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14 EII 2021

Houerakcen Byarepmen 20 mg/ml KonuenTpaTaa HHQYIHOHEH PATTROD-
Docetaxel Bulgermed 20 mg/ml concentrate for solution for infusion

Hoyemaxcea / Docetaxel

IIpoueTeTe BHHMATE/INO ISJIATA JIACTOBKA, NPelH JA 3aM049HeTe A2 H3NO0J3BATE TOBA

JIEKAPCTBO, ThiHl KATO TH ChIbPKa BaxkHa 32 Bac undopMmanmd,

- 3anazete Ta3u nucToBka. Moske 1a ce HANOXKH Aa 3 NIPOYETETE OTHOBO.

- AKO UMAaTe HKAKBH JOMMBLAHUTENHH BbIPOCH, NonuTaiite Bamns nexap, papMauesT win
MEHLIMHCKA cecTpa.

- AKO NonyyuTe HAKAKBH HEXENaHH TeKapCTBEHH peakuuu, yeeaomere Bawna nekap, papmauest
MY MEAMUMHCKA cecTpa. ToBa BIUTIOYBA M BCHYKH Bb3MOXKHH HEKEIIAHH PEAKUNH, HEOMHUCAHH B
Ta3M AInCToBKa. Bracre Touka 4.

Kaxeo CHABDAKA TA3H JHCTOBKA:

Kakeo npencrasnaea Houerakcen bynrepmen v 3a KaKBo ce U3N0A3Ba
Kakeo TpsaOBa na 3Haere, npeau ga npuemerte Jlouerakcen byarepmen
Kak na npuemare Houerakcen Bynrepmen

Bw3mokHH HEKENaHU peakuuu

Kak na cwxpanssare Jouerakcen bynrepmen

CoabpkaHue Ha ONAKOBKATa H JOMBJIHUTENHA WHdOopMaLus

G

1. Kakpo npexcrasiasasa Jonerakcen Byarepmen u 3a KakBo ce H3n0a3B2a

Hmero Ha ToBa nekapetso € Houerakcen Bynrepmen. ['eHepHUHOTO MY HAHMEHOBAHHE € AOLETAKCEN.
JoueTtakcen € BELECTBO, U3BIHYAHO OT HIVIHTE HAa THCOBO JIBPBO.
Jlouerakcen NpUHaAIEKH KbM Ipynarta Ha NPOTHBOTYMOPHHTE JIEKAPCTBA, HAPEUEHHN TAKCOHAH.

Houerakcen Byarepmen € npeanucad ot Bawuna fekap 3a NeseHye Ha PaK Ha rbpaaTa, 0cobeHH
opMu Ha pak Ha Genus apob (HeapeGHOKNEeTHYEH pak Ha Oenus ApoD), pak Ha NPOCTATaTa, pak Ha
CTOMAaxa WK pak B 00JIaCTTa Ha rnapaTa H LIHATA.

- 3a fteucHue Ha HANMPEaHaN paKk Ha repaata, Jlouerakcen Byarepmen moxe na 6bae npuiarau
CaMOCTOATEAHO MK B KOMOHHALMA ¢ JOKCOPYOUUMH WIH TPacTy3yMal HiH Kaneuutabun.

- 3a NeyeHuUe Ha PaHEH PaK Ha I'bPAATA CbC MK 6e3 3acaraHe Ha numdHu BL3NM, JloueTakcesn
Bynrepmen mMoxke ia 6b/le Npuiarad B KOMOHHALMA C AOKCOPYOHUMH H UMKnodochamn.

- 3a nedyenne Ha pak Ha Genus apo6, Houerakcen Bynrepmen Moxke Na Obe NpUIAaraH CaMOCTOATENHO
HJIH B KOMOHHALMA C UHCTIIATHH.

- 3a neyeHne Ha pak Ha npoctarara, Jouerakcen bynrepmen ce npuiara 8 KOMOHHALHS © NPEAHH30H
WIH NpeIHH30M0H.

- 3a neqeHue Ha MeTacTaTvueH pak Ha ctomaxa, Jlouerakcen BynrepMen ce npunara B komOUHaums ¢
LIMCTUIATHH H S-payopypaLin.

- 3a JledeHHe Ha pak B 00nacTTa Ha rnaeara W wuiara, Jlouerakcen byarepmen ce npunara s
KOMOHHALIMS ¢ LMCTINATHH H S-dutyopypauu..

2, Kaxso Tpafsa 1a 3naete, npean 1a npuemerte Joneraxcen byarepmen
He manonspaiite louerakcen Byarepmea




. aKo CTE aJIePruyuHH (CRPbXUYBCTBHTEIHH) KM JOUETAKCEN WM KbM HAKOS OT OCTaHAJIWTE
ChLCTABKH Ha TOBA NeKkapcTBo (M30poenn B Touxa 6).

ako Opost Ha 6enuTe KPbBHY IUIETKH € MHOTO HHCBK.
aKko MMare TEXKO YepHoApobHo 3abonipane.

