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EJIEBEP 60 mg KOHUEHTpAT ¥ Pa3TBOPHTEN 3& rdiydndHcH. PAITROP...
ELEBER 60 mg concentrate and solvent furj solutionfor mﬁlﬂlf'",f
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kabazurakcen (cabazitaxel)

IpovueTeTe BHEMATEIHO UANATA JHCTOBKA NPEAH 12 3aN0MHETE AA HINOIIBATE TOBA
NeKapcTRO, Thil KATO TH CbIbpiKa BaXKHA 3a Bac nudopmanns.

- 3anazere Ta3u NHCTOBKa. Moxke na ce HANOMXKM Ja A MpoYeTeTe OTHOBO.
— AKO HMaTe HIKAKBH JONLJHUTEIHH BBIIPOCH, noNuTaiTe Bamud nekap, (hapMaLEBT KIH

MEIMIMHCKA CEeCTpa.

— AKO NOJTyYMTE HAKAKBH HEXKETAaHH JIEKAPCTBEHH PeaKiMu, ypeaoMere Banmma nexap,
hapMaleBT WK MERMUMHCKa cecTpa. ToBa BKIFOUBA H BCHYKH Bb3MOKHH HEXC/IAHA PEAKILIH,

HEONUCAHH B TA3M NMCTOBKA. BibkTe Touka 4.

Kakpo ChALPHKA TA3H JHCTOBKA

1. Kakso npeacrasngasa EJIEBEP u 3a xakBo c€ H3N0/3Ba

2. Kakgo TpaGBa 1a 3HaeTe, npeau Aa Bu 6bae npunoxena EJIEBEP
3. Kax pa wsnonspate EJIEBEP

4. B13MOMHN HEXKENAaHH peaKUUM

3. Kax na cexpanasate EJIEBEP

6. CbABPKAHME HA ONAKOBKATA U MOIBIHHTENHA HHOPMALIHA

1. Kakeo npeacrapiassa EJIEBEP u 32 kakBo ce H3M0J13B2

HUMeTo Ha Bamero sekaperso ¢ EJIEBEP. O61onpHeToTo My HME € KabasuTaKcen. To npraHaNIEKH

KBM Ipynara Ha MPOTUBOTYMOPHHTE JICKAPCTEA, HAPEUCHH ,,TAKCAHH ", H3NON3BAaHK 32 NCYCHHC HA

310KAYeCTBEHHU 3200 BAH M.

EJIEBEP ce M3n0/3Ba 3a NeYeHKE HA paK Ha NPOCTATaTa B HANPEIHAN CTanHH CAel NpoBe/ACHa Apyra
xumuotepanus. Heroeoto neiicTsue e upe3 ciMpaHe pacTexa Ha KNeTKaTa i HEWHOTO PA3MHOXKABAHE.

Kato 4act ot Bawero jeuchue, Bue ¢bilio e mpueMare npe3 yerara KOpTHKOCTEpOHHO JICKAPCTBO
(nMpeaHu3on WinH npeannsonon) eceku ned. [onuradte Baums nekap 3a HHpOPMALIH OTHOCHO TOBA
JIEKapCTRO.

2. Kaxso TpslBa 1a 3HaeTe, npean a2 Bu 6nae npunoxen EJIEBEP

He m3non3eaiite EJIEBEP axo

— cTe aneprdHy (CBPbXYyBCTBUTENIHH) KbM Ka0a3zuTakcell, IpYTrH TakCaHH Wi nonucopOar 80,

WIK KbM HAKOA OT OCTAHATHTE CHCTABKH Ha TOBA NIeKapcTso (M30poeHH B TOWKA 6);




— 6poaT Ha BammTe Genu KphBHYM KIIETKM € MHOTO HHECHK (OpOAT Ha HEYTPOPUITHTE € NO-MAITbK
Wi pased Ha 1 500/mm” );

— MMAaTe TEXKO HapylleHa ¢yHKLMA Ha YepHuUs Apo0;

- HACKOPO CTe OWIH BAKCHHHPAHH WJIH CMATATE [a C& BAKCHHUPATE CPEITY Kb/ITAa TPECKA.

He Tpa6ea na Bu 65ae npunarara EJIEBEP, axo Hakoe oT ropen3GpoeHHTe C€ OTHACAT 3a Bac. AKo
He CTE€ CHIypHHM, roBopeTe ¢ Baws nekap npenu xa usnomssare EJIEBEP.

IIpexynpexaeHHA H NpeAnasHK MePKH

[Ipenu Besiko nevenne ¢ EJIEBEP we Bu 6paat HanpaBeHH KPBEBHK H3C/ICABaHHKA, 3a 14 CC NMPOBEPH

[ATH AMaTe JOCTATHYHO KPbBHHU KNETKH  3a[0BONHTENHA YepHOApoOHa 1 6p6peuna dyHkuuA, 32 12
noxy4yasare EJIEBEP.

