JIMCTOBKA



JIncroBka: nndopmanus 3a nanHeHTa

Bankomuuuu Antad®apma 500 mg npax 3a KOHHEHTPAT 32 HH(Y3HOHEH Pa3TBOP
Bankomuunn Anra®apma 1000 mg npax 3a koHueHTpar 3a nHgy3HOHeH pa3TBoOp

Vancomycin AptaPharma 500 mg powder for concentrate for solution for infusion
Vancomycin AptaPharma 1000 mg powder for concentrate for solution for infusion

BAHKOMHIHH/ vancomycin

IIpoueTeTe BHHMATE/IHO USJIATA JIHCTOBKA, NPe/H /1 3aNI0YHeTe 1a H3M0JI3BaTe TOBA

JIEKAPCTBO, Thil KATO TA ChAbP:Ka BaxHa 3a Bac nudopmanns.

- 3ana3sete Ta3u IUCTOBKA. Moske /1a ce HaOXH [a 51 IPOYETETE OTHOBO.

- AKO MMaTe HAKAaKBH JOMbJIHUTEIHH BBIIPOCH, NonuTaiTe Baluus nekap unu ¢gapmatiert Hiu
ME/IMLIMHCKA CecTpa.

- Toea nekapcTrO € npeanucano 1u4HO Ha Bac. He ro npeorcreneaiite Ha apyru xopa. To Moxke
J1a UM HaBpE/IH, HE3aBUCUMO Y€ NPU3HALIMTE Ha TAXHOTO 3a00/1sBaHe ca chluuTe Kato Bawmre.

- AKO MOJIyYHTE HAKAKBH HEKE/IAHM JIEKAPCTBEHH PEaKLMH, YBejomeTe Bawus nekap uiau
dapmatieBT MM MeIMLIMHCKA cecTpa. ToBa BKIIIOUBA U BCHUKH Bb3MOXKHH HEXENaHHU Peakliu,
HEOIHMCaHH B Ta3H JIMCTOBKA. Buikte TOUKa 4.

Kakso CbABPAKA TA3H JIHCTOBKA!
Kakso npeacrasnspa Bankomuumn Anradapma v 3a KakBo ¢ M3M10J13Ba
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1. Kakso npeacrasiassa Bankomuuun Anra®apma u 3a

BankoMHUMH € aHTUOHOTHK, KOITO NPUHAAIENKH KbM rpynaTa aHTHOMOTHLIM, Hape4YeHH
TIMKONENTUAK . BaHKOMHMIMH J1eHcTBA KaTO €/IMMMHHUPA OMpe/ie/ieHH OAKTEpHH, TPUUHHSABALILA
HHPEKLINN.

BaHKOMMLMH ce M3M013Ba 32 BCHUKH Bb3PACTOBH IPYNH Upe3 UHQY3H1s 3a JeUeHHe Ha ClieIHUTE
CePHO3HH MHDEKLIMH:
- Hudekums na koxkara U MEKHUTE ThKaHH
- HMudekums Ha KOCTHTE U CTaBUTE
- Hudexums Ha Genute 1pobose, HapeyeHa ., THEBMOHUS™
- Undekuunsa na benure n1pobose, HapeyeHa ,,THEBMOHUSA™, nNpua00HTa B DOJTHHMLA, BRIOYHTETHO
CBbp3aHa ¢ M3KyCcTBeHa OenoapoOHa BeHTHIALNS
- Hudekums na BbTpemiHata 0OBUBKa Ha ChPUETO (€HA0KAP/IMT) H 3a NPe0TBPATABAHE Ha
€H/IOKAP/IMT MPH NALKEHTH C PUCK, KOTaTO ca NMO/IOKEHH HA TOJIEMH XHPYPrHUHH MPOLEYPH.

BaHKOMHMLUMH MO3Ke /1a ce npuiara nepopaiHO NpH Bb3pacTHH H JIELA 3a JieYeHHe Ha HHDEKIIMH Ha
JIMraBMLIaTa Ha TbHKUTE W 1ebennTe Yepea, C YBpe:KIaHe Ha JTHraBuLIMTeE (rceBaoMeMOpaHo3eH
KOJIMT), Npu4YHHeHO To Saktepuara Clostridium difficile.

OT BaHKOMHLMH Ha Mpax ce MpaBH pa3TBop 3a MHGY3US WK NepOpalieH pa3TBop.

2. Kakso TpsudBa 1a 3Haere, npeau aa n3noaeare Bankomuunn Anta®apma
He u3nonsBaiite Bankomnuun Anta®apma

- 4KO CTE alepruiyHH KbM BAHKOMHLUMH XWIPOXJIOPH/L MM KbM HAKOS OT OCTaHA/IM
TOBA JIEKApCTBO (M30pOEHH B TOUKA 6).




- HHTpaMyCKyJIHO TOpaAH PHCK OT HEKPO3a Ha MACTOTO HA NPHIIOKEHHE.

IlpenynpexaeHus 1 npeina3Hi MEPKH
Tosopete ¢ Bawus fekap, papMalieBT HITH MEAHLIMHCKA CecTpa, NPeAH Aa u3non3pate BaHkoMHUHH
Anra®dapma ako:
- AKO CTe MMalH HAKOTA TeXbK KOXEH OOPHB UM KOXKEH NUITUHT, 06pa3zyBaHe HA MEXYPH H/HIH
paHu B yCTaTa Cejl pueM Ha BAHKOMMLHH
- AKO CTe cTpaJajiH OT NpeHIlHA ajlepryvHa peaklus KbM TEHKOMNaHuH, 3a10TO TOBA MOXE 14
03HA4ABA, Y€ CTe aleprHYHN W KbM BAHKOMHIIHH
- Hmare ciiyxoBO pascTpoiicTBO, 0cOGEHO aKo CTe B HANpeHANA BB3PACT (110 BpeMe Ha
JIEYEHHETO MOXKE JIa CE HYXKIaeTe OT TECTOBE HA C1yXa)
- Hwmare 6b6peuHo pa3cTpoiicTro (Mo BpeMe Ha JedeHHeTo e TpAORa na ce H3C/IeABaT KPbBT4A H
6uOpeuuTe)
- Tonyuasare BAHKOMHUMH upe3 HH(Y3HA 3a ICUEHHE HA JHAPHA, CBBP3aHa ¢ HH(EKLHA Ha
Clostridium difficile BMecTO npes ycrara.