[Ipeaynpe:kAeHHS H MPEANAIHH MEPKH

Ipenn Bcako npunoxenue Ha Jlouetakcest bynrepmen, we Bu ce HanpaBW KpbBEH TECT, 3a lia ce
YCTAHOBY JIA7TH HMATE HOPMATHO KOJHUECTBO KPBBHH KJIETKH M HOPMailHa 4epHoapoGHa dyHKUMA, 32
aa nonyuasate Jlouerakcen Byarepmen. Ilpu napyuieuue Ha OGenute KpbBHH KIETKH, MOraT na ce
MIOABAT CBBbP3AHH C TOBA TEMNEpaTYpa HIH HHGeKUHU.

Veenomere HezabasHo Bawua nexap, SonHudeH gapMauesT HIH MEAMUMHCKA CECTPa, aKO HMATe
kopeMna 6onka nnu 60Ae3HEHOCT, AHAPHA, PEKTATHO KbPBEHE, KPbB B U3MPAXKHEHHATA UKW BUCOKA
Temrepatypa. Te3n CUMITOMKH MOXKE /12 €4 NbPBUTE MPH3HALM HA CEPHO3HA CTOMAIIHO-YPEBHA
TOKCHYHOCT, KOATO MOXKeE /1a Gbae ¢ etaned u3xoa. Bawmst fekap TpabGpa na uM 00bpHE BHHMAHHE
HezabaBHO.

Veenomerte Bauua nekap, hapMauesT UK MeIMLMHCKA CECTPA, aKO HMATE 3PHTENHH HapylieHu. B
cny4aii Ha HapyLEeHOo 3peHHe, 0cOoBEHO 3aMBbIIEHO BHXK/1aHe, Tpi0Bsa He3abaBHO 132 OTHAETE HA O4EH
npernea.

Veenomere Bawus nekap, GonuuteH dpapMalesT MAH MeIKLIMHCKA CECTPa, aKO CTE MMAJTH ancpruyqa
peaxkuMa KbM MakAHTaKCeN NPy NPeniIHA Tepanu.

Yeeaomere Bauina exap, Oonnuder GapMaLesT HAR MECIHIMHCKE CECTPA, aKO MMATE CHPACYHH
npobaemu.

AKO pa3BHETE OCTPO YBpexkaaHe Ha Genute apobose (NOBHLIEHA TEMMEPaTYpa, HEAOCTHI Ha BL3YX
MK Kawnuua), Mons, yeeaoMere HezabasHo Bawmg nexap, dapmauesT MAW MEAHLIMHCKA CECTpa.
BawuaT nexap Moke Aa NpeycTaHOBH JIeHeHHETO BeHara.

Bue wie 6baeTe nocbBeTBAHKM Aa NpHeMaTe NMpeMEANKALU, CHCTOALA Ce OT NepopaneH
KOPTHKOCTEPOM]L, KATO IEKCAMETA30H, €/IMH JIeH npeay npunaraneto Ha Jlouerakcen byarepmen v aa
NPOABIKHTE €1HH WK B HK CJIe] Hero, 3a Aa ¢€ HaManAT HAKOM HEKENaHH PEaklIiK, KOHTO Morat
na Bb3HHUKHAT ciien uudy3uata Ha Jouetakcen bynrepmen, n0-CrnelHanHo anepriyii pcakukn 1
3a/IpBHKK2 HA TEUHOCTH (MOAYBAHE HA PBLETE, CTHIIAIATA, KPAKATa WITH YRENKYABAHE HA TETJIOTO).

Mo Bpeme Ha NeueHreTo MOXe Ja BH ce AaBaT APYIH ekapcTea, 32 Aa ce noanbpia Gpos Ha Bawmre
KPbBHW KNETKH HOpMArneH.

Houetakcen byarepmen chabpska ankoxon. Koncynrupaiite ce ¢ Batuna nekap, ako crpapare oT
ATKOXOJTHA 3ABUCUMOCT, CIUNENCHA HAY YepHOAPOOHO YBpexaHe. Buwxre pazaen ,JougTakcen
Byarepmen cuabpika eTaHon (ankoxon)” no-aony.

Jdpyra nexapersa o lonerakcen byarepmen

Hrdopmupalite Baumua nexap unu ¢apMailesT, ako nipHemate, HAcKOpo CTe MPHEMATIN HWIK &
BB3MOXKHO [a TIpHeMaTe APYFH EKapCTBa, BINIIOYHTEIHO Y TAKKBA, OTIYCKaHH 6e3 nekapeko
npeanucanxe. Toea e Heobxoanmo, 3aitoro Jloueraxcen byarepmen nay ApyroTo A€KapcTBO MOXeE 1a

PeaKkuKy,

Konr4ecTBOTO aNkoX0on B TO3M JIEKAPCTBEH MPOJYKT MOXE Ja MPOMEHH ASHCT
NeKkapcTea.




