- -
Fsp

3 .—f .- I.| l:i . ] ‘ L T F o - - o S ——
i ll'.:,-l | : f .r-'l.l"! '|. r !!1:* B r |l"‘:'l i rqq-:-\. il . y
o FHILJINA M ERUVIA ND NFKARPT

-
T

TR } — - =
I | N - F e o :

LA

JIncroBka: nHpopmanus :nfm 1eHTA

EJIEBEP 60 mg konuenrpar n pa:rmopmé:ii 3a ﬁﬁ'ﬁ)yiﬁonen pagggyﬁ) Y 9 |
ELEBER 60 mg concentrate and solvent for solution for infusidn ™ | L-07
kaba3uTakcen (cabazitaxel)

= S, -

IIpoueTeTre BHHMAaTE/IHO HAJIATA JIHCTOBKA NPeAH 2 3aM0YHETe 12 H3M0JI3BaTe TOBA
JIEKapCTBO, ThH KATO TH CbhAbPKa BakHa 3a Bac nndopmanus.

- 3anasere Ta3M JIMCTOBKA. MoJke /1a ce HaJlIoXH 1a S IpoYeTeTe OTHOBO.

- AKO MMaTe HAKaKBH JOMBbJIHUTEIHH BBIPOCH, nonuTaiite Bawus nekap, papmauesT wiu
MEIMLIMHCKA cecTpa.

— AKO MOJTyYHTEe HAKAKBH HEXEJIaHH JIEKApCTBEHH peakLuu, yBeaoMeTe Bauius nekap,
(papmarieBT WM MeMUMHCKA cecTpa. ToBa BKIIOUBA M BCHYKH Bb3MOXKHH HEKEJIAHH PEaKLMH,
HEOMMCAHH B Ta3u JUCTOBKA. BukTe Touka 4.

KakBo ¢cbaABbpxKa Ta3H JIHCTOBKA

Kakso npeacrasnasa EJIEBEP u 3a kakBo ce u3nonssa

Kakso Tps0Ba na 3Haere, npeau na Bu 6bae npunoxena EJIEGEP
Kak na u3nonssare EJIEBEP

Bb3MOXKHH HEXKelaHU peakL1u

Kak na cexpanssare EJIEBEP

CbabpkaHHe Ha ONAaKOBKaTa M JOMbJIHUTEIHA HHPOpPMaLs

BN S o Y G

1. Kakso npeacrasassa EJIEBEP u 3a kakBo ce n3no.n3sa

UmeTo Ha Baiero nekaperso e EJIEBEP. O6wonpueroro My ume e kabasurakcen. To npuHaaiexu
KbM Ipyrnara Ha MpOTHBOTYMOPHHTE JIEKAPCTBA, HAPEUYEHH ,,TAKCAHH , U3MOJI3BAHHU 3a JIEYEHHUE Ha

3JI0KAYECTBEHH 3a00J1IBaHUA.

EJIEBEP ce u3non3spa 3a neyeHue Ha pak Ha NpocTaTaTa B HarpeaHasl CTaJui ciie/l MpoBe/IeHa Jipyra
XumHoTtepanua. Herooro aeicTeue e ypes crimpaHe pacTeka Ha KJieTKaTa U HEHHOTO
pa3MHOKaBaHe.

Kato yact ot Bawero snieuenue, Bue cbl10 1ie npuemare npes ycrata KOPTHKOCTEPOU/IHO JIEKAPCTBO
(MPeIHKU30H HJIK NPEAHU30JI0H) BeekH NeH. [lonuraiite Bamms nekap 3a uHpopmaims OTHOCHO TOBa
JIEKapCTBO.

p 4 KakBo TpsOBa n1a 3Haere, npean a1a Bu 0bae npuioxen EJIEBEP

He n3nouzBaiite EJIEBEP ako

— CTe aJlepruvyHH (CBPbXYYBCTBUTEHH) KbM Kaba3UTaKcesl, ApYyry TakCaHu Wi nonaucopbar 80,
WJIH KbM HAKOS OT OCTAHAJIUTE ChCTABKH Ha TOBA JIEKAPCTBO (M30poeHH B TOYKa 6);

20,005,280

—_— ——
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- OposT Ha Bauiure O€jin KpbBHH KJIETKH € MHOTO HUCHK (OpOSAT Ha HEYTPODHIIHTE € MO-MadbK

WK paseH Ha 1 500/mm?);
—  HMaTe TeXKKO HapylieHa (pyHKLHUS Ha YepHHUs Apob:;

He Tpsabsa na Bu 6bae npunarana EJIEBEP, ako Hakoe oT ropensbpoenure ce oTHacaT 3a
He CTe CUI'ypHH, ropopere ¢ Bawuus sekap npeau aa usnonspare EJIEBEP.
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IlpeaynpexaeHus R Npeinazan MEPKH

IIpean Beako nevenne ¢ EJIEBEP e By 6naT Hanpaseny Kp’bBHH H3CJIENBAHHS, 3a XA CE NPOBEpPH
AIH HMAaTe NOCTAThYBO KPBBHH KIIETKH H 3aX0BOJIMTENHA YepHOoApoOHa H Ob0peyuHa dyHKumA, 3a ga
noxy4yasare EJIEGEP.