CpobuiaBaHu ca CEpHO3HH KOXKHM PEAKLMH, BKJTIOYMTENTHO CHHAPOM Ha CTBBH-/DKOHCHH, TOKCHYHA
enMuAePMAalTHA HEKPONH3a, TIeKApCTBEHA PeakUMsa ¢ €03MHOGHINA U CHCTEMHH CHMITOMH

(DRESS - cHHOpOM) H OCTpa reHepaTH3UpaHa eK3aHTEMAaTO3Ha NyCTy 1032 BbB Bpb3Ka C JICYCHHETO
Ha BaHKOMULMH. CperTe 1a H3110/13BATe BAHKOMHIHH H He3a0aBHO NOTHpceTe MeTHUHHCKA
MOMOII, aK0 330€/eKHTE HAKOH OT CUMTITOMMTE, OTTHCAHH B TOUKa 4.

Il'oopete ¢ Bawwsa nekap, 60nHHuYeH dhapmMaLeBT HIH MeJHLIMHCKA CECTPA MO BPEME HA JICUEHHETO
¢ BaHKOMMUHH aKo:
- Tlpuemare BAHKOMMLIHH NPOXLIDKMTENHO BpeMe (MOIKE 12 CE HaNMKAT H3CNIEABaHHA HA
KpbLBTA, YepHug Apob u 6u0peLnTe o BpeMe Ha JIEUEHHETO )
- Ako cTe Hag 65 roguny {BamwusT nekap MoXKe 1a ce HATOXKH Ja KOopHrapa nosata Bu).
- Ilo BpeMe Ha neueHHETO pa3BHBATE KOKHH PEaKLAU
- PasBWBaTe TexkKa ¥ NPOABLIKHUTETHA AHAPHA MO BpeMe Ha WM cield ynorpebara Ha
BaHKOMULKH, He3abaBHO ce KOHcyNnTHpaiiTe ¢ Bawna nekap. Tosa Moxke 1a € NpH3HAK Ha
Bb3NaNCHHE Ha YEpBaTa (nCEB}lOMeMGp&HO:&CH KOI]HT), KOCTO MOKE J1a BB3HHUKHE Cjie
JIeYeHHE Ha aHTHOHOTHLM.

Coobujaeanu ca CEPHO3HH HEXENaHH peakLiiy, KOHTO MOXKE Ja A0BEAAT A0 331")/63 Ha 3pEeHHE chel
HHMKECKTHUPAHETO HA BAHKOMHLHH B OYHTE.

ITpu ynorpebara Ha Bankomuuny Antadapma ca ¢Ro0LICHM NPH3HALIM HA aNepriyHa peaklus KbM
TOBA JIEKAPCTBO, BKIIOUHTENHO Mpobiemu ¢ auiuaHeTo W 6onka B rbpaute. Crpete He3abaBHO npuema
Ha Bankomuuun Anta@rapMa v HezabasHo ce cebpikete ¢ Baiuys nekap unH crneliHa MegHLMHCKa
MOMOLL, aKO 3a0enexnTe HAKOH OT Te3W MPHIHALH.

Jena

BaukoMUMH 1€ ce H3MOJI3Ba ¢ 0c00eHO BHUMAaHHE NMPH HEAOHOCEHH M KbPMAYeTa, Thil KaTo
610pelnTe MM HE Ca HAIMLITHO Pa3BHTH U T¢ MOTAT /13 HATPYNBAT BAHKOMHLMH B KpEBTA. I1pH Ta3u
Bb3pacTOBa rpyna Moxe 1a HMa HyKAa OT KphBHH M3C/IEABAHHA 38 KOHTPOJIMPAHE Ha HHBATa Ha
BAHKOMHLUHH B Kp'bBTa.

JApyra aerapcrea 1 Bankomunun Anra®apma
Tpnabea na kakerte Ha Baiuma nexap unu gapMauerT, ako NpHeMaTe, HACKOPO ¢Te MPUEMAIIH HIIH €
BB3MOXKHO Jla NPHEMATE JPYTH JIEKApCTBa.

CnenHuTe nekapcTBa MOXKE J1a peardpaT ¢ BAaHKOMHULMH 2KO I'H NPHEMATE ¢IHOBpEME
JieKapcTBa 32 JieyeHHe Ha:
-  Hndekuun, npHYHHEHH OT 6aKTepHH (CTPENTOMULMH, HEOMHIIHH, MEHTa
aMMKalliH, SaltMTpalMH, ToOpaMHITMH, NOTHUMHKCHH B, KonucTHH)
- Tybepkyo3a (RHOMHIIHH)
- I'v6uunn audexunu (amporepuuu B)



- Paxk (uMcnnauuH)

- JlekapcTBa 3a MYCKYJIHA PeJAKCAIHA N0 BPeMe Ha AHECTe3HN

- AHecTeTHIH (aKo we npaBuTe 00IIa aHeCTe3Hs)

- HuxuOBTOpH HA NPOTOHHATA NMOMIA

- CpeacTsa NPOTHB NOABHAHOCT (JIEKapcTBa H3NOA3BaHH 3a 00NeKYaBaHe Ha CHMIITOMMTE Ha
JHapus)

- JIuypeTHUH (JIeKapcTBa Cpelly 3aAbprkKaHe Ha BOJa B OPraHH3Ma)

- HecTeponaHH NpOoTHBOBBIMNAJHTETHH JEKAPCTBA (JIEKAPCTBA, M3MOM3RAaHH 3a JIEUEHHE Ha
Bb3MaJieHHE, 1eKa 10 yMepeHa Goilka W OBHLLIEHA TeMITEpaTypa)

Moske ga ce HanoxkH BaunsaT nexap na uscnensa kpbeTta Bu 1 na kopurupa nozara, ako BAHKOMHLMH
ce TIpuNiara eIHOBPEMEHHO C APYIH NEKAPCTEa.