BpeMenHoCT, KbpMeHe H PepTHANTET
IocuBeTraiiTe ce ¢ Bawms nexap npeas ynorpeda Ha KOETO H A3 € 1EKapCTRO.

HE Tpatga na nonyuasare Jouerakcen bynrepmen, ako cTe OpeMeHHa, OCBEH aKO € H3PHYHO
nokasaso ot Bawua nexap.

[No BpemMe Ha IEYEHKHETO ¢ TOBA IEKAPCTEO He TpsabBa 1a 3abpemMeHsBaTe, a a npunarate eeKTHREH
MeTO/, 3a KOHTpauenums, Thii kato Jouerakcen Bynrepmen moxe ia ¢ BpeaeH 3a HeposieHoTo Gebe.

Ako HacTbn GpeMeHHOCT o Bpeme Ha Bawero neuenne, Tpabea He3abasHo fa yBeaoMuTe Batvs

nexap.

Bue HE 1pabsa na knpmuTe, nokarto ce nexyeate ¢ Jlouerakcen byarepmen.

AKO cTe MbiK, Nlekysan ¢ ouerakcen Bynrepmea, Tpafea na fbiere NocsBeTRaK Aa He CTaBare Galua
1O BPEME Ha JIEYSHHUeTo 1 10 6 MeceLia Cejl Hero, a 2 MOTbPCHTE CHLBET 33 ChXPaHABAHE Ha cnepMa
MpeaH NEYEHHETO, ThH KaTO JOUETAKCEN MOXKE 1a MPOMEHH MBKKATa (IEpPTHIHOCT.

Hlodrpane n paGora ¢ MAIKHA

Koni4ecTBOTO AIKOXOM B TOZH NEKAPCTBEH NPOAYKT MOJKE Aa Hapyuid cnocobnocTTa B 3a
wogHpane ¥ paboTa ¢ MaluKMHK. Bue MOMKE fa noJy4YHTe HEXENaHH peakLMH OT TOBA JIEKAPCTRO,
KOWTO MOTaT Jia HapywaT cnocobHocTra Bu 3a wodHpare, H3non3eaHe Ha HHCTPYMEHTH Hau pabora ¢
MAalllMHK (BHXKTE TOuKa 4 ,,Bb3MOMNKHK HEXKENaHH peakLu®). AKO TOBA C€ CIYUM, He WodHpaiTe W He
W3MON3BANTE HHCTPYMEHTH MK MalllMHH NPeaM Ja ropopure ¢ Baluud nekap, MeaHuMHCKa cecTpa
1K DONTHHUEH hapMallerT.

Jouerakcen by.arepmes ¢habpka eTanos (aJIK0X0)

®dnakoH ot | mk:

To3w NIeKapcTBEH NIPOAYKT Chabpika 50 06.% etanon (ankoxoin), T.e. 10 395 mg (0,5 ml) 3a dpnakon,
eksHBanenTen Ha 10 ml 6upa wnu 4 ml BHHO.

®nakokn or 4 mi:

To3u AekapeTBeH NPOAYKT chiabpxa 50 06.% eTanon (ankoxon), T.e. 2o 1580 mg (2 ml) 3a dnaxon,
exsHBanenTed Ha 40 ml Gupa uau 16 ml Buno.

@nakox ot 8 ml: .

To3u nekapeTeeH NpoaykT cuabpia 50 06.% etanon (ankoxon), T.e. 8o 3160 mg (4 ml) 3a dnakoH,
exBHBalienTer Ha 80 ml Gupa nan 33 ml Buuo.

To3M NexapeTBEH MPOAYKT € BPeAeH 3a NIALMEHTH, CTPAJALLH OT AKOXOIHIbM.
Tosa TpaGea na ce B3eme nol BHUMaHKE NpH OPEMEBHH WK KbPMELLH XEHH, Neua H BHCOKO
PHCKOBY IPYMNH KaTo MalMEHTH ¢ 4epHOAPOGHO 3ab0NsBaHE HIIH ENHIIETICHS,

KonunuecTBoTo ankoxon B TO3M IEKapcTBEH APOAYKT MOXKE Ja MMa BBAEHCTBHE BLPXY LCHTpanHaTa
HEPBHA cUCTEMA (YacTTa OT HEPBHATA CHCTEMA, KOATO BKJIIOUBA MO3bKA U IPLOHAUHHSA MOTHK).