He3abaBHo nHdopMmHupaiite Bamua nekap, ako:

— Hmare sucoxa remnepatypa. [lo Bpeme Ha neuenrero ¢ EJIEBEP e MHoro sepostHo 6podr Ha
GenuTe KpLBHH KIETKH da 6bae HamaneH. Bawnat nexap we HaGnionasa KpLBHKETE PE3Y/ITATH
H o01oTO BH CHCTOAHME 3a MOABATA HA NPH3HAIIM Ha HHpekima. Toi/Ta moxe 1a Bu nane
APYI'M JIEKApCTRa 3a MOAAbpXaHe Ha HopManeH OpoH KpbBHH KIETKYH. [lauHeRTH ¢ HUCBK 6poi
KPBBHH KJIETKH MOTAT 04 Pa3BHAT )KHBOTO3acTpawasam MHQeKHH. [TbpBHST NpH3HAaK 3a
HH(]EKLIHA MOXKeE J1a € BHCOKA TEMIIEpaTypa, TaKa de ako ce NMosBH, He3a0aBHO HHGOpMHEpaiiTe
Bammus nexap.

— Hskora cre uMany HAKAaKBH aeprui. CepHO3HH alepruyHy PEaKLiHH MOTaT Ja ¢ce€ MosBart Mo
BpeMe Ha neyenuero ¢ EJIEBEP.

— Hmare Texxka UNU NpoIbLIDKMTENHA JHapHa, rajieHe Wi NoBpeiiaHe. Besko or Tesu
CBCTOAHHA MOXeE 1a MpUYHHHK 00e3BoaHABaHe. BainusaT nekap Moxe ga Bu npeanmune
JACYCHHE,

— Hmarte ycelllaHe 3a CKOBaHOCT, H3TPBIIBaHe, NapeHe WIX HAMaJIeHa YyBCTBHTEIHOCT Ha phIIETe
WIH KpaKaTa. |

- AKO HMaTe NpodeMH ¢ KbPBEHE OT YepBaTa WIHM HMa [IPOMAHA B LIBETA HA M3NPaKHEHUATA,
MM CTOMallHa Oonka. Ako KbpBeHeTo WM Oonkara ca cWiHK, Baumsar nekap e cnpe
neueHreTo Bu ¢ EJIEBEP. Tosa e, 3amoro EJIEBEP moxe na nosHinM pHcKa oT KbpBEHE WK
o0pa3yBane Ha NpOoOHB B YpEBHATa CTEHA.

- Hmare 6B0petinu npobnemu.

— [lonyurre noXBIATABaHE Ha KOXKATA M OYUTE, MOTEMHABAHE HA YPHHATA, TEKKO raficHe
(npuioluagaHe UK NOBPBIAHE, Thil KATO TE€ MOTaT 3a 6BbJaT NPU3HALIM WIH CHMIITOMM Ha

yepROApoOHU nNpobremu.
— HMMare 3HayMTENHO YBENHYABAHE WIH HaMaNsaBaHe Ha oDemMa Ha YpUHATa Ipe3 AcHA.

- AKO HMaTe KpbB B YpHHaTa.

AKo HAKO€ OT ropen3bpoeHnTe ce oTHacs 3a Bac, He3abasHO wHopMupaiiTe Bains nekap. Bamusar
nexkap Moxke na HaManu ao3arta Ha EJIEBEP unu na cnpe neuennero.

Apyre sexapcrea B EJIEBEP

Monsa nadopmupaitte Balunsa nekap, GapMaLieBT HTH METHUMHCKA CECTPA, aKO MIPHEMATE HITH -
HaCKoOpo CTE¢ NMPHEMAH APYTH JEKapCTBa, BKIIIOYHTEIHO U TakuBa OTIYCKaHH O6e3 pelienra. Tosa €
TaKa, 3aUl0TO HAKOH JIeKapCTBa MOrar J1a OKaXart Bb3JIeHCTBHe BbpXY ¢dekra Ha EJIEBEP unu
EJIEBEP na nosnuse pbpxy AcAcTBHETO HA APYTHTE nekapc'rﬁa. Te3n nekapcTsa BKMIOYBAT
CINCIHHTE:

- KETOKOHa30.,, pudaMnUUMH (32 HREeKLMN);
- xapbamasenuH, peHobapburan Wi GeHHTOUH (38 MbPUOBE); e g
- XBAT KaHTapHOH (Hypericum perforatum) (pPacTHTENHO JIEKAPCTBO 33 AEMPECHS H ]I :33} do.

CHCTOAHMA); S [ of 2l \
- CTaTHHH (KATO CHMBACTATHH, JIOBACTATHH, ATOPBACTATHH, PO3yBacTaTHH, WIH Npas cé _:" WA
N

HaMaJIABAHE Ha XONeCTeEPOna B KPbBTA);



- BaJicapTaH (3a XMNEepPTOHUA ),
- penariauHuj (3a auabder).

[TochBeTBatime ce ¢ Bamuns nekap npeau na ce BakcHHHMpate, Aokato uinonssare EJIEBEP.,

bpeMeHHoOCT, KbpMeHe H PEPTHIHTET

EJIEBEP ne e mokasah 3a ynorpeba npH >xeHH.

H3nonspaitre nmpesepBaTHB M0 BpEME Ha CEKC, ako Balnata napTHbopka e 6peMeHHa WiIN MOXe aa
3abpemence. EJIEBEP Moxe na mpuchcTBa B ceMEHHaTa TeYHOCT M a 3acerke nioaa. Ipenoprusa
ce Ja He cTapate Oallla 1o BpeMe Ha H 10 4 Mecella cliefl JICYCHHETO H J1a MOThPCHTE CHBET OTHOCHO
KOHCCPBHPAHETO HA CREPMa NpeaH JieyeHHeTo, 3awoTo EJIEBEP Moxe na Hapylun MBXKHKSA

depTunurer.