ExHoBpemMeHHOTO nMpunoxkeHHe Ha BAHKOMHLIWH H 8HECTETHLIM € CBBbP3aHO ChC 3a4epBABAHE HA
KOXara (epuTeM) M ANepruvHu peakuuu npu aeua. o cuiusT HauWH eaHoBpeMeHHaTa ynotpeba ¢
APYTH JIEKapCTBA KaTO aMHHOTAWKO3HAHH AaHTHOHOTHLH, HECTEPOHIHH NPOTHBOBB3NAAMTENHH
cpenctea (HCIIBC, nanp. ubynpoden) unu amporepuuus B (nexkapcTeo 3a rebHuHa HHdpekiHs)
MOJKE Ja YBEINYH PHCKa 0T YBpexaane Ha Ox0peLMTe, H 23aToBa e ¢a HeOOXOAHMU NO-4€CTH KPbBHH
N OBLOpEeMHH H3CeqBaHKA.

BpeMeHHOCT H KbpMEHe

bpeMeHHOCT
AKo cTe GpeMeHHa WITH KbPMHTE, CMATATE, U€ MOXE Aa cTe OpeMeHHa HITH TNaHupaTe OpeMeHHOCT,

noceBeTBaiiTe ce ¢ Bawma nekap uau dapMauesT npeau ynotpebara Ha TOBA IEKapCTBoO.
Bankomuuun Antad@apma Tpabea na ce npunara no BpemMe Ha GpeMEeHHOCT caMO MpH Kpaiiua
HeoOxoauMocT. Baluar sekap e pemd Aand Tpabea fa npueMare BankoMuuun Anta®apma.

Knpmene
Hudopmupaiite BawusaT nekap ako kbpMuTe, Thil kato BankoMuuuH Anra®apma npeMuHaBa B

KbpMara. Bamuusr NIEKAp We NpeUucHH Jajli BAHKOMHLHH € HAUCTHHA H806X011HM HIH TpHGBa ha
CIIPETE KBPMEHETO.

Hlo¢upane 1 padora ¢ MAIIKHA

BankoMHLIHH He MOBTHABA WIIH TIOBJIHABA NpeHebpexkiMo cnocaobHocTTa 3a wodupade U pabora ¢
MALIHHH.

3. Kag na manonzsate Bankomunnu Aara®apma

].L[e MOAYYHTE BAHKOMHLUHH OT MEAHULUHHCKHA M€PCOHAT, AOKATO CTE B OGonuuna. Bauuar JICKAp e
PEUIA KONKO OT TOBa JICKApPCTBO TpﬂﬁBa Aa [TPpHEMATE BCEKH IA€H H KOJIKO AWJIro ue npoisiikKH
JICYEHHETO.

EOSHQ&HC

Onpenenenara 3a Bac no3a 3aBucH oT:
- Bainara Bu3pacT
- Bawero Terno
Hudexuusra, o410 HMaTe
Konko no6pe ¢yHkuMoHupat 6s0peunTe Bu
Bawuar cnyx
Jpyru nexkapcTea, KOMTO MOXe /1a IPHEMATE

HHTpaBeHO3HO NPUIOKEHHE

BhipacTan v woHOmE (Ha 12 # noBede roaHHH)

Jo3zara we 6bae n3uncnera crnopea TeaecHoro Bu terno. O6uuaiinata go3a 3a HHpY3H
mg Ha BCeKH KMIOrpaM TenecHo Tteryio. OOHKHOBEHO ce JaBa Ha BcekH 8 10 12 yaca. B




Bawinat nexap Moske Ja npeLeHH Ja Aaje HauanHa 1o3a A0 30 mg Ha BCEKH KHIOrpaM TeNeCHO TErIo.
MakcuManHarta n03a He TpaOBa Aa HaaBMIUABa 2g Ha 103a.

Ynorpeba npu gena
Heua na evspacm om I mecey 00 no-yaako om 12 200unu

Ho3ara 11e 6bae M3uucneda cnopen TenecHoto Bu terno. Obuyakinara no3a 3a uhdyzus € 10 1o 15
Mg Ha BCEKH KMIOrpaM TenecHo Terno. OGHKHOBEHO ce 1aBa Ha BCEKH 6 uaca.

[Ipescoeapemenno podenu u podeHu HA mepMun kbpmavema {om (0 do 27 onu}

Hosara e ce U34MCIIARA B 3aBHCUMOCT OT [IOCTMEHCTPYANTHATa Pb3pacT (EPEMeTO HIMHHANO MEKAY
TLPBUA AEH HA MEHCTPYANHUS LMKEL U paX/IaHETO (recTallMOHHATA BB3PacT) MIKC BPEMETO
M3MHHANO Clej pAXKAAHETO (MOCTHATANHA Bb3pacT).

[MauuenTHTe B CTap4ecka Bb3pacT, GPCMCHHHTC JKCHH H NMALHECHTHUTE C GBSPCHHO BaGOHﬂBaHe,
BKIKOYHTENHO T€3H HAa AHANH3A, MOXKE [1a C€ HYMNIAAT OT pasnHyHa n03a.

IpoagLTKRTETHOCT Ha JIEHEHACTO

[IpoabKHTENHOCTTA Ha IEYEHUETO 3aBHCH OT HHPEKUHATA, KOATO HMaTe U MOJKE 13 MPOABAKH OT
€Ha J10 LIECT CEAMHLMY.

[TpoaAbAKUTENHOCTTA HA IEUEHHETO MOXKE J1a Oble pasiiyHa B 3aBHCHMOCT OT UHAUBUAYATHUA
OTIOBOP KbM JIEYEHHETO 33 BCEKH MALIHEHT.