Hezabasno ungopMupaiite Bammns nekap, ako:

— Hmate BHcoKa Temniepatypa. [1o Bpeme Ha neuenuero ¢ EJIEBEP e muoro sepostHo OpoAT Ha
GenuTe KPLBHH KIETKH Aa Obae HaManeH. Bauuar nexap uie Hab110/1aBa KpPbBHHTE PE3YITATH
u 061010 Bu cherosHHe 3a nosBaTa Ha npusHauy Ha HHpexuma. Toit/ta moxe fa Bu nane
APYTH NeKapCTBa 3a HOAIBDKAHE HAa HOpManeH 6poil KpbBHH KeTkH. TalHenTH ¢ HUCHK OpoH
KPBBHH KJIETKH MOTaT A4 Pa3BHAT XUBOTO3acTpaluaBaild KHpeKuyn. [T-pBUAT MPH3HAK 32
HRMEKINT MOXe 13 € BHCOKA TEMIIEPATypa, TAKa Y€ ako ce NoABH, He3abasHo HHpOpMUpaHTE
Bawus nekap. |

— Hsaxora cte UManiy HAKAKBY aneprum. Cepydo3HH aIeprivHy peakUWH MOraT Ja €€ noAsat 1o
BpeMe Ha nedeHueto ¢ EJIEBEP.

- HMate Texxka unu NMPOALIEKHUTEIHA JHaDWA, radeHC HITH NNOBPHBLIAHC. Bcako oT Te€3H CBCTOSIHHA

MOXKe [1a MPHYHHH 00e3poaHABaHe. BaminaT nekap Moxe Ja Bu npennyuie Je4eHHe.

— HmaTe ycelniaHe 3a CKOBAHOCT, H3TPhNBAHE, [IAPEHE HWIKH HaMaleHa 1y BCTBHTETHOCT Ha PBLCTE
UK KpakaTa.

— AXO0 MMaTe NpoONeMH ¢ KEPBEHE OT UYEPRATA WM MM4 [IPOMAHA B LBETA HA HINPKHCHHUATA,
WK cToMaiiHa 6onka. AXo KbpPBEHETO HIH Oo/KaTa ca CHUNHH, BalmusaT iekap e cnpe
nevenueTo Bu ¢ EJIEBEP. Toea e, 3aworo EJIEBEP moxe ga nosvilv pHCKa OT KbpBCHE WH
o0pa3ysaHe Ha IpoOUB B UpEBHATA CTEHA.

— Hmate OB0pedHH npodiemiu.

- [TosryurTe NOXKBNATABAHE HA KOXKATA U OYUTE, NOTBMHABAHE HA YPHHATA, TEKKO TaACHE
(NpHAOINABAHE HIK NMOBPBILUAHE, THH KATO T MOraT 3a ObAAT MPHU3HALH HITH CUMIITOMH Ha
YyepHOAPOOHH MpOOIEMH.

- ViMaTe 3HAYYUTENHO YBEJIHUABAHE WIH HAMaIABAaHE Ha o0eMa Ha ypHUHaTa Ipe3 ACHH.

— AKO UMaTe KpbB B YPHHATa.

AKO HAKOE OT Topen30poeHnTe ce oTHacd 3a Bac, nezaGaeHo unbopMupaiite Bawua nexap. Bamuart
nexkap Moxke Jia Hamanu ao3ata Ha EJIEBEP vau pa cnpe neuedueTo.

JApyru aexapcrsa n EJIEBEP

Mons niudopmupaiite Bamus nexap, papMaUuesT HIH MEIHIIHHCKA CeCTpa, 3KO IPHEMATC K1




TaKa, 3aL[0TO HAKOH JICKAPCTBA MOTAT Ha OKAXKAT Bh3ACHCTBHE BbpXY edekta Ha EJIEBEP win

EJIEBEP na moenuse BbpXy ACHCTBMETO HA APYTHTE JiekapcTBa. Tesu ekapeTsa BKIIOUBAT

CIACIHUTC!

- KE€TOKOHAaz0M], puhaMUUKH (32 HHDEKLHH);
- kapbamaszenuH, peHoOapOHTAT HIW (DEHHUTOHH (32 I'BPUOBE);

- KBIAT KaHTapHoH (Hypericum perforatum) (pacTHTENHO JICKapCTBO 33 ASNMPECHA H APYTH

ChCTOAHHA);

- CTAaTHHH (KATO CUMBACTATHH, JIOBACTATHH, ATOPBACTATHH, PO3yBACTaTHH, WU NpaBacTaTHH) (3a

HaMaIABAHE HAa XOJNeCTEpO/ia B Kp’hBTﬂ);

- BancapTaH (3a XUNEPTOHUA);
- penarnuHua (3a guaber).

[locvBeTBaiiTe ce ¢ Bamma nexap npenu na ce BakcHHUparte, nokaro usnoassare EJIEBEP.

bpeMeHHOCT, KEpMeHe H PepTHIARTET

EJIEBEP He e noxazan 3a ynotpeda npu xkeHH.

HM3nooseaiite npezeppaTB MO BpeMe Ha ceke, ako Baiata napTapopka € OpeMeHHa HIH MOJKe J1a

sabpemenee. EJIEBEP moxe na npuchcTBa B ceMeHHATa TEYHOCT M Jia 3acerHe mioaa. [lpenopbysa ce

f1a He cTaeaTe Oalna no BpEMC HA U 10O 4 Meceua cnen NeUeHHeTo U aa [NOTBPCHTE CBBCT OTHOCHO

KOHCEPBUPAHETO Ha CliepMa npeaur neucHMeTo, 3amoro EJIEBEP Moxke ga Hapylur MBbXKKHS

GepTHIHTET.

lllopupane n padora ¢ MaInuK

Moxe aa ce MOYYBCTBATC YMOPEHH HIH 3aMAaAHH, KOraTo H3NOJI3BaTE TOBA NICKAPCTEO. AKO TOBA C€

CIy4H, He IWodHpalTE ¥ HE N3NOJT3BAHTE HUKAKBH HHCTPYMEHTH HJIM MaLlHHH, JOKATO HE C¢

no4vyBCcTBaTE NO-0o0Ope.

