a B ocTananus ciayvail (BHe3alHa CMBPT) HE € MOTBBPIACHO
TpoMOOEMOOTNYHO chOUTHE. JIBaMa OT yIaCTHUIINTE Ca MMAJIA 3HAYUTEITHN PUCKOBH (pakTopn
(mpenchbpAHO MBXKACHE, ChpACYHA HEIOCTATHYHOCT B TpoMOOo]IeOuT).

[leduampuuna nonyviayus ¢ xpoHuyHa 6vOPEYHa HeOOCMAMbYHOCI HAd XeMOOUaIUu3d

Excrnio3unusara Ha nmeAuaTpUYHHU HallMeHTH ¢ XpOHHYHA OBOpEUHa HEIOCTATHUYHOCT HA XEMOIHAIN3a
MIPY KJIMHUYHYU MPOYYBAHUS U OT OCTMAPKETUHTOBHUS ONUT € orpaHuueHa. [Ipu tasu nomynaius
HSIMa CHOOIIICHHUS 3a CrielM(DUIHN HEXKEITAH! PEaKI|K 3a TIeJHaTpUYHATA MOMYyJIAIKs, KOUTO Ja He ca
CIIOMEHATH IT0-paHo B TaljIMIIaTa I0-Tope, WK TaKKBa, KOKNTO Ja HE Ca B ChOTBETCTBHUE

C MOJIJICIKAIIOTO 3a00JIsBaHE.

Crpo0OliaBade Ha [MOJO3UPAHU HEKEIaHH PEAKIIN

Cro0I11aBaHeTo Ha MOIO3UPAHU HEXKEIIAHU PEaKIIUU CIIe/ pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBESHUS
MPOAYKT € BakHO. ToBa M03BOIIsABA A2 MTPOIBIDKHA HAOIIOICHUETO Ha CHOTHOIIIEHUETO TOJI3a/PHUCK 32
JIEKapCTBEHUS MPOIyKT. OT MEIUIIMHCKUTE CIICIIHATIUCTH CE M3UCKBA 11a ChOOIaBaT BCAKA
M0I03UpPaHa He)KETaHa PeaKilys Ype3 HAI[MOHAIHA CUCTeMa 33 ChOOIaBaHe, MOCOYCHA

B [Ipunoxenue V.

4.9 Ilpeno3upane

TepaneBTUUHUTE TPAHUIU HA EMOETHH alida ca MHOTO MHPOKH. [Ipeno3upanero Ha emoeTHH anda
MOJKe Ja TIpeIn3BUKa e(heKTH, KOUTO ca MpOoAbbKeHne Ha (DapMaKoJIOTHIHUTE e(PeKTH Ha XOpPMOHa.
AKO ce YCTaHOBH PEKOMEPHO BUCOKO HMBO Ha XEMOTJIOOMHA, MOKE J1a c€ U3BBPIIN (IeOOTOMHUS.
TpsbBa 1a ce OCUTYpHU AOMBIHUTEIHO MOIIBPIKAIIO JICUSHHE CIIOPE HYKIHTE.

5. DAPMAKOJIOTUYHHU CBOUCTBA

5.1 ®dapmakoguHAMHYHM CBOMCTBA

dapmakoTeparneBTHUHA Tpyna: antuanemuanu, eputpornoetud, ATC xox: BO3XAO01.

Abseamed e 6uonoruyHO Mo100EH JIeKapcTBeH MPoAyKT. [lopoOHa nHpopMalus ¢ npeocTaBeHa Ha
yeOcatiTa Ha EBpomneiickara areHius 1o JiekapcTara http:/ www.ema.europa.eu.

MexaHu3bsM Ha IEUCTBUE

EpurponoernasT (EITO) € TIHKOIPOTEMHOB XOPMOH, MPOM3BEIKIAH OCHOBHO OT OBOpEINTE B OTTOBOP
Ha XHUITIOKCHSI ¥ € KIIFOUOBHUAT PeryiaTop Ha mpous3BoacteoTo Ha eputporutu (RBC). EITO yuacta
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BBB BCUUKH (Da3u Ha EPUTPOUIHOTO Pa3BUTHE U OCHOBHHAT MY €(EKT € Ha HUBOTO Ha €pUTPOUIHUTE
npekypcopu. Crnen karo EIIO ce cBbpxe KbM HErOBHSI IOBBPXHOCTHO-KJIECTHYEH PELENITOP, TON
aKTUBUPA CUTHAJIHY TPAHCAYKIIMOHHH ITBTHINA, KOUTO MIpeyaT Ha aronTo3aTra u CTUMYJIHpa
nponudepanusTa Ha ePUTPOUIHHU KIICTKH.

PexomOunantauat yosemky EINO (emoetun anda), ekcripecupad B KJISTKH OT SHYHUIN Ha KUTAHCKU
XaMcTep, UMa MOCIIeIOBATEIHOCT OT 165 aMHHOKHUCEINHY, HACHTHYHA C Ta3U Ha YOBEIIKUS YPHUHAPEH
EIIO; nBara ca Hepa3znnuuMu Ha 6azata Ha QYHKIMOHATHYA aHAM3U. ATIapeHTHATa MOJIEKYJIHA Maca
Ha eputponoetuna e 32 000 no 40 000 manToHa.

EputpornoeTnHbT npeicTaBisBa pacTexeH (akTop, KOWTO CTUMYJIMpA INIABHO 00pa3yBaHETO Ha
YepBEHHU KPBBHU KJIETKH. EpUTpONOETHHOBHUTE pELENTOPH MOXKE Jia ca eKCIPECUPAHU Ha

IMNOBBbPXHOCTTA HA PA3JIMYHU TYMOPHHU KIICTKHU.

dapmakoJUHAMUYHHI Cd)CKTI/I

30pasu 0obposoruu

Crnen eqaokpatau 031 (20 000 1o 160 000 U moakokHO) enoeTHH ajida ¢ HaboJaBaH
JI0303aBHCHUM OTTOBOP 32 U3CIICABAHUTE (hapMaKOJAMHAMUYHUA MapKEPH, BKITFOUUTEITHO:
petukynonuty, epurpountu (RBC) n xemormoown. Habmrogasa ce onpeaeneH mpodui
,,KOHIIEHTpAIHsI-BpeMe * ¢ MUK U BPBIAHE IO U3XOJHOTO HUBO 32 IIPOMEHHUTE B IIPOIIEHTA Ha
petukynonutute. [lo-cnabo uzpasen npodui ce Habmonasa 3a eputporurure (RBC) u xemornooduHa.
Karo 1510, BCHUKH (hapMakoJMHAMHYHE MapKepH HapacTBAT JTMHEHHO C J103aTa, KaTO JOCTUTAT
MaKCHMAaJIeH OTTOBOP MPU Hal-BUCOKUTE JO30BH HUBA.

JombinanTenHn dhapMakogrnHaMUYHH TTpoyuBanus uscienasat 40 000 U Bexabxk ceqMUIHO

B cpaBHeHue c¢be 150 IU/kg 3 mpTH ceqmMuaHo. Bhipeku pa3nukute B mpoduia ,,KOHICHTPAIHsI-
BpeMe* hapMaKOAMHAMUYHHUAT OTTOBOP (M3MEpEH Upe3 MPOMECHHUTE B MPOIICHTA PETUKYIIOINTH,
xeMmorsioouH u 061y 6poii epurporut (RBC)) e cxolieH MexXay Te3u 1030BU PEKUMU. J[OMbIHUTEIHA
npoyuBanus cpaBusiBat cxema ¢ 40 000 IU enoetun anda BeHBX CEAMUYHO C IPUIOKEHUE HA 103U
B uaTepBaia oT 80 000 mo 120 000 IU Ha Bcexku /1B ceIMUITN MOAKOXKHO. KaTo 115710, Bb3 OCHOBA Ha
pe3yJiTaTuTe OT Te3u (hapMaKOAMHAMUYHH MTPOYYBAHUS TIPU 3APABU UHIUBUIM, JO30BUAT PEKUM

¢ 40 000 IU Begubpxk ceqMUYHO H3TIEKIA MM0-e(peKTHBEH 3a Tpou3BoAcTBO Ha eputporuT (RBC),

B CPaBHEHHE ChC CXEMHUTE Ha MPHUIIOKEHIE BETHBK Ha BCEKH JIBE CEIMUIIH, BHIIPEKH HAOI0JaBAHOTO
CXOJICTBO B TIPOU3BOJICTBOTO HA PETUKYJIOIUTHTE TP JTO30BUTE PEIKUMH C TIPIIIOKCHIE BETHBK
CEMHUYHO U Ha BCEKHU JBE CEIMMIIN.

Xponuuna 6vbpeuna HedoCmamvyHocm

YcTaHOBEHO €, ue emoeTHH anda CTUMYJIUpa epuTpornoe3ara npu aneMuyHu nauedtu ¢ XbH,
BKJTFOUMTEITHO TAIMCHTH Ha IUAN3a U MAMCHTH Npean auanu3a. [I5pBoTo 10Ka3aTencTro 3a
OTrOBOP KbM €I0eTUH ajda ¢ yBelInyaBaHe Ha OPOST Ha PETHKYJIOLUTUTE B paMKuTe Ha 10 1HH,
MIOCJICZIBAHO OT YBEJIMYCHUE B OPOsi HAa EPUTPOIIMTUTE, XEMOTJIOOWHA M XeMaTOKPHUTa, OOMKHOBEHO

B paMKuTe Ha 2-6 cenMuitd. OTroBOpHT Ha XeMOTJIOOWHA Bapupa MIPH OT/ISITHUATE MAIMEHTH U MOXKE J1a
OBJI€ HOBJIMSH OT 3allACUTE OT XKEIA30 U HAIMYMETO Ha CHITETCTBAIIM 3a00JISIBaHMS.

Anemus, uHOyYUpana om Xumuomepanus

YcraHoBeHO e, ue ernoeTH anda, mpuiiarad 3 IbTH CEIMHYHO WM BEIHBK CEIMUYHO YBEIMYaBa
XEeMOTJIOOMHA U HaMalsiBa HEOOXOJMMOCTTa OT TPaHCQY3HUs CIeNl ITbPBHSI MECEIl OT TePAITUAITa IPH
OHKOJIOTUYHO OOJIHY MAIlUEHTH ¢ aHEMUSI, OJVIOKEHH Ha XUMUOTEPAITHsl.

B enHo npoyuBane, cpaBHABaNIO M1030BUTE pexkuMu ¢be 150 1U/kg 3 mbetr ceqmuano u 40 000 [U
BEJIHBX CEIMUYHO MPH 37PaBH MHIUBHUINA U OHKOJIIOTHYHO OOJIHM MAIUEHTH C aHEMUS, BPEMEBUTE
npoWIIH Ha MPOMEHHUTE B MPOIIEHTA PETHKYJIOLUTH, XeMOTJIOOWH ¥ 0011 OpOH epUTPOIUTH ca OniH
CXOZHH MEX]Ty IBaTa JO30BH PEKMUMa, KAKTO TIPH 3[{paBH WHAWBH/IH, TaKa U IPH OHKOJIOTHYHO OOJTHH
narueHT ¢ anemusi. AUC Ha choTBeTHUTE (hapMaKOAMHAMUYHH [TAPaMETPH Ca CXOTHU MEXKITY
no3oBute pexumu ¢be 150 IU/kg 3 bt ceqmuuno u 40 000 [U BequbK CEIMUYHO TIPH 3/paBU
VHWBHUIM U IPU OHKOJIOTUYHO OOJIHY MAIIMEHTH C aHEMUSI.
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Bw3pacmuu xupypeuunu nayuenmu 6 npozpama 3a npedsapumento 0enoOHUpane Ha agmoiodcHa Kpbe
JlokazaHo e, 4e enoeTHH anda CTUMYJIHUPA POU3BOACTBOTO HA EPUTPOIIUTH 3a YBEIUYABaHE HA
KOJIMYCCTBOTO B3€Ta aBTOJIOKHA KPBHB, KAKTO M 3a OrpaHNYaBaHC Ha CIia/ia Ha XeMOTJI00nHa npu
BBH3PACcTHU NAIMCHTH, IJITAHUPAHU 32 ToJIsiMa eJICKTUBHA ONepaIius, P KOUTO HE CE OYaKBa
MPEBAPUTEITHO J]a ICMOHUPAT TEXHUTE MEPUOTIEPATUBHY HYK/IU OT KPbB H31s10. Haii-ronemure
eekTH ce HaOMIoAaBaT MPHU MAIUEHTH C HUCHK XxeMorioouH (< 13 g/dl).

Jleuenue Ha 8b3pacmuu nayuenmu, NIAGHUPAHU 3a 20NAMA eleKMUEHA OPMoneouiHa onepayusl

[Tpn manmenTy, IIAaHUPAHM 3a TOJIIMAa eJIEKTHBHA OPTOIEANYHA OTEPAIHs ChC CTOHHOCTH Ha
xeMoriioonHa npeau gederneTo > 10 go < 13 g/dl, e ycraHOBeHO, ue enoeTHH anda MoHmKaBa prcKa
OT TOJTy4aBaHe Ha aJJOTeHHU XeMOTPaHC(PY3UU U YCKOPSIBA EPUTPOUIHOTO BH3CTAHOBSBAHE
(ToBHMIIaBaHE HUBATa HA XeMOTJIOOMHA, HUBAaTa HA XeMAaTOKPHUTA M OpPOsl Ha PETUKYJIOLUTHTE).

Kinnununa edukacHocT U 6€300aCHOCT

XpoHuuna 6vOpeuHa Hedocmamv4HoCH

EnoetnH anda e npoyuBaH B KIMHAYHU M3MUTBAHKS NIPU BB3PACTHU ManueHT ¢ anemus 1 XbH,
BKJIIOUMTETHO MAIlMeHTH Ha XeMOHaln3a 1 Mpear XeMOANaIn3a, 3a JeUeHNEe Ha aHEMUSITa

1 IOAABpKaHE HA XeMATOKPHUTA B PAMKHUTE Ha TapreTHUs IUala3oH Ha KOHIeHTpanuute oT 30 1o
36 %.

[Ipu xkimHWMYHY U3nUTBaHMs ¢ Hadaiaau 1o3u oT 50 1o 150 [U/kg Tpu mbTH ceqMudHoO,
PUOIM3UTEITHO 95 % OT BCHYKH YIACTHHUIIA OTTOBAPSAT C KIIMHWYHO 3HAYMMO MTOBHUIIIABAaHE HA
xemaTtokpura. Cresl mprOIH3UTEIHO ABa MECeIla Ha Tepamus, MOYTH BCUYKH YIYACTHUITH ca OWITH
He3aBHCUMHU OT TpaHchy3un. [1{om KaTto e OMII TOCTUTHAT TAPTETHUAT XEMATOKPUT, MOIbpIKaIaTa
J103a € orpeIesicHa NHANBUAYATHO 32 BCEKU TAITUCHT.

B TpuTe Haii-rosieMu KIMHUYHYU W3MUTBAHUS, IPOBEACHH NPU Bb3PACTHHU YYACTHHIM HA JIHAJN3a,
cpenHara Mo rbpikaliara J103a, Heo0Xoauma 3a rmoJyrbpkaHe Ha xemarokpura Mexay 30 1o 36 %
e 6una npubmmsurenHo 75 IU/kg, npunaranu 3 mbTH c€IMUYHO.

[Ipu eqHO ABOWHOCIATIO, TNIANE00-KOHTPOIMPAHO, MHOTOIIEHTPOBO MTPOYYBaHE Ha KAYECTBOTO HA
KUBOT Tipn ydacTHAIM ¢ XbH Ha xemoananu3a, KIMHUYHO U CTATHCTUIECKH 3HAYMMO TIOJIOOpEeHHE ce
Ha0JII0/1aBa MPU YYaCTHUIUTE, JICKYBaHHU C €MIOCTHUH aji)a B CpaBHEHHUE C CTparaTa Ha Iuianedo npu
M3MEpBaHe Ha yMOpa, (GU3NYECKH CUMIITOMH, B3aUMOOTHOIIICHUS U enpecus (BbpnpocHuk 3a
0B0peunn 3abomaBanus - Kidney Disease Questionnaire) cirex mect Mecelia JieueHrue. Y YacTHUIIATE
OT CTpaTaTa Ha JICYCHHE C eMOSTHH anda ca OUIM BKIIIOUECHH U B €HO OTKPUTO Pa3IIUPEHO
MPOy4YBaHe, KOETO MMOKa3Ba Mo J0OpPeHKEe Ha KaueCTBOTO MM Ha JKUBOT, KOETO CE 3ama3Ba

B IPOABDKEHHE Ha ole 12 Mecena.

Bwv3pacmnu nayuenmu ¢ 6vbpeuna nedocmamvbyHocm, KOUmo oule He ca NOON0NCeHU HA OUAIU3d

B ximHWYHY ipoyuBaHus, poBeeHn pu ydacTHHIM ¢ XbH, KouTo He ca Ha Iuanu3a U ce IeKyBaT
C emoeTHH ajda, cpeaHaTa MPOAbHKUTEIHOCT Ha JICYCHUETO ¢ Onjla TOYTH et Mecena. Te3n
YYaCTHHIIM Ca OTTOBOPUJIM Ha TepalusTa C MOSTHH anda 1Mo HayuH, 1oJ00eH Ha TO3H, HaOJII0JaBaH
MpHU YYaCTHUIIM HA quanu3a. YuacTtHuu ¢ XbH, kouTo He ca Ha nuanu3a MOKa3BaT 10303aBUCUMO

Y YCTOWYHMBO MOBHIIIABAHE HA XEMAaTOKPHUTA, KOTATO €TOSTHH ajda ce mpujiara Uik HHTPaBeHO3HO,
WA TIOJIKOKHO. [10100HM MOBUIIICHHUS Ha XEMaTOKPUTA ¢a HAOJI0JaBaHH [TPH MPHIIOKEHUE HA
enoeTuH anda ¥ 1o J[BaTa HaYMHa Ha npwiokeHrne. OCBEH TOBa UMa JIaHHU, Y€ JI03U CIOSTHH anda oT
75 no 150 IU/kg cenqmuaHO TOAIBpKaT XeMaTokputa ot 36 o 38 % 3a 1o mect mecena.

B 2 npoyuBanus ¢ yIBJIKSH HHTEPBAJ HAa IPUIOKCHHUE Ha €MOCTHH anda (3 mbTH CeIMUYHO, BEIHBK
CE/JIMUYHO, BEIHBX Ha BCEKH 2 CEJIMUIU M BETHHK Ha BCEKH 4 CEIMUIIN) HAKOU YYaCTHUIIM C TI0-
JUBJITH MHTEPBAII Ha JO3WpaHe HE TMOIIbPIKAT JOCTATHhUHNA HUBA HA XEMOTJIOOMHA M ¢a JOCTUTHAIIH IO
JneUHUPAHUTE OT MTPOTOKOJIA HUBA Ha XEMOTJIOOMHA 3a MPEKpaTsIBaHE HA Y4aCTHETO UM

B npoyuBaHeTo (0 % B cTpaTara ¢ 103upaHe BEAHBXK CEAMHUUHO, 3,7 % B cTpaTaTta ¢ JO3UpaHE BEIHBX
Ha BCEeKH 2 cenmuly, u 3,3 % B cTparata ¢ JO3UpaHe BEIHBK Ha BCEKH 4 CEIMUIIH).
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EnHo paHaoMU3MpaHO MPOCHEKTHBHO U3MUTBaHE OleHsABa | 432 yyacTHULN C aHEMHUS M XPOHUYHA
O0BOpedHa HeAOCTaTHYHOCT, KOUTO HE ca Ha Auanu3a. Ha yyactHHnnTE € OMilo Ha3HAUYEHO JIeUeHHUE
c ermoeTuH anda, IMaIo 3a el Mo bpKaHe Ha HUBO Ha xemorioouHa oT 13,5 g/dl (mo-Bucoko ot
MPENOPBHYUTEITHOTO HUBO Ha KOHIIEHTpalus Ha xemoriioouna) wiu 11,3 g/dl. Ceprozno
CHPACYHOCHAOBO CHOUTHE (CMBPT, HH(PAPKT HA MUOKApAa, MHCYJIT WM XOCIUTAIN3aLUs TOPaan
3aCTOIHA ChpJiedHa HEIOCTaThUYHOCT) € HacThImiIo cpex 125 (18 %) ot 715 yuacTHunm B cTpaTtara
C TI0-BUCOK XeMoryioOuH B cpaBHeHHe ¢ 97 (14 %) ot 717 yyacTHHLIM B cTpaTara ¢ MO-HUCHK
xemornioouH (koeduiueHt Ha pucka [hazard ratio — HR] 1,3; 95 % JAW: 1,0; 1,7, p = 0,03).

[IpoBexmanu ca cOOpHU post hoc aHAM3K HA KIMHWYHM NTpoyuBaHus Ha ESA npu yyactHuIm

C XpOHMYHA OBOpeYHa HEOCTATHYHOCT (KOUTO Ca Ha JUajin3a, KOUTO HE ca Ha AMANN3a, P
ydacTHUIM ¢ 1ualeT u 6e3 auabder). HaOmronaBa ce TeHACHIMS KbM OLICHKHU 32 IIOBHUILEH PUCK OT
CMBPTHOCT 110 BCAKAKBH IPUYMHH, CHPACYHOCHIOBU U MO3BYHOCHIOBU CHOUTHSI, CBBP3aHH C I10-
BUCOKH KyMyJaTHBHU 103U ESA, He3aBHCHMO OT HaJIMYUETO WIIM JIMTICATa HA AUA0ET MiIH Jrajin3a
(Bk. Touka 4.2 ¥ Touka 4.4).

Jleuenue na nayuenmu ¢ anemus, UHOVYUPAHA OM XUMUOMEPANUL

Enoerun anda e npoy4BaH B KIMHHYHYU U3MUTBAHUS IIPU Bh3PACTHU OHKOJIOTHYHO OOJTHH YYaCTHUIIH
¢ aHeMus, ¢ TUMGPOUTHH U COTUIHU TYMOPH, U IIPH YYACTHHUIIN HA PAa3INYHU CXEMH Ha
XUMHUOTEPAIUsl, BKIIIOUUTEITHO ChAbPKAIIN IJIaTHHA M He-ChIbPIKAIIN MIaTHHA cxeMu. [lpu Te3n
M3MUATBAHUS € YCTAHOBEHO, Y€ €MOCTUH ajda, MPUIarad 3 bTH CSAMUYHO U BEAHBK CSIMUYHO
yBeNIMYaBa XeMOTJIOOMHA ¥ HaMaJlsiBa HEOOXOIMMOCTTA OT TpaHC(yY3Hs CIe]l TbPBUS MeCeIl OT
TepamnusATa MPu OHKOJIOTUIHO OOIHY YYaCTHHIIM C aHeMUs. B HIKou mpoydyBaHUs, JBOWHOCIATIATA
(a3za e Omia mocieBaHa OT OTBOPEHa (asa, Mo BpeMe Ha KOSATO BCHUKH YYACTHHIU ca TTOTydaBalld
enoeTuH anda u e HabIroAaBaHo MO IbpKaHe Ha edeKTa.