ITo Bpeme Ha neyeHueTo Moxke Aa Bu ce npaBaT kpbBHH U3ceNBaHKA, Na € HeoOX0AHMO Aa JaBaTe
npobH OT ypHHaTa W €BEHTYaNHO J1a Bu ce npaB4T H3cIenBaHMs Ha clyXa, 3a a MOr'aT 1a ce
YCTaHOBSAT MPH3HALH HA Bb3MOXHH HEXENIAHH PEaKLIUH.

Ilepopanno npuaoxenne

BbipacTHn B 0WHOmH (0T 12 roAHHH H NO-TOJIEMH)

IIpenoprunrenHara no3a € 125 mg Ha Bceku 6 vaca. B Hakou cnyvan Baurmsar nexap moxe 1a
NpelUcHH Ja Npeanuyile no-BUcoKa AHeBHa no3a Ao 500 mg Ha Bceku 6 yaca. MakcuManHaTta qHeBHA
1032 He TpAOBa Ja Ha/lBHILaBa 2 g.

Axo cTe UManH Apyry MHbeKUMH (HHPEKIIHMA Ha JIMraBuLaTa), Moxe 1a By e Heobxoguma apyra ao03a
H pa3iiM4HAa MPOABLIDKHTETHOCT Ha JIEUEHHETO.

Ynotpe6a npH aena

Hoeopodenu, kvpmavema u oeya Ha ev3pacm noo 12 200unu

IpencpruntenHata no3a e 10 mg 3a Bceku xuiiorpam tenecto terno. OGMKHOBEHO ce AaBa HAa BCEKH
6 yaca. MakcumanHaTa HeBHa J03a He Tps1OBa Aa HaaBuiuaea 2 g.

HauHH Ha npuioxkeHHe

HnuTpaBeHo3HaTa HHdyy3Hs O3HaYaBa, Ye IeKapcTBeHUs NMPOAYKT IPEMHHABa OT HH(Y3HOHHA OYTHIKa
WIH CaK, ¢ MoMoLla Ha TpbOUYKa KbM eauH OT KpbBOHOCHHTEe BH cbaoBe, a oTTaM H B uenuat Bu
OpraHu3®eM. BalliaT fekap N4 MeAMUHHCKA CECTpa Lue [I0CTABAT BUHATH BAHKOMULHH
HHTPABEHO3HO, 2 HE MYCKY/HO.

AKo ce npunara 3a 1eYeHHE Ha CTOMaLIHK 3abonaBaHuA (T.HAp. NceBAOMEMOPaHO3eH KOMUT),
JIeKapCTBEHUAT NPOAYKT TpAORa Ja ce MPUNOoXKHK KaTo pa3TBOp 3a nepopaiHa ynotpeba (lte npnemMere

JIEKapCTBOTO Npe3 yeTata). BaHkoMHLKMH Wie ce BLBe1a BLB BeHaTa Bu none 60 MuHYTH.

AKO €Te NPHE/TH NMoBe4e oT Heobxoaumarta 1032 Bankomunnun Anta@apma

CECTpa aKO HMAaTe HAKAKBH MPHTECHEHHA. B h
AKO HMaTe NOMTbAHHTEHH BBIPOCH OTHOCHO YNoTpebara Ha TOBa JIEKAPCTBO, MO #rt B@ﬁ]
nekap, $hapMaLeBT WIH MEIHUHHCKA CecTpa. o



4. Bb3MOXKHH HEXKETAHH PEAKUHH

Kakto BcHUKH JIEKapCcTBa, TOBA NEKAPCTBO MOXKE Na NPEAH3IBHKA HEXKETAHH PEAKLHH, BLIIPEKH 1Y€ HE
BCCKH I'M NOJIYUaea.

BaHkoMHUIMH Moxe 12 NpeIH3BHKA AIEPrHYHH PEAKIHH, BLIPEKH Y€ CEPHOZHH AJePrHyHH
peakunn (anaduiakTHYen WOK) ca peakH. YBeloMmeTe He3abasHo BamnaT nekap ako noJayunre
BHe3aNHO XPUITEHE, 3aTPYIHEHO AAWAHE, 3aUePBABAHE B TOPHATA YACT HA THJIOTO, 06pAB HIH
¢bpoek.

Chpere 3a H310/13BaT¢ BAHKOMHUKHE H BEJHATA NOTHLPCETE METHUHACKA NIOMOT, 4K0
3a0e/iesKnTe HAKOH OT C/IeIHHTE CHMITOMH:

- UepBeHHKABH INIOCKH, TOJOOHH Ha MHILEHA WH KPBIJIH NIETHA 110 TOPCA, YECTO C MEXYPH B
LHeHTEpa, OeneHe Ha KoxKaTa, I3BU B YCTaTa, MbpJ0TO, HOCA, FEHHTAIMHTE U ouHTe. Tesn
CePHO3HH KOXHH 00pHBH Morat Aa 6biar npealuecTsand OT BHCOKA TeMIepatrypa H
rpunonooSHu cuMnToMH (cuiapom Ha CtuBbHe-JDKOHCHH H TOKCHYHA eNMaepMalHa
HEKPOJIH3a)

- Ulupoko pasnpocTpaHeH o6pHUB, BUCOKA TENECHA TEMIIEPATypa H YBEAH4YEHH TUMPHH BB3ITH
(DRESS cHHAPOM WK CHHAPOM HA CBPBXUYBCTBHTEIHOCT KbM JIEKapCTBa).

- UepeeH, mocnecT, LNHPOKOPAzNPOCTPaHeH 0OPHB ¢ NOXYTHHH M0/ KOXKATA H MEXYPH,
NpUAPYKEH OT BUCOKA TEMINEPATYpa B HAUANOTO HA JIEUEHUETO {OCTpa reHepanu3Npana
€K3aHTeMaTo3Ha MycTy103a).

- Bonka B repanTe, KOATO MOXeE Ia € IPU3IHAK HA MOTEHUMATHO CEpHO3Ha aNepriyHa peakun,
HapeudeHa cHHApoM Ha Kynue.