Illogprpane 1 pabora ¢ MamuBEH

Moske 1a ce NoYyBCTBATE YMOPEHH WIH 3aMadHH, KOTaTO M3NOJI3BATE TOBA JIEKAPCTBO. AKO TOBA CE
CJIydH, He wodHupaiite H He H3NON3BAWTE HHKAKBH HHCTPYMEHTH WIH MAalllMHH, OKATO HE ce
NoYyBCTBaTe no-godpe.

EJIEBEP cuabpika eTAROA (2JIK0X0.1)

ToBa nekapcTBo chabpxa 542,4 mg eTanos (anKoxon) BbB BCEKH (PAKOH ¢ pa3sTBOPUTEN.
KonnyecTBOTO B €IHa 103a OT TOBA JIEKAPCTBO € €KBUBAJIEHTHO HA NMO-Manko ot 10 ml 61pa unu 4 ml
BHHO.

MankoTo KOHYECTBO ANKOX0N B TOBA JIEKAPCTBO HAMA /14 HMA HAKAKBH 3a0¢e/1e)KHMH edeKTH.

EJIEBEP enanpxa noaucopbar 80 (E 433)

Tosa nexkapcTBo cpabpxka 1 560 mg nonaucopbar 80 BB Becekn (pnakoH ¢ KOHUEHTPAT, KOETO €
exBUBaNeHTHO Ha 1 040 mg/ml. ITonucopbaTHTe MOraT na NpeAH3BHKAT ANEPrUYHH PEAKIIHH.
Ysenomere Baluug nekap, ako MMaTe H3BECTHH anepruu. ITomicopfaTHTe Morar /a NOBAHAAT Ha
CBPLIETO H KPLBOOOPALIEHHETO (HANPHUMED, HEPEAOBEH MK aGHOPMalleH ChbpACYEH PHTHM HIIH HHUCKO
KPbBHO HanAraHe).

3. Kax aa m3nonszsare EJIEBEP

HEeCcTPYKIHH 32 ynoTpeba
Ilpenn ynorpebara Ha EJIEBEP e Bu 6baat npeanucany npoTHBOANIEPrHUHH JIEKAPCTBA, 33 A4 CE

HaMaNHi PUCKBT OT &JICPrHYHH pEaKLIMH.

. EJIEBEP we Bu 6nae npunoxena ot Bamus nekap win MeayuMHCKa cecTpa.
. EJIEBEP 1pabea na 6wae npurorseHa (paspenena) npeau aa 6bae npunoxkeHa. [paktuuecka

MH(OpMAanHs OTHCHO MPHroTBsHeTO U npunaraHero Ha EJIEBEP oT nekap, MeAMLIMHCKH

CCCTPH H cbapmauenm C AaAcCHa B Ta3HM JIMCTOBKA.

. EJIEBEP e 6bae npunoxkeHa upe3 BeHO3HA Kanxosa HHQY3HS B €1HA OT BEHUTE
(MHTpaBeHO3HO NpUnoXxeHHe) B HonHnYHA 06CTAHOBKA B NPORDKEHHE Ha | ya
. Karto yact ot Bawero neueHne, Bue me npuemare u xOpTHKOCTEPOHIHO J€Ka

(NpeAHH30H HIH NPEAHU30OH) NPE3 YCTAaTa BCEKH AEH.



KakBo K0/IHY€CTBO B KOJIKO 9€CT0 A ce NPHAAra

. O6nuaiinaTta no3a 3aBHCH OT TeiecHaTa Bu nosspxkocT. Bawuar nekap e v3uuciy Bawata
TejleCHa MOBLPXHOCT B KBaAPATHH MeTpa (M?) M 1Le pelH KakBa fo3a na Bu 6bae npunoxena.

. O6ukHOBeHO HHY3uATa e Bu ce npunara Beausx Ha 3 ceaMuLy.

AKO HMaTe HAKaKBH JOITL/IHUTEHH BbIIPOCH, CBBP3aHH ¢ yHOoTpebara Ha ToBa JIEKApPCTBO,

nonuraifre Bamns nekap, papmaueBT Ui MEAHIIHHCKA CECTPA.

4. BL3MOKHHE HeXe/IAHH peakn N

Kakro BcHYKH NleKapcTBa, TOBA JIEKAPCTBO MOXKE A4 NpeAU3BHKA HEXKEJIAHH PEaKLIMH, BLIPEKH Ye He
BCEKH I'M nojyvaBa. BamuusT nekap e oocpam Tosa ¢ Bac v e Bu 063cHM noTeHMannuTe PHCKOBE
H o34 OT BameTo neueHue.

AKo 320e/1eXKHTE HAKOH OT CJICARHTE HEWCTARH PEAKIIHH, BEAHATA Ce 00LPHETE KBM JeKap:

— Tpecka (BHcoka Temniepatypa). ToBa e yecTa HexellaHa peaking (Moxe Aa 3acerse Ao 1 Ha 10
Iy LIH). |

- Texxa 3ary6a nHa TenecHu TeuHocTn (Aexuapataims). Topa e yecTo (Moxe aa 3acerte 1o 1 na

10 myiun). ToBa MoxXe fa ce Clly4YH, AKO HMAaTe TeXKKa WIH NPOIDKHUTEHA JHapHs, TIOBHIIEHA
TEMIIEpaTypa, WiH MOBpbIlaHe.

