JIMCTOBKA



JucroBka: undopmanns 3a norpeduTe s

Bankomuuun Anra®apma 500 mg npax 3a KOHUEHTPAT 32 HHPY3HOHEH Pa3TBOP
Bankomuunn Anra®@apma 1000 mg npax 3a KOHUeHTPAT 32 HHPY3IHOHEH Pa3TBOP

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

BaHKOMHUHH/ vancomycin

[IpoyereTe BHHMATEHO LUSIJIATA JIHCTOBKA, NPEAH Aa 3aN0YHETe 12 H3M0/13BaTe TOBA

JIEKapCTBO, ThH KATO TH ChAbPAKA BaxkHAa 32 Bac undopmauus.

- 3anaseTe Ta3u JIMCTOBKA. Moyke Aa ce HaloXkKH J1a 1 nMpoyeTeTe OTHORO.

- AKO UMaTe HAKAKBH JI0ITbJIHMTEIHH BBIIPOCH, NonuTaite Bawus nexap wiu dapmauest wim
MEIHULIMHCKA cecTpa.

- Tosa nekapcTBo e mpeanucano nuuHo Ha Bac. He ro npeotctsnaiite Ha apyru xopa. To Moxe
Jla UM HaBpeaH, HE3aBUCHMO Y€ MPHU3HALIMTE Ha TAXHOTO 3a00/1ABaHe ca chluMTe KaTo Bawmure.

- AKO MOJTyYuTe HAKAKBH HEKEIaHH JIEKAPCTBEHH peakLHH, yBeaoMere Bawus nekap wiu
(papmaueBT WM MeaMLMHCKA cecTpa. ToBa BKJIIOUBA U BCHUKH BB3MOMKHH HEXKeJIaHH peaKLHH,
HEOITMCAaHU B Ta3H JIUCTOBKA. Brxkre Touka 4.
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1.  Kakso npeacraBasisa Bankomuuun Anra®dapma M 3a KaKBO ce H310/13BAa

BaHKOMHUMH € aHTUOUOTHK, KOMUTO NMPHHAUIEKH KbM TPYNaTa aHTHOMOTHLM, HApEYeHH

2
»[JIMKONENTHAN . BAaHKOMHLIMH JEHCTBa KATO €TMMUHUPA ONpeaesieHH GakTepuH, MPUUHHSABALLM
UH(EKLMH.

BaHKOMHLIMH ce M3M0J13Ba 32 BCHYKH BB3PACTOBH I'PYIH Ype3 MHDY3HS 3a JIeUeHHE Ha ClIeAHNUTe
CEPHUO3HU UH(PEKLIMH:
MHpekumns Ha KO)KaTa U MEKHTE ThKaHH
- HMH(pexuus Ha KOCTHTE U CTaBUTE
- Hudexuus Ha 6enure apodose, HapeyeHa ,,MHEBMOHUA"
- UHekuus Ha 6enure npoboBe, HapeyeHa ,,THEBMOHUA ™, npuaoduTa B OOIHULIA, BKITFOYHMTETHO
CBbp3aHa ¢ U3KycTBeHa OenopobHa BeHTHIaLus
- Mudexuns Ha BpTpeiHaTa 0OBUBKA Ha ChPLETO (€HAOKAPMT) U 3a NPe0TBpaTABaHEe Ha
CHAOKAP/IMT MPH MAaLMEHTH C PUCK, KOraTo Ca MO/UIOKEHH HA IOJIEMH XUPYPru4HH NMPOLIELYPH.

BaHKOMHLIMH MO>Ke Jia Ce MpHJiara NepopaiHoO NpH Bb3PaCcTHH U JIeLa 3a JIeYeHHe Ha HH(EKLMH Ha
JIAraBULATa HA TPHKHUTE U Je0esIuTe YepBa, C yBPEKIaHe Ha JuraBuuuTe (rcesiomeMbpaHoseH

KOJIUT), npu4HHeHo To Gakrepuara Clostridium difficile.

OT BAHKOMHLIMH Ha Npax ce MpaBy pa3TBOp 3a HH(Y3HUs WM NepOpaeH pasTBop.
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- HMHTpaMyCKyJTHO MOPaaM PHCK OT HEKPO3a Ha MACTOTO HA NPUNOKEHHE.