ABcopbuMaTa Ha BAHKOMHLUMH OT CTOMALLHO-HUPEBHUAT TPAKT € He3HauuTenHa. Ako obaue umare
BB3NAAMTENHO 326015 BAHE HA XPAHOCMHIIATE/HUS TPAKT, ocobeHo ako HMaTe U OBOpeUHO HapyuIeHHe,
MOTAT /14 C€ MOARAT HEXETAHH PEaKLHH

YecTn Hexke/IaHA peaKmuH (MOraT Aa 3acernar rnosede or 1 Ha 10 qymmn)
- CnagaHe Ha apTepHATHOTO HaNAraHe
- 3anyx, UIyMHO AMLIAHE (CHIICH 3BYK, B PE3YNITAT OT 3aTPYAHEHOTO JBHXEHHE HA Bb3AYLUHHA
TI0TOK B TOPHHTE JHXaTENHU MHTHLLA)
- OOpMB 1 BB3NaNeHHE Ha YCTHATA JIMraBulia, Chpbex, chpOall 0OpHB, ypTHKApHA.
-  BnOpeunn npobnemu, kouTo Morat na 6b1aT OTKPUTH NIPEANMHO Ype3 KPBBHH TECTOBE
- 3avepBaBaHe Ha rOpHaTa YacT Ha TANOTO M JIMLETO, Bb3MAICHA BEHA
- TloMiiaBaHe Ha YePHOAPOOHHTE EH3UMH

Heuectn HexenaHH peaknun (Morar aa 3acernar 1 ma 100 gymn)
BpemeHHa WM Tpafina 3ary0a Ha ciyxa

Penkn mxenanu peakuun (Morat aa 3acerHat 1 na 1000 gyuwin)
- Hamanenue Ha 6pos Ha 6enuTe KPLBHH KNETKH, YEPBCHHTE KPBBHU KJIETKH H Ha TPOMOOLIMTHTE
(KpBBHHTE KIETKH, OTFTOBOPHH 32 KPbBOCHCHPBAHETO)
- VYBenuyeHue Ha 6pos Ha HAKOH DeNM KpPbBHHA KJIETKHA
- 3aryba Ha paBHOBECHE, LWIYM B YIINTE, 3aMasHOCT
- BwpianancHue Ha KPLBOHOCEH CBA
- TaneHe
- Bmn3nanenue Ha 6BOpeunTe M 6BOpEYHa HEOCTATBUHOCT
- Bonku B rpbaHHA KOLW U MYCKYAHTE Ha I'bpba
- Tpecka, cTyaeHH TPBIKH

MHoOro peikH He;KeJIAHH PeaKIHH (3acAraT nmo-mMaako ot 1 Ha 10 000 ayun)
- BHe3zanna nossa Ha TexKka aleprMyHa KOXKHa peakLiMs ¢ JIOUEHE Ha KoxaTa, 06 YB

CTaBHTE.




- CwpagueH apect
- Bmb3naneHue Ha uepBaTa, NpUMHHABALIO KOpeMHa 6o/ka M AUapus, KOATO MOXKe Ja ChIbpiKa
KPBB.

C Hed3BeCcTHA 4ecTOTa (MecToTaTa HEMOKe Aa ObJe onpeeieHa 0T HATHYHHTE TAHHH)
- [loBpbluane, anapus

- OOBPKAHOCT, CHHIHBOCT, THIICA HA EHEPrHA, NOYBaHe, 3abPyKaHe Ha TEYHOCTH, HAMAJICHO
OTJeNAHE HA YPHHA

- OOpus c orok uny 6onka 3ax ywure, B ob1acTra Ha BpaTa, ci1abuure, noa bpanara v
NOIMMIIHULMTE (MTOAYTH JTUM(HH BB3TH), HeOOWUYAKHH KPBbBHH H YepHOAPOOHU (DYHKIIMOHATTHH
TECTOBE

- OOpHB C MEXYPH H Tpecka

- IlpexomepHo pasrpakaaHe Ha UEpBEHHTE KPhBHH KJIETKH, KOETO BOJIH 10 yMopa H BlienocT Ha
KOXaTa (XeMOIUTHYHA AaHEMHA ).

CrofmaBane Ha HeXeJIAHH PEAKIHH

AKO NONYYHTe HAKAKBH HCXKEIAHH JIEKAPCTBEHH PEAaKUnH, yBedomere Bamns nekap, dpapMauest uinu
ME/HIHHCKa cecTpa. ToBa BKIIOYBA BCHUKH Bb3MOXKHH HEOMHCAHH B TA3H JIHCTOBKA HEXKENaHH
peakunH. MoxeTe cblo Aa CboOILLKTE HEXeNaHH peakUHH AUPEKTHO Yupes:

HanbnuutenHa areHuus no nekapcreata
yi. ,,Jamsin I'pyes” Ne 8

1303 Codus

Buarapus

Ten.: +359 2 8903417

yebGcaiiT: www.bda.bg

Karo crobmaBare Hexenanu peakiMy, MOMKETE 1a AaReTe CBOS NPHHOC 3a MONyYaBaHe Ha MOBeYe
HHpOpPMaLHA OTHOCHO He30NIaCHOCTTa Ha TOBA IEKAPCTBO.
5. Kak aa ¢cuxpansBare Baukomuuun Anta®apma

IIpenu peKOHCTHTYHpaHE:
Ha ce crxpansea nox 25°C

,IIa C€ CbXpaHABa Ha MACTC, HEAOCTHITHO 34 Acua,.

He usnon3pajite Topa NekapcTBO ciell CPOKa Ha TOAHOCT, OTOe/IA3aH BbPXY €THKETA Ha $aKkoHa H
KapTOHEHAaTa ONnaKoBkKa cien ,,[ oaeH no:*. CpoKbT Ha rOAHOCT OTTOBAPA Ha MOCHEAHHA AEH OT
MOCO4EHHS Mecell,

He u3nonseaiite ToRa nexapcTBo, ako 3abenexure, ue pa3rBopbT He € OUCTBD MM UMa YaCTHIIM B
CYCIICH3UATA.