3. Kak na npuemare Jouerakcen Byarepmen

Jouetakcen bynarepmen uie Bu 61ae npunarat oT MEAHUHHCKH CrIELHANUCT.
IlpenopranTeIHA J03A

Ta3u ao3a 3aBUcH OT TernoTo H oT 061ETO Bu cheTosHue. BalwMaT nekap e u3un
NOBBPXHOCT B KBAAPATHH METPH (M?) H L& ONpeaesH 103aTa, KOSTO TpAGBa Aa non.




Haunn Ha NpHNOKEeHHe
Houerakcen byarepmen we 6bae pbeek/iaH upes HH(Y3MA B €1Ha OT BeHuTe BH (HHTpaBeHO3HO
npunoxenne). Mugysuara We npoabkH 0KoNo eauH yac, npes koito Bue we cre B GonHKuara,

YecToTa Ha NPHIIGKEHHE
O6ukHoBeHO TpaOBa Aa nonyqasare HHQY3UITA CH BE/IHBK HA BCEKH 3 CEIMHULIH.

Bawunat nekap Moxe 1a NpOMeHH 103aTa W HECTOTATA HA I03HPAHE B 3aBUCHMOCT OT KPLBHUTE
TecToBe, 06u0TO BH cheToanmne n Bawus orrosop kbm Jlouerakcen bynrepmen. To-cneunanto,
yseaomeTe Bawua nexap B cnyyaii Ha JHapHA, PaHUUKHM B YCTATa, YyBCTBO HA H3TPBNBAHE WK
HIIMYKH H BUCOKA TEMNepaTypa, U My AaiiTe pesynrarute oT Bammre uscnensanna ua kpbeta. Tasu
HH(OPMaUKA 1HE MY NO3BOJIM Aa pellid AaaM € HeoDX0AWMO HAMANABAHE Ha 103aTa.

AKO UMaTE HAKAKBH AOMbIHHTENHH BLIIPOCH, CBBP3aHH ¢ YNOTPedaTa Ha TO3M NPOJIYKT, MONUTaHTE
Bawusa nekap wau gapmauesr.

4. Bb3MOXHH HEXKEJaHH peaKkyHn

Kakto Bcnuku apyru nexapersa, Jlouerakcen bynrepMen Moxe Aa NPeaN3BHKA HEXENAHH peakLni,
BBMPEKH Y€ HE BCEKH M NONYyYaBa.

BamuaT nexap uie o06cbau ToBa ¢ Bac v e Bu 065cHH NOTEHUWANHKTE PHCKOBE U [I0J13K OT
AeveHHeTo Bu.

Haii-uecTo chobiuasanuTe Hesenanu peakiyy Ha Houerakcen Bynrepmen ca: Hamanssaxe Gpos Ha
YEPBEHUTE HIH Ha BeIWTE KPbBHH KIETKH, KOCOMNaA, raieHe, NOBpLLIaHe, PAHUYKH B YCTaTa, AHapHs
M yMopa.

Texectra Ha HexxenanvTe Nekaperseni peakuuH Ha Jouerakcen bynrepmen moxe na ce yBeauuu,
koraTo Jlouetakcen byirepmes ce aaBa B KoMOHHaLMA C APYrY XHMHOTEPANEeBTHYHH CPCACTRA.

[To Bpeme Ha MHQY3HSTA B CONHMULETA MOKE /1A C€ NOABAT CIEAHUTE AACPrHUHH PEaKLMH (NpH NoBeYe
ot 1 Ha 10 naumeHTH):

* 3a4CPBABAHE, KOMHH PeaKuHH, Chphex,

* CTAraHe B IbPANTE; 3aTPYAHEHO AHILAHE,

* TPECKA WM CTYEHH TPBLIKH,

« Gonka e rupoa,

* HHCKO KPBLBHO HANIATAHE.

MoraT aa ce NOSBAT NO-TEKKH PCaKLHH.

AKO CTe nManu ANEPrUYHA PeaKILiTg KBM DAKIHTAKCEN, MOAE 14 TTONYYHTE H AICPrUyHA peaxiis Kh
JOHICTAKCE, KOATO MOWKE [ € NO-TERKA.

BonHUYHMAT nepconan 1e cneiy BHUMATENHO ChCTOIHHETO Bu N0 Bpeme Ha NICUCHHETO.
Hudopmupaiite ru He3abaBHO, ako 3a0eneKMTE HAKOS OT TE3H PEAKLIHM.