Hamnunaure JaHHU 1rpeamnojarar, 4€ ydyaCTHUIU C XEMATOJIOTHUYHU 3JIOKAQYCCTBCHU 3a00JIsIBaHUS

U COJIMAHU TYMOPH OTTOBapsT €JHAKBO HA TEpamusiTa C eMoeTHH ajda, ¥ 4ye yYaCTHUIHUTE ChC WK 0e3
TyMOpHA HHPHUITPAIMS HA KOCTHUS MO3bK OTTOBAPST €HAKBO HA TepamusTa ¢ enoetuH anda. [Ipu
H3MUTBAHUATA C IPOBEKAAHE HA XUMUOTEPAIIA, CODABHUTCIHUAT UHTCH3UTCT HA XUMUOTCPAIIUA

B IPYyIHTE Ha JICYCHHUE C eroeTrH anda u rmiaredo ce AEMOHCTPUPA OT CXOHA TUIOI MOJT KpHUBaTa
HEYTPOQUIH/BpEME NIPU YIACTHHUIIUTE, JIEKYBAHHU C SMOCTHH a(a U yYaCTHHUIIUTE, JTCKYBaHH

¢ m1ane6o0, KAKTO U OT CXOJICH JISJT YYACTHHUIM B TPYITUTE, JIEKYBaHU C €MOSTHH anda U TpyIuTe,
JISKYyBaHHM ¢ IU1a1e00, ¢be crnaj B adbcosoTHus Opoii Ha HeyTpoduaute mox 1 000 u 500 kinetku/pl.

B npocnexkTuBHO, paHIOMU3UPAHO, IBOHHOCIIAINO, IU1ALe00-KOHTPOIUPAHO IPOYUIBAHE, IPOBEACHO
npu 375 y4acTHHIM ¢ aHEMUS C PA3TUYHU HEMHUEITIOWITHA MaJMTHEHH TPOIECH, TTOJTyYaBaIly
He-TUTATHHOBA XUMHOTEPAITUs € HaOIrolaBaHo 3HAYMMO HaMalleHHEe Ha CBBP3aHUTE C aHEMUSTA
MOCJIEACTBUS (HAalp. yMOpa, HaMaJleHa €Heprus 1 HamaJleHa akTUBHOCT), U3MEPEHH Upe3 CIEeIHUTE
HMHCTPYMEHTH U cKayiu: DyHKIMOHANIHA OLIEHKA Ha JIEYCHUETO Ha aHEMUATA IPU OHKOJOTMYHO OOJIHU
yuactaum (Functional Assessment of Cancer Therapy-Anaemia (FACT-An)) o6ma ckana, FACT-An
ckana 3a ymopsieMocT 1 OHKOJIOTMYHA TMHeHa aHanorosa ckana (Cancer Linear Analogue Scale
(CLAYS)). [IBe npyru mo-MajikH, paHIOMH3UpaHH, IIare00 KOHTPOJIUPAHH MIPOYIBAHUS HE YCIISIBAT J1a
MOKaXKaT 3HAYMMO TIOZI00psiBaHEe Ha MapaMeTPUTE 3a Ka4eCTBOTO Ha JKUBOT, ChOTBETHO, TIO
EORTC-QLQ-C30 ckanata miu CLAS ckanara.

[IpexuBseMocTTa U IpOrpecusTa Ha TyMOpPa ca N3MUTBAHU MIPH NIET TOJIEMH KOHTPOJIUPaHU
Mpoy4YBaHus, oOxBammany o6mo 2 833 yyacTHHIIM, OT KOUTO YETHPH ca JBOWHOCIENH arnedo
KOHTPOJIMPAaHU H €HO — OTKPUTO MpOoyuYBaHe. B mpoyuBaHuATa ca BKIIOUCHH WM YYaCTHHIIH,
JIEKYBaHH ¢ XUMHOTepanus (IBe MPOyYBaHHUs), WK Ca U3MOI3BaHM NOMYJIalui YIaCTHULH, IPU KOUTO
He ca noka3zanu ESA: aHeMus Ipy y4acTHUIM € PaKOBH 3200 IsIBaHNUS, KOUTO HE Ca Ha JICUCHHE

C XUMHOTEpAIus ¥ yYaCTHUIIM C HEOIIa3MH B 00JIaCTTa Ha TJIaBaTa M IUsTA, TIOJIOKCHH Ha
mpyeneueHue. JKeaaHoTo HUBO Ha KOHIIEHTPALMATA Ha XeMOTJIOOMHA IIPH JIB€ OT MPOYyYBaHUATA

e > 13 g/dl (8,1 mmol/l); mpu ocTananure Tpu noyusanus - 12 mo 14 g/dl (7,5 mo 8,7 mmol/l). ITpu
OTKPUTOTO NMPOYYBAHE HE € YCTAHOBEHA pa3jIvKa 110 OTHOIIEHHE Ha 00IaTa MPeKUBIEMOCT MEXITY
YYaCTHHUIINTE, JIEKYBaHH C PEKOMOMHAHTEH YOBEIIKM CPUTPONIOCTHH U KOHTponuTe. [Ipu yetupute
1ane0o KOHTPOJIMPAaHU MPOYUYBaHUA KOSPUIUEHTHT Ha PUCK 3a 00IaTa IpeXXUBIEMOCT Bapupa
Mexay 1,25 u 2,47 B mon3a Ha KoHTponuTe. Te3n mpoydBaHus MOKa3Bar cTabriTHa, HeOOsICHEeHa,
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CTaTUCTUYECKHU 3HAYMMa CBPbX CMBPTHOCT IIPU YYACTHULY C AHEMUSI, CBBP3aHA C Pa3IMYHU YECTO
CpeIIaH PaKoBHU 3a00JsIBaHHS, KOUTO MOTy4aBaT YOBEIIKH EPUTPONIOCTHH B CPAaBHEHHE

¢ koHTponuTe. KpaltHusT pe3ynrat 3a 00111a npexkuBIeMOCT TP POYYBaHUATA HE MOXKe Jia ObJie
00SICHEH 3a/I0BOJIMTEIIHO C Pa3UKUTE B YECTOTaTa Ha TpoMOO03a U CBHP3aHUTE YCIOKHEHUS MEXKITY
YYaCTHHULHTE, TOJyYaBajal PEKOMOMHAHTEH YOBELIKH EPUTPOIIOCTHH, U TE3U OT KOHTPOJIHATA CTparTa.

M3BBpIIeH € CHINo Taka aHAIW3 Ha TAHHUTE Ha HUBO MalUeHT Ipu moBede oT 13 900 oHKoIOTUYHO
001HM (Ha XUMHOTEpaIus, IbUeTeparus, XAMUOIbUeTepanisl Wi 0e3 JIeueHNe), KOUTO ca OWiTu
BKJIFOUYCHH B 53 KOHTPOJIMPaHHU KIMHIUYHU MIPOYIBAHUS C HIKOJIKO Pa3TUYHH eroeTHHa. MeTta-
aHAMM3bT HA TAHHUTE 3a 00IaTa MpeKUBIEMOCT JaBa OllCHKa Ha KoedurreHTa Ha puck 1,06 B mon3a
Ha koHTpoiute (95 % AU: 1,00, 1,12; 53 npoyusanus u 13 933 ygacTHHUIIN), & IPU OHKOJIOTUYHO
0OJIHHTE, KOUTO IOJTy9aBaT XUMUOTEPAIHs, KOePUIIMEHTHT Ha PUCK 3a o0Iiara npexussiemoct e 1,04
(95 % 1AN: 0,97, 1,11; 38 m3nurBanus u 10 441 yuacTHuIm). MeTa-aHaIM3UTE CHITO Taka IMOKa3BaT
Y 3HAYMMO MOBHUIIICH OTHOCHUTEJICH PUCK 32 TPOMOOEMOOIMYHU CHOUTHS ITPH OHKOJIOTUYHO OOJTHUTE,
KOUTO TOJTy4aBaT peKOMOWHAHTEH YOBEUIKH €pUTPOTIOCTHH (BXK. ToUKa 4.4).

[IpoBeneno e paHIOMHU3UPAHO, OTKPUTO, MHOTOLIEHTPOBO MpoyuBaHe mpu 2 098 xeHu ¢ aneMus

W MeTacTaTH4YeH KapIMHOM Ha I'bpJiaTa, KOUTO ca MOJYYHIIN IIbpBa JIMHUS I BTOPA JTUHUS
xumuoTepanus. ToBa e HeMHpepHopHO MpOoyUYBaHe, MPEABUASHO Aa N3KiIodu 15 % moBuieHne Ha
pHCKa OT IPOTPECHsl HAa TyMOPa MM CMBPT IIPH EMOSTHH aj(a IUIF0C CTAHAAPTHU TPHXKH, B CPABHEHUE
caMo ChC CTaHJApTHH Tproku. KbM naTata Ha 3aKimiouBaHe Ha KIMHUYHATE JaHHW MEJHaHaTa Ha
npexussemoct 0e3 nporpecus (PFS), ciopen ouenkaTa Ha nscienoBaTens 3a Mporpecus Ha
3abomnsBaneTo, ¢ 7,4 Mecena BBB Besko pamo (HR 1,09, 95 % JIU: 0,99; 1,20), koeTo mokassa,

4e [eJITa Ha MPOYyYBAHETO HE € IOCTHrHaTa. Ha 3HaYMTEeNHO Mo-Mallko YYaCTHUIHM Ca HalpaBEeHH
Tpancdysuu Ha eputpounTr (RBC) B pamoTo Ha emoeTuH ajida rioc cranaapTHu rpuxi (5,8 %
cupsmo 11,4 %); 3HaYUTETHO MTOBEYe YYaCTHHUITM 00ade ca MaH ChJI0OBU TPOMOOTHYHH CHOUTHS

B PaMOTO Ha emoeTHH anda rioc cTanaapTHy TpuwxH (2,8 % crpsimo 1,4 %). [Ipu okoH4aTenHus
aHaM3 € uMajo cboOmenus 3a 1 653 cMbpTHU cioyvas. Meauanara Ha o0IIaTa MpexuBsIEMOCT

B TpyIiaTa Ha eMnoeTHH ainda IUIoC CTaHIapTHU Tprku e 17,8 mecena, B cpaBHeHne cbe 18,0 Mecena
B Tpymara camo cbe crangaptau rpmwku (HR 1,07, 95 % [AW: 0,97; 1,18). Mennanara Ha BpeMETO 10
nporpecusi (TTP) Bb3 ocHOBa Ha onpeseieHaTa OT U3CIeA0BaTeNs Mporpecus Ha 3abonsBaneTo (PD)
e 7,5 Mecena B rpynara Ha €OETHH ajida IUTI0C CTaHAaPTHU TPUXH U 7,5 Mecela B IrpyIiaTa caMmo ChC
craggaptau rpxu (HR 1,099, 95 % JIM: 0,998; 1,210). Menuanata va TTP B3 ocHOBa Ha
onpenaencHara ot HezaBucumara komucus 3a nperien (Independent Review Committee, IRC) PD

e 8,0 Mecera B rpynara Ha eOeTHH alda IUIF0C CTaHAAPTHU TPHXKK U 8,3 Mecela B rpyIaTa camo ChC
craggaptau rpwxu (HR 1,033, 95 % JIW: 0,924; 1,156).

Ipoepama 3a npedsapumento denonupane Ha A8MON0NCHA KD

EdexTpT Ha emoeTrH anda 3a yiecHsBaHe Ha MPOIEAypaTa 3a aBTOJIO0KHO KPbBOAapsBaHe IPU
MAIMEeHTH C HUCHK XeMaTokpuT (< 39 % u 0e3 mojiesxaiia aHeMHst TOPay KeJle3eH AePHInT), KOUTO
ca IUTAaHUPAHU 3a roJisiMa OPTOIEAUYHA OTIepaIHs, € OLICHEH B IBOMHOCIIAIO, I1arie00-KOHTPOIUPAHO
Mpoy4BaHe, MpoBeaeHo npu 204 y9acTHUIH, U €AUHIYHOCISTIO, TUIaNe00-KOHTPOJIMPAHO TPOyIBaHE
mpHu 55 yYaCTHHUILIU.

B nBoiHOCIANOTO IpoyYBaHe, yYACTHHIIUTE ca JeKyBaHu ¢ emoeTrH anda 600 [U/kg wnu mane6o,
WHTPABEHO3HO, BEJIHBX JTHEBHO, HA BCEKH 3 10 4 THH, B IPOABIDKCHUE HA 3 ceqMmuiu (00110 6 103u).
Karo usiiio, yuacTHUIIMTE, JISKYBaHH C CMIOCTHH ajida ca OMIM B ChCTOSIHUE /13 JCTIOHUPAT
MIPEIBAPUTEITHO 3HAYUTEITHO TIOBEYE SIUHUIIM KPBB (4,5 SIMHUIN) B CPABHEHUE C YYACTHUIIHTE,
nexyBaHH ¢ mane6o (3,0 exuHUIm).

B eanHUYHOCTATIOTO MTPOYYBaHe, YYaCTHUIUTE ca JeKyBaHHu ¢ ernoetuH anda 300 [U/kg nnu

600 1U/kg, unu mname6o, MHTPABEHO3HO, BEIHBXK JTHEBHO, HA BCEKH 3 110 4 ITHU, B TPOBIDKEHUE HA
3 cemmutn (0010 6 T03M). YIACTHHUITUTE, JIEKYBAHU C €MOETHH ajda ChIIO ca OWIN B ChCTOSHUE Ja
JICTIOHUPAT TIPEIBAPUTEITHO 3HAYMTEITHO TIOBeUe eIMHUIM KpbB (enoetrH anda 300 [U/kg = 4,4
enuanny; enoetud anda 600 [U/kg = 4,7 enuHuiin) B CpaBHEHUE C yYAaCTHUIINTE, JIEKYBaHHUTE

¢ rane6o (2,9 equHuIm).
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TCpaHI/IHTa C CIIOCTHUH aﬂ(ba € HaMaJinjia pruCKa OT U3JIaraHC Ha aJIOrCHHAa KPBB C 50%B CpaBHCHUC
C Y4aCTHHUIH, KOUTO HE NTOJIydaBaT CIIOCTUH amba.

Lonama enekmusna opmoneouuna onepayus

EdexrsT Ha enoetun anda (300 IU/kg nnn 100 IU/KE) BBpXy eKCIO3ULIMATA HA aJIOTEHHO
KPBBOIIPEINBAHE € OLICHEH B IIIane00-KOHTPOIMPAHO, TBOWHOCIAIO KIMHUYHO H3TUTBAHE IPU
BB3PACTHU yYacTHHIM Oe3 KeJe3eH Ae(UINT, MIIaHUPaH! 3a TOJsIMa eJICKTHBHA OPTONEANYHA
omepanys Ha Ta300eApeHa WM KOJsiHHA cTaBa. EmoeTrH anda e Oui npuiaral moaKoXHO

B IpoabiDKeHue Ha 10 aHU Mpean onepanusTa, B IeHs Ha ONEpanusaTa U B IPOABIDKEHHE Ha YSTHPU
JTHH CJIeJ/I OTICPALUATA. YIACTHHIIUTE ca CTPATH(GUIIMpaHH CIIOPE]] TEXHUS H3XOJICH XeMOTIIOONH
(210 g/dl,> 10 mo <13 g/dl u > 13 g/dl).

Emoetun anda 300 IU/kg, HamansBa 3HAUATEITHO PUCKA OT AJIOTEHHO KPHBOTIPEITMBAHE TIPH
YYaCTHUIIM C XeMOTJI00UH mipenu Jieduenuero > 10 go < 13 g/dl. llecTHanecer mporeHTa OT
yuacTHUIIMTE Ha JieueHue ¢ enoetud anda 300 [U/kg, 23 % oT Te3u Ha ieueHue ¢ enoeTuH ajida
100 1U/kg n 45 % ot yuacTHHIINTE, TIEKyBaHHU C TUIae6o0, ca Malld HyX/1a OT KPHBOIIPEIINBAHE.

EnHo oTkpuTO, MapanenHo rpyrnoBo U3NUTBAHE MTPHU BB3PACTHU YUaCTHHULN Oe3 jKejle3eH AeUIInT,

¢ XeMOTJIOOWH mpeu JiedeHueTo > 10 mo < 13 g/dl, mmanupanu 3a roysiMa OpTOIICIUYHA OTICpaIHsl Ha
Ta300€eIpeHa WK KOJISHHA CTaBa, cpaBHsBa enoetuH anda 300 [U/kg, moakoxkHO, e:KeTHEBHO,

B IpoabbkeHne Ha 10 gHM mpeau onepanusaTa, B IeHs Ha OllepalysaTa 1 B IPOJbIDKEHNE Ha YETUPU
ITHY crient oneparusita ¢ emoeTrH anda 600 [U/kg, moakoxxHO, BEAHBXK CEIMUYHO, B TPOIBIDKEHUE Ha
3 ceMUIIM TIPe/IN OTIEPAIHSITA U B JICHS HA OTIEPaIHsITa.

OT MOMEHTa MPEe/IM HAYAIOTO Ha JICYUCHHETO 0 MOMEHTA MPE/IH ONepaTHBHATA HHTEPBEHIHS,
CpeIHOTO MOBHUIIeHNE Ha XeMoriioOnHa B crparara Ha nedenue ¢ 600 [U/kg cenmuyuno (1,44 g/dl)

¢ JIBa IIbTH MO-BUCOKO OT TOBa, HaOJIt0jaBaHo B cTpaTtaTa Ha Jiedenue ¢ 300 IU/kg nuerno (0,73 g/dl).
CpenHuTe HHBA HA XEMOTJI00MHA ca OWJIM CXOJHU 3a JIBETE TPYITH Ha JICUCHHE B XOJIa Ha IeNUs
CIIEZI0TNIePATUBEH MEPHO/I.

EputponoeTHuHUAT 0TTOBOp, HAOJIOaBaH B JIBETE TPYIH Ha JIeUeHHE € JOBEN 0 CXOTHH YeCTOTH Ha
tpancdysus (16 % B crpartara ¢ 600 [U/kg cenmuuno u 20 % B ctpatara ¢ 300 IU/kg nHeBHO).

Jleuenue na ev3pacmuu nayuenmu ¢ MJIC ¢ Hucvk wiu mescounen — 1 puck

B panmomusupano, JBOWHOCIAIO, TUTANE00-KOHTPOJIUPAHO, MHOTOLIEHTPOBO MPOYYBaHE € OI[CHCHA
e(rkacHoCTTa ¥ O€30IMACHOCTTA Ha €IMOSTHH aiipa MpH BH3pacTHH ydacTHHUIM ¢ anemus 1 MJIC

C HUCBK HUJIM MCKIUHCH — 1 PHUCK.

[Ipu ckprHUHTa yYaCTHULUTE ca CTpaTU(UIMPaHH IO HUBO Ha cepyMeH eputponoetuH (cEI10)
1 HaJW4Ke Ha NpeJuIIHy TpaHcdysuu. B Tabnunara no-moiy ca oka3aHu KJIIOYOBUTE U3XOAHU
xapakTepucTuky 3a ctpartara < 200 mU/ml.

H3xonnu xapakTepucTuku Ha yuacTHUIUTE ¢be CEITO <200 mU/ml npu ckpuHHHTA

Pangomuzupanu
06mo (N)° Enoerun anga [Tname6o
85% 45

cEIIO npu ckprnnnra < 200 mU/ml (N) 71 39

Xemornoous (g/1)

N 71 39
CpemHa cTOHHOCT 92,1 (8,57) 92,1 (8,51)
Menuana 94,0 96,0
I'parumm (71, 109) (69, 105)
95 % 1Y 3a cpenHara (90,1, 94,1) (89,3, 94,9)
CTOMHOCT

[penuman Tpanchysuu

N 71 39

Ha 31 (43,7 %) 17 (43,6 %)
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H3xonnu xapakTeprucTHKU HA yyacTHHIHTe c¢be CEIIO <200 mU/ml npu ckpunnHra

Pangomuzupanu

< 2 eJIMHMIIU SPUTPOIIUTHA 16 (51,6 %) 9 (52,9 %)
Maca
> 2 1 < 4 eqUHUITH 14 (45,2 %) 8 (47,1 %)
EpUTPOIINTHA Maca
> 4 eIUHULN €PUTPOLIUTHA 1 (3,2 %) 0
Maca

He 40 (56,3 %) 22 (56,4 %)

* IIpU eJIMH NaluueHT ca JurncBanym naHam 3a cEINO
® B ctparata > 200 mU/ml e umano 13 yd4acTHMIIM B CTpaTaTa Ha €MOETHH ajida U 6 y4acTHUIM
B CTparara Ha 1iamne0o

EpuTpOouHUAT OTrOBOD € OTPEICICH M0 KpUTEpUUTE Ha MexTyHapoaHaTa paboTHA rpymna
(International Working Group, IWG) 3a 2006 r. kaTo yBenu4aBaHe Ha xeMoriobduHa ¢ > 1,5 g/dl
CHPSIMO M3XOJHOTO HUBO WJIM HAMaJIIBaHE Ha MPEJICTUTE €AMHUIIA SPUTPOIIMTHA Maca ¢ a0COJIIOTEH
Opoii moHe 4 eIUHUIIM HA BCEKU 8 CEIIMUIU B CPABHCHHE C 8-T€ CEAMMUIIM MIPEIU H3XOTHOTO HUBO

Y TIPOJIBIDKUTEITHOCT HA OTTOBOPA TTOHE 8 CEIMUIIH.

o Bpeme Ha mbpBHUTE 24 ceAMUIIA OT IPOYUBAHETO € MOKAa3aH EpUTPOUICH OTrOBOp mpu 27/85

(31,8 %) yvacTHHIM B CTpaTaTa Ha emoeTuH ajda B cpaBHeHuUE ¢ 2/45 (4,4 %) yyacTHULHU B cTpaTaTa
Ha iane6o (p < 0,001). Benuaku ygacTHUIIN ¢ OTroBOop ca Omiu B cTparata ¢be cEITO <200 mU/ml
o BpeMe Ha ckpuHuHTa. B Tasu ctparta 20/40 (50 %) yuacTHUIM Oe3 IPEUIIHN TpaHCHY3UH ca
MOKa3aJi EpUTPOMJICH OTTOBOP Npe3 MbpBUTE 24 cenMuuy B cpaBHeHue c¢be 7/31 (22,6 %) yuacTHULH
C MPEeIUIIHY TpaHC(y3uH (ABaMa YJaCTHHULU C IPEAMIIHA TpaHC(y3Hsl ca JOCTUTHAIIM TbPBUYHATA
KpaiiHa TOYKa Bb3 OCHOBA Ha HAMaJIIBaHE Ha MPENIETUTE SANHNLIM EpUTPOIIMTHA Maca ¢ abCONIOTEH
Opoii moHe 4 eMHMIIMA Ha BCEKHU 8 CEIMUIM B CPABHEHHE C 8-T€ CEAMMIIU TIPEIU U3XOTHOTO HUBO).

MenuanaTta Ha BpEMETO OT U3XOJHOTO HUBO JIO IIbpBaTa TpaHC(y3Hs € OMla CTAaTHCTHYECKH 3HAYUMO
MO-ABJITO B CTpaTaTa Ha €MOeTHH anda B CpaBHEHHE ¢ cTpaTara Ha ruianebo (49 copsimo 37 nHu;

p = 0,046). Cnen 4 cenMuIM JIe4eHNE BPEMETO 10 ITbpBaTa TpaHcy3us JOIBIHUTEIHO Ce

€ YBEIMYWIIO B cTparara Ha enmoeTrH aida (142 crpsamo 50 gam, p = 0,007). [IpomeHTHT Ha
YYaCTHHIIUTE C TpaHC(y3HUs B CTpaTara Ha enoeTuH ajida ¢ Hamaisut ot 51,8 % B 8-Te ceamuIy mpeau
M3XO0JHOTO HUBO 110 24,7 % Mex iy ceamuli 16 u 24 B cpaBHEHHE € cTpaTara Ha riamnefo, KbIeTo

€ UMaJio MOBHUINIaBaHe Ha YecToTara Ha Tpancdysuu ot 48,9 % no 54,1 % 3a ceimre nepuonu ot
BpeMe.