He H3XB’prHﬁTe JCKapCTBaTa B KaHa/JIM3aUKnATa WiIH B KOHTeﬁHepa 3a JOMAallHH OoTnaabuUH.

Tonurafite Bawung papmauest kak 1a H3XBBPAATE JIEKaPCTBaTa, KOMTO BEYe HE M3MON3BaTe. 1e3M
MEpKH L€ CTIOMOTHAT 3a OMa3BaHe Ha OKOTHATA Cpefia.

HH(I)OpMaLlPlHTa 34 MEAHLIMHCKHTE CIMIEUHATHCTH.




6. Chavpxanne HA OIIAKOBKATA H NONBLJAHATENHA HRGOpManas
Kakso coabpxa Bankomanun Anra®apma
- AKTHBHO BELWIECTBO: BAHKOMHLIHHOB XHIPOXJIOPHA

Bankomuuun Anta®apma 500 mg
Beeku dutakoH chabpka S00 mg BAHKOMHIIMH XHIPOXJIOPUHA ekBUBateHTeH Ha 500 000 U
BAHKOMMLIHH

Baukomuuun Aura®apma 1000 mg
Beeku ¢urakoH cbabpika 1000 mg BaHKOMHLIMH XKHApoxXJ10pHa, ekBHBaneHTex Ha 1000 000 1U
BaHKOMHLIMH

Kak msraexga Bankomauns Anra®apma # KakBo ¢BLAbP/Ka ONAKOBKATA

INupeyuna onakoBka Bankomunun Anta®apma 500 mg npax 3a KOHLCHTpAT 33 HHGY3HOHEH pa3TBOp:
10 ml npo3pauen Ge3uBeTeH CTbKIEH dnakoH ot Tim | ¢ xnopobyTinoea sanymwanka THn | 1 64na
anyMHHHERA M MOJHAPOMUIEHOBA KaavKa, ChC CaMo3atenBall ce HAEHTHhMKALIMOHEH ETHKET

ITbpBH4Ha onakorka BankomuuuH Anra®apma 1000 mg npax 3a KOHLEHTPAT 32 HH(Y3HMOHEH
pasteop: 20 ml npo3spaueH Ge3uBeTeH cTbiieH $nakoH ot THN | ¢ xiopobyTrioea 3amywanka THi [ n
CHHS aJlyMMHHEBA W IONHIIPOMUISHOBA KANaYyKa, CbC CaMo3asienBalll ce HISHTHHUKAUMOHEH €THKET

Onakogka: 1 unu 10 dnakona
He BcHukH BUOOBe ONakOBKH MOraT fa 6bAaT MycHAaTH Ha nasapa.

Banxomunun Anradapma 500 mg:
Crnepn pasteapaue ¢ 10 ml Bona 3a MIDKEKLMH Ce NONy4aBa pa3TBop ¢ koHueHTpauus 50 mg/ml, a cnen
JOMBAHHTENHU pa3pexaaHns ce NoMy4dasa pa3TBOpP ¢ KOHLeHTpauHs 5 mg/ml.

Bankomuumn Anra®apma 1000 mg:
Crnen pasreapste ¢ 20 ml Boza 3a HHKEKLIMH c€ NOJTy4aBa pa3TBop ¢ KOHUeHTpauys 50 mg/ml, a cien
IONbIHUTENHH paspekaaHus ce NONyYaBa pa3TBOp C KOHLEHTpauus 5 mg/ml.

IIpuTexaren Ha pa3penieHHeTo 32 ynorpeda

Apta Medica Internacional d.o.o.
Likozarjeva Ulica 6

1000, Ljubljana

CrnoBenus

IIpousBoguTen

Laboratorio Reig Jofré SA

Gran Capitan, 10

08970 SANT JOAN DESPI, (Barcelona)
Hcnanua

ToBa JexapcTBO € pa3peuieHo 3a YNoTpeda B TLP/KABATe — wleHKH Ha EBpone
HKOHOMHYECKO NPOCTPAHCTBO MO cileAHHTEe HMEHA:

Cnosenuss Vankomicin AptaPharma 500 mg prasek za koncentrat za raztopino za i
Vankomicin AptaPharma 1000 mg prasek za koncentrat za raztopino za i



Asctpus  Vancomycin AptaPharma 500 mg Pulver fur ein Konzentrat zur Herstellung einen
Infusionslosung
Vancomycin AptaPharma 1000 mg Pulver fur ein Konzentrat zur Herstellung einen
Infusionslosung

Yexun Vancomycin AptaPharma

Xbpratus  Vankomicin AptaPharma 500 mg prasak za koncentrat za otopinu za infuziju
Vankomicin AptaPharma 1000 mg prasak za koncentrat za otopinu za infuziju

Vurapusa  Vancomycin AptaPharma 500 mg por oldatos infuziohoz valo koncentratumhoz
Vancomycin AptaPharma 1000 mg por oldatos infuzichoz valo koncentratumhoz

Manra Vancomycin AptaPharma 500 mg powder for concentrate for solution for infusion
Vancomycin AptaPharma 1000 mg powder for concentrate for solution for infusion

[Tomua Vancomycin AptaPharma

PymbHua  Vancomycina AptaPharma 500 mg pulbere pentru concentrat pentru solutie perfuzabila
Vancomycina AptaPharma 1000 mg pulbere pentru concentrat pentru solutie perfuzabila
Cnoeakna Vancomycin AptaPharma 500 mg prasok na infuzny koncentrat
Vancomycin AptaPharma 1000 mg prasok na infuzny koncentrat