EJEBEP cnanpxa eTanon (JK0x0.)

Tosa nexkapereo csaspxka 542.4 mg eraHon (aNKOX0) BBE BCEKH (PJIAKOH € pa3TBOPHTEIL.
KonuuecTBOTO B €HA 11032 OT TOBA JIEKAPCTRO € eKBUBAICHTHO Ha Mo-Mauko ot 10 mi 6upa unu 4 ml

BHHO,

MankoTo KOMMUECTBO ATKOX0J1 B TOBA JIEKAPCTBO HAMA d HMA HAKAKBH 3a0eNEeXUMH €PEKTH.

3. Kax na mamonizeare EJIEBEP

MHECTPYKUHH 32 ynoTpeda

[Ipeou ynorpedara va EJIEBEP wie Bu 6B1atT npeanucany npoTHBoaIEpruyHH IEKapCTRa, 33

HaMaJIH PHCKDBT OT AJICPriIHH pCaKLiHH.




. EJIEBEP we Bu 6bne nprnoxena ot Bamua nexkap nnu MEAUUHHCKA CECTPA.
. EJIEBEP 1psafea na 6bae npurorsesa (pa3peaeHa) npeay aa 6sae npunoskeHa. Ilpaktauecka

HHGOpPMALMA OTHCHO nMpUroTasHeTo W npunaraHeTo Ha EJIEBEP ot nekapu, Me IHIHHCKH
CECTPH H (hapMaLEBTH € a/leHa B TA3d THCTORKA.

. EJIEBEP me 6nae npinoxkena ypes BeHO3HA Kankosa HHy3HA B €AHA OT BEHHTE By
(MHTpaBEHO3HO MPUAMKEeHKE) B 0OJTHHYHA 00CTAHOBKA B NpoabIXeHHE Ha | vac.

¢ Karo vact or Bawero neuenue, Bue wie npremare H KOPTHKOCTEPOHIHO JIEKAPCTBO

(NPEAHU30H UM NPETHH3O0I0H) NMPE3 YCTaTa BCEKH JEH.

Kaxpo KOJIHYECTBO H KOJKO Y€CTO Aa ce npu.jiara

. O6uuaiiHata 1032 3aBICH OT TejecHara Bu nopspxHoct. Bamuar nekap me uzyucid Bamarta
TeNeCHa MOBLPXHOCT B KBAApaTH! MeTpa (m”) H 1e peilid KakBa 103a Aa Bu 6bae npunoxena.
. O6ukHOBEeHO MHGY3UATa LS By ce nMpunara BeAHBX Ha 3 ceaAMULIY.

AKO MMaTe HAKaKBH JOMbAHUTENIHH BBIIPOCH, CEbP3aHH C ynoTpedara Ha TOBA JIEKAPCTBO, NONUTaATe

Bawuusa nekap, ¢gapMaueBT WM MeIHIMHCKA CECTpA.

4, Bh3MOXKHH HEXENARH PeaKUHK

KakTo BCHUKY JIEKApCTBa, TOBA JICKAPCTBO MOXKE J1a MPEAN3BHKA HEXKENAHH PEaKIHH, BBIIPEKH He He
BCEKH ' nonyuasa. Bamusr nekap we o6ckau Tora ¢ Bac v e Bu 064ACHH NOTEHLHANHKHTE PHCKOBE
H NMo/3K ot BaweTo neyeHue.

Axo 3a0e/iexnTe HAKOR OT CJICAHATE HEXKEJIAHH PeaKUHH, BeAHAara ce 00LpHeTe KbM JIEKAP:

— Tpecka (Bucoka Temneparypa). ToBa e yecTa He)kenaHa peakuus (moxe ga 3acerne 10 | na 10
LYLIH).
— Tesxxka 3aryba Ha TenecHH TeuHOCTH (HexuapaTtauusn). Tosa € yecro (MoXe 43 3acerte ao 1 Ha

10 ayiwn). Tora MOXKe l1a ce CITyuM, aKO UMAaTe TeXKKa WIH NMPOABIKHTENHA AHApHU, NOBULIICHA
TEMIIEPATYPA, HIH [TOBPLILAHE.

= Cunna 0oJika B cToMaxa Ui CTOMauIHa 00fika, KOATO He ITpeMHHaBa. 10Ba MOXKE 1a ce CITYYH,
axo ¥Marte npoOHB B CTOMAXa, XPaHOMPOBOAA, THHKOTO WITH Ae0EIIOTO YEPBO

(ctoMawHoupesHa nepdopaiua). Tosa Moxke A3 RoBEAE A0 CMBPT.

Ako Haxoe oT ropensdpoeHure ce oTHacs 3a Bac, uadopMmupaiite He3abaBHO Baud nekap.