IIpeaynpexaeHus 4 Npeana3HH MEPKH
['oBopere ¢ Bauius niekap, apmaLeBT HIH MEAHLIMHCKA CECTPa, NPEAH Aa HM3non3saTe BaHKOMKLMH
AnradapMa ako:
- AKO CTe HMIH HAKOTa TEXBK KOEH OOPHB MK KOXKEH MWIHHT, 00pa3yBaHe Ha MEXYPH H/UNH
paHH B yCTaTa Cael NPHEM Ha BAHKOMUILIHH
- AKO CTe CTpafaIH OT NMpPeAHILHA aepruYHa peakUus KbM TEHKOIUIAaHHMH, 3a1I0TO TOBA MOXKE 12
O3Ha4yaBa, Ye CTe aJIEPrMYHH H KbM BAHKOMHIHH
-  HmMare cyxoBo pascTpo#icTBo, 0COGEHO aKo CTe B HanpeAHa A Bp3pacT (110 BpeMe Ha
JIeYEHHETO MOXKE J1a Ce Hy)KAaeTe OT TECTOBE Ha CJIyXa)
- Himate 656peuno pascTpoiicTBo (1o BpeMe Ha JeueHHETO e TPAGBa Aa Ce U3C/IeNBaT KPbBTA U
6n0peunTe)
- Ilony4asare BaHKOMHMUKH upe3 uH(y3Ua 32 NEYSHHE HA JUAPUs, CBBP3AHA C HHOEKLHS Ha
Clostridium difficile BMmecTo npes ycrara.

CpobuwaBasu ca CeprO3HH KOJKHU peakLii, BKIIOYHTENHO CHHAPOM Ha CTBbH-JDKOHCHH, TOKCHYHA
€NUACpMaiHa HEKPOIK3a, JICKApPCTBEHA PEaKLMs ¢ €03HHOGHIHA H CUCTEMHU CUMITTOMH

(DRESS - cuHapom) u ocTpa renepanysnpana eK3aHTEMaTO3Ha MyCTy103a BbB BPB3Ka C JIEUEHUETO
Ha BAHKOMHLHH. CTipeTe A2 H3N0/13BATE BAHKOMHIHH H He320aBHO NOTbpPCeTe MEAHIHHCKA
NOMOI, aKO 3a0eNeKUTE HAKOU OT CUMITTOMMTE, ONTMCAHH B TO4KA 4.

'oBopere ¢ Bawns siekap, 6oanHueH QapMaLIeBT WIH MEAHLIMHCKA CECTPa 1O BPEME Ha JICYEHHETO
¢ BaHKOMHLIHH aKo:
- IlpneMaTe BAHKOMHUWH NPOABDKHTENHO BpeMe (MOXKE [a C€ HAJIOXKAT M3C/IENBAHUA HA
KpBBTA, YepHus Opod U 6u0perure o BpeMe Ha JIEUEHHETO )
- AKo cTe Haj 65 roaunu (Bamuar iekap Moxe Aa ce Ha/loXKH Aa Kopurkpa fo3arta Bu).
- Ilo BpeMe Ha JIEUCHHETO Pa3BUBATE KOXHH PEaKLWH
- Pa3suBare TexKxa M NIPOABLKHTETHA IMAPUS MO BPEME Ha WM clen ynotpebarta Ha
BAHKOMMLIMH, He3a0aBHO ce KOHCYNTHpaiiTe ¢ Bawna nekap. Toa moxe na e npusHak Ha
Bb3MaieHHe Ha “epBaTta (MncesaoMeMOpaHO3eH KOJIUT), KOETO MOXE Aa Bb3HUKHE Cle
JN€YEHHUE Ha aHTUOMOTHLH.

CrobllaBaHK ca CEpHO3HM HEXEIaHH peaKLIMH, KOWTO MOXeE Aa AOBEAAT A0 3aryba Ha 3peHue crien
HH)KEKTHPAHETO HA BAHKOMULIUH B OUHTE.

Hena

BaHKOMUHH Lue ce H3Mon3Ba ¢ 0coGEHO BHUMAaHHKE MNPy HEAOHOCEHH H KbpMa4veTa, Thid KaTo
OpOpeunTe UM He ca HaMBLJIHO PAa3BMTH U T€ MOTAT [ia HaTpPynBaT BAHKOMUUMWH B KpbBTa. [Ipit Tazu
BB3pacTOBa rpyna MOKE a HMa HY»K/1a OT KPbBHHM M3CA€ABAHUS 32 KOHTPONHpPAHE Ha HUBATa Ha
BaHKOMMLIHH B KPBBTA.

Apyra nexkapcersa u Bankomuanuu Anra®dapma
Tpabea na kaxere Ha Bamua nexap i dapmauesT, ako npHEMAare, HACKOPO CTE MPHEMAIU HJTH €
BB3MOXKHO Ja npueMaTte OpPYry NeKapcTsa.