[lenmmnarpryna nomyiamus

XpoHnuuna 6vOpeuna Hedocmamv4Hocm

Enoerun anda e omnieHeH npu €IHO OTBOPEHO, HEPAHIOMHU3UPAHO, C OTKPUT JT030B HHTEPBAJ
KIMHUYHO MPOYYBaHE, C MPOABIIKUTEITHOCT 52 CEIMUILIM, IPU NeAUaTpUudHu ydacTHULU ¢ XbH,
MOJUIOKEHU Ha XeMoauanu3a. CpeHaTa Bb3pacT Ha BKIIOYCHHUTE yJacTHUIIUTE € Owmia 11,6 ronuHu
(amanazon 0,5 mo 20,1 rogunm).

Enoerun anda e 6w npunaran B go3a 75 [U/kg/ceamuiia, MHTpaBeHO3HO, B 2 WJIH 3 pa3Jie/ieHH 031
CJIe]] TManu3a, TATPUPAH cbe cThika oT 75 [U/kg/cenmunia npe3 untTepBanu ot 4 ceamuiu (10
makcumyMm 300 [U/kg/cenmua), 3a 1a ce mocTurane MoBHINIaBaHe Ha XxeMoranoouHa ot 1 g/dl/mecer.
JKenanumaT nuama3oH Ha KOHIICHTpAIMKUTE Ha XeMorioouHa € 9,6 mo 11,2 g/dl. OcemuaeceT u enuH
MPOICHTA OT YYACTHHUIIUTE Ca MOCTUTHAIN HUBOTO Ha KOHIICHTpAIUs Ha XeMoriioouHa. CpeiHOTO
BpEMe JI0 MOCTUTaHe Ha 1enTa e ouno 11 ceaMuiy, a cpeiHaTa 103a Mpy MOCTUraHe Ha 1enTa ¢ Oua
150 1U/kg/cenmunia. OT ygacTHHIIUTE, TOCTUTHAIH 1ienTa, 90 % ca Ounm Ha 1030B peXXHUM 3 IBTH
CEJIMUYHO.

Crnen 52 cenmuu, 57 % OT y4aCTHUILIMTE ca OCTaHAIIM B MIPOYYBAHETO, KATO Ca MOJIy4YaBajd CpeaHa
no3a ot 200 IU/kg/ceamuiia.
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KimmHuYHWTE NaHHY PH MOAKOKHO TIPHUIIOKEHHE TIPH Jella ca OrpaHu4eHu. B 5 manku, oTkpuTH,
HEKOHTPOJUPAHU MpoydIBaHUs (OpOSIT HA yJaCTHUIUTE € Oui B Tuamna3ona 9-22, obmo N = 72)
enoeTuH anda e Mpuiaral MoJIK0KHO MpH jena npu Havanau ao3u 100 [U/kg/cenmunia o

150 1U/kg/cenmunia ¢ Bb3MOXHOCT 3a moBumraBane A0 300 [U/kg/cenmuna. B Te3n npoyuBanus
MTOBEYETO YIACTHUIN ca Owun mipenu auanmsa (N = 44), 27 ygacTHUIIN ca OWIT Ha TICpUTOHEATHA
JMann3a, a 2 ca OMiIM Ha XeMOJMalin3a, KaTo Bh3pacTTa ¢ OMiia B IMana3oHa oT 4 Mecela Ji0

17 rogunu. KaTo 11510, T€3u MpOyYBaHUS MMAT METOAOJIOTHYHU OTPAHUYCHUS, HO JICYCHUETO € OUJI0
CBBP3aHO C MTOJIOKUTEITHA TEHACHITUN KBM TI0-BHCOKHM HHBA Ha XeMorioOnHa. Hsama cho0mmenwust 3a
HEOUYaKBaHU HEXEJIaHU ChOUTHS (BXK. TOUKa 4.2).

Anemus, unoyyupana om xumuomepanusl

Enoetun anda 600 [U/kg (mpunaran HHTpaBEHO3HO MITH MOJKOXXHO BEAHBXK CEIMUYHO) € OLIEHEH

B €IHO PaHJAOMH3HPAHO, JBOWHOCIIAIO, MIIAne00-KOHTPOIUPAHO, 16-CeIMIUYHO TPOYUBAHE U B €JHO
PaHIOMHU3UPAHO, KOHTPOJIUPAHO, OTKPUTO, 20-CeAMUYHO NPOYUYBaHE PU MEIUATPUIHN YIAaCTHULIN
C aHeMHs, MOJTydaBallyd MHEJIOCYIPEeCHBHA XUMHUOTEPAIYs 32 JICYCHHUE Ha Pa3TUYHN HEMHUETIOUTHH
37I0Ka4eCTBEHH 3a00JISIBAHUS TIPH JeLia.

B 16-cenqmuunoTO mpoyuBane (n = 222), npu y9acTHUINTE, JIEKYBaHH C €MOETHH alida, HE € UMaJIo
CTaTUCTUYECKU 3HAUYUM e()eKT BHPXY CHOOLICHUTE OT MallMeHTa MU ChOOILICHUTE OT POAUTEIS
OIIEHKH 110 BBIIpoCcHUKA 32 Ka4eCTBOTO Ha KUBOT NpH neanarpuyHu ydactHuim (Paediatric Quality of
Life Inventory) i Mogyna 3a pak (Cancer Module), B cpaBHeHHE ¢ y9acTHUITATE Ha TUTaIie00
(TppBHUYHA KpaliHa ToUKa 32 euKacHOCT). B nombiHeHHe, HE € IMAaJIo CTAaTHCTUYECKa pa3iiiKa 110
OTHOLICHHUE HA MPOLEHTA YYaCTHULH, HY>KAaeIIu ce oT TpaHcdys3us Ha epurporuTHa Maca (pRBC),
MEXIy CTparara Ha emoeTHH ajida U cTparara Ha 1uramne0o.

B 20-cenmuunoTO mipoyuBaHe (n = 225) He ¢ Ha0JII01aBaHA 3HAYMTEIIHA Pa3JIiKa B IbPBUYHATA
KpaiiHa TouYKa 3a e(h)MKaCHOCT, T.€. IIPOIIEHTHT YIACTHUIIH, HYXKIACIIH ce OT TpaHCY3HUs HA
epurporut (RBC) cnen [en 28 (62 % ot ydgacTHUIIUTE Ha eOETHH anda cupsamo 69 % ot
YYaCTHHUIIMTE Ha CTAaHJAPTHA TEPaIus).

5.2 @apmMakoKHUHETUYHH CBOWCTBA

Abcopbyus
Crren MOIKOXKHO HHYKEKTHPAHE CEpYMHUTE HUBA Ha €MOCTHH ajida JOCTUTAT MUK MexXay 12 m 18 Jaca

clles puiIosKeHre Ha go3ara. He ce HabmoqaBa KyMyupaHe ciiel MHOTOKPATHO MPHIOKEHNE Ha 103a
ot 600 IU/kg, moaKO)KHO, BEAHBXK CSAMHUYHO.

AOGconroTHaTa OMOHAIMYHOCT Ha €MOeTHH ali(a 3a TMOAKOKHO MpIITokeHue € mpuommuteraHo 20 %
TIPH 3[IPaBH WHIUBHIH.

Pasnpedenenue
Cpennusat o0eM Ha pasnpezeicHue cien naTpaBeHo3nn 103u ot 50 u 100 [U/kg npu 3npaBu

uHauBuau e oun 49,3 ml/kg. Cnen nHTpaBeHO3HO MPUIIOKEHNE HA EMOSTHH ajida MpU HalueHTH
C XpOHWYHA OBbOpEeYHa HEeJOCTAThYHOCT, 00EMBT Ha pa3mpezeneHue papupa ot 57-107 ml/kg,
CBHOTBETHO CJIe/I MPUIIOKEHHE Ha eaHoKpaTHa fo3a (12 [U/kg) no 42-64 ml/kg cnen MHOTOKpaTHO
npunoxxenne (48-192 [U/kg). [1o To3u HaYMH 00eMBT Ha pa3NpeAeieHue € MaJIKO MO-TOJISIM OT
1a3MeHus o0eMm.

Enumunupane
[Tory>xMBOTHT Ha ermoeTrH anda cie MHOTOKPaTHO HHTPABEHO3HO MPUIIOKEHUE € TPUOIH3UTEITHO

4 yaca npy 3ApaBU UHIUBUIN.
[Tory>XMBOTHT IIPU MOJKOXKHO MPHIIOKEHUE CE OTIPEAETs, Ye € MPUOIU3UTETHO 24 Jaca NpH 3ApaBu
WHAWBU/IN.
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Cpennust xupbHC (CL/F) 32 mo3osu pexxumu cbe 150 1U/kg 3 mbtu cenmuyno u 40 000 IU Beaabx
CeJIMUYHO TIPU 3[[paBU WHAUBHH € choTBeTHO 31,2 1 12,6 ml/gac/kg. Cpennusit CL/F 3a nozoBu
pexumu cbe 150 [U/kg 3 nbti ceamuyno u 40 000 IU BeaHBXK CEAMUYHO NMPU OHKOJIOTUYHO OOJHU
MalyeHT! ¢ aHeMus € choTBeTHO 45,8 u 11,3 ml/yac/kg. [Ipu moBe4eTo OHKOIOTHYHO OOIHU
MAIMEHTH C aHEMUSI, TTOTy4YaBaiy nukiInyaa xumuoTtepanus, CL/F e mo-HUCHK cien moIkoKHO
npunoxenue Ha 1o3u ot 40 000 U Begabx ceaqmuano u 150 IU/kg 3 mbTH cemMUYIHO B cpaBHEHHE
CBhC CTOWHOCTHUTE MPH 3[PABU UHIUBHUJIN.

Jlunetinocm/nenrunetinocm

[Ipu 31paBu MHIUBUAK Ce HAOIO1aBa TPOMOPIIMOHAIIHO Ha JI03aTa OBUIIICHUE HA CEPYMHUTE
KOHILIEHTpAIlUU Ha eMOeTHH ajida ciel nHTpaBeHo3HOo npuioxkeHue Ha 150 u 300 [U/kg 3 mpTH
cenmuyHo. [Ipunoxennero Ha enHOKpaTHU 103U ernoeTrH anda ot 300 mo 2 400 [U/kg, monkoxHO,
BOJIY JIO JIMHEWHA 3aBUCUMOCT MEXKIy cpeaHara Cmax ¥ 103aTa, U MeIy cpennata AUC u go3ara.
[Ipu 31paBu HHAUBUAK ce HAOMIO1aBa 00paTHA BPb3Ka MEXIy IPUBUIHHS KIUPHHC U J103aTa.

IIpu npoy4Banws, HACOUCHN KbM YIbJDKaBaHe Ha WHTepBasia Ha npmitokenne (40 000 IU BemHBX)
ceamuano u 80 000, 100 000 u 120 000 IU mpe3 aBe ceamuIiy) ¢ HaOIr01aBaHa TWHEHHA, HO HE
MPOMOPIIMOHANTHA Ha 103aTa BPb3Ka MKy cpeaHara Cmax U 103aTa, U MeXy cpeanata AUC

1 703aTa B ChCTOSIHHE Ha paBHOBECHE.

Bpusku papmaroxunemuxa-apmaxoounamuxa
Enoertun anda mokassa 10303aBUCHM e(DEKT BbPXY XEMATOJOTHYHHUTE MOKA3aTEH, KOUTO HE 3aBUCH
OT HaYMHA Ha TPUIOKEHHE.

[leouampuuna nonviauyus

Cpo01maBa ce 3a MOTYKUBOT OT PHOIN3UTETHO 6,2 10 8,7 Yaca NMpu NeAHaTPUIHH ITAIIHCHTH

C XpOHUYHA ObOpEeYHA HEAOCTATHYHOCT CJIC] HHTPABEHO3HO MPUIOKEHUE HA MHOTOKPATHH JIO3U
enoetuH anda. Oka3sa ce, 4e HapMaKOKMHETUIHUAT PO HA STIOSTHH ada mpu Jera U IOHOIIN
€ CXOJICH C TO3H MPU Bh3PACTHHU.

q)apMaKOKI/IHCTI/ILIHI/ITe JaHHU IIpU HOBOPOACHU Ca OIrpaHUYCHU.

EnHo mpoyuBane npu 7 HETOHOCEHHW HOBOPOJIEHH C MHOTO HUCKO TeTJIo npu paxaane u 10 3apasu
BB3PACTHH, IIPU KOUTO € MPHIaraH HHTPABEHO3HO EPUTPOTIOCTHH, TTIOKa3Ba, ue 00EMBT Ha
pasmpenenenue ¢ npuoau3uTenHo 1,5 10 2 TbTH MO-BUCOK MPH HEJJOHOCCHUTE HOBOPOJICHH,
OTKOJIKOTO TIPH 3ApaBUTE Bb3PACTHH, a KIIUPBHHCHT € MPUOIU3UTETHO 3 MBTH MO-BUCOK TPH
HEJIOHOCECHUTE HOBOPOJICHH, OTKOJIKOTO IIPH 31PaBUTE BH3PACTHU.

bvbpeuno vepesrcoane
[Ipu marueHTH ¢ XpOHUYHA OBOPEYHA HEJOCTATHYHOCT IOy KHBOTHT Ha HPUI0KCHHUS HHTPABEHO3HO
enoeTuH ainda € JCKO yAbIDKEH, MPUOTU3UTEIHO 5 yaca, B CPABHCHUE ChC 3/JPaBH WHIMBHIY.

5.3 IlpeakJIMHUYHU JAHHHU 32 6€30MACHOCT

IIpu TOKCMKOIOTHYHM TPOYUYBAHUS C MHOTOKPATHH /103U BbPXY KydeTa U ITbXOBE, HO HE U BBPXY
MalMyHH, IPUJIOKEHUETO Ha ETIOeTUH ajda € CBP3aH0 ChC CYOKIMHUYHA KOCTHOMO3bYHA (Grudpo3a.
KoctHoMo3buHaTa (prOpo3a e mo3HaTOo yCIoKHEHHE MTPH XPOHNYHA OBOpevYHa HETOCTATHYHOCT MIPH
X0pa ¥ MOe J1a ObJie CBBP3aHO C BTOPUYEH XUIIEPIapaTUPEOHIU3bM WIN C HEM3BECTHH (DaKTOPH.
YecToTaTra Ha KOCTHOMO3bYHA (HOPO3a HE ce € MOBUILWIIA IPH IPOYUYBAHE NPH YUACTHULM HA
XEeMOJnaJIn3a, KOUTO Ca JIEKYBaHU C €HOeTHH alia B IPOABIDKCHNE Ha 3 TOANHH, B CPAaBHEHUE ChC
CBbOTBCTCTBAILlAa KOHTPOJIHA CTpaTa Y4aCTHUIM Ha XEMOJrain3a, KOUTO HE Ca JICKYBaHU C CIIOCTUH
anda.

Enoerun anda He nHAyNMpa OaKTepHaHA TeHHH MyTaluu (Ames TecT), XxpOMO30MHH abepariu

B KJIEThUHA KyJITypa OT 003aliHHLIM, MUKPOHYKJICH TIPY MUIIKH WJIK T€HHUA MYTallH B JIOKyca

HGPRT.
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He ca npoBexaanu ABATOCPOYHHU U3MUTBAHUA 32 KaHLEPOreHHOCT. [IpoTUBOpeunBY TUTEPAaTypHU
cboOLICHNS, Oa3HpaHy Ha in Vitro HaXOAKH OT YOBELIKM TYMOPHH NPOOH MpeArnoarar,

4e epUTPOTIOETHHUTE MOTAT J1a MMaT HsKaKBa PoJisi B TYMOpHaTa nponudepanus. He e curypro ganu
TOBa UMa HAKAKBO 3HAYCHUE B KJIMHUYHA CHTYaITHSI.

B kJeThuHU KyATypH OT YOBEIIKH KOCTHOMO3bYHHM KJIETKH, EIIOETHH anda CTUMYJINpa epUTPOIoe3aTa
crenupUYHO U HE TIOBNIHUABA JieBKonoe3ara. He ca Omm 3a0emsi3aHy IATOTOKCHYHH €(PEeKTH Ha
€MoeTHH ada BbPXY KOCTHOMO3bYHUTE KIETKH.

[Ipu npoyuBaHus BbPXY )KUBOTHH, EIOETHH ajia IOKa3Ba HAMAISIBAHE Ha TEJIECHOTO TEIJIO Ha
¢eryca, 3a0aBsHe Ha Ipoleca Ha OCU(UKANUS 1 TIOBHUIIABAHE HA ()eTaHaTa CMBPTHOCT, KOraTo

€ MpuJjiarad C€AMUYHO B 103U, HpI/I6HI/ISI/ITeJIHO 20 mpTH HaJ OpenopbUUTCIIHATA CEAMUYHA 103a IIpH
xopa. Te3n u3menenus ce 0OACHIBAT KaTO BTOPUYHH, BCIEICTBHE HAMAIIBaHE HA TEJIECHOTO TETJI0 Ha
MaiKuTe, 1 3HaUMMOCTTA 32 XOpaTa € HEU3BECTHA C OIJIE Ha TePalleBTUYHUTE J030BU HUBA.

6. DOAPMAIIEBTUYHU JAHHHA
6.1 CHoucbk Ha IOMOUIHHUTE BelIeCTBa

Hatpues nquxunporendochar quxuapar
Hunatpues gocdar nuxuapat

Hatpues xnopun

'

ITomcopbar 80

Bopa 3a umxexuun

XopoBogOpoOIHA KACETHHA (32 Kopekiusa Ha pH)
Hartpues xunpoxcu (3a kopekmust Ha pH)

6.2 HecbBMECTHMOCTH

[Ipu nunca Ha Mpoy4YBaHuUs 32 HECHBMECTHMOCTH, TO3H JICKAPCTBEH MPOAYKT HE TPsIOBa 1a ce cMecBa
C IpYTH JIEKapCTBEHU MPOAYKTH.

6.3 Cpoxk Ha roaHoCT

2 TOOUHU

6.4 CrnenuanaHu ycJ10BHA Ha CbXpaHeHHUe

Ha ce cpxpansiBa u Tpancnioptupa B xnaawiHuk (2°C go 8°C). To3u TemnepaTypeH HHTEpBaj TpsiOBa
Jla ce MOAAbPrKa CTPUKTHO J0 NMPHJIOKEHNE Ha IPOIYKTa HA MAlUEHTA.

[Ipu amGynaropna ynotpeda MpoayKTHT MOXe 1a ObJe N3BaJeH OT XJIaIUIHNKA, O€3 J1a Ce MOCTaBs
OTHOBO B HETO, 32 MaKCUMaJIeH NEPHO/] OT 3 IHU, IPU TEMIIepaTypa He mo-Bucoka ot 25°C.

Axo JICKaApCTBOTO HC CC M3IIOJI3BA 10 Kpad Ha TO3U IICPUO, TO TpSI6Ba Ja CC U3XBbPJIN.

Jla He ce 3aMpa3siBa WM pa3KIiallia.
Jla ce chxpaHsABa B OpUTHHATHATA OMAKOBKA, 3a JIa C€ MPE/Na3u OT CBETIINHA.

6.5 Buau cbabpkaHue HA ONMIAKOBKATA

[IpeaBapuTeHO HAMBIHEHU CIIPUHIIOBKH (CTHKIIO THUT I), Che Wik Oe3 mpeanasuTen 3a uriara,
¢ 6yTano (ryma ¢ TeIOHOBO IOKPUTHE), 3aTieYaTaHy B OmcTep.

Abseamed 1 000 IU/0,5 ml MHXEKIMOHEH PAa3TBOP B IIPEIBAPUTEIHO HATbIHEHA COPUHIIOBKA
Beska cripuamioBka cpabpxka 0,5 ml HHXEKITHOHEH pa3TBOP.
OnakoBku OT 1 unu 6 CIpUHLIOBKY.
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Abseamed 2 000 IU/1 ml nHXEKIIMOHEH PA3TBOP B IPEIBAPUTEIHO HAITbJIHEHA COPUHIIOBKA
Bcesika cipuHiioBka chaspka 1 ml HHXKEKIIMOHEH pa3TBOP.
OnakoBku OT 1 win 6 CIIPUHIIOBKH.

Abseamed 3 000 1U/0,3 ml MHXEKIMOHEH PAa3TBOP B IIPEIBAPUTEIHO HAITbIHEHA COPUHIIOBKA
Beska cripunamioBka cpabpka 0,3 ml HHKEKITHOHEH pa3TBOp.
OmnakoBku OT 1 win 6 CIPUHIIOBKH.

Abseamed 4 000 IU/0.4 ml nH>XEKIIMOHEH PAa3TBOP B MPEIBAPUTEIHO HAIBJIHEHA CIIPUHIIOBKA
Bcesika cipuanioBka cpaspka 0,4 ml MHKEKIIHOHEH pa3TBOD.
OnakoBku OT 1 unu 6 CIPUHILIOBKH.

Abseamed 5 000 I1U/0,5 ml MHXEKIIMOHEH PAa3TBOP B IIPEABAPUTEIHO HABIHEHA COPHUHIIOBKA
Bcesika cipuniioBka chabspxka 0,5 ml MHKEKIIMOHEH Pa3TBOP.
OnakoBky OT 1 uiu 6 CIPUHIOBKHY.

Abseamed 6 000 TU/0,6 ml MHXEKIIMOHEH PA3TBOD B IIPEIBAPUTEIHO HATbJIHEHA COPUHIIOBKA
Bcesika cipunIioBka chabspxka 0,6 ml HHKEKIIMOHEH Pa3TBOP.
OmakoBKH OT 1 WK 6 CIIPUHITOBKH.

Abseamed 7 000 1U/0,7 ml MHXEKIMOHEH PAa3TBOD B IIPEIBAPUTEIHO HAITbIHEHA COPUHIIOBKA
Besika cipuniioBka chabspxka 0,7 ml HHXEKIIMOHEH Pa3TBOP.
OmakoBKY OT 1 WK 6 CIIPUHITOBKH.

Abseamed 8 000 1U/0,8 ml MHXEKIIMOHEH PAa3TBOP B IIPEIBAPUTEIHO HAITbIHEHA COPUHIIOBKA
Bcska cripunaiioBka cpabpxka 0,8 ml HHKEKITHOHEH pa3TBOp.
OmnakoBku OT 1 win 6 CIPUHIIOBKH.

Abseamed 9 000 1U/0,9 ml nHXEKIIMOHEH Pa3TBOP B IIPEIBAPUTEIHO HAITbIHEHA COPUHIIOBKA
Bcesika cipuanioBka cpabspka 0,9 ml mHXEKIIHOHEH pa3TBOD.
OnakoBku OT 1 unu 6 CIPUHIIOBKHU.