JApyrn He:xKe/TaHR JEKAPCTREHH pPeaKIHR BKIAKMBAT:

Muoro yectn (MOxe 1a 3acernat noseue ot 1 Ha 10 ayum):
= HamansaBaHe Ha Opos Ha YepBEeHWUTE KPBBHH KIIETKH (aHeMHs) UM DenuTe KPBbBHH KIETKH

(koHTO ca BakHM B Gopbara ¢ uHdekuun).




Hamanseane Ha 6pos Ha TpoMBouuTHTe (KOSTO BOM 10 YBEIHYABAHE HA PUCKA OT KbpPBEHE).
3aryba Ha aneTHT (aHOpEKCH).

CTOMAIIHO pa3CTPOHCTBO, BKITIOYHTENHO ragcHe, MoBPhIIaHe, Ppa3CTPOHCTBO KITH 3arex.
bonka B repba.

KpbB B ypHHarTa.

UyBCcTBO HA yMOpa, cnadOCT UITH JIHIICA HA SHEPTHsL.

YecTu (Moxe na 3acersar ac | va 10 gywn):

[IpomaHa BLR BKYCA.
Janyx.

Kamnuna.

bonku B kOpeMa.

Koconap 3a kpaTsK nepuon oT BpeMe (B MOBEYETO CJIy4aH HOPMATHHAT PacTex Ha KOCaTa ce
Bb300OHOBSABA).

bonka B cTaBuTe.

HHdexnus HA OTaenHTeIBaTa CHCTEMA.

Jlunca Ha Oenr KpBBHH KJIETKH, CBBP3aHO C BHCOKA TEMNEPATYPa H HH(PEKLHSL.

UyBCTBO Ha CKOBaHOCT, H3TPBIIBAHE, MAPEHE MK HAMAICHA YYBCTBUTEJIHOCT HA PBUETE H

KpaKara.

3amadqHoOCT.

[ maBoOonue.

[lonmkaBaHe uny HOBHINABAHE HA KPBBHOTO HaJIAraHe,

HyBCTBO Ha THCKOMGOPT B CTOMAaXa, CTOMALIHK KHCETUHH WIH YPHIBaHe.
Cromainna 6oaka.

XeMopouau.

MyckyneH cna3bsMm.

boneiHeHO uAM HecTo YpHHHpAaHE.

HeronHo u3mycKaHe Ha ypuHa.

brbOpeuso 3abonseaHe 1M npobnemy,

Panudky B ycTaTta M 1o YCTHHTE.

Hudexunn wiM puck oT HHQEKUHH.

Bucoka KpbtBHA 3axap.

beschbHue,

CocTosHKe HA 00 BPKAHOCT.

TpeBoKHOCT.

HeobuuaiHK ycewianus Wi 3aryba Ha Yy BCTBUTENHOCT/OONKA B PHLUCTE M KpaKaTa.
[IpobnemMu c paBHOBECHETO.

Y CKOpEH MM HEMNPABUIIEH CHPACUEH PUTEM.

Kpbeen cbecupek B kpaka wiv denus apob.

3aToMIgHe HA KO’KATa WM YCELAHe 3a 3a4ePBABAHE Ha KOXKATA.
bonka B ycTaTa unu repioTo.

Pekranuo xepeeHe.

Myckynen guckoM$popT, 0THAAHANOCT HIH GOJIKH.

[Toaysane Ha pblieTe WIH KpakaTa.

Tppnku.




- HapyineHue Ha HOKTHTE (IIpOMSHA B LIBETA H& HOKTHTE BM, HOKTHTE MOTaT Jia c¢ OTJIETAT).

HeuecTa (Moke na 3acernat 1o | va 100 aymm);

. HHCKO HMBO HA KATHH B KPBLBTA.

. lllym B yuuuTe,

. 3aToIUIAHE HA KOXATa.

. 3agepBaBaHEe Ha KOXKATa.

. BranajeHHe Ha MUKOYHUS MEXYp, KOETO MOXKE Ja BE3HHKHE, ako [NpelH TOBA NHKOUHHAT

MCXYP € IIOLJTaraH Ha JTEUCIICUCHHC (I.I.'HETI'IT, ABIKaL CE€ Ha peaKIIHA Ha padHallHOHHA I'[HMET}.

C HeniBecTHA YecToTa (OT HATHYHUTE AAHHH HE MOXe fa Ob/ie HANpaBEHA OLEHKA):
. Harepecrunuanna 6enonpotua 6onect (Bp3naneHue Ha 6eaure Apo0OBE, NPHIHMHABALLIO

KaULTHLIA H 3aTPYAHEHO JMIIAHE).

Crholmasane HA HEXENAHH PeaKLHH
AKO NOTYYHTE HAKAKBH HEXXENAHH JIEKAPCTBEHH peaKUnu, yeenomMete Bawua nexap, gpapMaLeBT WU

MEIMUHHECKA cecTpa. ToBa BKI10UBA BCHUKH Bb3MOMKHH, HEOIMMCAHU B Ta3H JIHCTOBKA HEXE/IaHU
peakuun. MoxeTe chblllo 1a CrOOIUTE HEXENIaHH PeaKuuy JUPEKTHO Ype3 M3mbIHHTEIHA ar¢HUHA
no jekapcrsara, yiu. , JJaman I'pyes” Ne 8, 1303 Codms, tei.: 02 8903417, yebeaiit: www.bda.bg.
Karo crobuiasare HeXKelaHH PeakLiMK, MOKETE Ja AaJeTe CBOA NPHHOC 3a MOJTy4aBaHe Ha TOBEYE
HHPOPMaLUA OTHOCHD O€30MacHOCTTa Ha TORA JISKapCTBO,