JlaTa Ha mocieaHo npepasriexjaane Ha aacToBkata 20.02.2026

JApyrs H3T0uHHUH HA HHGOpPMALIHA

CoBeTn/MeAHIHACKO 00pa3oBaHHe
AHTHOHOTHLMTE Ce H3NOA3BAT 32 NedeHue Ha OakTepHanHi HHekUHH. Te ca HeedeKTHBHH CpeLLy
BHPYCHH HHEKIHUH. AKO BaiuwaT nekap € npeanucan aHTUOHOTHUM, HMaTe Hy®#a TOUHO OT TAX 33
TEKYIIOTO CH ChCTOAHHE. BbnpekH aHTHOMOTHLIMTE HAKOH OT GaKTEPHMTE MOraT 4a OLCNCAT KK ha
pacrat. ToBa ABNEHHE Ce HApH4A PEIUCTEHTHOCT: HAKOM AaHTHOMOTHYHH JIeUeHUs CTaBaT
HeetdeKTHBHH. 3noynoTpebara ¢ aHTHOMOTHLIM NOBULLIABA PE3UCTEHTHOCTTa. MoXeTe AopH na
MOMOTHETS Ha Galcrepnwre Aa CTaHAT PE3MCTEHTHH H CJISA0BATC/IHO fa 3a0aBUTE JEUEHHETO CH MITH Ja
HaManuTe epUKACHOCTTa Ha AaHTHOHOTHLIHTE, aKko HE Crna3BaTe NMOAXOARIIKTE:

- Jlo3upoeka

- Ilpeanwucanne

- IIpoabmKUTENHOCT HA JIEYEHHETO

CnenoraTtenHo, 3a Aa ce 3anasu epHKacHOCTTa Ha TORA JIEKApCTBO:
1. Mznon3saiiTe aHTHOHOTHLIM CaMO KaraTo ca npeanHcaHy
2. CnasBaiTe CTPHKTHO TIpeANUCcaHUATa
3. He n3non3eaiite NnoBTOpHO aHTHOMOTHK 6e3 lekapcko npeanucalue, 10pH aKO HCKATe Aa
nekysare nogobHo 3abonseaHe

IMocouenaTa no-a0my qu)opmauuﬂ € TIp¢aHa3HayYcHa caMo 3a MERHUHUHCKH COCLHANHCTH!

To3u TEKCT € U3Ba/Ika OT KPATKATA XaPaKTEPHUCTHKA Ha NPOAYKTA, 3a 1a NOMOTHE 33 aIMHHH
Ha Bankomuuun Anta®apma. Tlpu olieHaBaHeTo Ha wuenecbobpasHOCTTa Ha yn
OTpeie/IeHH NALMeHTH, JieKapaT TpabBa Ja e 3ario3HaT ¢ KpaTKaTa XapaKTepPHCTHKA Ha

HuTpaBeH03HO NPH/IOKERHE
Camo 3a MHTpaBeHO3Ha HHOY3HA , a HE 33 HHTPaMYCKYJTHO MPUIIOMKEHHE,



[puroTeaHe Ha pa3TBOpa

PastBOpeTte ChAbpKaHHETO HA BeeKH ¢nakH ot 500 mg B 10 ml crepunHa Bona 3a HHXKEKLMH.
Pa3TBOpeTe chabpkaHHeTo Ha Bcekd dakH ot 1000 mg B 20 ml crepuina Boaa 3a HHKEKUWH.
Eaun ml ot pazreopa cbabpika 50 mg BaHKOMHILKH,

BhHileH BUA HAa FOTOBHUA Pa3TBOp
Ciesl pekOHCTHTYWpaHe pasTBOPBT € OHCThp H Oe3useTeH, 63 BUANMH YaCTHLH.

[IpuroTesHe Ha KpaHWA pa3pejen pasTsop 3a MHQV3HA
Pairpopsr, cuabpakam S0 mg/ml Bankomnuuk TpabBa Ja ce pajpexsa NONBIHHTE/HO.

INonxonsauy paspenuTeny ca:
- HHxekLHOHeH pa3TBOp Ha rmroko3eH pasteop 50 mg/ml (5%)
- HuwkekunoHeH pa3Teop Ha HaTpueB xaopua 9 mg/ml (0,9%)
- Ringer Lactate IV cepym
- Ringer Acetate IV cepym

Humepmumenmna un@yzun

Banrxomuyun Anma®@apma 500 mg npax 3a konyenmpam 3a UH@Y3UOHEH paA3mMeop

PasTBopenuTe pazTeRopH, chabpxkauu 500 mg BaHkOMUUMA, TpaDBa Aa ce paspekaaT ¢ Hal-Maiko
100 ml pazpeauten.

Banxomuyun Anma®apma 1000 mg npax 3a konyenmpam 3a ungy3uonen pazmeop
PazteopeHHTE pa3TBOpH, chabpkalau 1000 mg BaHKOMKLIMH, TpAOBA Na ce pazpeaaT ¢ Hai-Manko
200 m! pazpenuren.

KoHLieHTpauMaTa Ha BAHKOMHLUWH B UHGY3MOHHHMS pa3TBoOp He TpabBa na naaeuwaga 5 mg/ml.
JXenanata no3a Tpabea Ja ce npunara 6GaBHO, MHTPABEHO3HO CBC CKOPOCT, KOSTO He HaasHwaea 10
mg/min 3a noHe 60 MHHYTH WNH NOBeYe.

Henpexvcnama ungyiun

Tpabea aa ce W3NON3Ba CAMO AKO NIEYEHUETO C NEpHOANYHA HHDY3UA € HEBB3MOXKHO. JlBa OT YETHUPH
¢$pnakona BankoMuumH ot 500 mg unu equn no n8a guakona ot 1000 mg BaHkoMHUMH ( 1-2 g} moraT ga
Ce pasTBOPAT B JOCTATBYHO PA3TBOPHTE/], CNOMEHAT MO-rope, W Ja ce npuiarat noa ¢opmara Ha
HH(Y3HA ,,KaNKOBO™, TAKA Ye NAlMEHTHT 1a NONYYe NPeANMMcaHaTa AHeBHa A03a B 24 Jaca.