Abseamed 10 000 IU/1 ml MHXEKIIMOHEH PA3TBOD B IPEABAPUTEIHO HAITbIHEHA COPHUHIIOBKA
Bcesika cripuHIOBKa Chabpka 1 ml HHKEKIIMOHEH pa3TBOP.
OnakoBku OT 1 unu 6 CIPUHIIOBKHU.

Abseamed 20 000 TU/0,5 ml MHXEKIIMOHEH PA3TBOP B IPEIBAPUTEIHO HATbJIHEHA COPUHIIOBKA
Bcesika cipunIioBka chabspxka 0,5 ml MHKEKIIMOHEH Pa3TBOP.
OnakoBku OT 1, 4 win 6 COPUHIOBKHU.

Abseamed 30 000 1U/0,75 ml MHKEKIIMOHEH pa3TBOP B IIPEABAPUTEIHO HANBIHEHA COPUHIIOBKA
Bcesika cipuanioBka chabspika 0,75 ml WHXEKIIMOHEH pa3TBOpP.
OmakoBKH OT 1, 4 wim 6 CIIPUHITOBKH.

Abseamed 40 000 IU/1 ml nHXEKIIMOHEH PA3TBOP B IPEIBAPUTEIHO HAITbIHEHA COPUHIIOBKA
Bcesika cipuHiioBka chaspka 1 ml HHXKEKIIMOHEH pa3TBOP.
OnakoBku OT 1, 4 wim 6 CIIpUHIIOBKY.

He Bcruky BuioBe OITaKOBKM MOTar Jia ObJat IyCHATH B poJakoa.
6.6 CrnenuajaHu npeana3Hu MepKH NPH U3XBbPJIsHE U padoTa

Abseamed He TpsOBa 1a ce U3IMOI3BA U TPSIOBA J1a C€ M3XBBHPIIU

- aKO TEYHOCTTA € OI[BETCHA MJIM B HEsl Ce BUXKJIAT TUTyBAIH YaCTHIIH.
- aKo € HapyllleHa [IeJIOCTTa Ha OMaKOBKAaTa.

- aKo0 3HAEeTe WM MMOI03UpaTe, e CIydaiHo ¢ OWI 3aMpaseH WiH

- aKo XJIQJIMJIHUKBT € OWJI B HEU3MPABHOCT.
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[IpenBapuTeIHO HATBIHEHUTE CIIPUHIIOBKY ca TOTOBH 3a yrmotpeba (Bxk. Touka 4.2). [IpensaputenHo
HaIllbJIHCHATa CIIPUHIIOBKA HE Tp$[6Ba Jla C€ pa3KJjiaia. Bpry CIIPUHIIOBKUTE MMa U3IIbKHAJIO
penedHo rpamyupaHe ¢ el Ja MOXKeE Ja Ce M3M0J3Ba YacT OT KOJIMYECTBOTO, aKO e HaJIoKU. Beeku
NpPBCTEH OT rpaayrpaHeTo otroBaps Ha 0dem oT 0,1 ml. [TpoayKThT € camo 3a eJHOKpaTHa ynoTpeoa.
OT BCcsIKa CIIPUHITOBKA M3TOJI3BATE caMo 1o eqHa 1032 Abseamed, KaTo U3XBBPIIATE HEKEITAHOTO
KOJIMYECTBO Pa3TBOP NMPEaU HHIKEKTUPAHE.

H3non3Bane Ha OpeABapUTEIHO HAITBIHEHA CIIPUHIIOBKA ¢ TPEANA3UTEII 3a UTIaTa

[Ipenmasurensat moKpuBa Uriata cie] MHXEKTUPAHETO, 3a Aa ce n30erHaT HapaHsIBaHUs OT yOOKIaHe.
Toii He BiMsie HA HOPMAIHOTO (DYHKIIMOHMPAHE Ha CIpuHLOBKaTa. HaTuckalite OyTanoro 6aBHO

¥ paBHOMEPHO /10 MH)XXEKTUPAHE Ha [jaTa 103a 1 10 Kpas Ha XxoJa Ha OyranoTto. OTcTpaHere
CIPUHIIOBKATa OT MallMeHTa, KaTo MOJAbpKaTe HaTUCKa BBPXY OyTanoTo. [Ipeanasurensr me noxpue
urjara npH OTIIyCKaHEeTO Ha OyTaJoTo.

H3non3Bane Ha MpeABAPUTEIHO HABIHCHA CIIPHHIIOBKA 0e3 OpeaAnasuTesI 3a urjiara

[punoxere o3ara criopes CTaHAAPTHUS TPOTOKOJL.

Hewusnon3sanusr JICKAPCTBCH MPOAYKT WJIN OTHAABYHUTEC MAaTCpUaJIN OT HET'O Tp}I6Ba Ja CC U3XBBPJIAT
B CbOTBCTCTBHUEC C MCCTHUTC U3NMCKBAHUA.

7. INPUTEATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co KG
Kuhloweg 37

D-58638 Iserlohn

I'epmanus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

Abseamed 1 000 [U/0,5 ml nHxeKHOHEH pa3TBOP B MPEIBAPUTEITHO HAIIBIHEHA CIIPHHIIOBKA
EU/1/07/412/001
EU/1/07/412/002
EU/1/07/412/027
EU/1/07/412/028

Abseamed 2 000 IU/1 ml uH>KeKIIMOHEH pa3TBOP B MPEIBAPUTEIHO HAMIBIHEHA CIIPHHLIOBKA
EU/1/07/412/003
EU/1/07/412/004
EU/1/07/412/029
EU/1/07/412/030

Abseamed 3 000 1U/0,3 ml nrxeKoHEH pa3TBOP B MPEABAPUTEITHO HAITBIHEHA CIIPUHIIOBKA
EU/1/07/412/005
EU/1/07/412/006
EU/1/07/412/031
EU/1/07/412/032

Abseamed 4 000 1U/0,4 ml uHXEKIIMOHEH pa3TBOP B IIPEIBAPUTEITHO HAITBITHEHA CIIPHHITOBKA
EU/1/07/412/007
EU/1/07/412/008
EU/1/07/412/033
EU/1/07/412/034

30



Abseamed 5 000 IU/0,5 ml nH>xeKIIMOHEH pa3TBOP B MPEIBAPUTETHO HAIIBJIHEHA CIIPHUHLIOBKA
EU/1/07/412/009
EU/1/07/412/010
EU/1/07/412/035
EU/1/07/412/036

Abseamed 6 000 [U/0,6 ml nH>xeKIIMOHEH pa3TBOP B MPEIBAPUTEITHO HAIBIHEHA CIIPHHIIOBKA
EU/1/07/412/011
EU/1/07/412/012
EU/1/07/412/037
EU/1/07/412/038

Abseamed 7 000 1U/0,7 ml nHxeKIOHEH pa3TBOP B MPEIBAPUTEITHO HAIIBIHEHA CIIPHHIIOBKA
EU/1/07/412/017
EU/1/07/412/018
EU/1/07/412/039
EU/1/07/412/040

Abseamed 8 000 [U/0,8 ml nHxeKIIMOHEH Pa3TBOP B MPEIBAPUTEITHO HAITBIIHEHA CIIPHHIIOBKA
EU/1/07/412/013
EU/1/07/412/014
EU/1/07/412/041
EU/1/07/412/042

Abseamed 9 000 IU/0,9 ml nHXEeKIIMOHEH pa3TBOP B IIPEABAPUTEITHO HAITBITHEHA CIIPHHITOBKA
EU/1/07/412/019
EU/1/07/412/020
EU/1/07/412/043
EU/1/07/412/044

Abseamed 10 000 IU/1 ml nHkeKUMOHEH Pa3TBOP B MPEABAPUTEIIHO HAITBIHEHA CIPUHIIOBKA
EU/1/07/412/015
EU/1/07/412/016
EU/1/07/412/045
EU/1/07/412/046

Abseamed 20 000 [U/0,5 ml nHkeKIMOHEH pa3TBOP B IPEABAPUTEIHO HAITBIHEHA CIIPUHIIOBKA
EU/1/07/412/021
EU/1/07/412/022
EU/1/07/412/047
EU/1/07/412/053
EU/1/07/412/048

Abseamed 30 000 [U/0,75 ml uHXeKIIMOHEH pa3TBOP B MIPEBAPUTEIHO HAITBIIHEHA CIIPUHIIOBKA
EU/1/07/412/023
EU/1/07/412/024
EU/1/07/412/049
EU/1/07/412/054
EU/1/07/412/050

Abseamed 40 000 IU/1 ml nHkeKUMOHEH Pa3TBOP B MPEABAPUTEIIHO HAITBIHEHA CIPUHIIOBKA
EU/1/07/412/025
EU/1/07/412/026
EU/1/07/412/051
EU/1/07/412/055
EU/1/07/412/052
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9. JATA HA ITbPBO PAZPEINABAHE/IIOJHOBABAHE HA PASPELIEHUETO 3A
YIIOTPEBA

Jara Ha mbpBO pa3pemaBane: 28 apryct 2007 r.
Jlara Ha mocneaHo nogHoBsBaHe: 18 rorm 2012 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

IMoapodHa uHbopMalus 3a TO3M JEKapCTBEH MPOYKT € Mpe0CTaBeHa Ha yebcaiita Ha EBpomneiickaTa
areHIM 110 JIeKapcTBaTa http://www.ema.europa.eu/.
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MPWJIOKEHME I
MPOU3BOJUTEJINA HA BUOJTOTMYHO AKTUBHOTO BEILIECTBO
W MIPOU3BOJIUTEJ, OTTOBOPEH 3A OCBOBOKJIABAHE HA
MAPTUIU

YCJIOBHUS WJIN OTPAHUYEHUS 3A IOCTABKA U YIIOTPEBA

APYI'U YCJIOBUS 1 UBUCKBAHUSA HA PASPEIIEHUETO
3A YIIOTPEBA

YCJIOBUS WJIN OT'PAHUYEHMUSA 3A BE3OITACHA U E@OEKTUBHA
YIHOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A. TIPOU3BOIAUTEJI HA BUOJIOI'MYHO AKTUBHOTO BEIIECTBO U
IMPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOXIABAHE HA ITAPTUIN

HmMe u aapec Ha IPOU3BOAUTEIS HA OMOJIOTHYHO aKTUBHOTO BEIIECTBO

Novartis Pharmaceutical Manufacturing LLC
Kolodvorska cesta 27

SI-1234 Menges

CrnoBenus

Hme n aapec Ha IpOU3BOAUTENS, OTTOBOPEH 32 OCBOOOXKIaBaHE HA IMAPTHUJIATE

Sandoz GmbH
Biochemiestr. 10
A-6336 Langkampfen
ABcTpus

b. YCJIOBUSA NN OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapCTBEHUAT MPOLYKT €€ OTIIyCKa 10 OTPaHUYEHO JIeKapcKo npeanucanue (Bx. [Ipunoxenne I:
Kpatka xapakTepucTika Ha MpOAyKTa, Touka 4.2).

B. JPYI'M YCJIOBUS U UBUCKBAHUSA HA PASPEHLIEHUETO 3A YIIOTPEBA
e IlepuoanYyHM aKTyaTU3UPAHH JOKJIAAN 32 0€30MIACHOCT

M3uckBanmsTa 3a oJjaBaHe HA IEPUOINYHH aKTyaTU3UpaHH JTOKIAIM 3a O€30MacHOCT 3a TO3U
JIEKapCTBEH MPOJYKT ca MOCOYEHHU B CIIMCHKA ¢ pedepeHTHUTe AaTh Ha EBponeiickus cpio3 (EURD
CIUCHK), IpeaBuaeH B wi. 1078, an. 7 ot Jupextusa 2001/83/EO, 1 BbB BCHYKH CIIEABAIIN
aKTyalIu3aIiy, MyOINKyBaH! Ha eBPOIEHCKHS yeOTIOpTal 3a JIEKapCTBa.

r. YCJI0BUsS NN OI'PAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUSA TPOAYKT

. ILnan 3a ynpasjenue Ha pucka (IITYP)

[IPY TpsibBa na M3BHPIIBA U3UCKBAHUTE IEHHOCTH U JEHCTBUSA, CBbP3aHU C MPOCIEIsIBaHEe Ha
JeKapcTBeHaTa 0€30MMacHOCT, ocodeHH B ogooperHus I1YP, npencrasen 8 Moy 1.8.2 Ha
paspelieHreTo 3a ynorpeda, KakTo U IPU BCUYKH CJIC/IBAIM ChITIAaCYBaHU akTyanu3aluu Ha [TYP.

Axtyamsupan ITYP TpsiOBa nma ce momasa:

. 1o uckaHe Ha EBpomneilickaTa areHIus 1o JeKkapcrnara;

o BMHATH, KOTATO C€ M3MEHs CHCTEMAaTa 3a yIpaBJiIeHrne Ha PUCKa, 0COOEHO B pe3yJTaT Ha
mmoJiyJaBaHe Ha HOBA MH(OpMAITUs, KOSTO MOXKE J1a JOBeIe 0 3HAYUMH TPOMECHH
B ChOTHOIIICHUETO I10JI33/PUCK, WIIU CJIE] JOCTUTAHE HAa Ba)KEH eTal (BbB BPh3Ka
C TIpocTieIsIBaHe Ha JIeKapcTBeHaTa 0€30MacHOCT MITH CBEXKIAHE HA PUCKA JO MUHHMYM).
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NNPUJIOKEHMUE I1I

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. IJAHHHA BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPSABBA JJA CbAbPKA BTOPUYHATA OITAKOBKA

BBHHIIIHA KAPTOHEHA KYTHUSA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Abseamed 1 000 [U/0,5 ml nHxeKIIMOHEH pa3TBOP B MPEIBAPUTETHO HAIIBIHEHA CIIPHHLIOBKA

Enoerun anda

2. OBSIBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

1 mpenBapuTeIHO HambIHEeHA cripuHIioBKa oT 0,5 ml chaspka 1 000 mexayHapoauu exuuuiy (1U)
EKBHUBAJICHTHHU Ha 8,4 MUKpOIrpaMa eroeTHH anda.

3. CIIMCBK HA IIOMOINHUTE BEINECTBA

[TomonrHu BelecTBa: HaTpUeB AuXUAporeHpocdar quxuapar, AMHATpUeB GochaT TUXUIPAT, HATPUECB
XJIOpUJ, TIIUAIUH, Tonmcop6at 80, XII0pOBOIOPOIHA KUCENNHA (32 Kopurupane Ha pH), HaTpues
XUAPOKCH]T (3a KopurupaHe Ha pH) 1 Boza 3a HHKEKIIHHA.

3a mombJIHUTETHA HHPOPMAITUS BIKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIMoHeH pa3TBOp B IPEIBAPUTEIHO HAITBIHEHA CIIPUHIIOBKA.

1 mpeaBapuTEIHO HAITbIHEHA CIIPUHIIOBKA OT 0,5 ml

6 IIpeIBapPUTEITHO HAITBITHEHN CIIPHUHIIOBKH OT 0,5 ml

1 mpenBapUTENHO HATBIHEHA cripUHIOBKa OT 0,5 ml ¢ mpeamasuren 3a uriata
6 mpeaBapUTENHO HATBIHEHU cpuHIOBKY OT 0,5 ml ¢ mpeamasuren 3a uriata

5. HAYHUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXX/IAHE

3a MOJIKOKHO U UHTPABEHO3HO MPHIIOKEHHE.
[Ipenu ymoTpeba mpoverere TMCTOBKATA.
He pazknamaiite.

6. CIIENMAJIHO ITPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA U JOCEI'A HA JELIA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHHMAJIHU YCJIOBUSA HA CbXPAHEHUE

[la ce cpxpaHsaBa U TpaHcnopTHpa B xnaamiHuk (2°C-8°C).
[a ne ce 3ampasssa.

CexpaHsBaiiTe peBapUTETHO HAllbJIHEHATA CIPUHIIOBKA B KAPTOHEHATa OMaKoBKa, 3a Ja ce
IIpeanasu OT CBETIMHA.

10. CHELOUWAJIHU NPEAITAZHUA MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co KG, Kuhloweg 37, D-58638 Iserlohn, ['epmanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/07/412/001
EU/1/07/412/002
EU/1/07/412/027
EU/1/07/412/028

13. NAPTHIEH HOMEP

ITaptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Abseamed 1 000 1U/0,5 ml

‘ 17. YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJ ¢ BKIIOYEH YHUKAJICH UACHTH()HUKATOP.

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JJAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. NME HA JIEKAPCTBEHMUS TPOAYKT U ITBT(MIIA) HA BBBEXK/IAHE

Abseamed 1 000 IU/0,5 ml urxekiyst

Enoetun anda
i.v./s.c.

‘ 2. HAYUH HA ITPUJITIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJEH HOMEP

Lot

‘ 5. CbABPKXAHUE KATO MACA, OBEM NJIX EJIMHULIN

6. JPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHHIIIHA KAPTOHEHA KYTHUSA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Abseamed 2 000 [U/1 ml ur>keKIIOHEH pa3TBOP B MPEIBAPUTEIHO HAIIBIHEHA CIIPHHLIOBKA

Enoerun anda

2. OBSIBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

1 mpeaBapuTENHO HAITBIHEHA CpUHIIOBKA OT 1 ml chabpika 2 000 mexmynapoanu equauy (IU)
eKBUBAJICHTHHU Ha 16,8 MUKporpama enoeTuH anda.

3. CIIMCBK HA IIOMOINHUTE BEINECTBA

[TomonrHu BelecTBa: HaTpUeB AuXUAporeHpocdar quxuapar, AMHATpUeB GochaT TUXUIPAT, HATPUECB
XJIOpUJ, TIIAIUH, Tonmcop6at 80, XJI0pOBOIOPOIHA KUCENNHA (32 Kopurupane Ha pH), HaTpueB
XUAPOKCH]T (3a KopurupaHe Ha pH) 1 Boza 32 WHKEKIIHH.

3a mombJIHUTETHA HHPOPMAITUS BIKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIIMOHEH pa3TBOP B NIPEABAPUTEIHO HAIBIHEHA CIPUHILIOBKA.

1 mpeaBapuTEIHO HATBJIHEHA CITPUHIIOBKA OT 1 ml

6 IMpeIBapPUTEITHO HAITBITHEHU CIPUHIIOBKH OT 1 ml

1 mpenBapUTETHO HAITbIHEHA CIIPUHIIOBKA OT 1 ml ¢ mpeanasuTen 3a uriara
6 MpeIBapUTEITHO HAITBIHCHH CIIPUHIIOBKHU OT 1 ml ¢ mpeana3uTen 3a uriara

5. HAYHUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXX/IAHE

3a MOJIKOKHO U UHTPABEHO3HO MPHIIOKEHHE.
[Ipenu ymoTpeba mpoverere TMCTOBKATA.
He pazknamaiite.

6. CIIENMAJIHO ITPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA U JOCEI'A HA JELIA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

40



‘ 9. CIIEHHMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cexpansaBa u TpaHcmopTrupa B xaaamrHuk (2°C-8°C).
a He ce 3ampa3siBa.

C’LXpaHHBaI;’ITe MNpEABAPUTCIIHO HAITBJIHCHATA CIPUHIIOBKA B KAPTOHCHATA OITAKOBKA, 34 J1a CC
npeamnasu OT CBETJIIMHA.

10. CHEHOUAJHU NPEAITA3SHU MEPKU ITPU U3XBBPJIAAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJPEC HA IIPUTEXKATEJISAA HA PASPEIIEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co KG, Kuhloweg 37, D-58638 Iserlohn, ['epmanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/07/412/003
EU/1/07/412/004
EU/1/07/412/029
EU/1/07/412/030

13. NAPTUJIEH HOMEP

ITaptuna:

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Abseamed 2 000 IU/1 ml

‘ 17. YHUKAJIEH UAEHTUO®OUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoa ¢ BKIIOYEH YHUKaAJICH HACHTH()HUKATOP.

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. NME HA JIEKAPCTBEHMUS TPOAYKT U ITBT(MIIA) HA BBBEXK/IAHE

Abseamed 2 000 TU/1 ml nmxekmus

Enoetun anda
i.v./s.c.

‘ 2. HAYUH HA ITPUJIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

‘ 5. CbABPKXAHUE KATO MACA, OBEM NJIX EJIMHULIN

6. JPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHHIIIHA KAPTOHEHA KYTHUSA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Abseamed 3 000 [U/0,3 ml nH>xeKIMOHEH pa3TBOP B MPEIBAPUTETHO HAITBJIHEHA CIIPUHILIOBKA

Enoerun anda

2. OBSIBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

1 mpenBapuTeIHO HambIHEeHA cripuHIioBka oT 0,3 ml chaspika 3 000 mexayHapoauu exuuuiy (1U)
EKBHUBAJICHTHH Ha 25,2 MUKpOrpama ernoeTuH anda.

3. CIIMCBK HA IIOMOINHUTE BEINECTBA

[TomonrHu BelecTBa: HaTpUeB AuXUAporeHpocdar quxuapar, IUHATpUeB GocdaT TUXUIPAT, HATPUECB
XJIOPHUJI, TIUIHH, onucopbaT 80, XJI0OpoBOAOpOIHA KHCeNnHa (3a Kopurkpane Ha pH), HaTpues
XUAPOKCH] (3a KopurupaHe Ha pH) u BoJa 32 HHKEKITHH.

3a JOITBJIHUTEIIHA I/IH(i)OpMaHI/ISI BUKTC JIMCTOBKATa.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIIMOHEH pa3TBOP B NIPEABAPUTEIHO HAIBIHEHA CIPUHILIOBKA.

1 mpeaBapuTEIHO HAITbIHEHA CIIPpUHIIOBKA OT 0,3 ml

6 IIpeIBapUTEITHO HAITBITHEHN CIIPUHIIOBKH OT 0,3 ml

1 mpenBapuTEIHO HATBIHEHA cripuHIOBKa OT 0,3 ml ¢ mpeamasuren 3a uriata
6 mpeaBapUTENHO HATBIHEHU cnpuHIOBKY OT 0,3 ml ¢ mpeamasuren 3a uriiata

5. HAYHUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXX/IAHE

3a MOJIKOKHO U UHTPABEHO3HO MPHIIOKEHHE.
[Ipenu ymoTpeba mpoverere TMCTOBKATA.
He pazknamaiite.

6. CIIEHUAJIHO NNPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA U JOCEI'A HA JELIA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

[la ce cpxpaHsaBa U TpaHcnopTHpa B xnaamiHuk (2°C-8°C).
[a ne ce 3ampasssa.

CexpaHsBaiiTe peBapUTEIHO HallbJIHEHATa CIPUHIIOBKA B KAPTOHEHATa OMaKOBKa, 3a Ja ce
OpeArnasu OT CBETJIHMHA.

10. CHELOUWAJIHU NPEAITAZHUW MEPKU IIPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co KG, Kuhloweg 37, D-58638 Iserlohn, ['epmanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/07/412/005
EU/1/07/412/006
EU/1/07/412/031
EU/1/07/412/032

13. NAPTHIEH HOMEP

ITaptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAIJIOBA A3BBYKA

Abseamed 3 000 1U/0,3 ml

‘ 17. YHUKAJIEH UIEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJ ¢ BKIIOYECH YHUKAIIEH UACHTH()HKATOP.

‘ 18. YHUKAJIEH UAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. NME HA JIEKAPCTBEHMUS TPOAYKT U ITBT(MIIA) HA BBBEXK/IAHE

Abseamed 3 000 1U/0,3 ml urxeKIyst

Enoetun anda
i.v./s.c.