— CunHa Gonka B cToMaxa wiu cToMaliHa 60Jka, KOATO He npemMuHaBa. ToBa MOXKE 1a ce CYUH,
aKo UMare nNpoOHB B CTOMAxa, XpaHONPOBOA, THHKOTO WIH Ae¢6€I0TO UepBo

(cromawmnoupeBHa nepdopauns). Tosa Moxe na aoBeae N0 CMBT.

AKO HAKO€ 0T ropedsdpoenuTe ce oTHacA 3a Bac, uadopmupaiite HesabaBHo Bawumsa nexap.

APYrH HEXEJIAHH JIEKAPCTBEHH PEAKIHH BKIIOYBAT:

Muoro yecT (MOXe Aa 3acerHar noseye ot | Ha 10 aymn):
— HamansBaHe Ha Opos Ha YepBEHHTE KPbBHH KJIETKH (RHEMHA ) WIK OEIMTE KPbBHH KIETKH

(xouTO ca BakHM B 6opOarta ¢ uHdexLn).

— HamansiBane Ha 6pos Ha TpoMOOLMTHTE (KOETO BOAM JI0 YBETHYABAHE HA PHCKA OT KbpPBEHE).
— 3ary6a Ha aneTHT (AHOPEKCHS).

~ CToMamHo pa3cTpoiicTBO, BIUTIOYHTENHO TaZICHe, NOBPBIMAHE, Pa3CTPONCTBO WK 3amnex.

— bonka B rep0a.

- Kp®B B ypHHarTa.

— UyscTBO Ha yMOpa, cnabocT WiIH IUNca Ha eHeprus.

Hecra (MOKe na 3acersar ao | Ha 10 gymn):

- [IpoMsHa BBB BKYca.

— 3anyx.

- Kawnuna.

- bonku B KopeMma.

— Koconaa 3a kpaTbk NepHon oT BpeMe (B OBEYETO CITyMad HOPMATHHAT PACTexX Ha
Bb30OHOBABA). |




bonka B crasure.

Hudexnus Ha OTACHHTENHATA CHCTEMA.

Jinrnca Ha OeJIM KPbBHH KJIETKH, CBBP3aHO C BUCOKA TEMMEpPATYpa H HHOEKLHA.

YyBCTBO Ha CKOBAHOCT, H3TPBIIBAHE, NAPEHE WIH HAMAIEHA YyBCTBHTEIHOCT Ha PBLETE U -

KpaKarta.

3aMasHOCT.

I'nasobonne.

IloHmKkapaHe WIH NOBHLIABAHE HA KPBBHOTO HANAI'AHE.

YyBCTBO Ha ANCKOMQOPT B CTOMAXA, CTOMALIEH KMCEIHHH HJIH YPUTBaHe.
CromaiHa Goka.

XEMOPOHIH.

MycKkyneH cria3eM.

bonesHeHO HIH YeCTO YpUHHpPAHE.

HeBOnHO U3MyCKaHE Ha YPHHA.

b1popeuno zabonsasane wiu npobneMu.

PaHW4KM B yCTaTa H MO YCTHHTE.

Hudexin i puck oT HHOEKLIHH.

Bucoxa xpnBHa 3axap.

be3scnhHue.

CobcTOosHME Ha OO BPKAHOCT.

TperOKHOCT.

Heobnuaiinn ycemanus i 3aryba Ha 4yBCTBHTENHOCT/O0NKA B pBLLETE U KpaKara.
[Ipobnemu ¢ paBHOBeCcHETO. |

YCKOpeH WM HENPaBHJIEH CHPACHEH PHTBM.

KpbBeH cheupek B kpaka wid Oenus apod.

Yceulane 3a 3auepBiABaHEe HA KOXKATA.

bonka B ycrata HnmM rspnoro.

PexTanHo KbpBeHe.

MyckyneH AucKoM@opT, OTNAIHANOCT WIH OONKH.

IlogysaHe Ha pbLeTe WIM Kpakara.

Tpbnku.

Hapywense Ha HOKTHTE (MPOMAHA B IBETA HA HOKTUTE BH, HOKTHTE MOTAaT Aa ¢€ OTJIENAT).

HegecTn (MOXe 1a 3acerdar a0 1 Ha 100 oyiumn):

C Hen3sBecTHA YecTOTA (OT HATMYHUTE JAHHH HE MOXKe Ja ObJe HanpaBeHa OLEHKA):

HHucKkO HUBO Ha KanWH B KpbBTA.

11lym B ymiure.

3aTOIUIAHE Ha KOKATa.

3auepBsBaHE HA KOXKATA.

BbinaneHue Ha NHKOYHHA MEXYP, KOETO MOXKE Na Bh3HHKHE, AKO NPERH TOBA IIHKOYHHUSET

MEXYP € NOAJMAraH Ha TbpyenedeHue (LIMCTHT, Jb/DKALI Ce Ha peaklHA Ha panHalHOHHA NaMET).

HuTepcTHunanHa 6enoapodHa donect (Bn3naneHne Ha Geanre apobose, NpHUHHA

KALUIKLIA U 32aTPYJAHECHO JHIIAHE).