Mexny undysuure ¢ Jouerakcen bBynrepmes Morar aa ce npoAsAT CNEAHHTE PEaKUMH, KaTo
4ecTOTaTa MOKE /3 BapHPa B 3aBUCHMOCT OT KOMOMHALIMHTE OT JIEKAPCTRA, KOWTO CE& MPHII

Muoro uectn: (Habmonasann npu noseue oT | Ha 10 nauxenTH)

G6opbara ¢ HH[])eKl.lH MTE) H TPOMDOUNTHTE,
* TpeCKa: ako TOBa Ce Cyuu, Bue TpaGra Besnara aa ysenoMuTe Bawva nekap;



* anepruyvHy peakuH, KaKTo ca OTIHCAaHH 110-Tope;

« 3ary0a Ha aneTHT (aHOpeKCHA);

+ 6e3CbHuE;

* yyYBCTBO HAa U3TPBMBAHE WITH DONKA B CTABMTE U MYCKYJIHTE;

* rnapofonue;

* NMPOMSAHA ELB BKYCOBHTE YCEUIAHHA,

* BB3NANEHHE Ha OKOTO HJIH NOBHLLIEHO ChJI3EHE HA OUHTE,

* MoAyBaHe NOpaaH HenpaeuieH NuMdeH ApeHaK;

* 3ATPYAHEHO JHILAHE;

* HA3A/MHO OTTHYAHE; Bb3NATEHHE Ha MBPIOTO M HOCA; KalllHLA;

* KbPBEHE OT HOCA;

* PaH{YKH B YCTaTa;

* CTOMALIHH PA3CTPOHCTEA, BIIIHOYHTENIHO IaeHE, TOBPBILAHE B AHapHA, 3aMNeK;

» GONKH B Kopema,

* 01O XPAHOCMMJIAHE;

» kocona/ (B MOBEUETO CYYaH HOPMATHHUAT PacTexX Ha KocaTa TpaOBa Aa ce Bb3CTaHoBH). B HAkon
cnyyau {c Heu3BecTHa uecToTa) ¢ HaboaeaHa MOCTOAHHA 3aryba Ha koca;

* 3a4epPBABAHE W MNOIYBAHE IJIAHHTE HA PLUCTE HAY CTHIIANATA HA KPAKATA, KOSTO MOXE 1a NPHYHHH
NIIOLLEHE HA KOXKATA (CHUIOTO MOXKE J1a C€ TIOABH BbPXY PBUETE, JIHUETO HITH TANOTO),
* NPOMAHA B LBETA HA HOKTHTE, KOUTO MOTAT Ja Ce OTAENAT;

* MYCKYJTHH Gonku; 6onku B rbpba WITH B KOCTHTE,

* IPOMAHA HIIH JIMIICA HA MEHCTPYAlU;

* OAYBAaHE Ha PLLETE, CTLAANATA, KPAKAT;a;

* YMOPpa; HIIH I'PHNONOA00HH CUMITTOMM;

* YBEJIHYABAHE M/IH HAMANIABAHE Ha TEFI0TO.

Yecern (Habnonaganu npu ro-manko or | Ha 10 naumentn)

* KaHAMJO3a B yCTAaTa;

* eXuaparauuAa,

¢ BUCHC HA CBAT,

* HApYLUEHMA B CIIyXa;

* NOHWKEHHE HA KPBHOTO HAJIATaHE; HEMPABWIEH HIH YCKOPEH CLPIEYEH NYAC ;
* CbpJEYHA HEAOCTATBYHOCT;

* ezodarur;

* CyXOTa B YCTaTa;

* 3aTPYAHEHO UITH DOJIEIHEHO MPErThILAHE;

* KPLBOMW3JIHB,

* YBENHUEHH YEPHOAPOGHH eH3HMH (OTTYK M HEOBXOAMMOCTTA OT PEAOBHY KPhBHH TECTOBE.)

Heuectu: (Habnonasany npu mo-manko ot | va 100 naumenTy)

* MPHNAAbLH;

* Ha MACTOTO Ha MHXEKTUPAHE, KOXHH PeakunH, GneGuTH (Rb3naneHHe Ha BEHATa) WK NOLYBAHE!
* * KPbBHH CLCHPELH;

* OCTPA MHENOH/IHA JIEBKEMMA M MHEJIOHCINIACTHYEH CHHAPOM (BUOBE PaK HA KPBBETA) MOXKe Aa ce
NOABAT NPH TIALMEHTH, KOHTO Ca JICKYBAHH C JOLETAKCEN, 3aeHO ¢ HAKOH APYIrH NPOTHBOPAKOBH
nedeHHs.

Peeakn (Moxe na sacerydar ao 1 va 1 000 aywn)
s BbINaneHue Ha 1e6enoTo YepBO, THHKUTE YEpBa, KOETo Moke Aa Oble ¢ feTaleH U3xoa (¢
HeM3BECTHA YECTOTa); UperHa nepdopanma.