‘ 2. HAYUH HA ITPUJIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJEH HOMEP

Lot

‘ 5. CbABPKXAHUE KATO MACA, OBEM NJIX EJIMHULIN

6. JPYTO

45



JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHHIIIHA KAPTOHEHA KYTHUSA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Abseamed 4 000 [U/0,4 ml nHxeKIIMOHEH Pa3TBOP B MPEIBAPUTETHO HAIIBIHEHA CIIPHHLIOBKA

Enoerun anda

2. OBSIBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

1 mpenBapuTeIHO HambIHEeHA cripuHIioBka oT 0,4 ml chawspika 4 000 mexayHapoauu exuuuiy (1U)
eKBUBAJICHTHHU Ha 33,6 MUKpOTrpama eroeTHH ajda.

3. CIIMCBK HA IIOMOINHUTE BEINECTBA

[TomonrHu BelecTBa: HaTpUeB AuUXUAporeHpocdar guxuapar, IUHATpUEB GochaT TUXUaPaT, HATPUCB
XJIOpUJ, TIIAIUH, Tonmcop6at 80, XI0pOBOIOPOIHA KUCENrHA (32 Kopurupane Ha pH), HatpueB
XUAPOKCH]T (3a KopurupaHe Ha pH) 1 Boza 3a HHKEKIIHH.

3a mombJIHUTETHA HHPOPMAITUS BIKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIMoHeH pa3TBOp B IPEIBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA.

1 mpeaBapuTEIHO HAITBbIHEHA CIPpUHIIOBKA OT 0,4 ml

6 IpeaBapPUTEITHO HAITBITHEHU CIPHUHIIOBKH OT 0,4 ml

1 mpenBapuTENHO HATBIHEHA cripuHIOBKa OT 0,4 ml ¢ mpeamasuren 3a uriata
6 mpeaBapUTENIHO HATBJIHEHU cpuHIOBKY OT 0,4 ml ¢ mpeamasuren 3a uriata

5. HAYHUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXX/IAHE

3a MOJIKOKHO U UHTPABEHO3HO MPHIIOKEHHE.
[Ipenu ymoTpeba mpoverere TMCTOBKATA.
He pazknamaiite.

6. CIIEHUAJIHO NNPEAYHPEXJIEHUE, YE IEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA U JOCEI'A HA JELA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHMAJIHU YCJIOBUSA HA CbXPAHEHUE

[la ce cpxpaHsaBa U TpaHcnopTHpa B xnaamiHuk (2°C-8°C).
[a ne ce 3ampasssa.

CexpaHsBaiiTe peBapUTEIHO HallbJIHEHATa CIPUHIIOBKA B KAPTOHEHATa OMaKOBKa, 3a Ja ce
OpeArnasu OT CBETJIHMHA.

10. CHELOUWAJIHU NPEAITAZHUA MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co KG, Kuhloweg 37, D-58638 Iserlohn, ['epmanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/07/412/007
EU/1/07/412/008
EU/1/07/412/033
EU/1/07/412/034

13. NAPTHIEH HOMEP

ITaptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAIJIOBA A3BBYKA

Abseamed 4 000 1U/0,4 ml

‘ 17. YHUKAJIEH UIEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJ ¢ BKIFOYECH YHUKAJIEH UACHTH()HKATOP.

‘ 18. YHUKAJIEH UAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. HNME HA JIEKAPCTBEHMUS TPOAYKT U II'BT(MLIA) HA BBBEX/IAHE

Abseamed 4 000 1U/0,4 ml umxexmus

Enoerun anda
Lv./s.c.

‘ 2. HAYHNH HA ITPUJIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

‘ 5. CBbABPKAHUE KATO MACA, OBEM NJIN EJJMHUILIN

6. JOPYTO

48



JAHHHU, KOUTO TPSABBA JJA CbAbPKA BTOPUYHATA OITAKOBKA

BBHHIIIHA KAPTOHEHA KYTHUSA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Abseamed 5 000 [U/0,5 ml nHxeKIOHEH pa3TBOP B MpeIBAPUTETHO HAIIBIHEHA CIIPHHLIOBKA

Enoerun anda

2. OBSIBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

1 mpenBapuTEIHO HambIHEeHA cripuHIioBKa oT 0,5 ml chaspka 5 000 mexayHapoauu exuuuiy (1U)
eKBUBAJICHTHHU Ha 42,0 MUKpOTrpama eroeTHH ajda.

3. CIIMCBK HA IIOMOINHUTE BEINECTBA

[TomonrHu BelecTBa: HaTpUeB AuXUAporeHpocdar quxuapar, AMHATpUeB GochaT TUXUIPAT, HATPUECB
XJIOpUJ, TIIUIWH, Tonmcop6at 80, XJI0pOBOIOPOIHA KUCENHHA (32 Kopurupane Ha pH), HaTpueB
XUAPOKCH]T (3a KopurupaHe Ha pH) 1 Bosa 32 WHKEKIIHH.

3a mombJIHUTETHA HHPOPMAITUS BIKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIMoHeH pa3TBOp B IPEIBAPUTEIHO HAITBIHEHA CIIPUHIIOBKA.

1 mpeaBapuTEIHO HAITBbIHEHA CIIPUHIIOBKA OT 0,5 ml

6 IIpeIBapPUTEITHO HAITBITHEHN CIIPHUHIIOBKH OT 0,5 ml

1 mpenBapUTENHO HATBIHEHA cripUHIOBKa OT 0,5 ml ¢ mpeamasuren 3a uriata
6 mpeaBapUTENHO HATBJIHEHU cpuHIOBKY OT 0,5 ml ¢ mpeamasuren 3a uriata

5. HAYHUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEX/IAHE

3a MOJIKOKHO U UHTPABEHO3HO MPHIIOKEHHE.
[Ipenu ymoTpeba mpoverere TMCTOBKATA.
He pazknamaiite.

6. CIIENMAJIHO ITPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA U JOCEI'A HA JELIA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHHMAJIHU YCJIOBUSA HA CbXPAHEHUE

[la ce cpxpaHsaBa U TpaHcnopTHpa B xnaamiHuk (2°C-8°C).
[a ne ce 3ampasssa.

CrxpaHsBaiiTe peBapUTETHO HallbJIHEHATa CIPUHIIOBKA B KAPTOHEHAaTa OMaKOBKa, 3a Ja ce
OpeArnasu OT CBETJIHHA.

10. CHELOUWAJIHU NPEAITAZHUA MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co KG, Kuhloweg 37, D-58638 Iserlohn, ['epmanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/07/412/009
EU/1/07/412/010
EU/1/07/412/035
EU/1/07/412/036

13. NAPTHIEH HOMEP

ITaptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAIJIOBA A3BBYKA

Abseamed 5 000 1U/0,5 ml

‘ 17. YHUKAJIEH UIEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJ ¢ BKIIOYECH YHUKAIIEH UACHTH()HKATOP.

‘ 18. YHUKAJIEH UAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. NME HA JIEKAPCTBEHMUS TPOAYKT U ITBT(MIIA) HA BBBEXK/IAHE

Abseamed 5 000 1U/0,5 ml urxekiyst

Enoetun anda
i.v./s.c.

‘ 2. HAYUH HA ITPUJIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJEH HOMEP

Lot

‘ 5. CbABPKXAHUE KATO MACA, OBEM NJIX EJIMHULIN

6. JPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHHIIHA KAPTOHEHA KYTHUSA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Abseamed 6 000 [U/0,6 ml nHxeKIIMOHEH pa3TBOP B MPeIBAPUTEITHO HAIIBIHEHA CIIPHHLIOBKA

Enoerun anda

2. OBSIBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

1 mpenBapuTEIHO HambIHEeHA cripuHIioBKa oT 0,6 ml chabpika 6 000 MexayHapoauu exuuuiy (1U)
ekBUBaJICHTHH Ha 50,4 MUKporpama ernoeTuH anda.

3. CIIMCBK HA IIOMOINHUTE BEINECTBA

[TomonrHu BelecTBa: HaTpUeB AuXUAporeHpocdar quxuapar, AMHATpUeB GochaT TUXUIPAT, HATPUECB
XJIOpUJ, TIIAIUH, Tonmcop6at 80, XJI0pOBOIOPOIHA KUCENNHA (32 Kopurupane Ha pH), HaTpueB
XUAPOKCH]I (3a KopurupaHe Ha pH) 1 Bosa 32 WHKEKIIHH.

3a mombJIHUTETHA HHPOPMAITUS BIKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIIMOHEH pa3TBOP B NIPEABAPUTEIHO HAIBIHEHA CIPUHILIOBKA.

1 mpeaBapuTEIHO HAITbIHEHA CIIPUHIIOBKA OT 0,6 ml

6 MpeIBapPUTEITHO HAITBITHEHN CIPHUHIIOBKH OT 0,6 ml

1 mpenBapUTEIHO HATBIHEHA cripUHIIOBKa OT 0,6 ml ¢ mpeamasuren 3a uriata
6 mpeaBapUTENHO HATBIHEHU cpuHIOBKHY OT 0,6 ml ¢ mpeamasuren 3a uriata

5. HAYHUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXX/IAHE

3a MOJIKOKHO U UHTPABEHO3HO MPHIIOKEHHE.
[Ipenu ymorpeba mpoverere TMCTOBKATA.
He pazknamaiite.

6. CIIENMAJIHO ITPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA U JOCEI'A HA JELIA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHHMAJIHU YCJIOBUSA HA CbXPAHEHUE

[la ce cpxpaHsaBa U TpaHcnopTHpa B xnaamiHuk (2°C-8°C).
[a ne ce 3ampasssa.

CexpaHsBaiiTe peBapUTEIHO HAlbJIHEHATa CIPUHIIOBKA B KAPTOHEHATa OMaKOBKa, 3a Ja ce
IIpeanasu OT CBETIMHA.

10. CHELOUWAJIHU NPEAITAZHUA MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIHEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co KG, Kuhloweg 37, D-58638 Iserlohn, ['epmanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/07/412/011
EU/1/07/412/012
EU/1/07/412/037
EU/1/07/412/038

13. NAPTHIEH HOMEP

ITaptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAIJIOBA A3BBYKA

Abseamed 6 000 1U/0,6 ml

‘ 17. YHUKAJIEH UIEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJ ¢ BKIIOYECH YHUKAIIEH UACHTH()HKATOP.

‘ 18. YHUKAJIEH UAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMHUNYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. NME HA JIEKAPCTBEHMUS TPOAYKT U ITBT(MIIA) HA BBBEXK/IAHE

Abseamed 6 000 IU/0,6 ml urxeKIyst

Enoetun anda
i.v./s.c.

‘ 2. HAYUH HA ITPUJIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJEH HOMEP

Lot

‘ 5. CbABPKXAHUE KATO MACA, OBEM NJIX EJIMHULIN

6. JPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHHIIIHA KAPTOHEHA KYTHUSA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Abseamed 7 000 [U/0,7 ml nH>xeKIMOHEH pa3TBOP B MPEIBAPUTETHO HAIIBIHEHA CIIPHHLIOBKA

Enoerun anda

2. OBSIBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

1 mpenBapuTeIHO HambIHEeHA cripuHIioBKa oT 0,7 ml chawspika 7 000 mexayHapoauu exuuuiy (1U)
SKBHUBAJICHTHH Ha 58,8 MUKporpama emnoetuH andga.

3. CIIMCBK HA IIOMOINHUTE BEINECTBA

[TomonrHu BelecTBa: HaTpUeB AuXUAporeHpocdar quxuapar, AMHATpUEB GochaT TUXUIPAT, HATPUECB
XJIOPHUJI, TIUIHH, onucopbaT 80, XJI0poBOAOpOIHA KHcenrHa (3a Kopurupane Ha pH), HaTpues
XUAPOKCH]T (3a KopurupaHe Ha pH) u BoJa 32 HHKEKITHH.

3a JOITBJIHUTCEIIHA I/IH(i)OpMaHI/IH BHIKTC JIMCTOBKATa.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIMoHeH pa3TBOp B IPEIBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA.

1 mpeaBapuTEIHO HAITBbIHEHA CIIPUHIIOBKA OT 0,7 ml

6 MIpeaBapPUTEITHO HAITBIIHEHU CIIPUHIIOBKH OT 0,7 ml

1 mpenBapUTEIHO HATBIHEHA cripuHIOBKa OT 0,7 ml ¢ mpeamasuren 3a uriata
6 mpeaBapUTENHO HATBJIHEHU cnpuHIOBKY OT 0,7 ml ¢ mpeamasuren 3a uriata

5. HAYHUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXX/IAHE

3a MOJIKOKHO U UHTPABEHO3HO MPHIIOKEHHE.
[Ipenu ymoTpeba mpoverere TMCTOBKATA.
He pazknamaiite.

6. CIIEHUAJIHO INPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA U JOCEI'A HA JELIA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHHMAJIHU YCJIOBUSA HA CbXPAHEHUE

[la ce cpxpaHsaBa U TpaHcnopTHpa B xnaamiHuk (2°C-8°C).
[a ne ce 3ampasssa.

CexpaHsBaiiTe peBapUTEIHO HallbJIHEHATa CIPUHIIOBKA B KAPTOHEHATa OMaKOBKa, 3a Ja ce
OpeArnasu OT CBETJINHA.

10. CHELUWAJIHU IPEAITIAZHU MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co KG, Kuhloweg 37, D-58638 Iserlohn, ['epmanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/07/412/017
EU/1/07/412/018
EU/1/07/412/039
EU/1/07/412/040

13. NAPTHIEH HOMEP

ITaptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAIJIOBA A3BBYKA

Abseamed 7 000 1U/0,7 ml

‘ 17. YHUKAJIEH UIEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJ ¢ BKIIOYECH YHUKAIIEH UACHTH()HKATOP.

‘ 18. YHUKAJIEH UAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MMWUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. NME HA JIEKAPCTBEHMUS TPOAYKT U ITBT(MIIA) HA BBBEXK/IAHE

Abseamed 7 000 1U/0,7 ml urxeKiyst

Enoetun anda
i.v./s.c.

‘ 2. HAYUH HA ITPUJIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJEH HOMEP

Lot

‘ 5. CbABPKXAHUE KATO MACA, OBEM NJIN EJUHUIIN

6. JPYTO

57



JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHHIIIHA KAPTOHEHA KYTHUSA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Abseamed 8 000 [U/0,8 ml nHxeKIIMOHEH Pa3TBOP B MPEIBAPUTEITHO HAITBIHEHA CIIPHHIIOBKA

Emoerun anda

2.  OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

1 mpenBapuTeTHO HamrbiiHeHa cipuHIOBKa OT 0,8 ml chapprka 8 000 mexayHapoaau exuannm (1U)
€KBHMBAJICHTHH Ha 67,2 MUKpOrpama ernoeTuH ajida.

3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

[TomomrHY BelecTBa: HATpUEB qUXUAporeHpochaT TUXUAPAT, TUHATPUEB QocdaT IUXUIPAT, HATPUEB
XJIOpUJ, TIIUIUH, Toyimcop6at 80, XJI0pOBOIOPO/IHA KUCENIMHA (32 Kopurupane Ha pH), HaTpues
XUIPOKCH] (32 Kopurupane Ha pH) U Boa 3a MHKEKIIHH.

3a mombJIHUTETHA HHPOPMAITHS BIKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

WHxeKIroHeH pa3TBOp B MPEIBAPUTEIHO HAITBIHEHA CIIPUHIIOBKA.

1 mpenBapuTeIHO HAITbIHEHA cIpUHIOBKA OT 0,8 ml

6 MpenBapuUTeITHO HAITBIHEHH CIpUHIIOBKY OT 0,8 ml

1 mpenBapuTeIIHO HaTbJIHEHA cprHIIOBKa OT 0,8 ml ¢ mpeamasuTen 3a uriara
6 mpeBapUTENIHO HATBIHEHU cpuHIOBKHY OT 0,8 ml ¢ mpeamasuren 3a uriata

5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXJIAHE

3a MOJIKOKHO U UHTPABEHO3HO MPHIIOKECHHE.
[Ipenu ynotpeba mpoverere IMCTOBKATA.
He pazknamaiite.

6. CIIEHHUAJIHO INTPEAYHPEXJIEHUE, YE JJEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIELIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAJOCTBIIHO 3a JCIIa.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'ogen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpaHsaBa u TpaHcnopTHupa B xiagmiHuk (2°C-8°C).
[a He ce 3ampassBa.

CoxpaHsBaiiTe MpeIBapuTEIHO HAITbJIHEHATA CIIPUHIIOBKA B KAPTOHEHATa OMIaKOBKa, 3a J1a ce
npeAnasy oT CBETIHHA.

10. CIHEIUAJIHMU ITPEAIIA3HU MEPKHU ITPU U3XBBPJISSHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co KG, Kuhloweg 37, D-58638 Iserlohn, I'epmanust

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/07/412/013
EU/1/07/412/014
EU/1/07/412/041
EU/1/07/412/042

13. HNAPTHUIEH HOMEP

ITaptuna:

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

Abseamed 8 000 IU/0,8 ml

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3SMEPEH BAPKO/I

JByusmepeH 6apKoj ¢ BKIIOYCH YHUKAICH HACHTH(PUKATOP.

‘ 18. YHUKAJIEH UAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. NME HA JIEKAPCTBEHMUS TPOAYKT U ITBbT(MIIA) HA BBBEX/IAHE

Abseamed 8 000 1U/0,8 ml urxxeKIyst

Enoetun anda
i.v./s.c.

‘ 2. HAYUH HA ITPUJIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJEH HOMEP

Lot

‘ 5. CbABPKXAHUE KATO MACA, OBEM NJIN EJIMHULIN

6. JPYTO

60



JAHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHHIIIHA KAPTOHEHA KYTHUSA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Abseamed 9 000 1U/0,9 ml nHxeKIOHEH pa3TBOP B MPEIBAPUTETHO HAIBIHEHA CIIPHHLIOBKA

Enoerun anda

2. OBSIBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

1 mpenBapuTeIHO HambIHEeHA cripuHIioBKa oT 0,9 ml chabspika 9 000 mexayHapoauu exuuuiy (1U)
SKBHUBAJICHTHH Ha 75,6 MUKpOrpama ernoeTuH anda.

3. CIIMCBK HA IIOMOINHUTE BEINECTBA

[TomonrHu BelecTBa: HaTpUeB AUXUAporeHpocdar guxuapaT, TUHATpUEB PocdaT TUXUIPAT, HATPUCB
XJIOpUJ, TIIAIUH, Tonmcop6at 80, XJI0poBOIOPOIHA KUCENrHA (32 Kopurupane Ha pH), Hatpues
XUAPOKCH]T (3a KopurupaHe Ha pH) 1 Bosa 3a HHKEKIIHHA.

3a mombJIHUTETHA HHPOPMAITUS BIKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIIMOHEH pa3TBOP B NIPEABAPUTEIHO HAINBIHEHA CIPUHILIOBKA.

1 mpeaBapuTEIHO HAITbIHEHA CIpUHIIOBKA OT 0,9 ml

6 IIpeaBapUTEITHO HAITBITHEHN CIIPUHIIOBKH OT 0,9 ml

1 mpenBapuTEIHO HABbIHEHA cripuHIOBKa OT 0,9 ml ¢ mpeamasuren 3a uriata
6 mpeaBapUTENIHO HATBJIHEHU cnpuHIOBKY OT 0,9 ml ¢ mpeamasuren 3a uriata

5. HAYHUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXX/IAHE

3a MOJIKOKHO U UHTPABEHO3HO MPHIIOKEHHE.
[Ipenu ymoTpeba mpoverere TMCTOBKATA.
He pazknamaiite.

6. CIIENMAJIHO ITPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA U JOCEI'A HA JELA

[a ce cpxpaHsiBa Ha MSICTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHHMAJIHU YCJIOBUSA HA CbXPAHEHUE

[la ce cpxpaHsaBa U TpaHcnopTHUpa B xnaamHuk (2°C-8°C).
[a ne ce 3ampasssa.

CexpaHsBaiiTe peBapUTEIHO HallbJIHEHATa CIPUHIIOBKA B KAPTOHEHATa OMaKOBKa, 3a Ja ce
OpeArnasu OT CBETJIHMHA.

10. CHELOUWAJIHU NPEAITAZHUA MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co KG, Kuhloweg 37, D-58638 Iserlohn, ['epmanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/07/412/019
EU/1/07/412/020
EU/1/07/412/043
EU/1/07/412/044

13. NAPTHIEH HOMEP

ITaptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAIJIOBA A3BBYKA

Abseamed 9 000 1U/0,9 ml

‘ 17. YHUKAJIEH UIEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJ ¢ BKIIOYECH YHUKAIIEH UACHTH()HKATOP.

‘ 18. YHUKAJIEH UAEHTUOPUKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. NME HA JIEKAPCTBEHMUS TPOAYKT U ITBT(MIIA) HA BBBEXK/IAHE

Abseamed 9 000 1U/0,9 ml urxekiyst

Enoetun anda
i.v./s.c.

‘ 2. HAYUH HA ITPUJIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJEH HOMEP

Lot

‘ 5. CbABPKXAHUE KATO MACA, OBEM NJIX EJIMHULIN

6. JPYTO

63



JAHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHHIIIHA KAPTOHEHA KYTHUSA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Abseamed 10 000 [U/1 ml nHkeKUMOHEH Pa3TBOP B MPEABAPUTEIIHO HAITBIHEHA CIPUHIIOBKA

Enoerun anda

2. OBSIBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

1 mpenBapuTEIHO HabJIHEHA CIpUHIIOBKA OT 1 ml chanspika 10 000 mexxnyHnapoaau eaunuiy (1U)
eKBUBAJICHTHU Ha 84,0 MUKporpama enoeTHH ajnda.

3. CIIMCBK HA IIOMOINHUTE BEINECTBA

[TomonrHu BelecTBa: HaTpUeB AuXUAporeHpocdar quxuapar, AMHATpUeB GochaT TUXUIPAT, HATPUECB
XJIOpUJ, TIIAIUH, Tonmcop6at 80, XJI0pOBOIOPOIHA KHCENNHA (32 Kopurupane Ha pH), HaTpues
XUAPOKCH]T (3a KopurupaHe Ha pH) 1 Boza 3a HHKEKIIHH.

3a mombJIHUTETHA HHPOPMAITUS BIKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIIMOHEH pa3TBOP B NIPEABAPUTEIHO HAIBIHEHA CIPUHILIOBKA.

1 mpeaBapuTEIHO HATBJIHEHA CITPUHIIOBKA OT 1 ml

6 IMpeIBapPUTEITHO HAITBITHEHU CIPHUHIIOBKH OT 1 ml

1 mpenBapUTETHO HAITbIHEHA CIIPUHIIOBKA OT 1 ml ¢ mpeanasuTen 3a uriara
6 MpeIBapUTEITHO HAITBIHCHH CIIPUHIIOBKHU OT 1 ml ¢ mpeana3uTen 3a uriara

5. HAYHUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXX/IAHE

3a MOJIKOKHO U UHTPABEHO3HO MPHIIOKEHHE.
[Ipenu ymoTpeba mpoverere TMCTOBKATA.
He pazknamaiite.

6. CIIENMAJIHO ITPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA U JOCEI'A HA JELIA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHHMAJIHU YCJIOBUSA HA CbXPAHEHUE

[la ce cpxpaHsaBa U TpaHcnopTHpa B xnaamiHuk (2°C-8°C).
[a ne ce 3ampasssa.