3. Kax 1a cexpanaeare EJIEBEP
Jla ce cpXpaHABa HA MACTO, HEJOCTBIHO 34 AcLa.

He usnomssalite ToBa nekapciso cinel CpoKa Ha FOQHOCT, oTOeNA3aH BbPXY KapTOHEHATA OTIAKOBKA U

Ha eTHKeTa Ha ¢uiakona citen “T"onex no:” unu “EXP”. CpoksT Ha roaHOCT OTroBaps Ha MOCJIEAHHA
IEH OT NOCOYCHHA MECEU.,

Hudopmaumara 3a neprona Ha W3NOI3BAHE U YCIOBHUATA 3a ChXpaHeHHe npenu ynotpeda va EJIEBEP
BEJHAra clejl KaTo e paspelcH ¥ roToB 3a ynorpeda ca omucanu B pazaena ,, [IPAKTHUYECKA

MH®OPMALMA 3A METULIUHCKWUTE CIOEIIMAJITMCTH OTHOCHO ITPUT'OTBAHETO,
IMPHUJIOXEHHETO H PABOTATA C EJIEBEP”.

He n3xpbprniite jiekapcTBaTa B KAHANM3AUUATS WIH B KOHTEHHEpa 3a AOMAILIHH OTNaAbLH.
[lonuratite Bamusg gapMaleBT Kak Aa U3XBbPJIATE JISKAPCTBATA, KOUTO BE4e HE H3M0JI3BATE.
Te3n MepKH e CIOMOTHAT 3a ONa3BaHe Ha OKOJTHATA Cpela.

6. Crabpxasde HA ONAKOBKATA U AONBJAHHTEIHA HHPOPMALES

Kakpo cranpxa EJIEBEP
AKTHBHOTO BelleCTRO € kadasurakcen. Enxun ml xouuentpar ceaspxa 40 mg kabazurakcen. Beeku
(1aKOH KOHUEHTPAT chAbp:ka 60 mg kabazurakcen.
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Npyrute cherapky ca: nonucopbar 80 M TMMOHEHa KHCE/TMHA B KOHLEHTPATa, H €TaHos 96% H poaa
3a HHIKEKLMH B pasTBoputens (Bukre Touka 2 , . EJIEBEP cbabpska ankoxon™).

3aGenexka: Kaxro EJIEBEP 60 mg/1,5 ml ¢gnakoH ¢ koHueHTpaT (00eM Ha HaIlb/BaHeE: 73,2 mg
kabasutakcen/1,83 ml), Taxa u rakonsT ¢ pasreopuren (00em Ha Hambisane: 5,67 ml) crabpxar
IOTTLITHUTENEH 00€eM, 33 112 ce KOMNEHCHPa 3arydaTa Ha TEYHOCT [0 BpeMe Ha MPHroTBsiHeTo. To3u
ROIMBIHATEICH 00eM rapanTupa, de cnen paspekaase ¢ HAJIOTO ceabpkaHue Ha IPHAPYKABALUNA
pa3TBOPHTEN, CE MOMYYasa pa3Teop, chAbpkall [ mg/ml kabaszuTakcen.

Kax n3rnexnaa EJIEBEP m xakpo cbhbAbpka OHAKOBKATA
EJIEBEP e kOHIEHTpAT ¥ pa3TBOpHTEN 33 HH(Y3HOHEH pa3TBop (CTEPIIIEH KOHLEHTPAT).

KonueHTpaThsT € OUCTDhp, Oe3UBeTEH AC CBETIO KBAT HA UBAT BUCKO3CH PAa3TBOP.

PazreopHTensT e npozpaueH, Oe31BETEH pa3TROP.

Enna onakoeka EJIEBEP cbabpixa:
~ Enun §nakor oT Mpo3paiuHo CThKIO ChC CHBA XI10po0yTHIIOBA (PITyOpOTEX MOKPHTA IYMEHA

3AMYBIAIKA ¥ 3a0€4aTaH ¢ ATYMHHHEBA OTILNIAINA Ce 00KaTKa ¢ OTYYNBALLO C€ YILUTBTHCHHUE,
ceaspxai 1,5 ml (HomuHaneH 00emM) KOHUEHTPAT.
— Enwvnx $akoH ot npo3pavHo CTHKIO ChC CHBA XI0po0yTHIOBA (PiTyOpOTeX NOKPHTA IyMEHA

3amylIanKa H 3arneyataHa ¢ alyMHHHACBA OTACIEALLA CC obKkaTKa ¢ OTYynBallo C€ YIUTBTHCHHC,

cbabpxaill 4,5 ml (HomuHaneH o0eM) pa3TBOPHUTEN.

[Iparexaren HA pazpemienneTo 3a ynorpeda
Zentiva k.s.