Cro0maBane HA HeXeJIAHH PeAKNHA

AKO TMOJIy4YHTe HAKAKBU HEXeIaHH JICKaPCTBCHH peakUKH, yBeaoMeTe Batiug nekap, papMaueBT Hin
MEQHLIMHCKA cecTpa. TOBa BKIKOYBA BCHYKHM Bb3MOXHH, HCOTIHCAHH B TA3H JIMCTOBKA HEXKEJIaHH
peakuun. Moxere cbiIO Aa CHLOOLUNTE HEXKENAHK PEAKLIMH AUPEKTHO 4Ype3 U3nbaHuTeiHA areHLmMs
Mo NiekapcTeara, yiu. , Jamsa [pyes” Ne 8, 1303 Codus, Ten.: 02 8903417, yebeaiit: www.bda.bg.
Kato cbobIinaBaTe HexelnaHH peakLMH, MOXKETE 1a AaicTe CBOA MPHHOC 32 NOJy4YaBaHe Ha NoBeYe
HHQOpMaLMA OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKApCTBO.

5. Kaxk na cexpanssate EJIEBEP
Jla ce cbxpaHaBa Ha MACTO, HEIOCTHITHO 3a A€LA.

He n3non3saiite ToBa IEKAPCTBO Clied CPOKa Ha FOAHOCT, OTOENA3aH BbPXY KAPTOHEHATA ONAKOBKa H
Ha eTHKeTa Ha uiakoHa cnen “I'ogen po:” wim “EXP”. CpoksT Ha rogHOCT OTroBaps Ha MOCeAHHA

ACH OT INOCOUCHHA MCCCL.

Hudopmanngra 3a nepuoaa Ha H3MON3BAHE H YCIIOBUATA 338 ChXpaHEHUE Npean ynorpeda Ha
EJIEBEP Beanara cnea kato e pa3peaeH H rotos 3a ynorpeba ca onMcaHu B pasaena

SJIPAKTHYECKA HHOOPMAILIKMA 3A MEJUIIMHCKHUTE CIIELIMAJIMCTHU OTHOCHO
[TPUT'OTBAHETO, ITPUJIOXEHHUETO U PABOTATA C EJIEGEP”.

He u3xpbpaaiite N€KapCTBATA B KAHANH3ALMATA WM B KOHTEHHEpa 33 AOMAILHH OTTIagblIK.
[Monwraiire Bamna dapMaueBT Kak Aa H3XBBPJATE JIEKAPCTBATA, KOMTO BEYe HE H3II0J13BATE.
Te3n MEpKH 1€ CNOMOTrHAT 3a Ona3BaHe Ha OKOJIHATA Cpeaa.

6. CoaAbpkanAe HA ONAKOBKATA H JONBLJAHATETHA HHQOPMAIIHNA

Kakso coanpxa EJIEBEP
AKTHBHOTO BelllecTBO € Kaba3urakcen. EauH ml koHneHTpat ceanpxa 40 mg kabasurakcen. Beexu
¢1aKOH KOHLICHTPAT chbabpxka 60 mg kabazurakcen.

Apyrure ckeTaBky ca: noaxcopdar 80 (E 433) (suxk pasnen 2 ,,EJIEBEP cbabpxa nonucopbar 80

(E 433)”) 1 nuMOHEHA KHCceNIHHa B KOHLIEHTpaTa, U eraHon 96% (Bux pasaen 2 ,,EJIEBEP cuampka
€TAaHOJ (A71KOXO0J1)”) ¥ BOJA 3a HHKEKLIMH B Pa3TBOPHUTE]IA.

3abenexxa: Kakro EJIEBEP 60 mg/1,5 m! ¢nakon ¢ koHueHTpar (06eM Ha HambiBaHe: 73,2 mg
kaba3urakcesn/1,83 ml), Taka ¥ ¢pnakoHsT ¢ pasrBopuTen (06eM Ha HamrbaBane: 5,67 ml) ChbABPKAT

~ AOMBJIHHTENICH 00€eM, 3a [a ce KOMIIEeHCHpa 3aryfaTa Ha TEHHOCT M0 BpeMe Ha NMPHIrOTBAHETO. TO3H
AOMBJIHHTENEH 00eM rapaHTupa, ye caea paspexaane ¢ HAJNOTO coabpkaHHe Ha NPUAPYKABALLHS
pa3TBOPHTEI, Ce NMOTy4YaBa pasTBOp, chAbpxkail 10 mg/ml xabazuraxcen.

Kaxk u3rnexna EJIEBEP n kakBo ¢babpika ONAKOBKATA
EJIEBEP e xoHueHTpaT ¥ pa3TBOpHTEN 32 HHPY3HOHEH Pa3TBOP (CTEPHIIEH KOHLIEHTpAT).
KoHueHTpaTsT € OHCTBp, Oe31BeTeH A0 CBETIIO XKBJIT Ha LIBAT BUCKO3€H Pa3TBOP.

Pa3TBOpHTENAT € nNpo3payeH, Oe3i(BeTeH pa3TBoOP.

Eana onaxkoskxa EJIEGEP cvabpxka:

- EnuH ¢nakoH OT Npo3payHoO CTHEKIO ChC CHBA XI0poOyTHoBa GuyopoTex nd
3aIMyLUATTKA M 3aMe4YaTaH ¢ aTyMHHHEBA OTACHSLIA ce 00KaTKa C OTYYNBAILO C€ YIUTETINEE
chabpxal 1,5 ml (HomuHaneH o6eM) koHLIeHTpaT.
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Ennn ¢uiakoH OT Npo3payHo CTHKIO ChC CHBA XN0poOyTHIOBa $AyopoTEX MOKPHTA ryMeHa

3amyLiajKka ¥ 3anevaTtaHa ¢ aAfyMHHHEBA OTAend1a ce obKaTka ¢ OTHYNBaLIO C€ YIUThTHEHUE,
cpabpxkail 4,5 ml (HomuHanes 0bem) pasTBopHTEN.