CexpaHsBaiiTe peBapUTEIHO HallbJIHEHATa CIPUHIIOBKA B KAPTOHEHATa OMaKoBKa, 3a Ja ce
OpeArnasu OT CBETJIHHA.

10. CHELOUWAJIHU NPEAITAZHUA MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co KG, Kuhloweg 37, D-58638 Iserlohn, ['epmanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/07/412/015
EU/1/07/412/016
EU/1/07/412/045
EU/1/07/412/046

13. NAPTHIEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAIJIOBA A3BBYKA

Abseamed 10 000 IU/1 ml

‘ 17. YHUKAJIEH UIEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJ ¢ BKIIOYECH YHUKAIIEH UACHTH()HKATOP.

‘ 18. YHUKAJIEH UAEHTUOPUKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. NME HA JIEKAPCTBEHMUS TPOAYKT U ITBT(MIIA) HA BBBEXK/IAHE

Abseamed 10 000 TU/1 ml nmxexmus

Enoetun anda
i.v./s.c.

‘ 2. HAYUH HA ITPUJIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJEH HOMEP

Lot

‘ 5. CbABPKXAHUE KATO MACA, OBEM NJIX EJIMHULIN

6. JPYTO

66



JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHHIIIHA KAPTOHEHA KYTHUSA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Abseamed 20 000 1U/0,5 ml uHXeKIIMOHEH Pa3TBOP B MPEABAPUTEIIHO HAIIbJIHEHA CIIPHUHIIOBKA

Enoernn anga

2.  OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

1 mpenBapuTeHO HamrbiHeHa cipuHIOBKa OT 0,5 ml chapprka 20 000 mexxayHapoaau exuauiy (IU),
eKBHUBaJICHTHU Ha 168,0 MukporpamMa ernoeTuH anda.

3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

[TomomrHY BelecTBa: HATpUEB AUXHUAporeHpochaT TUXUAPAT, TUHATPUEB Qocdar AUXUIPAT, HATPUCB
XJIOpUJ, TIIUIUH, Toyimcop6at 80, XJI0pOBOIOPO/IHA KUCENIMHA (32 Kopurupane Ha pH), HaTpues
XUIPOKCH] (32 Kopurupane Ha pH) U Boa 3a MHKEKIIHH.

3a mombJIHUTETHA HHPOPMAITUS BIKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

WHxeKIroHeH pa3TBOp B MPEIBAPUTEIHO HAITBIHEHA CIIPUHIIOBKA.

1 mpenBapuTEIHO HAITbIHEHA CIpUHIIOBKA OT 0,5 ml

6 MpenBapUTeITHO HATBIHEHH CIpUHIIOBKH OT 0,5 ml

1 mpenBapuTEIIHO HaTbJIHEHA CIpHHIIOBKA OT 0,5 ml ¢ mpeamasuTen 3a uriara
4 mpenBapuUTEIHO HATBIHEHU cipuHIOBKH oT 0,5 ml ¢ mpennasuren 3a uriara
6 mpeaBapUTENHO HATBJIHEHU cpuHIOBKY OT 0,5 ml ¢ mpeamasuren 3a uriata

5. HAYHUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXX/IAHE

3a MOJIKOKHO U UHTPABEHO3HO MPHIIOKEHHE.
[Ipenu ymoTpeba mpoverere TMCTOBKATA.
He pazknamaiite.

6. CIIENMAJIHO ITPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA U JOCEI'A HA JELIA

[a ce cpxpaHsBa Ha MAICTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHHMAJIHU YCJIOBUSA HA CbXPAHEHUE

[la ce cpxpaHsaBa U TpaHcnopTHpa B xnaamiHuk (2°C-8°C).
[a ne ce 3ampasssa.

CrxpaHsBaiiTe peBapUTEIHO HallbJIHEHATa CIPUHIIOBKA B KAPTOHEHATa OMaKOBKa, 3a Ja ce
OpeArnasu OT CBETJIHHA.

10. CHELOUWAJIHU NPEAITAZHUA MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co KG, Kuhloweg 37, D-58638 Iserlohn, ['epmanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/07/412/021
EU/1/07/412/022
EU/1/07/412/047
EU/1/07/412/053
EU/1/07/412/048

13. NAPTUJIEH HOMEP

ITapTuna:

‘ 14. HAYUH HA OTIITYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Abseamed 20 000 1U/0,5 ml

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJ ¢ BKIIOYEH YHUKaAJICH UACHTH()HUKATOP.

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JJAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. NME HA JIEKAPCTBEHMUS TPOAYKT U ITBT(MIIA) HA BBBEXK/IAHE

Abseamed 20 000 IU/0,5 ml umxekiys

Enoetun anda
i.v./s.c.

‘ 2. HAYUH HA ITPUJIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJEH HOMEP

Lot

‘ 5. CbABPKXAHUE KATO MACA, OBEM NJIX EJIMHULIN

6. JPYTO

69



JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHHIIIHA KAPTOHEHA KYTHUSA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Abseamed 30 000 [U/0,75 ml nHXeKIMOHEH pa3TBOP B IIPEeJBApUTEIHO HATBJIHEHA CIIPUHIIOBKA

Enoerun anda

2. OBSIBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

1 mpenBapuTeIHO HambIHEHA cripuHIlOBKa OT 0,75 ml chabpika 30 000 mexxayHapoanu eaunuiy (1U)
eKBUBAJICHTHHU Ha 252,0 MUKporpama enoeTHH anga.

3. CIIMCBK HA IIOMOINHUTE BEINECTBA

[TomonrHu BelecTBa: HaTpUeB AuXUAporeHpocdar quxuapar, AMHATpUeB GochaT TUXUIPAT, HATPUECB
XJIOpUJ, TIIAIUH, Tonmcop6at 80, XJI0pOBOIOPOIHA KUCENNHA (32 Kopurupane Ha pH), HaTpueB
XUAPOKCH] (3a KopurupaHe Ha pH) u Boja 32 HHKEKITHH.

3a mompJIHUTETHA HHPOPMAITUS BIKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIMoHeH pa3TBOp B IPEIBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA.

1 mpeaBapuTEIHO HAITBbIHEHA CIIpUHIIOBKA OT 0,75 ml

6 IIpeIBaAPUTEITHO HAITBITHEHU CIPUHIIOBKH OT 0,75 ml

1 mpenBapuTeNHO HATBbIHEHA cripuHIOBKa OT 0,75 ml ¢ mpeanasuTen 3a uriara
4 mpeaBapUTETHO HATBIHEHU cipuHIOBKH OT 0,75 ml ¢ mpeamasuTen 3a uriaara
6 mpeaBapUTENHO HABJIHEHU cipUHIOBKY OT 0,75 ml ¢ nmpeama3uTen 3a uriaara

5. HAYUH HA ITIPUJIOKEHUE U ITBT(MIIA) HA BBBEXJIAHE

3a MOJKOXHO ¥ MHTPABEHO3HO MPHIIOKEHUE.
[Ipenu ynorpeba npodereTe IMCTOBKATA.
He pazkiamaiire.

6. CIIEHUAJIHO NPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TOCET'A HA JIELIA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTBIIHO 34 ACIA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIENMAJIHH YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpansBa u TpaHcIOpTHpa B xyaaniHuK (2°C-8°C).
[a He ce 3ampassiBa.

C’LXpaHHBaﬁTe MNpEABAPUTCIIHO HAIIBJIHCHATA COPUHIIOBKA B KAPTOHCHATA OITAaKOBKA, 34 J1a CC
nmpeamnasy OT CBECTJIUHA.

10. CHELNMWAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co KG, Kuhloweg 37, D-58638 Iserlohn, ['epmanus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/07/412/023
EU/1/07/412/024
EU/1/07/412/049
EU/1/07/412/054
EU/1/07/412/050

13. HNAPTHUIEH HOMEP

ITaptuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

Abseamed 30 000 1U/0,75 ml

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoa ¢ BKIIOYEH YHUKaAJICH HACHTH()HUKATOP.

7



18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. NME HA JIEKAPCTBEHMUS TPOAYKT U ITBT(MIIA) HA BBBEXK/IAHE

Abseamed 30 000 1U/0,75 ml umkexius

Enoerun anda
Lv./s.c.

‘ 2. HAYHNH HA ITPUJIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

‘ 5. CBbABPKAHUE KATO MACA, OBEM NJIN EJJMHUILIN

6. JOPYTO

73



JAHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHHIIIHA KAPTOHEHA KYTHUSA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Abseamed 40 000 [U/1 ml nHkeKUMOHEH Pa3TBOP B MPEABAPUTEIIHO HAITBIHEHA CIPUHIIOBKA

Enoerun anda

2. OBSIBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

1 mpenBapuTEIHO HambIHEHA CpUHIIOBKA OT 1 ml chanspika 40 000 mexxnyHnapoaau eaunuiu (1U)
eKBUBaJIECHTHHU Ha 336,0 MUKporpama enoeTHH anga.

3. CIIMCBK HA IIOMOINHUTE BEINECTBA

[TomonrHu BelecTBa: HaTpUeB AuXUAporeHpocdar quxuapar, AMHATpUeB GochaT TUXUIPAT, HATPUECB
XJIOpUJ, TIIAIUH, Tonmcop6at 80, XII0pOBOIOPOIHA KHCENNHA (32 Kopurupane Ha pH), HaTpueB
XUAPOKCH] (3a KopurupaHe Ha pH) u BoJia 32 HHKEKITHH.

3a mombJIHUTETHA HHPOPMAITUS BIKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIIMOHEH pa3TBOP B NIPEABAPUTEIHO HAIBIHEHA CIPUHILIOBKA.

1 mpeaBapuTEIHO HATBJIHEHA CITPUHIIOBKA OT 1 ml

6 IMpeIBapPUTEITHO HAITBITHEHU CIPUHIIOBKH OT 1 ml

1 mpenBapUTETHO HAITbIHEHA CIIPUHIIOBKA OT 1 ml ¢ mpeanasuTen 3a uriara
4 mpeABapUTEIHO HATBJTHEHU CIIPUHIIOBKY OT 1 ml ¢ mpeanma3uTen 3a uriara
6 MpenBapUTeITHO HAITBIHEHN CIPUHIIOBKHY OT 1 ml ¢ mpeana3uTen 3a Uriara

5. HAYUH HA ITIPUJIOKEHUE U ITBT(MIIA) HA BBBEXJIAHE

3a MOJKOXHO ¥ MHTPABEHO3HO MPHIIOKEHUE.
[Ipenu ynorpeba npodereTe IMCTOBKATA.
He pazkiamaiire.

6. CIIEHUAJIHO NPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HOTJIEJA U TOCET'A HA JIELIA

I[a CC CbXpPaHsBa Ha MACTO, HCAJOCTBHIIHO 34 ACIA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIENMAJIHH YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpansBa u TpaHcopTHpa B xyaaniHuk (2°C-8°C).
[a He ce 3ampassiBa.

C’LXpaHHBafITC MNpEABAPUTCIIHO HAIIBJIHCHATA CIPHUHIIOBKA B KAPTOHCHATA OIIAaKOBKA, 34 Jia CC
nmpeamnasy OT CBECTJIUHA.

10. CHELNMWAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAIBYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co KG, Kuhloweg 37, D-58638 Iserlohn, ['epmanus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/07/412/025
EU/1/07/412/026
EU/1/07/412/051
EU/1/07/412/055
EU/1/07/412/052

13. HNAPTHUIEH HOMEP

ITaptuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

Abseamed 40 000 IU/1 ml

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoa ¢ BKIIOYEH YHUKAJICH HACHTH()HUKATOP.
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18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YHETEHE OT XOPA

PC:
SN:
NN:
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. NME HA JIEKAPCTBEHMUS NTPOAYKT U ITBbT(MIIA) HA BBBEX/IAHE

Abseamed 40 000 IU/1 ml nrxexuus

Enoerun anda
Lv./s.c.

‘ 2. HAYHNH HA ITPUJIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

‘ 5. CBbABPKAHUE KATO MACA, OBEM NJIN EJJMHUILIN

6. JOPYTO
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b. IUCTOBKA
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JlucroBka: uHopManus 3a NnaHeHTa
Abseamed 1 000 IU/0,5 ml nH:xeKnmoHeH pa3TBOP B NPeABAPUTE]HO HANTbJIHEHA CIIPUHIIOBKA
Abseamed 2 000 IU/1 ml uHKeKUIMOHEH Pa3TBOP B MPeABAPUTETHO HANTbJIHEHA CIPUHIIOBKA
Abseamed 3 000 1U/0,3 ml nH:keKnMOHEeH pa3TBOP B NPeABAPUTEIHO HATBJIHEHA CIIPUHIIOBKA
Abseamed 4 000 1U/0,4 ml uH:KeKIMOHEH Pa3TBOP B NpeABAPUTEIHO HATBJIHEHA CIIPUHIIOBKA
Abseamed 5 000 1U/0,5 ml un:keKnMoHeH pa3TBOP B NPeABAPUTEIHO HAITBJIHEHA CIIPHHIOBKA
Abseamed 6 000 1U/0,6 ml nH:KeKIMOHEH pa3TBOP B NpeABAPUTEIHO HATBJIHEHA CIIPHHIIOBKA
Abseamed 7 000 1U/0,7 ml nH:keKIIMOHEH Pa3TBOP B NMPeABAPUTETHO HANTbJIHEHA CIPUHIIOBKA
Abseamed 8 000 1U/0,8 ml uH:keKIMOHEH pa3TBOP B NMpeABAPUTETHO HATBJIHEHA CIIPHHIOBKA
Abseamed 9 000 1U/0,9 ml uH:KeKIMOHEH Pa3TBOP B NMPeABAPUTETHO HATBJIHEHA CIIPHHIIOBKA
Abseamed 10 000 1U/1 ml nH)keKIOHeH PA3TBOP B NPeIBAPUTEIHO HAITbJIHEHA CIPUHIOBKA
Abseamed 20 000 1U/0,5 ml nH:keKI{HOHEH Pa3TBOP B NpPeIBAPUTETHO HAITbJIHEHA CIIPMHLIIOBKA
Abseamed 30 000 TU/0,75 ml uHkeKuOHEeH Pa3TBOP B NPeIBAPUTETHO HATBJIHEHA CIIPUHIIOBKA

Abseamed 40 000 IU/1 ml nHkeKIOHeH Pa3TBOP B NMPeIBAPUTEIHO HANTbJIHEHA CIPUHIOBKA
Enoerun anda (Epoetin alfa)

IIpoyeTeTe BHUMAaTEIHO LAJIATA JUCTOBKA, MPeIM 1A 3all04YHeTe Ja U3MO0JI3BaTe TOBA

JIEKapCTBO, Thil KaTO TS ChABPIKA BaxkHa 32 Bac madopmanus.

- 3amasere Ta3u JIUCTOBKA. MoJKe /1a ce HaJO0XkH Ja sl IPOUYETETE OTHOBO.

- AKO uMare HAKaKBH JOMBIHUTEIHHA BBIPOCH, MonuTaiiTe Bamus nekap, GpapmareBt nim
MEININHCKA CeCTpa.

- ToBa nekapcTBo € npennucaHo JuuHo Ha Bac. He ro mpeotrcThnBaiite Ha ipyru xopa. To Moxe
Jla IM HaBpeIr, HE3aBHCHMO Y€ IPU3HAIIMTE Ha TSIXHOTO 3a00sIBaHe ca ChIIUTE KakTo Bammre.

- AKO MoTy4nTe HIKAaKBH HEXXeJIaHW JIEKapCTBEHU peaklny, yBeaoMeTe Bamms nekap,
(hapManeBT WM MEIUIIMHCKA cecTpa. ToBa BKIIIOYBA ¥ BCHYKH BH3MOKHU HEIKEIIAHU PEaKIny,
HEOIIMCaH! B Ta3W JIMCTOBKA. BiokTe TouKa 4.

KakBo cbabp:ka Ta3u JHCTOBKA

Kakgso mpencrasnsBa Abseamed 1 3a KakBO ce M3MOI3Ba
KaxBo TpssOBa ma 3Haere, mpeau Aa u3nois3Bate Abseamed
Kaxk nma nsnonssare Abseamed

BBb3MOXHH HEKETaHH PeaKIiu

Kaxk na cexpansiBate Abseamed

ChappikaHue Ha ONAKOBKaTa U AOMBJIHUTEIHA HH()OPMALIUs

AN

1. Kakgpo npeacrasiasisa Abseamed u 3a KakBO ce U3I0J13Ba
Abseamed cbabpKa aKTUBHOTO BEILIECTBO €MOETHH anda, OeNThK, KOMTO CTUMYJIMpPa KOCTHHUS MO3BK

I1a o0pasyBa MoBede YepBEeHN KPBHBHU KIETKH, KOUTO HOCAT XeMOTJIOO0MH (BEIIECTBO, KOETO MpeHacs
kuciaopon). Emoetun anda e konue Ha YOBEIIKKS OSNThK EPUTPOIIOCTHH U JICHCTBA MO CHIIUS HAYKH.

79



Abseamed ce u3moJ3Ba 3a JiedeHHe HA CAMINITOMATHYHA aHEeMHUsI, IPUYHHEHA OT O0bOpeYHO
3a0oJisiBaHe:

L4 Ipu Aela Ha XeMOoAnajin3a
L4 IIpU BB3pAaCTHHU Ha XCMOAWAIN3a WU IICPUTOHECAIHA JHUaJIn3a,
L4 IIpU BB3PACTHHU € TCIKKA aHCMHA, KOUTO BCC OILC HE Ca Ha XEMOAHAJIN3A.

Ako umare Ob0peyHO 3a00JsIBaHE € Bh3MOXKHO JIa IMaTe HEIOCTHUT Ha YSPBEHU KPHBHU KJICTKH,

ako OBOperTe Bu He Mpou3BeXIaT NOCTATHYHO KOJTHUYECTBO EPUTPOIIOETHH (HEOOX0 MM 3a
MPOAYKIKATA Ha YepPBEHU KPHBHU KJeTKH). Abseamed ce mpeannca 3a CTUMyIHpaHe Ha KOCTHUS Bu
MO3BK JIa TIPOU3BEXK 1A TOBEYE YCPBEHN KPHBHU KICTKH.

Abseamed ce u3m0/13Ba 3a JieueHHe HA AaHEMMUS NPU Bb3PACTHH, MOJY4YaBalld XUMHOTEPANIUs
CpelLy COMUAHN TYMOPH, 31T0Ka4eCTBEH JIUM(OM MM MYJITHILIICH MUENIOM (paK Ha KOCTHHS MO3BK),
KOHMTO MOJKE Jla UMaT Hy»/a OT KpbBoIlpeianBaHe. Abseamed Moske Jla HAMaIIK HYKAaTa OT
KPBBOIIPEIUBAHE NP TE3H MAIECHTH.

Abseamed ce U3M0/13Ba NPU Bb3PACTHU ¢ YMEPEHA aHEMH, KOUTO JIeMOHUPAT YACT OT CBOSATA
KPbB MpeIN onepanus, Taka ue Ts J1a MOXe Jla UM ObJie 00paTHO IMpessiTa 10 BpeMe Ha WM CIe]
omepanusTa. Trit kato Abseamed cTuMyMpa TPOAYKIUATA HA YePBEHN KPBBHU KIETKH, € BH3MOXKHO
JICKapUTE J1a U3TETJIAT MOBEUYE KPBHB OT TE3H MAIUCHTH.

Abseamed ce u3M0/13Ba NIPH BH3PACTHHU C YMeEPEHA AHEMHUSI, HA KOUTO MPeICTOU roJiaMa
opTomeIMYHA onepauus (HampuMep oleparyy 3a CMsHa Ha Ta300epeHa Wiu KOJITHHA CTaB1) C el
HaMaJIsIBaHE Ha MMOTCHIHAJIHATA HYKJa OT KPBbBOIIPCINBAHEC.

Abseamed ce u3m0./13Ba 3a JJeyeHHe HA AaHEMMUS IPU BH3PACTHH ¢ HAPYIIeHHE HA KOCTHUS MO3bK,
KO€TO MPUYMHIBA CEPHO3HO HAPYLIeHHe B 00pa3yBaHeTO HA KPbBHH KJIETKH
(MHeJIOANCIIIIACTHYHE cHHApoMH). Abseamed MoKe 1a HAMallu HyXJ1aTa OT KphBOIPEIHBaHE.

2. Kakgo TpsdBa 1a 3HaeTe, npeau aa usnouassare Abseamed

He n3noasBaiite Abseamed:

. aKO CTe aJIePrU4HHU KbM CTIOSTHH ajda Wi KbM HSIKOS OT OCTaHAJIMTE ChCTABKH Ha TOBA
JekapcTBo (M30poeHu B Touka 6);
. ako Bu e mocraBeHa AnartHo3a npuaoouTa (4MCTa) amuia3us Ha ePUTPONUTHTE (KOCTHUAT

MO3bBK HE € B CbCTOSIHHE Ja 00pa3yBa OCTAThUHO YePBEHU KPHBHU KIIETKH) CJIE]] IIPEAXO0THO
JICUEHHUE C JAPYTU IPOAYKTH, KOUTO CTUMYJIMPAT MPOIYKIMATA HA YEPBEHU KPHBHH KIICTKU
(Brmrountenno Abseamed). Bikre Touka 4;

. aK0 UMaTe BHCOKO KPBBHO HAJIAATAHE, KOSTO HE € YCIICITHO KOHTPOIUPAHO C JICKApCTBa;

. C IIeJl CTUMYJIMPaHe Ha MPOIYKIMATa HA COOCTBEHN YePBEHH KPhBHU KJICTKH (3a J1a MOTraT
JIeKapuTe J1a B3eMar MoBede KpbB 0T Bac), ako He MosKkeTe /1a MOJy4YHTe MpeJinBaHe Ha
co0cTBeHA KPBB 110 BpeMe Ha WIH CJIe] XUPYPTHIHA HHTCPBCHITHSL.

. aKo TpsidBa Aa ObjeTe MOAJTOKEHH HA roJigaMa eJJeKTUBHA OPTONeMYHA onepanus (KaTo
CMsIHa Ha Ta3zo0elIpeHa Ui KOJITHHA CTaBa) H:
®  HMaTe TEXKKO ChPIAEYHO 3a00IIs1BaHe
®  UMaTe TEXKHU HAPYIICHHUS HA BEHUTE U apTEPUUTE
®  HACKOpO CTE UMl ChbpAcUYeH UH(PAPKT WIH yaap
e  He MOXeTe Ja IIpueMare JIeKapcTBa 3a pa3pekaaHe Ha KpbBTa
Bp3moxHO ¢ Abseamed ma He e momxoms 3a Bac. Mo, o0chaeTe ToBa ¢ Bamus ekap.
Koraro ca na neuenne ¢ Abseamed, HIKOM X0Opa UMaT Hy’KJa OT JIEKapCcTBa 3a HaMaJlsiBaHEe Ha
pHUCKa OoT oOpa3yBaHe Ha ChCHpEI. AKO He MOKeTe [1a MpueMaTe JieKapcTBa, mpeana3panu
oT o0pa3yBaHe Ha KPbBHM CbCHpelH, He TPsi0OBa Aa npuemate Abseamed.
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IIpexynpeskaenus u npeanasHu MepKHU:
T'oBopere ¢ Bamus siekap, papmarneBT uim MEAMIIMHCKA CECTPa, MPEIU Aa u3noi3Bare Abseamed.