U kabelovny 130,

Dolni Mécholupy

102 37, Prague 10
Yemxka penybnuka

Hponssoauren
Pharmadox Healthcare Ltd
KW20A Kordin Industrial Park

Paola, PLLA3000
Masnta

ToBa JleKapCTBO € pa3pewieHo 3a ynoTpeda B ALpkaBHTE WieHKH Ha ErponeiickoTo
Hxonomuyvecko [IpocTpaHcTBo noa cneAHHTE HMEHA:

Hcnanamsa Eleber

brnrapus Enebep 60 mg KOHIEHTPAT H Pa3TBOPHTEN 3a HH(Y3IHOHCH pa3TBop

XbpBaTHA Eleber 60 mg koncentrat i otapalo za otopinu za infuziju

Yeuika penydnuka Eleber

YHrapus Eleber 60 MG KONCENTRATUM ES OLDOSZER OLDATOS
INFUZIOHOZ

Ilomua Eleber

PyMbHUA Eleber 60 mg concentrat si solvent pentru solutie perfuzabila

CrnoBakus Eleber 60 mg koncentrét a rozpastadlo na infizny roztok ——

Cnosenus Eleber 60 mg koncentrat in vehikel za raztopino za infund

JlaTeus Eleber 60 mg koncentrats un §kidinatajs infuziju 3kid



JIutea Eleber 60 mg koncentratas ir tirpiklis infuziniam tirpalui
EcToHUA Eleber

JaTa Ha MOCJAENHO NPePA3rIekKIaHe HA JHCTOBKATA
06/2023 r.




CJIEQBQE!HTH Hﬂiﬂ PMALNHA € peAHAIHAYEHA CAMO 32 MEAHIHHCKH CHCUHATHITH.

NMPAKTHYECKA HHO®OPMAIHUSA 3A MEJULIMHCKHUTE CIELUAJMCTH OTHOCHO
[IPUTOTBAHETO, IIPUJIOKEHUETO U PABOTATA C EJIEBEP 60 MG KOHIIEHTPAT
M PA3TBOPUTEJI 3A UHOY3UOHEH PA3TBOP

Tazun undopmanus goIrbiBa TOYKK 3 M 5 OT THCTOBKATA 332 MALIHEHTA.
BaxHo € na npodeTeTe UANOTO ChIBPXKAHHE HA Ta3d MPOLIEAYpa NpeAl NPHTOTBIHETO Ha
HH{DY3HOHHHA Pa3TBOP.

HecbBMEeCTHMOCTH

Toea JICKApPCTBO HE T]}HGBE lla c€ CMECBA ¢ APYTH NICKapCTBa, OCBEH TC3H, K3NOJI3BAHH 34 pa3spCiKiaHe.

CPpoK Ha roAHOCT H CIENHAJHHN YCIOBHA HA CHLXPaHeHHe

3a onakopkata EJIEBEP 60 mg koHUEHTpAT W pa3TBOpUTENn TO3M JIEKapCTBEH NPOAYKT HE H3HCKBA
CNEUHATHH YCIIOBHAA HA CEXPaHEHHE.,

Chea oTBapAHe
POnakoHHTE ¢ KOHUECHTPAT U pa3TRopUTEN TPAOBA Ja Ce H3INMOI3BAT BeAHara, AKoO HE ¢¢ H3MOM3BaT

BEAHArA, NEPUOABLT Ha H3INON3BAHE W YCIIOBHATA 33 ChXpaHeHue npea yrnorpeda ca OTTORBOPHOCT Ha
notpeburend. OT MHKPOOHONOrHYHA TIEIHA TOYKA, ABYCTEIEHHUAT [IPOLIEC HA pa3pexaaHe TpAOBa
Aa C€ U3BBPLUM B KOHTPOJIUPaHU M ACENTHUYHH YCJIOBHA (BHXTE 110-a0iy ,,JIpeanasHu MepKu npH

NMPHrOTBAHE H paboTa™).

Caen nupeonavanno paspeaxaane Ha EJIEBEP 60 mg kOHUEHTpAT ¢ NAT0TO ChADPXKAHUE HA

(hJ1aKkOHa C Pa3TBOPUTEN, € NOKa3aHa XHMHYIHA W PH3HYHA cTaOUNHOCT B NEPHOJA Ha N3TOJI3BaHE 32
30 MMHYTH NpH CTalHA TEMIIEpaTypa.

Caena kpaiino pazpexnaane B HHPY3IHOHHHA caK/OyTHaKa
Jlokazana € XUMHMYHA U (pU3HYHA CTAOUNHOCT HA HH(Y3MOHHHUA pPa3TBOP 32 8 waca nMpH cTakHa

Ttemnepatypa (15°C - 30°C), exmounrento ¥ 1 yac Bpeme 3a UHQy3uATa M 33 24 yaca npH
CbXpaHEHHE B XJIANWIHHK, BKIIOUKUTENHO H | qac BpeMe 3a nHY3HATA.

Ot MHUKpOOUOJIOTHYHA [NIEIHA TOYKA, HHOY3IHOHRHHAT pa3TBop TpAOBa Ja ce U3M0/138a BegHara. AKO
He Ce M3MO0JI3Ba BeJHara, IepHOIET Ha H3MOJI3BAHE H YC/IOBHATA 33 ChXPAHEHUE NPENH YNoTpeba ca
OTrOBOPHOCT Ha MOTpeduTens 1 0OHKHOBEHO HE TpAOBa da HaaXBepiAT 24 waca npu 2°C - 8°C, oceeH

aK0 pa3pCiAIaHETO HE €© HARBPLUICHO B KOHTPONHPAHH H BaNNIHPaHH aCelITHYIHHA YC/IOBHA.