C Heno3HaTA Y4ecTOTa (0T HAJIHYHHTE JAHHH He MOXe Ja GbAe HAPABEHA OUEHKH 4
* MesAMHHO DenoapobHo 3abonasade (BL3nanedye Ha Genus Apod, NPHYUUHABALLO K3
3aTpyHEHHS B AHiLaHeTo. Brinanenue Ha Genns ApoG Moike ChILC TaKa A C€ NMOsABK
JIEYEHHETO ¢ JOLETAKCEN Ce M3710/13Ba 338IHO C JTbYeBa TEPanHa);



* NHeBMOHUA (MHbeKLHs Ha Genus apob);

» GenoapoGHa Gpubposa (yaebenapane Ha Genus Apos ¢ HENOCTUT HA Bb3AYX);

* 3AMBIIICHO 3PEHHE B PE3YATAT HA YBPE#JAHE HA PETHUHATA B OKOTO (LMCTOHIHA MaKyJtapHa elema);
*[OHWKABAHE HA ChLKAHMETO HA HATPHH, KA, MarHesuit W/ UM Kanuwni B KpbBTa {HapyLieH
e/NeKTpoauTeH Bananc),

* BEHTPHKY/IapHA APHTMHA HIIH BEHTPHKYIAPHA TAXUKAPAHA (NPOSBEHA KATO HEPEAOBHO HIlH
YCKOPEHO ChpLEOHEHE, OCTBP HEAOCTHT Ha BB3/IyX, 3aMasHOCT HIIH npunajake). Hakoxn oT Te3u
CHMNTOMH MO3Ke Jia 611aT cepHo3HI. AKO CE ClyuH TOBa, TpAGBa BeAHara 1a kaxere Ha Bawua
nekap,

* pCakUHH NPpH HHXCKTUPpAHE Ha MACTO Ha NpCAUMiiHa peaKLHA;

* HeXOKKHHOB THM(OM (paK, 3acAralll MMyHHATa CHCTEMa) H APYrd BHAOBE paK MOMKE Jia CE NOABAT
MpH MALUUEHTH, KOUTO ¢4 JICKYBAHH C AOLUETAKCEN, 3a€HO ¢ HAKOH JAPYTH NPOTHBOPAKOBH JIEUEHHUA.

CrofmaBane Ha HEXKeTAHH PeaKlHH

AKO TIONYYHTE HAKAKBM HEXENAHH IEKAPCTBEHU peakLnu, yseaoMere Bamms nexap, hapmauest Wik
MeIHLMHCKa cecTpa. ToBa BKIIOYBA BCHUKH Bb3MOXKHH HEOIIHCAHH B Ta3H JIMCTOBKA HEXENaHH
peaku{u. MoxeTe CblIo 1a ChOOLINTE HEXeNaHH peakLHH JHPEKTHO Ype3 HALMOHANHATA CHCTEMA 32
cvobiasane, B UineauuTenHaTa areHuma no Aekapereara yi. ,,Jaman Ipyes” Ne 8, 1303 Codms,
Ten.: +35 928903417, yebcaiit: www.bda.bg. Karo cbobuasare HexKeNaHH peaKLMU, MOXETE 1a
JafieTe CBOA NPHHOC 33 NONYYaBaHe Ha MoBeve HHPOPMaLKA OTHOCHO 6€30NacHOCTTa HA TOBA
JIeKapcTBO.

5.  Kak na cexpansarte Jouerakcen Byarepmen
Jla ce cbxpaHsBa Ha MACTO, HEOCTBITHO 3a AELA.

He u3nosnssaiite TOBa NekapcTBO CIER CPOKA HA rOAHOCT, 0TOENA3aH BbPXY KapTOHEHaTa ONaKoBKa u
BbpxY (pnaxonuTe. CpoKLT HA FOAHOCT OTTOBapA HA NOC/ENHHS AeH OT MOCOYESHHA MeceLl.

Ja ce cexpanasa nog 25°C.
Ja ce cexpaHsBa B OpUrHHATHATA ONAKOBKA, 32 a Ce NIPEeAnas3H OT CBETNUHA.
Ja He ce 3ampazdea,

He w3xebpnsiiTe nekapersara B kananusauusara. lNonuraiite Bawus gapmauesT kak fa n3xsbpasre
7lekapcTBaTa, KOMTO Beue He W3Noa3Bate. Te3u MepKkH Lie CHOMOIHAT 34 ONa3BaHe Ha OKO/HAaTa cpeaa.

6. Chabpkanne HAa ONAKOBKATA K TONbIHHTEIHA HEQOPMANHS

Kakso ceabpxa Jouerakcea Byarepmen

- AKTHBHOTO BellecTBO € foueTakcen. Beexu | ml kosueHTpar 32 HHY3HOHEH PasTBOP CbABPXKA
20 mg pouerakcen.

- Jpyrure cbeTasku ca nonucopbar 80, 6e3BoaeH eTanon (BHKTE TOYKA 2) H THMOHEHA
KACEITHHA.

Kax warnexna lonerakcen Byarepmen H Kakgo chAbpiKa ONAKOBKATa

HoueTtakcen Byarepmen koHUEHTpAT 3a MHGY3HOHEH pa3TBOp € BUCTBP, MacaonoaobeH,
Ka(heHHKARO — XKbJITCHHKAR PA3TBOP.