IIpaTekaTe HA pa3pelIeHHETO 33 ynorpeba
Zentiva k.s.

U kabelovny 130,
Dolni Mécholupy
102 37, Prague 10

Yeuxa penybanka

IIpoH3BOARTEN
Pharmadox Healthcare Ltd
KW20A Kordin Industrial Park

Paola, PLA3000
Manta

Toba AexapcTBO € pa3pemieno 3a ynorpeba B Abp:kaBHTe WJieHKH Ha EsponelickoTo
HxoHoMH4Yecko [IpocTpancTBO HOA ClIeAHATE AMEHA:

buarapus, Xwpearus, Yexud, Ecronus, Yurapus, Ucnauausa, [onwa, PymbHus, Cnosakus,
Cnosenns, Jlateus, JluTea: Eleber (EneGep)

JarTa Ha NOC/IeAHO NPEPA3ITIEKAAHE HA JJHCTOBKATA
18.05.2026 .




Caeapamara BEHOOPMALIHE € NPEeIHAZHATEHA CAMO 38 MEAHIHHCKH CHCOHAJIHCTH.

IIPAKTHYECKA HH®OPMAIIUA 3A MEAUITHHCKHUTE CNIEITUAJIMCTH OTHOCHO
IMPATI'OTBAHETO, NIPHJIOXKEHHETO U PABOTATA C EJEBEP 60mg KOHIIEHTPAT
H PA3TBOPHTEJI 3A UH®Y3UOHEH PA3ITBOP

Ta3su nadopMaLa TOMLIBA TOUKH 3 H 5 OT THCTOBKATA 3a MOTPEOHTENS.
BaxxHO € Z1a mpoyeTeTe UANOTO ChAbPKAHHE HA Ta3H NPOLEAypa Npeay MPHIrOTBAHETO Ha
HH)Y3IHOHHHA PasTBOP.

. He¢HbBMECTHMOCTH
Tosa nexkapcTeo He TpabBa ga ce cMecBa C APYT'H JICKApCTBa, OCBEH TE3H, H3MOJ3BAHH 3a paspeXKaaHe.

Cpok Ha roOAHOCT M CHENHAJIHN YC/I0BHS HA ChXPAHCHHE

3a onakokara EJIEBEP 60 mg koHueHTpat u pasteoputen To3u NeKapcTBEH HPOLYKT HE H3HCKBA
CTIELIMATIHH YCJIOBHS HA ChXPAHEHHE.

Chen oTBapune
OnakoHWTE C KOHLUCHTPAT K pa3TBOPUTEN TPAOBaA J1a ce M3IION3BAT BEAHAra. AKO He ce M3MOI3BaT

BCHAra, NEPHOABT HA H3NOJNI3BaHE H YCIOBHATA 32 ChXpaHeHHE NpeaH ynorpeba ca OTTOBOPHOCT Ha
norpeburens. OT MEKpOOHOIOTHYHA MI€HA TOUKA, ABYCTENIEHHUAT NPOLIEC HA pa3pekaaHe Tpabea
Aa CC U3BBPLUH B KOHTPOJIMPAHHU M aCENTHYHH YCIIOBHA (BHXKTE mo-Aony ,,[lpenanasin Mepku npu

NpHroTesHe U pabora™).

Cien nnppBonauanno paspexaane Ha EJIEBEP 60 mg koHueHTpat ¢ na/ioTo chAbpikaHHe Ha
¢nakoHa ¢ pa3TBOPHTEN, € A0KA3aHA XHMHYHA H QH3HYHA CTaGHUNHOCT B EpHOAa Ha H3MON3BaHe 34
30 MHHYTH NnpH cTaifHa TeMnepaTypa.

Caen xpaiino paspexaane B nudy3nonnns cax/Gyrnixa
JlokasaHa e xuMiHa W QH3KuHA CTAOHIHOCT Ha HHQY3HOHHHMA pasTBOp 33 8 yaca npu craiiHa
remneparypa (15°C - 30°C), pniounTento u 1 yac Bpeme 3a HH}pYy3HATa K 3a 24 yaca rMpu
CbXpaHeHHE B XJIAAW/IHHK, BKITIOYHTEHO H | yac Bpeme 3a HH)Y3uaTa.

Ot MuKkpobKOIOrHUHA rieaHa Touka, HHGY3IHOHHHAT Pa3TBOp TPsOBa Aa ce M3MON3Ba BegHara. AKO
He Ce M3MO0NIBa BeaHara, NepHOALT Ha U3NO0/3BAHE U YCIIOBUATA 34 ChbXpaHeHHe npeau ynorpeba ca
OTTOBOPHOCT Ha NoTpeduTens H 06MKHOBEHO He TpA6Ba Aa HaAXBLPAAT 24 uaca npu 2°C - 8°C,

OCBCH aKO Pa3peikKAaHCTO HE € HIBBPIUEHO B KOHTPOJHPAHH U BAJITUAUPAHH aCEITTHYHH YCITOBHA.