Ilpeanaznu mepku npu npuroTsste U padbora

[loao0OHO Ha ApYrE aHTHHEONNACTHYHH CPENCTBA, € HEOOXOOAHMO BHHMAaHUE IIPH [IPHIOTBAHE U

.




Hsko# eran ot padortata EJIEBEP Briesze B KOHTAKT ¢ KOXKATa, H3MHIiTE 5 He3a0aBHO U OOHMITHO C
BOJIa M calyH. AKO BJie3€ B KOHTAKT C JIMIaBHIK, M3MHIATE 'Y He3a0aBHO U OOMUJIHO € BOJA.

EJIEBEP tps0Ba 1a ce npuroTes M npujiara caMmo oT nepcoxast, oyueH 3a padoTa ¢ HMTOTOKCHYHH

CpCACTBA. EPEME‘!HHH JKCHH OT MNECpPCOHAJA HE TpﬂﬁBﬂ Ad pfdﬁ(}THT C MPOAYKTA.

Bunaru paspexnaiite KOHLEHTpaTa 3a HHPY3HOHEH pa3TBOP C UeJHd NPEN0CTABEH Pa3TBOPUTE
npeau na Ovae nod6aBeH KbM HH(PY3HOHHUTE Pa3TBOPHU.

CTbNKH 32 IPUTOTBAHE

[Tpouerere LIEJIMS pasnen BHumatenHo, npeau cmecsane u paspekaane. EJIEBEP uzucksa JIBE

paspexaaHua npeau npunoxeHue. CrneaBanTe HHCTPYKUHUHTE 3a IPUIOTBAHE, MOCOUYCHU MO-10JTY.

3abenexka: Kakro EJIEBEP 60 mg/1,5 ml ¢nakon ¢ koHuentpar (06em Ha HambiBaHe: 73,2 mg
kaOa3utakcen/1,83 ml) Taka u gnakousT ¢ pasTBopuTen (06eM Ha HambaBaHe: 5,67 ml) cbabpKaT
JIOMBJIHUTENIEH 00€eM, 3a a4 Ce KOMIIEHCHpa 3arybaTa Ha TEYHOCT MO BPEME Ha NPUroTBsHeTO. To3u
nonbJHATENEeH o0eM rapanTupa, de cnen paspexnate ¢ HAJIOTO cvappixanue Ha NpUapyKaBalns
Pa3TBOPHUTEJI, CE€ MOJTy4YaBa pa3TBop, chabpxkaul 10 mg/ml kadbazurakcen.

3a NpUroTBsaHe Ha UHPY3UOHHUSA pa3TBOP TpAOBA a C€ U3IBBPILLUH MO aCENTHYSH HAYHUH CIIEAHHUAT
JIBYCTETIEHEH MPOLIEC Ha pa3peraaHe.

Crnnka 1: HauaaHo paspexiaHe Ha KOHIEHTPATA 32 HHY3IHOHEH PAa3TBOP € NMPE10CTABEHUH

pa3TBOPHTE.L.

Crenka 1.1

Ornenaiire QuiakoHa ¢ KOHUEHTPAT U
[peJ0CTaBEHUsA PA3TBOPUTEII.

KOHLEHTPHPAHHUAT pa3TBOP U pa3TBOPUTENAT  TpsOBa
1a ca OuCTpH.

DnakoH ¢ DnakoH ¢
KOHUEHTpPAT | pPa3TBOPHTE
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Crbnka 1.2

C nomMoulTa Ha CIPHHLIOBKA, CHAOeHa ¢ Uria,
aCeNTHYHO WU3TEITIETE UAM0TO ChAbPKAHUE Ha
NpeI0CTABEHHA PA3TBOPHUTE/ YPE3 YACTUYHO 00pBLIaHe
Ha (hy1aKoHa.

dnakoH C
pasTBOPHTES

Crbnka 1.3

MHxekTHpaiTe Us10TO ChAbPKAHHUE B ChOTBETHUA

(p;1aKOH C KOHLIEHTpAT.

3a 1a c€ OrpaHUYM KOJIKOTO € Bb3MOXKHO 00pa3yBaHeTo

Ha NAHA MPH HHXKEKTUPAHE HA Pa3TBOPUTEJIA, HACOYETE
UrjiatTa KbM BbTpPELIHATA CTeHa Ha (pIakoHa ¢

KOHLEHTPAT U UHIKEKTHpaiTe DaBHO.

Cnen pa3TBapsHe, MOMYYEHHAT pa3TBOP ChIbpiKa MEC KOHLIEHTpAT- ARG
10 mgml KﬁﬁMHTE]{CEﬂi EIETBGPHTQH pﬂ3TEﬂpHTEH
10 mg/ml
Crenka 1.4

MaxHeTe CIpUHLOBKATA M MITIATA H CMECETE PhYHO U
BHHMATEIHO Ype3 MHOMOKPaTHHU 00PbILUAHKA, 10
oTy4aBaHe Ha OUCTBP U XOMOIEHEH pa3TBop. ToBa MOXKE
[a OTHEME MPUONU3UTENHO 45 CeKyHIH.

KOHLIEHTPaTpa3TB
oputen 10 mg/ml
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Crtbnka 1.5

OcTaseTe T034 pa3TBOP 3a OKOJIO 5 MUHYTH U CJIel TOBA
MpoBepeTe 1ajiu pa3TBOPHT € XOMOreHEH U OUCTBP.