Beska onakOBKa ChAbpKa €UH €aH0A030B (hnakoH oT | ml koHuewTpar (20 mg aow
Bcsika onakoBKa CbhAbpka €AHH €1HoA030B (nakoH oT 4 ml konuenTpat (80 mg now
Besika onakoska chabpika equH eaHoaozoe dnakon or 8 ml konuentpar (160 mg no



He BCHUKM BMI0BE ONAKOBKK MOTaT ga Gbaat nycHaTH B npoaaxba.

[IpHTexkaTe,1 HA palpelIcHHETO 32 ynoTpeda:

Bynrepmen BE OOJL

V. Buctpuwko woce Ne7
1756 Codwmsa

bunrapus

IIponssoanTen:

AgqVida GmbH
Kaiser-Wilhelm-Stralie 89
20355 Hamburg
I'epmaHua

JIaTa Ha MOC/Ie/HO NpepasriIekIale HA JHCTOBKATA: TexeMBpH 2021 r.




[locouenara no-10ny umbopmauns € NpeAHa3sHayeHa caMo 33 MEIMUMHCKH CIICHHANTHMCTH!

HWHCTPYKIHMH 3A YIIOTPEBA HA TOUETAKCEJI BYJAT'EPME] 20 mg/ml
KOHIEHTPAT 3A HH®Y3UOHEH PA3TBOP

Baxcno e oa npouememe yinomo crovpiicanue na masu npoyedypa nPeou NPUsOMesAHemo Ha
Lovyemarcen Byazepmed undhysuonen pazmsop

IMpenopnku 3a He3onacHa paborta:

JloLeTakcen € aHTHHEONTACTHYHO CPECTBO M NMOI0OHO Ha APYTHTE NOTEHLHATHO TOKCHYHH
seluecTea, TpsaGea A2 ce BHUMABA NpH paboTa U NpUroTBsHE HAa HEroBHTE pasTBopH. [penopbunTenta
e ynorpebara Ha pbKaBHLM.

Axo Jlouerakcen bynrepmen KOHUEHTpAT UK HH(PY3HOHEH PA3TBOP BIIC3C B KOHTAKT C KOXaTa,
H3MUiiTe ro He3abaBHO ¥ CTapaTeNHO ¢ BOJA M canyH. AKO BJIe3e B KOHTAKT C IMFaBULIH, H3MHITE ro
He3zalaBHO K CTapaTenHo ¢ Boja.

IMoaroToeka 3a MHTPABEHO3IHO MPHIOKEHHE;

TIpuzomeane na unghyzuonnug pazsmeop

HE U3MOJI3BAMTE apyrn JekapcTBeHH cpeacTBa ¢ A0NETAKCE, ChCTORIA ce 0T 2 (iakona

(KOHUEHTPAT H PA3TBOPHTET) 32€IHO ¢ TOBA JIEKAPCTBEHO CPEICTBO.

. Joueraxcen Byarepmen 20 mg/m] KonneRTpar 3a HHyIHOHEH PasTBOP, KOHTO CHALPKA
camo 1 daaxon ¢ 1 ml (20 mg/1mi).

. Honeraxces Byarepmen 20 mg/ml KoHnenTpar 3a AHQYIHOHEH PA3TBOP, KOHTO CHAbPXKA
camo 1 gpaaxon ¢ 4 ml (80 mg/4ml).

. Aounerakces Byarepmen 20 mg/ml konnenTpar 3a HHpY3HOHEH Pa3TEOP, KOHTO CBALPKA
camo 1 daaxon ¢ 8 ml (160 mg/8ml).

JNonerakcen Byarepmen 20 mg/ml konnenrpar 3a undyznonen pasteop HE niuckea
OpeIBAPHTENIHO PA3TBApPAHE ¢ PA3TBOPHTE H € TOTOB 3a 100aBsaHe KbM HHY3HONHHA pa3TROP.
Bcexy ¢nakoH e 3a ¢HoKpaTHA ynoTpeba. OT MHKPOGHONOrHYHA reiHa TOYKA KOHUEHTPATBLT
TpabBa na ce H3nos3Ba He3abaBHO. AKO He ce H3MOoN2Ba He3abaBHO, OTFOBOPHOCTTA 32
NPOABKHTENHOCTTA M YCIOBUATA HA ChXPAHEHUE OCTABA 32 MOTPebUTENA M OGHKHOBEHO He Tpabea
Ja ce ceXpaHsBa noseye oT 24 vaca npu Temneparypa ot 2 ao 8°C.