IIpeanasun MepKH NPH NPHroTBYHE H paboTa

[ToqobHO Ha APYrH aHTHHEOILIACTHYHH CPEACTBA, © HEOGXOAUMO BHUMAHKE MIPU NMPUTOTBAE

paboTa ¢ pazTeopu Ha EJIEBEP, kato ce uMa npeasua ynorpe6arta Ha npeanasHu yeTpofcts: g -’}F
I . .

NEPCOHANHHU NPEANa3HH CPEACTRa (HANMPHMEP PBKAaBHLIM) B NPOLICAYPH 38 NPUTOTBSHE. i %ée«?!;f,; -

KB

Hako# eran ot paborara EJIEBEP Bie3se B KOHTaKT ¢ KoxKaTa, H3IMHIiTE 5 He3abaBHO K 'ﬂ*\: QO v i
BOAA H CamyH. AKO Bjie3€ B KOHTAKT C JTMraBHHOH, U3IMHITE r1 He3abaBHO M OOWIHO ¢ BOZA) *



EJIEBEP TpsbBa 1a ce npuroTesa v npuiara camo ot nepcoHan, o0y4deH 3a padoTa ¢ IHTOTOKCHYHH

cpeacTBa. bpeMeHHH JKeHH OT nepcoHasna He TpsAOBa na paboTAT ¢ NPOAYKTA.

Bunaru paspexaaire KoHUEHTpaTa 3a HH(Y3HOHEH Pa3TBOP C HeJIHA NMPEAOCTaBEH Pa3TBOPHTE
npeau jaa obae nobaBeH KkbM HH(PY3HOHHUTE Pa3TBOPH.

CTBNKH 32 NIPHIOTBAHE

[Ipouerere LIEJIMS pa3nen BHUMarenHo, npeau cmecBane u paspexaane. EJIEBEP usucksa IBE

paspekaaHus npeau npuiaoxenue. CnensanTe HHCTPYKLMUTE 3a MPUTOTBAHE, MOCOYEHH MO-10J1Y .

3a0enexka: Kakro EJIEBEP 60 mg/1,5 ml ¢nakon ¢ koHuentpar (o6em Ha HanbiiBaHe: 73,2 mg
kabasurakcen/1,83 ml) Taka u ¢pnakousT ¢ pasrBoputen (06em Ha HambaBaHe: 5,67 ml) cbabpxkaT
NOIMBJIHUTEJIEH 00€eM, 3a J1a ce KOMIEHCcHpa 3arydaTta Ha TEeYHOCT 10 BpeMe Ha NMPUroTBsiHeTo. To3H
JIOMbJIHUTENICH 00eM rapaHTupa, ye ciel paspexaade ¢ HAJIOTO cvabprkanne Ha npuapyKaBaiius
pa3TBOpPHTEIL, C€ Mojy4yaBa pa3TBop, cbabpkaul 10 mg/ml kabazurakcen.

3a npUroTBsHe Ha HH(PY3MOHHUA pa3TBOP TPAOBa Aa C€ W3BBPILH 10 ACENTHYEH HAYUH CJIEAHUAT
JBYCTEIEHEH MPOLIEC Ha pa3pexK/IaHe.

Crenka 1: Hauaano pa3pex/jiaHe HA KOHUEHTPATA 32 HHPY3HOHEH PA3TBOP C NPEJOCTABEHHS
pPa3TBOPHTEI.

Crbnka 1.1

Ornenaire pirakoHa ¢ KOHLIEHTpAT U B
Npea0CTaBEHUA Pa3TBOPHUTEII.

KOHLIEHTpUpaHUAT pa3TBOP U Pa3TBOPHUTEIAT
TpsaOBa J1a ca OUCTpH.

DakoH ¢ KOHUEHTpAT D 1akoH ¢

(60mg — 1,5 ml) pasTBOPHTE

Crpnka 1.2

C nomMolra Ha CNpUHLIOBKA, cHabJ1eHa ¢ vria,
acerTHYHO U3TErJIETE UAJI0TO ChAbpPXKAHKE Ha
MpeI0CTaBEHUA Pa3TBOPUTEST Ype3 YACTHUYHO
oOpbllaHe Ha uiakoHa.

Crenka 1.3




NUHxxeKkTHpalTe HAJI0TO ChAbPKAHHE B

CbOTBCTHHA CbﬂﬂKﬂH C KOHLUCHTpAT.

3a 1a ce orpaHH4M KOJIKOTO € Bb3MOXKHO
~00pa3yBaHeTO Ha MsAHA MPU HHIKEKTHPAHE Ha
pa3TBOPUTEIISA, HACOYETE UIJlaTa KbM BbTPELLIHATA
CTEHA Ha (J1aKOHA C KOHLIEHTPAT U HHKEKTHpaTe
0aBHO.

Cnen pa3rBapsiHe, NOJYYEHUAT pa3TBOp

CmMmec KOoHLIEHTpaT- O
cpabpka 10 mg/ml kabGazurakcen. JIAKOH C

pastBopuTen 10 mg/ml pa3TBOPHUTEI

Crbnka 1.4

OTcTpaHeTe CNPUHLIOBKATA W UIjlaTa U CMECeTe

PBbYHO U BHUMATEJTHO YPE3 MHOIOKPATHH |
oOpbLIaHMS, 10 NOJTyYaBaHe Ha OUCTBP M

XOMOI€HEH pa3TBop. ToBa MOXKE 1a OTHEME

NPUOIU3UTENTHO 45 CEKYH/IM.