HopMasHo € 1a uMa nsgHa U ciied TO3H
[epuos.

CMec KOHLIEHTPaTpa3TBOPUTEN
10 mg/ml

Ta3u nonyueHa cMec KOHLEHTpaT-pa3TBOpUTeS chabpxka 10 mg/ml kabazuraxces (MHHHUMYM 6 ml

obem 3a gocraBsiHe). BropoTto paspekaaHe Tpsa0OBa 1a ce HarpaBH BeaHara (B pamkute Ha | vac),
KaKTO € onucaHo B CTelka 2.

Moxe na e HeoOXoauM noBeue oT eAuH (PJIaKOH OT CMeCcTa KOHLUEHTpaT-pa3TBOPUTEI, 3a /1a Ce
MPUJIOKHK NpeanucaHaTa 103a.

Crenka 2: Bropo (KpaiiHo) pa3pexiaHe 3a HHDY3uA

Crbnka 2.1

C nomourra Ha rpaayupaHa CnpUHIIOBKA, CHA0AeHa C Ura,
U3TErJIeTe aCENTHYHO HEOOXOAUMOTO KOJTHYECTBO OT CMECTA

kKoHUeHTpaT-pasTeoputen (10 mg/ml kabazurakcen). Kato

npuMep, 3a noay4asane Ha 103a oT 45 mg EJIEBEP, we ca

HeoOXxoauMHu 4,5 ml OT cMecTa KOHUEHTpAT-pa3TBOPUTE,
npurorseHa cnopen Crornka 1.

TBl kaTo MOXke na UMd IMAHa MO0 CTEHATa Ha

(p1akoHa Ha TO3M pa3TBOP CJIEA MPHIOTBAHETO -
HUEHTpaT-
MYy, ormrcano B Crbnka |, 3a npeanouuraHe e ke BORNSIAP
pazrBoputen 10 mg/ml
UrjaTa Ha CIPUHLIOBKATA 14 C€ MOCTABH B

cpeaaTta NnpH H3TCIIAHETO.
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Crbnka 2.2

UuxexkTupaiite B ctepunieH, Hecbabpskaig PVC

KOHTelHep ¢ 5% pa3TBOp Ha rokKo3a HIH HHPY3HOHEH

pasTBop Ha HaTpueB xJyopua 9 mg/ml (0,9%).

Konuentpauusta Ha HHQY3HOHHUS pa3TBOp TpsAOBa aa

obae Mexay 0,10 mg/ml i 0,26 mg/ml.

Crbnka 2.3

OrcTpaHeTre CIIPUHLOBKATA U CMECETE ChAbP)KAHUETO HA
HH()Y3HOHHMA CaK MJIM OYTHJIKA PBUHO Ype3 pa3K/iallaHe.

Crbnka 2.4

KakTo npH BCHUYKH NPOAYKTH 3a MAPEHTEPATHO [TPHIOKEHHUE,
[MOJIYYEHUAT HH(PY3UOHEH pa3TBOp TpsaOBa na Obae npoBepeH
BU3YaJIHO Npeau ynotpeda. Tbhi karo MHPY3HOHHUAT pa3TBop €
[PECUTEH, MOXKE [1a KPUCTAIM3Upa C TEUEHHE HA BpemeTo. B To3u
cJy4ali, pa3TBOPBT HE TpAOBa /1a ce U3Mo3Ba U TpAOBa Ja ce

H3XBBPIIH.
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Heo0xoauMo KOTHYECTBO
OT CMEeCTTa KOHLIEHTpaT-
pa3TBOPHUTEN

5% pa3TBOp Ha
rMoK03a HIIH
9 mg/ml (0.9%)
HH()Y3UOHECH
pa3TBOp Ha HATPHEB
XJIOpHU I




Hndy3MORHUAT pa3TBoOp TpAGEa Ja e M3N0NI3Ba Be/jHara. BLMpexd TOBa, BPEMETO Ha CbXpPaHEHUE
npeau ynotpeda Mmoxe aa Obae no-Ibaro Npu ONpeleieHd YCaoBH, CIOMCHATH B

Cpok HA TOIHOCT H CHIENHAJTHH YCA0BHSA HA CHXPAHEHHC.

Hex3MoM3BaHUAT TEKAPCTBEH NPOAYKT WU OTIAXBYHHTE MATEPHAIHN OT HETO TpAOBa fa C& U3IXBBPIAT

B CHOTBETCTBHE ¢ MECTHHTC H3IHCKBAHHA.

Haunu Ha NPHIIKEHHE

EJIEBEP ce npwiara kaTo eaHOYacoBa HH(py3us.

[penopbyBa ce H3MOJ3BAHETO Ha HHIAHAH PUATHP ¢ HOMHHANEH pa3Mep Ha IOPHTE 0,22 MuxkpoMeTpa
(0,2 MHKpPOMETpA) IO BpeMe Ha MPUITOKEHHETO.

Ia ue ce uznomeat HRPysuouHu PVC koHTeHHEPH WIH NOMMYpETaHOBH KOMILTEKTH 33 HHQY3HA 34

NPUrOTBRHE M IPRIGKEHHE HA HH(PY3IHOHHHA PasTBOP.
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