Abseamed u APYrH NPOAYKTH, KOUTO CTUMYJIMPAT MPOAYKIHATA HA YePBEHHU KPbBHH KJIETKH
(epUTpPOUMTH) MOTaT 1a MOBUIIAT PUCKA OT Pa3BUTHEe HA KPbBHH ChCHPEN MPH BCUUKH
nanueHTH. Bb3MOKHO € TO3U PUCK Ja 0bj/ie MO-BHCOK, AK0 HMATe JPYTd PUCKOBH (pakTOpH 3a
pa3BUTHE HA KPBBHHU ChCUPCIU (Hanpumep, ako cme uUmManu Kpb8eH CbCUpeKk 8 MUHAIOMO Ui cme

¢ HAOHOPpMEHO meaio, umame ouabem, umame cbpOeuHo 3a00JA8aHe UL Cie 00e308UNCEHU 3d 0bII20
epeme 8 pesyamam Ha onepayus unu 3abonsearne). Mois unpopmupaiite Baius jiekap, ako umare
HSKOE OT Te3H ChCTOsHUS. BamusT nexap me Bu nmomorne na permre nanu Abseamed e moaxosig 3a
Bac.

BaxHo e na undgopmuparte Bamms gekap, ako HiIKoe OT cileJHUTE ce oTHacs 10 Bac. Br3aMoxHO
€ Bce Mak Ja usnon3Bate Abseamed, HO bpBO 00ChHAETE TOBa ¢ Bamms nekap.

AKO 3HaeTe, Ye CTpajaTe WK CTE CTPaIalH OT:

o BHCOKO KPBHBHO HaJIfAAraHe;

eNnuIeNnTHYHH MPUNATbIH WIH IbPYOBe;
YyepHOAPOOHO 3a00JIsIBaHe;

aHeMUs MOPaIu APYTY NPUYMHU;
nop¢pupus (pAaako 3ad019BaHe HA KPbBTA).

AK0 MMaTe paKkoBo 3a00/1s1BaHe, TPsIOBa 1a 3HAeTe, 4e€ NPOAYKTUTE, KOUTO CTUMYJIMPAT
NPOJYKIMATA HA YepPBEHU KPBHBHU KJIEeTKH (KaTo Abseamed) Moxe Ja IeCTBAT KATO PACTEKEH
(akTOp U MO Ta3u NPUYMHA HA TEOPHS MOTAT A2 HOBJIHSAT BEPXY Pa3BUTUETO HA PAKOBOTO
3abonsBaHe.

B 3aBHCHMOCT OT MHAMBHAYATHOTO B chcTOsIHUE € BB3MOKHO /1a e 3a npeanoyuTane Aa Bu ce
npeJiee KpbB. MoJist 006cbaere ToBa ¢ Bamust jexap.

AKko cte nanueHT ¢ xenatut C U noryuyaBate uHTepdepoH u pudbaBupuH, TpsiOBa 1a 00CHANTE
ToBa ¢ Bamms nekap, Thi KaTO KOMOMHAIMA Ha €MOeTHH aiia ¢ HHTepPepoH u pudaBUPHH

€ IOBeX/1ana B PE/IKM ClIydau 70 3ary0a Ha eeKT U pa3BUTHE Ha 3a00sgBaHe, HApeYeHO NpUaoouTa
(dncra) aruta3us Ha epUTPOIUTHTE, TeXKa popMma Ha aHemus. Abseamed He e 0100peH 3a edyeHne Ha
aHeMusi, cBbp3aHa ¢ xenatut C.

AKO cTe MAIHEeHT ¢ XPOHUYIHA ObOpeyHa HeTOCTATHYHOCT, 1 0OCOOEHO aKO HE OTTOBapsTE
MIpaBUIIHO Ha JiedeHneTo ¢ Abseamed, Bammst nexap mie mpoepu Bamata no3a Abseamed, Twi Kato,
aKO HE OTrOBapsTe Ha JICYCHHETO, MHOTOKPATHOTO MOBUIIIaBaHEe Ha Jo3ata Abseamed Moxe 1a
MTOBHINN PUCKA OT MPOOIIEMH ChC CHPIIETO MM KPHBOHOCHUTE CHAOBE M OW MOTIIO J1a TIOBHIIIN PUCKA
OT MUOKapJieH WH(PAPKT, HHCYIT U CMBPT.

A0 MMaTe paKkoBo 3a00J1siBaHe, TPSAOBA 1a 3HaeTe, ye ynoTpedara Ha Abseamed mMoxe 1a Obae
CBBbp3aHa C IMo-KpaTKa NPEKUBACMOCT U IMO-BUCOKaA YECTOTA HA CMBPTHHU CJIydau IIPH MAIIUECHTH C paK
Ha IjlaBaTa 1 muyATa, U METaCTaTUYCH paK Ha I'bpJiaTa, KOUTO MOJYyUYaBaAT XUMUOTCPAIIU.

O0bpHeTe cneuaJlHO BHUMAaHUe NIPU YOTpedaTa Ha APYTU NPOAYKTH, KOUTO CTUMYJIHPAT
NPOAYKIHUATA HA YePBEHH KPbBHH KJIETKHU:

Abseamed npuHaAIEKN KbM TpyIaTa IPOIYKTH, KOUTO CTUMYJIMPAT MPOIYKIUATA HA YEPBEHH
KPBBHU KJIETKH 110100HO Ha YOBEIIKUS €pUTPOIIOCTHH. BallusaT MEANIIMHCKY CIIENUaINCT BUHATH 111e
3anmMcBa TOYHO KOM MPOYKT manomsBare. Ako Bu Ob1e gageHo Apyro JeKapcTBO OT Chllara Ipyma,
paznnuHo oT Abseamed, o BpeMme Ha JieueHneTo Bu, roBopete 3a ToBa ¢ Bamms exap wim
(apmareBT npeau 1a ro U3MoJa3BaTe.

O0BbpHeTe cienuaIHO BHUMaHue Npu Abseamed:
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C’LO6H_[aBaT CC CCPUO3HU KOKHU PCAKIINH, BKIIFOYUTCIIHO CHHAPOM Ha CTI/IB’LHC-H)KOHC’LH 1 TOKCHYHa
CIIMACPMAJIHA HCKPOJIN3a, CBbP3aHHU C JICUCHUCTO C CIIOCTUH.

Cunnpom Ha CTuBBHC-/[)KOHCHH U TOKCHYHA €NUiepMaliHa HEKPOJIM3a MOTraT J1a Ce MPOSBAT
I'BPBOHAYAIHO KaTO YEPBEHUKABH, [T0JJOOHH Ha MUILIEHA NIETHA WM KPBIJIM IIAKH, YECTO C MEXYpHU
B cpenata. ChIlo Taka MOTaT i ce MOSIBST S13BU HA yCTaTa, I'bpJIOTO, HOCA, FeHUTAIMUTE U OUUTE
(uepBeHm U oy TH 0uM). Te3n cepro3HN KOXKHU OOPHBH YECTO ca MPEANIECTBAHN OT TPECKa H/Win
rpunonooouu cuMnToMu. OOpUBHUTE MOTAT Ja ce pa3BUAT 10 OeleHe Ha OOIUPHH YYaCTBIH OT
KO’XKaTa U JKUBOTO3aCTPAIIaBAIlN YCIOKHEHHUS.

AKoO ce pa3Bue cepro3eH 00prB WM IPYT OT T€3M KOKHU CUMIITOMH, cIipeTe 1a npuemare Abseamed
U ce cBbpikeTe ¢ Bamms nekap, nnn He3abaBHO MOThpCeTe MEAUIIMHCKA TIOMOL.

JApyru nekapcrBa u Abseamed

HNudopmupaiite Bamms nekap, ako mprueMate, HaCKOpO CTe MPHEMaIH WITH € BB3MOXKHO Ja IpueMare
JpyTH JIEKapCTBa.

AKO npueMare JIEKAPCTBO, HAPeYeHO MUKJIOCTHOPHH (U3M0JI3Ba CE HAIp. CIIe/ TPAHCIUIAHTAIINS Ha
0B0peK), 1o BpeMe Ha JieueHueto ¢ Abseamed, Bausar nekap Moxe /1a Ha3HAYU CIICLHUATHNA KPbBHH
H3CJICABaHNA 3a ONPEACIIAHC HAa HUBATA HA TUKIJIOCTIOPUH.

Jlo0aBKHU, ChIABPKALIY 5KeJISI30, M APYTU KPbBHHU CTUMYJIAHTH MOTaT Jia yBean4yaT e()eKTUBHOCTTA
Ha Abseamed. Bamusar nekap mie pemu gany € moaxoasmo 3a Bac ga ru nmpuemare.

AKo mocemanBaTte 00JTHHIA, KIMHUKA UJIH CeMeeH Jiekap, HHDOpMHpaNTe TH, Ye CTE Ha JICUCHHE
¢ Abseamed. To Moxe 1a moBiHse HA IPYTH JICUECHUS HIIH HA PE3YIATATUTE OT MU3CIEIBAHMUS.

BpemenHocT M KbpMeHe

BaxHo e 1a undopmupate Bamms nekap, ako HIKoe OT ClIeJHUTE ce oTHacs 10 Bac. B3aMoxHO
€ Bce Mak Ja usnon3Bate Abseamed, HO mBpBO 00ChHAETE TOBa ¢ Bamus nekap:

o aKo cTe OpeMeHHa WM cMsATaTe, Y€ MOXKe J1a cTe OpeMeHHa.

J aKO0 KbpPMHTe.

Abseamed cbabpxa HATPHIL:

Abseamed cpabpka HaTpUH, Mo-mManko oT 1 mmol (23 mg) Ha 1034, T.€. MPaKTHYECKH He ChAbPKa
HaTpuil.

3. Kaxk na usnouaseare Abseamed

Bunarn nznoJssBaiiTe ToBa JeKapcTBO TOYHO KakTo Bu e kazan Bammudar gekap. Axko He cTe
CUTYpHH B HEIO, NonuTaiite Bamust nekap.

Bammuar JIEKap € MpoBe¢JI KPbBHU U3CJIECABAHUA U € IIPCUCHUII, Y€ UMATC HYX/a OT Abseamed.

Abseamed Moxe 1a ce mpriara upe3 WHXKEKTHpaHe:
. WIH BBB BeHA, WJIU B CHCTEMa, KOSITO € BKIIFOUCHA BHB BeHa (MHTPAaBEHO3HO),
. WJIM 11071 KOKaTa (TI0JIKOKHO).

Bammst nekap e pemn kak TpsoOBa na ce umkektupa Abseamed. OOMKHOBEHO HHKEKIUUTE 11e Bu
ObAaT NpuIaraHy OT JIeKap, MEAUIMHCKA CECTpa WM APYT MEAULMHCKH crennanuct. Hsxoun xopa,

B 3aBHCHMOCT OT TOBA I10 KaKBa IPUYMHA CE HYKAaAT OT JieueHue ¢ Abseamed, € Bb3MOXKHO J1a ce
HayuaT BIIOCJIEJICTBHE J]a CH IIOCTaBAT CaMM MOJIKOXKHHU MH)XKEKIMH: BUXKTE ,, AHCcmpyKyuu 3a
CAMOCMOAMENHO OuHdcekmupane Ha Abseamed* 6 xpas Ha Ta3u JUCTOBKA.
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Abseamed He TpsOBa 1a ce U3ITON3BA:

L4 CJIeq CpoOKa Ha TOAHOCT, oTOensI3aH BBPXY CTHUKCTA U BbHIIIHATA OIIAKOBKA,
L4 aKO 3HAC€TC UJIKM MUCJIIUTE, Y€ MOXKE 1a € oun cnyqaﬁHo 3aMpas3CH, UJiIn
L4 aKO XJIaJUJIHUKBT € ounn MMOBPCCH.

D,'03aTa Absearned, KOATO 1TOJIy4daBaTe, 3aBUCH OT TCICCHOTO Bu termno B KHJIOTrpaMHu. HpI/I‘lI/IHaTa 3a
anemusTa Bu ChIIO MPEACTABIIsABA q)aKTOp 34 PCHICHUCTO Ha Bamms JICKAp 34 NpaBUJIHATa A103a.

BamusT J1ekap pefoBHO e NpocieAsiBa KPbBHOTO Bu Hanarsine, nokato usnomnssare Abseamed.

IMauuenTu ¢ 6bO0peuHo 3a00J51BaHe

. Bammsar nexap e moambp:ka HUBOTO Ha XxemoriioonHa Bu mexay 10 u 12 g/dl, Thit kaTo
BHCOKO HUBO Ha XEMOTJIOOMHA MO>KE JIa TIOBUIIIK PUCKa OT 00pa3yBaHe Ha KPBBHU ChCHPEIH
u cMbpT. [Ipu nera HUBOTO Ha xemoriioOuHa TpsiOBa J1a Obe mobpxkano mexay 9,5 u 11 g/dl.

° OouuaiinaTa HayaTHA 1032 Abseamed 3a Bb3pacTHH U jena ¢ SO0 MexXIyHApOIHU CIUHUIIH
(IU) na kunorpam (kg) TenecHo Terio, mpuiaranyd TpU I'bTH ceAMUYHO. [Ipu nanueHTn Ha
nepuToHea Ha quanu3a Abseamed Mose a ce mpuiiara Ba IMbTH CEIMUYHO.

o [Tpu BB3pacTHH 1 Aena Abseamed ce mpuiiara 4pe3 HHKEKTUPAHE WM BbB BeHA
(MHTpaBEeHO3HO), WIK B CHCTEMA, KOSTO € BKJIIOUeHa BbB BeHa. KoraTo TakbB 1OCTHI (Upe3 BeHa
WIN CHCTEMa) OTChCTBA, Bammst nekap Moske na pemn, yue Abseamed TpsiOBa na ce HHXXEKTUpa
1oJ Koxara (IoJKokHo). ToBa BK/IIOYBA NAIIMEHTH Ha IUain3a U TAKUBAa, KOUTO OLIE HE ca
MIOJJIOKEHU Ha JIHan3a.

o Bammwsr siekap 1ie Ha3HaYM PeJOBHU KPHBHH U3CJICABAHUS, 32 Ja CJICAH KaK CE MOBIHsIBA
aHEeMUsITa, 1 MOKE Jla KOPUIHpa [j03aTa, OOMKHOBEHO HE MO-4ECTO OT BEAHBX HA BCEKH YETHPU
ceamuiy. TpsOBa fga ce M30srBa MOBUIIaBaHE HAa HUBOTO HA XEMOTIJIOOWHA ¢ mmoBede oT 2 g/dl 3a
MEPUOJ] OT YSTUPU CEIMHUIIH.

. Cren kato aHemusTa € OMiia KOpUTHpaHa, Bamuar Jiekap 1ie IpoIbJDKHU J1a IIPOCIe/siBa
CBCTOSIHUETO Ha KpbBTa By penoBHo. [{o3ara Bu u uecrorara Ha npunoxxenne Ha Abseamed
Morar Aa ObAaT JOMBJIHUTEIHO aJanTUPaHH, 3 1a ce OAIbpKa BammsaT orroBop Ha
neyeHueTo. Bammsr nekap e n3nosn3Ba Hali-HUCKaTa e(eKTUBHA [103a, KOSITO Ja KOHTPOJIUpa
cuMIToMuTe Ha Bamara anemust.

. AKO HE OTroBapsTe aJIcKBaTHO Ha JieueHHeTo ¢ Abseamed, Bamust nekap e nposepu Bamara
no3a u e Bu nadopmupa, nanu ce Hamara nmpomsiHa Ha qo3ute Ha Abseamed.
o AKO CTe ¢ IO-yIbJDKEH JJ030B HHTEepBai (II0-TOJISIM OT BEIHBK CeIMUYHO) Ha Abseamed, Moxke

Jla He MOIbpIKaTe JOCTAThYHHM HUBA HA XEMOTTIOOMHA M J]a UMaTe HyX/la OT MOBHIIIABaHE Ha
Jto3aTa WIM YeCToTaTa Ha IpuiiokeHne Ha Abseamed.

° Bb3moxHO € 1a Bu Obaat gameHu 100aBKH, ChIbPIKAIIN XKEJIA30, IPSIU U 110 BpeMe Ha
nedenueTo ¢ Abseamed, 3a 1a cTaHe TO MO-CPEKTUBHO.
. AKO cTe Ha IMalIM3HO JIeUeHre, KOraTo 3alo4Here jJedyenne ¢ Abseamed, BE3MOXKHO € Jia ce

HaJOXH BammsT pexxuM Ha nuanusa fga 0b1e Kopurupad. BammsT nekap mie pemm Tosa.

B'b3paCTHI/I Ha XUMHUOTEPAITUsL

) Bb3moxkHO € BamusT nekap na 3ano4se gedeHue ¢ Abseamed, ako xemornoounsT Bu e 10 g/dl
HJIH TO0-MAaJjKo.

. BammsT nexap mie moaappxka HUBOTO Ha xemoriioonHa Bu mexay 10 u 12 g/dl, Tei kato
BHCOKO HUBO Ha XEMOTJIOOWH MOKE Jla MOBUIIN PUCKa 32 00pa3yBaHe Ha KPhBHU ChCUPELIU
U CMBPT.

. Hauwanmnara no3a e niam 150 [U Ha KuitorpaM TeNecHO TEeriio, MPUI0KEHH 3 TbTH CEIMUYHO,
wiu 450 U Ha kujorpaM TeeCcHO TErIO BEIHBXK CEIMUYHO.

. Abseamed ce mputara upe3 HHXEKTHPaHe O] Ko)KaTta.

. Bammsar nexap me Ha3HauW U3CIeABaHUSA Ha KPBBTA M € BE3MOXKHO J1a KOPUTHpa J103aTa
B 3aBHCHMOCT OT TOBa KaK aHEMHUATA C€E MOBJIMABA OT JieueHHeTo ¢ Abseamed.

. Bb3moxHO ¢ 1a Bu Obaar gageHu 100aBkH, ChIbpPIKAIIN KEIA30, IPSIU U 110 BpeMe Ha

nedenueto ¢ Abseamed, 3a 1a cTaHe TO MO-CPEKTUBHO.
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. OOuKHOBEHO TpsIOBa J1a MPOABIKUTE JIedeHHEeTO cu ¢ Abseamed B mpoappkeHue Ha 1 Mecelr
clie Kpasi Ha XUMUOTEPaIusTa.

BL3paCTHI/I, KpbBOoJAapsaABallu co0cTBEHATa CH KPbLB

° OouknoBeHo g03ata ¢ 600 [U Ha KuorpaM TeIECHO TEIJIO JIBa TBTHU CEAMHUYHO.

. Abseamed ce mpuiara upe3 HHKEKTUPaHE BbB BEHA BeJlHATA CJIC]] KaTO CTE JapWid KPbB
3 ceAMHIIM TIPEN ONepaIusTa.

. Bb3moxHO € 1a Bu Obaat ganeHu mo0aBkH, ChIbPIKAIIN XKEISA30, IPEIU U 110 BpeMe Ha

nedeHneto ¢ Abseamed, 3a ga ce yBenuun e(hEKTUBHOCTTA MY .

Bb3pacTHH, IVIAHYBAaHU 32 OJIsSIMa OPTOIEIMYHA ONepalust

. IpenopbunTtennara no3a e 600 IU Ha kujorpamM TeIeCcHO TETJIO BEIHBK CEIMUYHO.

o Abseamed ce npriara upe3 HHXKEKTUPaHE TI0]] KoJKaTa BCAKa CeIMHIIA B MTPOABIDKEHNE Ha TPH
CeIMMUIU IIPEIU OlepalsaTa U B JICHs Ha omepanusara.

. AKO UMa MEIUIIMHCKA HYXK/Ia JIa CE CKbCH BPEMETO MPE/IU OrepalusiTa, e Bu Obae npuiaraHa

exenneBHa j103a ot 300 [U/kg 1o MakcuMyM JieceT JHU MPEIu ONepalusiTa, B ICHs Ha
onepanusaTa U 4 THU HEMOCPEACTBEHO CIIe/ TOBA.

° AKO KpBBHHTE U3CJIEIBAHUS ITOKA3BAT, Y€ XeMOTTIOOMHBT B € mpekajgeHo BUCOK Ipenn
oTepanuiTa, JCUCHUETO e Ob/Ie PEKPATCHO.
° Bb3moxHO ¢ 1a Bu Ob1at qaneHu 100aBKH, ChAbPIKAIIM KEJIA30, PESIN U 0 BpeMe Ha Ha

nedenueto ¢ Abseamed, 3a 1a craHe TO MO-CPEKTUBHO.
Bb3pacTHH ¢ MHEJIOIUCIIACTHYEH CHHAPOM

o Bw3moxkHo ¢ Bammsit nexap ga 3anoune jiedeHue ¢ Abseamed, ako xemornoounsT Bu e 10 g/dl
WM no-Manko. I{enrta Ha JJedeHHeTo € 1a MO IbpKa HUBOTO Ha XeMornoouHa Bu mexay 10
u 12 g/dl, TBit KaTO BICOKO HUBO Ha XEMOTJIOOMH MOKE J1a TIOBUIIIM PUCKA 32 00pa3yBaHe Ha
KPBbBHU CbCUPCIIU U CMBPT.

. Abseamed ce mpuara upe3 HHKEKTHpaHE 0T KoXaTa.
. Hagannara no3a e 450 U Ha KAjmorpam TEIECHO TETJIO BETHBX CEIMUIHO.
o Bammust JICKap II€ Ha3HA4YM U3CJICABAHUA Ha KPBbBTA U € Bb3MOXKHO JIa KOpUTHpa a103aTa

B 3aBUCHMOCT OT TOBa KaK aHEMHMsITa Ce TOBIHUABA OT JieueHHeTo ¢ Abseamed.
MHCTpyKIIMM 32 CAMOCTOSITE/IHO MHKEKTHPaHe HAa Abseamed
B HauanoTo Ha seueHneTo 0OMKHOBEHO Abseamed ce MHXEKTHPA OT JIEKap WM MEJULIHUHCKA CEeCTpa.

[To-xbcHO, Bammsat nexap Moxe xa Bu npemnoxu Brue nimm Bammsit 6oitHOTIE AT @ ce HAYIUTE 11a
CH TIOCTaBsATe caMu HHKeKIuaTa Abseamed o koxkara (nodkooicHo).

. He npaBeTre onuTH 1a CM NOCTABUTE CAMM MHKEKIUATA, OCBEH aKO He cTe OWJIM 00y4YeHH
3a TOBa OT Bamus jexkap niu MeJUIMHCKA cecTpa.

. Bunaru u3no3BaiiTe TOBa JIeKAPCTBO TOYHO KaKTO ca Bu e ka3zaa Bamusar jexkap uiu
MeAUIMHCKA cecTpa.

o YBeperte ce, 4Ye HHKEKTHPATe CAMO KOJIUYECTBOTO TEYHOCT, YKa3aHo oT Bammus Jiekap win
MeAUIMHCKA cecTpa.

. M3non3Baiite Abseamed camo ako e OMJ1 CbXpaHsIBaH NPAaBUJIHO — BUKTe TO4YKa 5, Kak oa
cvxpanasame Abseamed.

. IIpenn ynorpeda octaBere cnpuHIOBKaTa Abseamed 1a 1ocTHIHe cTaliHa TeMIiepaTypa.