Cmec KOHlLe HTPAT-Pa3TBOPHUTE]]

|. lﬂmgml

Crbnka 1.5

OcTaBeTe TO3M pa3TBOP 3a OKOJO S MUHYTH M Cle
TOBA MPOBEPETE AU Pa3TBOPHT € XOMOIE€HEH M
OMCTBP.

HopMaiiHO e 1a uma nsHa v ciejl TO3H NepUuol.

Ta3u nojiyyeHa cMeC KOHLEHTpaT-pa3TBOPHTE]]
ceabpka 10 mg/ml kabGasurakcen (MUHUMYM 6 ml
o0eM 3a nocrasgHe). Broporo pa3pexaaHe TpsadBa
Jla c€ HarpaBH BeJHara (B paMKHMTe Ha | yac),

CMec KOHLEHTpaT-pa3TBOPHUTE]]
KakTo € onucaHo B Ctbnka 2. 10mg/m]
Moxke na € HeoOX0auM roBeye OT €AUH (hJIAKOH OT

CMECTAa KOHUCHTPAT-pa3TBOPHUTE!II, 3a Jla C€

[MPpHJIOKH NPCATNMCaHaTa /103a.
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Crenka 2: Bropo (kpaiino) pazpex/aaHe 3a HHOV3IHA

Crbnka 2.1

C nomMolulTa Ha rpajJyupaHa CripMHLIOBKa, CHa01eHa C ura,
U3TErJieTe aCeNTHYHO HEOOXO0IMMOTO KOJIMYECTBO OT CMECTa
koHueHTpaT-pasTeopuren (10 mg/ml kabaszurakcen). Karo
npumep, 3a nojyyapaHe Ha 103a ot 45 mg EJIEBEP, we ca I
HeoOX0auMHU 4,5 ml OT cMecTa KOHLEHTPaT-pPa3TBOPHUTEI,
npuroTBeHa cnopea Crornka 1.

Cwmec koHueHTpaTt-pasTopuren 10me/ml
THH KaTO MOKE /1a UMa MnsHa 1o CTeHara Ha NCHTpaT-p P g/

(I]J'lﬂl{DHﬂ Ha TO3H pa3TBOp CICA NPHTIOTBAHETO MY,
onucaHo B CTbIKa l,3a [pCArnoO4vYruTaHC € UIrjarta

Ha CIpHHLOBKATA /1a CC 1MOCTAaBH B Cp€aaTa IpH
U3TCIJIAHCTO.

Crbnka 2.2

UHxxekTupaiTe B ctepuiieH, Hecbabpxkall PVC kKoHTelHep ¢
5% pa3TBOp Ha INIKOKO3a WK UH(]Y3HOHEH pa3TBOP Ha
HaTpueB xJiopua 9 mg/ml (0,9%). KoHuenrpauusTa Ha

HUH(}Y3UOHHUA pa3TBop TpssOBa aa Obae mexay 0,10 mg/ml y
0,26 mg/ml

HeoOX0aUMO KOJIHYECTBO OT CMECTTa
KOHLIEHTPaT-pa3TBOPHTEI]

5% pa3TBop Ha rinoko3a win 9 mg/ml (0.9%)
HH(]Y3HOHEH pa3TBOP Ha HATPHEB XJIOPHU]

Crenka 2.3

OTcTpaHeTe CNPUHLIOBKATA U CMECETE ChAbPIKAHUETO HA
UH(Y3HOHHUSA CaK WK OYTHUIIKA PbYHO Ype3 pa3KialllaHe.

Crbnka 2.4

KakTo npyu BCHYKH NPOAYKTH 3a NMApPEHTEPATHO
NPUJI0KEHHUE, MOTYYEHHAT HHPY3HOHEH pa3TBOp TpsaOBa /a
Obae NpoBepeH BU3yalHO npeau ynorpeda. Toii kaTo
MH(DY3HOHHUAT Pa3TBOP € NMPECUTEH, MOXKE /1a KPUCTAJIM3UPA
C Te4YE€HHUE Ha BpemeTo. B To3M ciyyaid, pa3TBOpbT He TpsaOBa
Ja ce U3noJj3Ba U TpsAOBa J1a ce U3XBBPJIM.
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Hudy3MoHHHAT pa3TBOp TpAOBaA fa ce H3NON3Ba BeaHara. Bunpekn ToBa, BpeMeTo Ha ChXpaHEeHHE
npeaH ynorpeda Moxe aa 6bae No-auJIro NpH ONpeAeIeHH YCIIOBHA, CTIOMEHATH B

Cpok H2 roIHOCT H CHELHAJIHH YC/IOBHS HA ChXPaHeHHE,

HeunsnonspaHuar nekapcTBeH NpooyKT WIKM OTNAABYHHTE MATEPHANH OT Hero TpAGBa aa ce

H3XBBDJIAT B CHOTBECTCTBHE C MECTHHUTC U3MCKBaAHHA.

HauuH HA NpRAGKEHHE

EJIEBEP ce npunara karo egHouacoBa HHGY3HA,

IIpenopbupa ce H3MNON3BAHETO HA HHIAHH QWITHP ¢ HOMHHaNEH pa3Mmep Ha nopure 0,22 MUKpPOMeETpa
(0,2 MUKpOMETpa) 1o BpeMe Ha NPHJIOKESHHETO.

Ha He ce u3nonssat uHPy3HoHHN PVC KoHTelHepH WIH NONIHYPETAHOBH KOMILUIEKTH 3a HHMY3MS 33

NPHTOTBAHE H NMPUWIOKEHKE HA HHPYIHOHHHUA Pa3TBOP.
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