XumuueckaTa H pu3nyecKaTa cTabHIHOCT Ha OTBOPEH (UTAKOH e KoKa3aHa 3a 4 CeIMHLM NpH
Temnepatypa o1 2 o 8°C,

. 3a nonyuapaHe Ha HY)kKHaTa 1034 32 JaJcH NAlMEHT, MOXKE Ja € HeOOXOAHM NTOBEYE OT €11H
(hnakoH KOHUEHTPAT 338 HHDYINOHEH Pa3TBOpP.
. AcenTHYHO H3TErNeTe HEODXONMMOTO KOJHMECTRO KOHLUCHTpAT 32 HHd)ySHOHGH pa3Teop c

rpagyHpaHa clipMHUOBKa, ciabaena ¢ urna 21G.

B eaun ¢aaxon Jouerakcesa Byarepmes 20 mg/1 ml konnerrpaunaTa na gonerakcen ¢ 20
mg/ml,

B ennn jaaxon Joueraxcea Byarepmes 80 mg/4 ml konnerTpanHaTa wa gouerakcen e 20
mg/ml.
B egun ¢aaxon Jdounerakces byarepmes 160 mg/8 ml konnenTpauanra Ha ronera
mg/ml.

. Cnen ToBa HHXeKTHpaiiTe eaAHOKPaTHO HeoOxoauMus obem oT Jouerakcen
m| nHy3HOHEH cax niH GaHKa, ChABPKAIIA HAH 5% PasTBOP Ha IMOK03a 3a HH(Y3




(0,9%) pazTBOp Ha HaTpHeR XNOPHA 33 HH(Y3HA. AKO € HeoOX0AHMAa 1033 NO-TroNIMa OT 190 mg
JAOUETAKCeN, H3INoN3BaiTe No-ronam obeM UHPY3IHOHEH HOCHUTE, Taka Ye Aa He CE HAaJBHIIaBa
koHueHTpaums 0,74 mg/ml nouerakcen.

. CMeceTe ChABPKHMOTO B HHY3HOHHKA Cak Miu GaHKa PhUHO, upes pasknaliane. O
MHKPOOHONOrUHHA riefHa TOUKA pa3TBapAHETO/pazpeskaaHeTo TpOBa 4a ce M3BBPLUU IPH
KOHTPOJTHPAHH U ACENTHYHH YCIOBHS M UH(Y3MOHHUAT pasTBop TpAOBa fa ce U3NON3Ba HezabaBHO.
AKO He ce H3MON3Ba He3aBapHo, OTTOBOPHOCTTA 3a NPORALIKHTENHOCTTA U YC/IOBHATA Hit CbXPaHEHHE
ocTasa 32 notpeburens 1 00MKHOBEHO He TPAOBa /1a ce CLxpaHABa NOoBeye OT 24 Yaca npu
Temineparypa ot 2 no 8°C.

Du3nuHaTA U XUMUYHA CTaBHIIHOCT € H1na 1eMOHCTPUpaHa B NOAHONE(HHOB CaK B NPOIbANKEHHE HA
72 vaca npu Temnieparypa ot 2 ao 8°C u 8 uyaca npu TeMneparypa ot 25°C. BenpekH, Ye BpeMeTo 3a
KOHTAaKT € OrpaHMYeHO, KaTo NPe/INa3zHa MAPKA Ce NPENnophLYBa U3MNOA3RAHETO CAMO Ha 00OpyABaHE H
KOMINEKTH 3a NpUiaraHde, KoMTo He ca PVC.

Twit kKaTO MHPY3HOHHUAT pazTBOp JloUETaKcen € NPECHTEH, C BPEMETO TOH MOXeE N1a CE KPHCTaIM3HPa.
AKO Ce MOABAT KPHCTANK, pa3TBOPLT He Tpabea 1a Obe noseue H3NON3BaH H TPAOBA 1A Ce U3XBBPIN.
. KakTo npH BCH4KM NapeHTepaiHy NPOAYKTH, HH(Y3HOHHHAT pa3TBOp AcueTaKcen TpAbsa na
Ce MPOBEPH BU3YaNIHO NMpeau ynorpeba, Kato pasTBOPH, ChAbPXKALNY NPeLMnuTaTH TpsidBa aa ce
H3XBBLPJAAT.

H3xpbpisHe W OTCTpaHABaHE:

BeuukH MaTepHani, KOMTO ca H3NOJI3BAHM 3a pa3pexiaHe M NpUIoKeHHe, Tpabpa aa Obaar
W3XBBLPNAHK B ChOTBETCTBHE CbC CTAHAAPTHHUTE NpoueaypH. He u3xebpnaiite ickapcTeara B
KaHAJIM3aLUMATA HITH B KOHTeitHepa 33 AoMalliu ornagbuu. [Tonuralite Bawma dapMauest kak A2
M3XBBPAATE NEKAPCTBATA, KOUTO BEYE HE H3NOM3BaTe. Te¢3H MEPKH [lle NOMOTHAT 338 ONa3BaHe Ha
OKOIlHaTa cpeja.