BbHLIEH BHL HA Pa3PEACHHAT Pa3TBOP

Cnen paspexxaaHe, pa3TBOphT € OucThp M Oe3upereH, 6e3 BUAWMY 4acTHUM. [lpenn npunoxenue
pasTBOpPEHHTE W pa3peleHH pa3TBOPH TpAbBa Na ce€ NMPOBEPAT BHIYANHO 332 HATHYHME HA YaCTHLH H
obezueerapaHe. Tpabra aa ce u3non3Ba camo BUCTbp M De3LBETEH pasTBOp 6€3 HaCTHLM.

ITepopanano npu/jiokeHHne

3a nepopaHO NpUHIOKEHKe, pa3TBopeHuTe pasTeopH oT 500 mg 1 1000 mg BaHKOMHUMH ce
pexoHcTHTYHpa B 30 ml BoAa M ¢e AaBa Ha MAIMEHTA 3a MHEHE MM Ce NpPHIara NocpeicTeoM
CTOMALIIHA COHAA.

Crabuanocr
I'oToBHAT pa3TBOp, NPUrOTBEH C BOAA 33 MIDKEKLIMK € cTalHieH 3a 24 Jaca, cexpaHaBaH npu 2°C -
8°C. Ot MukpobuonoryyHa rnejHa ToUKa JIeKapcTBEHUAT ITPOAYK TPAOBa a ce H3NoI3Ba He3abasHo.

Cpok Ha OHOCT Ha pa3pe/ieH pasTBRop
JokazaHa e xumMuuecka H du3ndecka ctabHIHOCT NpH ynoTpeba:
- 3anepuoa ot 8 yaca npu 25°C, ciaen pa3TBapsHe ¥ ACNBIHUTEIHO paspe
xnopua 9mg/ml (0,9%) unu pasreop Ha ratokosa 50 mg/ml (5%); =/, S,
- 3a nepHon oT 4 aHK, KOrato ce cbxpaHssa npu 2-8°C cnen pa3sTBapsHe U ] n&n‘,_un‘ BATHO 7 i
paspexnane ¢ Ringer Lactat IV u cepym Ringer Acetate [V = ‘

m %,




- 3anepunon ot 14 nHHM, KoraTo ce cbxpaHapa oT 2-8°C, ciien pa3TBapsAHe W AOMBAHHTENHO
paspexknaHe ¢ HatpreB xnopua 9mg/ml (0,9%) win pasteop Ha rawokosa 50 mg/ml (5%)

Or MHKPOﬁHOJ’lOl"H'-lHa rneajHa TO4YKA JICKAPCTBCHHAT MPOAYKT TpﬂGBa Jla ce H3no3Ba HezabaBHoO.

IlaunenTh ¢ O0L0peuHo yBpexIake

I1pH BB3pacTHH H NeAHATPH4HK MALHEHTH ¢ 6LOpeuHo yRpexkaaHe TpAbBa aa ce OOMHCIH HaqalHa
1034, Noc/ieiBaHa OT Half-HUCKATA CepyMHA KOHLIEHTpPALHA HAa BAHKOMHLHH, BMECTO ONpeaecHa
CXeMa Ha MpuniaraHe, ocoOeHO MPH NALKMEHTH ¢ TEKKe OBOpeUHO YRpeXKaaHe M TaKHBa, KOUTO Ca
noanoxkeny Ha 6bOpeuHozaMecTHTenHa Tepanud (b3T) nopagu MHOro pasnuuHH GakTopH, KOHTO
MOTAT JIa IOBJIMSAAT HABATA HA BAHKOMHLHH TNPH TAX.

HpH TTALTHEHTH C JIEKA HIH YMEpEHa CTeneH 61:6pe'u-1a HEONOCTATHBHYHOCT, HAYaJTHATA 1034 HE TpHGBa aa
Ce HaMaJ1ABA. HpH MaUHEHTH C TEXKKA CTENCH Gbﬁpeqﬂa HEAOCTATEYHOCT € 3a NMPEeAnOYHTaHe & Ce
YAB/KH HHTCPBANA Ha NPHAOKCHHE, BMECTO J1a CC€ NMpUiaraTt no-HKWCKH JHCBHH JO3H.

Tpabea Aa ce 06EPHE BHHMAaHHE Ha ChIThTCTBAIIOTO NPUAMKEHHE Ha JICKAPCTBEHH NPOAYKTH, KOUTO
MOTaT J1a HAMATAT KNHPBHCA Ha BRHKOMHLUMH W/HIH 13 NOTEHLHMPAT HEFOBHTE HEXKENaHH PeakLiHu
(BXK. TouKka 4.4).

BankoMuuMH ce quansupa ciabo upez MHTepMMTEHTHa XeMoaHanu3a. Benpeku Tosa, ynorpebara Ha
MeMOpaHy ¢ BHCOKA MPOMYCKIHBOCT M HenpekbcHaTa 656peyHo 3amectuTenHa tepantus (HB3T)
YBeJINYaBa KJIMPbHCA HA BAHKOMMLIMH U OOWKHOBEHO W3HCKBA 3aMECTBaHe Ha 103aTa (00MKHOBEHO
crel XeMOIHaTH3HA Cechs MPH HHTEPMUTEHTHA XeMOMaNH3a).

PasTeopuTe Ha BaHKOMMLMH ca ¢ HHCKO pH, koeTo MoXe na MPHYHMHM XMMHYecKa WIH (pH3HHECKa
HecTabHIIHOCT, aKO C& CMECH C APYrM chearHeHHA.CMecBaHeTO ¢ aNKanHW pasTBop# TpabBa na ce
u36area. To3n nekapcTBeH MpOAYKT He TpadBa Ja ce cMecBa C ApYrH HHQY3MOHHH pPa3TBODH, C
M3KJTI04EHHE Ha HaTpues xopua 9 mg/mi (0,9%), paszreop Ha rntokoza 50 mg/ml (5%), cepyM Ringer
Lactate IV u cepym Ringer Acetate IV.

Chijianen
N e T
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