OOuKHOBEHO 3a ToBa ca HeoOxoauMu Mexny 15 u 30 munyTu. M3non3saiite
CIPUHIIOBKATA B PAMKHTE HAa 3 THM CJIe]l KATO CTe 51 H3BAJMJIM OT XJIaJUIHUKA.
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IIpnaaraiite camMo o exna 103a Abseamed oT Besika CIPHHIOBKA.

Ako Abseamed ce MHKXEKTHPA TOJ] KOKaTa (ITOJIKOKHO), MHKEKTUPAHOTO KOJIMYSCTBO OOMKHOBEHO HE
e moBede OT equH MITIIUTHp (1 ml) 3a e1HO WHKEKTHPaHE.

Abseamed ce mprirara caMoCTOSATETHO U HE TpIOBa Jla Ce CMeCBa C IPYTH MHKCKITHOHHYN TCIHOCTH.

He pasknamaiite cnpunuoBkute Abseamed. [IpoabKUTENIHO EHEPTUYHO pa3KIIalaHe MOXKe Aa
yYBpeaH NMPOAYyKTa. AKO IPOAYKTHT € OMII pa3KiIaTeH eHEePTUIHO, HE TO U3II0I3BaNTe.

I/IHCprKHI/II/I 3a TOBa KaK CaMH Jia CH ITIOCTaBATC MHKCKIIUATA Abseamed e nomecTena B Kpas Ha Ta3u
JIMCTOBKA.

AKO cTe N3I0J/13BAJIH MoOBe4Ye 0T Heo0XxoauMaTa a03a Abseamed

HNudopmupaiite Bammst nekap wim MeIUITMHCKA cecTpa He3a0aBHO, aKO MUCIIUTE, Y€ € HHYKEKTHPAH
TBBpAC MHOTO Abseamed. Maiko BEpOSTHO € Jla CE TIOMydaT HeKEJIaH!W PEaKIIuy IIPH MPEeA03upaHe Ha
Abseamed.

AKo cTe mponycHau Aa usnonassare Abseamed

[TocraBere crneaBamaTa MHKEKIUA BEAHAra IIIOM CE€ CETUTE 3a TOBA. AKO 0CTaBa I0-MaJIkoO OT €ANH
JIEH 10 cleBallaTa HHKEKIH, He IPIIaraiTe IpoIyCcHaTaTa U MPOIBbIDKETE IO HOPMAaIHHS CU
rpaduk. He ynBosiBaliTe HHXEKIUUTE, 3a JIa KOMIICHCUpATE MPOIyCHATAaTa J103a.

AKO MMare HSKaKBH JOITBIHATEIHN BBIPOCH, CBBP3aHHU C YIoTpedaTa Ha TOBA JIEKApCTBO, ITOTMUTANTE
Bamus nexap, (papmaneBT nim MEIUIIMHCKA CECTPA.

4. Bb3MOKHH HexKeTaHH pPe€aKkumumn

Kakro Bcuuku JICKAapCTBa, TOBA JICKAPCTBO MOXKE J1a NPCAN3BHUKA HCIKCIAHU PCAKIIUU, BBIIPCKU Y€ HC
BCCKHU T'U IIOJIy4aBa.

YBCHOMeTe He3a0aBHO Bammus JIEKap UJjin MeIUIUHCKaA ceCTpa, ako 3a0€JIC)KNUTE HAKOS OT
PEAKIHUUTEC OT CIICOAHUA CIIUCHK.

MHoro yecTy HeXEJTaHU PEaKIUU

Morar na 3acersar noseue ot 1 Ha 10 gymmu.

Auapus

HepasnonosxeHue B cTomaxa

HoBpbuIaHE

[oBuiena Temneparypa

Hma cpoOLIeHns 32 KOHIeCTHS HA ANXaTeJTHUTe MbTHIA, KAaTO 3allylleH HOC U BB3MAICHO
I'bpJIO, TIPH MAIUEHTH ¢ OBOpedHo 3ab0IsIBaHe, KOMTO BCE OIlle HE ca Ha THaln3a.

YecTu HEeXKENaHU peaKIuU
Morar aa 3acersar 0 1 Ha 10 gymu.

o MoBuieHo kpbBHO HaJsirane. ['1aB000MeTO, 0COOCHO BHE3AITHOTO, OCTPO MUTPEHO3HO
rJ1aBo00JIME, YCEIIAHETO 32 00bPKAHOCT MJIH NMPUCTHIUTE MOTAT JIa ca MPU3HAIU Ha
BHE3aITHO MTOBHUINIaBaHEe Ha KPBBHOTO HajsTaHe. ToBa Hanara crenrHo jedeHue. [lopumeHoTo
KPBHBHO HAJIATaHE MOJXKE Jia U3UCKBA JICUCHHUE C JICKapCTBa (MJIM KOPUTUPAHE HA CXeMaTa Ha
JIeKapcTBaTa 3a KpbBHO HajsATraHe, kouto Bue Beue mpuemare).

. Chcupenu (BKIIOYHTETHO ABI0O0KA BEHO3HA TPoMO03a Ml eMOOJINs ), KOUTO MOTaT Jia Hajlarat
JIedeHue 1o crenrHocT. Kato cuMrtomu Moke 1a mmaTe rpbaHa 00JKa, 3a1yX, KAKTO
1 00JIe3HEHU OTOIM U 3aYepBiBaHe, 00MKHOBEHO M0 KpaKara.
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Kamuinna.

Ko:xHu 00puBH, KOUTO MOTaT J1a ce AbJKAT HA aJlePru4YHa peaKuus.

KocTHu miim myckyaHH 00JIKH.

I'punonogo0HU cMMITOMH KaTo TJIaBOOOIHE, OOJIKH B CTABHTE, yCEIIaHe 3a cI1adocCT,
BTpHUCaAHE, yMOPA U 3aMasHOCT. Te MoratT 1a ca 0-4€CTU B Ha4ajao0TO Ha JICYEHUETO.

AKoO monryyaBaTte T€31 CUMIITOMH 10 BpeMe Ha MH)KEKTHpaHe BbB BeHAaTa, €IHO 10-0aBHO
NPUIOKEHNE Ha WHXKEKIUATa MOXKE Jla CIOMOTHE 3a M30ATBaHETO UM B ObeIIC.

. 3avepBsiBaHe, NapeHe M 00J1Ka HA MSICTOTO HA MHAKEKTHPaHe.

. IloayBaHe Ha rie3eHuTe, X0AMJIATA WIH PbCTUTE.

. BoJika B pbueTe WM Kpakara.

Heuectn HexxenaHu peakiuu
Morar na 3acernar 10 1 Ha 100 gymu.

o Bucoku HUBa Ha KaJIUil B KPBBTA, KOETO MOXKE Ja JIOBEJE 10 A0HOPMEH ChpJIeYEeH PUTHM
(TOBa € MHOT'O YeCTO CpelllaHa HeXKelaHa PeaKiys Py MaleHTH Ha THau3a).

Hpucrpnu.

3anymBaHe HA HOCA WJIH AUXATEJHUTE IIbTHIA.

AJlepru4Ha peakumus.

KonpusHna Tpecka.

Penxu Hexxenmanu peakiuu
Morar ga 3acersar 10 1 va 1 000 gymm.

. CumnTomu Ha npuaoduTa anjasus Ha epurpouuture (ITAE)

TITIAE O3HadaBa, Y€ KOCTHUAT MO3BK HEC NPOU3BEIKAA JOCTATHYHO UYCPBCHU KPBBHU KIICTKU. ITAE BOJH
J0 OCTPa U TE€KKA aHEeMMUS. CuMmnrTommure ca:

o HETHIUYHA YMOpa,
o ycelaHe 3a 3aMasiHOCT,
. 3aayx.

Nwma mHOTrO peaku cpobOmenus 3a [TAE, B moBeveTo ciyyau npu naueHT ¢ 0b0peyHo 3a00IIsiBaHe,
CJIe/T JICUCHHUE C TIPOIBIKUTEIIHOCT MECEIH J0 FTOJJUHU C EPUTPOTIOSTHH ajda U APYTH CPE/ICTRa,
KOUTO CTHMYJIHPAT 00pa3yBaHETO HAa YEPBEHU KPbBHU KJICTKH.

o BB3M0OXKHO € J]a HacThIIM OBUIICHUE Ha OpOs HA €IMH BUJI MAJIKA KPHBHU KIICTKH (HApHYaHH
TPOMOOLIMTH), KOUTO y4acTBaT B 00pa3yBaHETO Ha ChCHUPELH, 0COOEHO B HAYAJIOTO HA
JedeHreTo. BanmsT nekap e npoBee U3CIeIBaHUs 3a TOBA.

o Texka anepruyHa peaxiysi, KOsiTo MOKe Jia BKIIIOYBA:

o MoJ{yBaHe Ha JIMIIETO, YCTHUTE, yCTaTa, €3UKa WU I'bPIIOTO;

o 3aTPyIHEHO MPETTbIIaHe WIH JUIIAHE;

o 00pHB cbC ChpOEK (KOMIPUBHA TPECKA).

. [Tpobaem ¢ kpbBTa, KOWTO MOKE 1a IPUUWHH 00JIKa, TOTHMHSIBaHE Ha ypUHATA MJIH MOBUIIEHA

YYBCTBUTCIHOCT Ha KOXXAaTa KbM CIIbHUCBATA CBCTJIIMHA (HOp(i)I/IpI/ISI).
AXo cTe Ha JIeUeHHE ¢ XxeMoauaiam3a:

o BB3M0OKHO € B AMaNM3HUS WHHT J1a ce 00pasyBar cheupelu (Tpom6o3a). ToBa e mo-BeposiTHO,
aKo MMaTe HUCKO KPBbBHO HAIATaHE MM ako gucTyiara Bu e ¢ ycinoxHeHus.

. BB3moxHO € 1a ce 00pa3yBar ebCHpeld U B XeMouain3Hata Bu cucrema. BamusT nekap
MO2XKe€ J1a Pelld Ja YBeIU4U 103aTa Bu xenapuH 1o BpemMe Ha Juanu3ara.
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Cro0I1aBar ce CepuO3HH KOXHH OOPUBH, BKIIFOUUTEITHO CUHAPOM Ha CTUBBHC-/[)KOHCHH U TOKCHYHA
enuepMaliHa HeKpOoJIn3a, CBbP3aHH C JISYEHHUETO C eTOSTHH. Te MoraT J1a ce MPOsBST KaTo
YepBEHUKABH, ITOJJO0OHU Ha MUIIICHA TIETHA WJIK KPBIJIM IUTAKH, YeCTO C MEXYpPH B cpeiara, OejieHe Ha
KOXara, 13BU Ha yCTara, TbPJIOTO, HOCA, TCHUTAIMUTE M OUYUTE M MOTaT J1a ObAaT MPEIIeCTBAHU OT
Tpecka u rpunononoonu cumnromu. [Ipekparere ynorpebata Ha Abseamed, ako pa3BueTe Te3n
CHUMIITOMH, U C€ CBBPKETe ¢ Bamms nekap, niu He3a0aBHO MOTHPCETe MEIUITMHCKA TTOMOII. BrkTe
CBIIIO TOYKa 2.

YBenomere He3a0aBHO Bamius jtekap wiim MeIHIIMHCKA CeCTPA, aKO 3a0CIICIKUTE HAKOS OT TE3U
PeaKIuU WK aKo 3a0eNIeKUTe HAKAKBH JIPYTH PEaKIMK [0 BpeMe Ha jiedyeHreTo Bu ¢ Abseamed.

AKO HSIKOS OT HeXEJIaHHUTE JICKAPCTBEHU PEaKLUH CTaHEe CEPHO3HA HIIH 3a0€NeXUTe APYTH,
HEOIMCAaH! B Ta3W JIMCTOBKA HEXEJaH! PEaKIMH, MOJIsI yBeoMeTe Bamust nekap, MeANIIMHCKa cecTpa
i (papMareBT.

CpoluiaBaHe HA HesKeJIaHU PeaKunu

AKO TIOJTy4YHTe HIKAaKBH HEXCIIAaHU JICKAPCTBEHU PEaKIuY, yBeqoMeTe Bamums nekap, papMareBT wiu
MEIUITMHCKA cecTpa. ToBa BKIFOUYBA BCHUKH BH3MOKHH HEOTIMCAHH B Ta3H JIICTOBKA HEXKETaHU
peakiuu. MoeTe ChIIO Ja ChOOIIUTE HeXKEJIAaHU PEaKIIiy TUPEKTHO Ype3 HallMOHATHATA CUCTEMa 33
choOIaBane, mocouyeHa B [Ipmioxkenue V. Kato cho0I1aBaTe HE)KENAHU PEaKIUy, MOXKETE Ja Ja/ieTe
CBOsI PUHOC 32 TIOJTyYaBaHe Ha MoBede WH(OpPMAIUs OTHOCHO O€301TaCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak n1a cbxpansiBate Abseamed

o [a ce cpxpaHsBa Ha MsCTO, HEJJOCTHITHO 32 JIETa.

o He m3non3BaiiTe TOBa IEKapCcTBO ClIe]] CPOKa HAa TOAHOCT, OTOENA3aH BHPXY €THKETa CIIe/
»EXP* 1 BbpXy KapTOHEHAaTa OIAKOBKa ciexn ,,l'oaen no:“.

. Jla ce cexpansgBa u TpaHcmoptupa B xaammrHuk (2°C-8°C).

. Moske ma m3BaguTe Abseamed oT XTanWITHUKA U Ja TO ChXpaHIBATEe Ha CTalflHa TeMIlepaTypa

(mo 25°C) 3a ne moseue oT 3 guu. Clieq KaTo CIPUHIIOBKATA BEIHBXK € U3BAJCHA OT XJIAUIHUKA
U € JOCTHUTHaJa cTaliHa Temmeparypa (10 25°C) TpsOBa nnu na Obe U3M0I3BaHa B pAMKHUTE Ha
3 naM Wiy 1a Oblie U3XBBPIICHA.

J [a He ce 3ampa3siBa WM pa3KiIala.

J Ja ce cpxpaHsiBa B OpUTMHAJIHATA OIIAKOBKA, 3 /1a CE IPEANa3u OT CBETJINHA.

He u3non3Baiite TOBa JICKAPCTBO, aKO 3a0EIICIKUTE Ue:

®  pPa3TBOPHT € OWJI CITy4aliHO 3aMPa3CH HIIH,

®  XJAJUIHUKLT € OWUII B HEHU3IPaBHOCT,

® TEYHOCTTA € OLIBETECHA WJIM aKO BIDKJATE IUTYBallY B HESl YaCTULI,
e ¢ HapylUIeHa LIeJIOCTTa Ha OMAaKOBKATa.

He u3xBbpJsiiTe JekapcTBaTa B KAHAJIM3AUMATA WIM B KOHTeliHepa 3a JOMAlIHU OTNAXbIH.
[NonuTatite Bammus ¢papManeBT Kak Aa U3XBBPIATE JIEKapcTBaTa, KOUTO Beue HE U3Noi3Bare. Te3n
MEpKH 1€ CIIOMOTHAT 32 Olla3BaHe Ha OKOJHATA Cpefa.

6. Chabp:kaHHue HA OIAKOBKATA M JONNBJIHUTEIHA HH(pOpMAaHs

Kakgo cbabpaxa Abseamed

- AKTHBHOTO BellIeCTBO €: eNOeTHH ay(a (32 KOTUUECTBaTa BIKTE ClIeABaIaTa TadIuIa).

- Jpyrurte cbcTaBKH ca: HaTpHeB XxuaporeHdocdar auxuapar, AuHATpUeB hocdat nuxuapar,

HAaTpUEB XJIOPHU, TIUINH, Torucopbar 80, XJI0poBOIOpOIHA KHCENrHA (32 KopeKius Ha pH),
HaTpueB XUAPOoKcuA (3a Kopekuug Ha pH) u Boa 3a MHXKEKIHH.
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Kaxk u3rie:xkna Abseamed 1 KaKBO ChABPKA ONIAKOBKATA

Abseamed ce npeniara noa gopMaTa Ha OUCTBP, OE3BETEH HHKXEKIIMOHEH Pa3TBOP B MPEABAPUTEIHO
HaITbJIHEHA COpUHIOBKA. CIIPHHIIOBKHTE ca 3alieyaTaHy B OymcTep.

®opma ChoTBeTHa (hopma KaTO KosmuecTBo
KOJIN4eCcTBO/00eM 3a BcAka enoeTuH anga
KOHIeHTpalus

[IpenBapurenHo 2 000 IU/ml:

HaIBJIHEHH crpuHioBky | 1 000 TU/0,5 ml 8,4 mukporpama
2 000 TU/1 ml 16,8 Mukporpama
10 000 TU/ml:
3 000 IU/0,3 ml 25,2 MuKporpama
4 000 1U/0,4 ml 33,6 Mukporpama
5000 1U/0,5 ml 42,0 mukporpama
6 000 IU/0,6 ml 50,4 mukporpama
7 000 IU/0,7 ml 58,8 Mukporpama
8 000 IU/0,8 ml 67,2 MuUKporpama
9 000 IU/0,9 ml 75,6 MEKporpama
10 000 IU/1 ml 84,0 Mmukporpama
40 000 IU/ml:
20 000 1U/0,5 ml 168,0 mukporpama
30 000 IU/0,75 ml 252,0 mukporpama
40 000 IU/1 ml 336,0 Mukporpama

"BuzoBe onakoBku: 1, 4 win 6 MPEBAPUTEITHO HAITBIHCHU CIIPUHIIOBKH ChC WU 0€3 MpeIa3uTe 3a
uriara.
He Bcuuku BUIOBE ONAKOBKU MOTaT jJia ObJIaT MyCHATH B IPOAaK0a.

IIpurtexaTes Ha pa3pelIeHNETO 32 yHOTpeda

Medice Arzneimittel Piitter GmbH & Co KG
Kuhloweg 37

D-58638 Iserlohn

I'epmanus

IIpousBoaure

Sandoz GmbH
Biochemiestr. 10
A-6336 Langkampfen
ABcTpus

Jarta Ha nocjieqHo npepasriexaane Ha guctopkata {MM/TTTT}.

[MonpoOHa nHpoOpMaIUs 3a TOBa JIGKAPCTBO € MPEA0CTaBeHa Ha yeOcaiita Ha EBporelickaTa areHius
o JieKkapceTBara: http://www.ema.europa.eu.
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HHCcTpyKIMH 32 caMOCTOATEHO HHKEKTHPaHe (CaMo 32 MAIMEHTH ChC CAMITOMATHYHA
aHeMMsl, IPUYMHEHA 0T 0BOpeyHO 3a00J151BaHe, 32 B3PACTHU NAalMeHTH HA XUMHOTepanus,
Bb3PACTHU MALMEHTH, IVIAHYBAHU 32 OPTONEAUYHA ONlepalys WM Bb3PACTHM NalleHTH

¢ MHEJIOAMCIIJIACTHYHH CHHIPOMM)

To3u pazmen chabpika HHGOPMAITHSI KaK CaMH J1a CH TIOCTaBUTE WHKeKnst Abseamed. BaskHo e 1a He
ce OMHUTBATE J]a CH MPABHTE CAMM HHIKEKIIUS, TPEIH A CTe MOJYYHIN CHEIHATHO 00yYeHHe OT
Bamus sexap nwim MmernuuHcKa cecTpa. Abseamed ce mpeiara cbe win 0€3 mpeanasuTen Ha
uriaTa. Bammsr nexap nim MeAWIMHCKA cecTpa e Bu mokakaT Kak J1a To M3Moa3BaTe caMu. AKO He
CT€ CUTYPHHU OTHOCHO CaMOCTOATCIIHOTO MHKCKTHPAHE UM UMATC HAKAKBU BBIIPOCH, MOJISA MMOMCKaNTe
momMoul oT Bamus JICKAp WJin MEAULMHCKA CeCTpa.

1. W3muiite ppuete cu.

2. W3BaneTe eqHa CIIpUHIIOBKA OT OTIAKOBKATa M MaxXHETe 3all[UTHATA Kamadka OT uriata. Bepxy
CIIPUHIIOBKUTE MMa U3IIBKHAIO pesiePHO rpalyrpaHe ¢ el Ja MOXKe Ja Ce M3I0J3Ba YacT OT
KOJIMYECTBOTO, aKO C€ HAJIOXKU. BCekn MpbCTEeH OT rpagyupaneTo otroaps Ha ooem ot 0,1 ml.
AKo ce Haara caMo YaCTHYHO M3IIOJI3BaHE Ha CIIPUHIIOBKA, TIPEIN HHXKEKTUPaHEe OTCTpaHeTe
HEXeJlaHaTa 4acT OT pa3TBopa.

3. ITouncrere KOXkaTa Ha MICTOTO HA MHKEKTUPAHE KAaTO U3I0J3BaTe TAMIIOH, HAIIOEH ChC CIUPT.
4. 3axBaHeTe KO)KaTa ¢ IIOMOLITa Ha Iajiela ¥ IoKa3aJela Taka, 4e Aa ce 00pa3yBa KOXHa I'bHKA.
5. Bkapaiite urnaTta B Ko)KHaTa rbHKa ¢ O30, yBEpEHO BIKEHHE. MHKeKTHpaiTe pa3TBopa

Abseamed, kakto Bu e moka3zan Bamms nekap. AKo He cTe CUTYPHH B HEIlo, onuTalTe Bamms
Jexap win hapMaresT.

IIpenBapuTeIHO HAITBIHCHA COPUHIIOBKA 0e3 OpeanasuTe

6. Haruckaiite OyTamoTo 6aBHO M paBHOMEPHO, KaTo 3aabpKaTe Mpe3 IsLI0TO
BpPEME KOXXHAaTa I'bHKa.

7. Crnen MHXEKTHPAHETO Ha TEYHOCTTA OTCTPAHETE UIJIaTa U OTIIyCHETE
Koxara. [I[puTicHeTe MACTOTO HAa HHXKEKTUPAHE ChC CYX, CTEPIIICH D)
TaMIIOH. " 45°

8. U3xBBpreTe HEU3NOA3BaHUS MPOAYKT WU OTIAIHUHUTE MaTEPHUAIIH. o) T
W3non3Baiite Beska CIPUHITOBKA CaMO 3a €THA HHKEKITUS.

IIpenBapuTEeNHO HAbJIHEHA COPUHIIOBKA C MPEANAa3uTeN 3a UriaTa

6. Haruckaiite OyTamoro 6aBHO M paBHOMEPHO J0 WHXCKTHPAHE Ha IsiIaTa
Jlo3a U1 J0 Kpasi Ha Xo7la Ha OyTalioTo, KaTo 3abpiKaTe Mpe3 ISI0TO BpeMe
Ko)KHaTa I'pHKA. He oTmyckaiite Oytanoro!

7. Crnien MHXEKTHpaHE Ha TEYHOCTTA M3BAJIeTE UrjlaTa, KaTo He OTIycKaTe D)
OyTanoTo, 1 OTImycHeTe Koxkara. [ [puTicHeTe MICTOTO Ha HHXKEKTUPaHe N
CBC CyX, CTEPHJIEH TAMIIOH. 0

8. OtnycHete Oytanoro. [Ipeqnasutensat Ha urnata Obp30 1€ TOKpUE
uriaTa.

9. I/ISXB'pr'IeTe HCEHUBIIOJI3BAHUA NPOAYKT I OTHAABbYHUTE MAaTCpUaAJIN. H3non3BaiiTe Besika

CIIPpUHIIOBKA CaMO 3a €/1lHa MHIKCKIIU.
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