ClEeHNTE NeKapcTBa MOXKE 1a pearupar ¢ BAHKOMUUMH aKO MM IPUEMATE €IHOBPEMEHHO, KaTo
JIGKapCTBA 3a JIeUeHHEe HA:
-  Hndexuun, npuaaneny or 6akrepnn (CTPENTOMHULKH, HEOMHLMH, FEHTAMMLIMH, KaHaMHLIMH,
aMHKaL#H, SauMTpalluH, TOOpaMHIMH, MONUMHKCHH B, konucTHH)
-  Tybepkyno3a (BHOMHUKH)
-  I'bOnunn uadexnun (amporepuunn B)
- Pax (upcriaumH)
- JlexapcTBa 3a MYCKYJHA peJjaKcanus N0 BpeMe Ha aHeCTe3Hs
- AHecTreTnUH (aKo Hie NMpaBUTe 001lla aHECTE3NA)
-  Hnxubutopn HA NPOTOHHATA NOMNA




. CpencTna NpOTHB MOABHAKHOCT (JIEKAPCTBA H3NO/3BAHM 32 001€K4aBaHE HA CHMITTOMMTE Ha

ARapus)
- JImypernnu (JIeKapcTBa Cpelly 3aAbpxaHe Ha BoJa B OpraHu3Ma)
- HecTrepouauu NPOTHBOBL3NAINTE/IHH JIEKAPCTBa (JIEKAPCTBa, H3NON3BaHM 3a IEHEHHE Ha

BBE3NATIECHHE, JIEKA JO yMepeHa 00JKa ¥ NOBULICHA TEMITEpaTypa)

Moxke 1a ce HanoxkH BalumaT jekap na u3cnensa Kpbeta By U aa xopurupa n103aTa, ako BAHKOMHLIHH
ce npuiara eJHOBPEMEHHO C APYTH JIEKapCTBa.

EAHOBpEMEHHOTO NPWIOKEHHE Ha BAHKOMMLIMH H aHECTETHULIM € CBBP32HO ChC 3a4epBIBaHE Ha
KoXKata (epHTeM) M ajlepruuHK peakiuH npu aeua. I1o chbuMsT HauMH eAHOBpEeMeHHaTa ynoTtpeda ¢
[PYIH JIEKAPCTBAa KATO aMHHOITUKO3HAHN aHTHOHOTHIM, HECTEPOUIHH MMPOTHBOBB3MAIUTENHH
cpeactea (HCTIBC, Hanp. ubynpoden) unu amporepuuns B (1exkapcTso 3a rebuyHa vHEKu)
MOXKE A2 YBEJIMYH PHCKA OT yBpexkaaHe Ha Os0peunTe, U 3aT0BA 11e ca He0OXO0IUMH MO-YECTH KPBBHH
u 6bOpeUHY M3CneaBaHUS.

bpeMeHHOCT H KEpMeHe

bpemeHHoCT
AKO cTe OpeMeHHa WM KbPMHTE, CMATATE, Ye MOXKe Aa cTe OpeMeHHa HITH rulaHnpaTe OpeMeHHOCT,

nocrBeTBaifTe ce ¢ Bauus nekap unu ¢papMauesT npeau ynorpedara Ha TOBa N€KAPCTBO.
Bauxomuumd Anra®dapma TpsOBa na ce npwiara no speme Ha OpeMEHHOCT camo NMpH KpalHa
HeoOxoauMocT. BaluuaT nexap e peun nany Tpadea ga npueMare BankomuumH Arrradapma.

KtpmMmene
Hudopmupaitre Baiumat nekap ako KbpMuTe, Thi kaTo BankomnuprH Anradapma npeMrHaea s

kbpMaTa. BalMsT nekap e npeueHH AaTd BAHKOMHUMH € HaHCTHHA Heo0XxoauM unn TpadBa aa
CripeTe KbpMEHETO.

[lodupane u pabora ¢ MAIIHHHA

BaHKOMHUMH He NOBJUABA WIH MOBJIKABA NpeHe0pexxiMo criocobHOCTTa 3a modupaHe U pabora ¢
MALLHHH.

3. Kax xa m3nonszpare Bankomuuun Anta®apma

1lle nonyuuTe BAHKOMULIMH OT MEIULMHCKMS NEPCOHaN, AoKaTo ¢Te B OonHuua. Bawmsar nekap we
pelliH KOJIKO OT TOBA JICKapCTBO TpAOBA Aa NpHeMaTe BCEKH J€H H KOJIKO ABJro LUE MPOABIDKH
JICYEHHETO.

EOBH paHe

OnpeneneHara 3a Bac n03a 3aBUCH OT:.
- Bainrara se3pact
- Baiuero Terio
- HMudekuusara, KoaToO MMarte
- Konko nobpe ¢pyHknuonupar 6x0peumre Bu
- Bamudar cnyx
- JIpyru nexapcTBa, KOHTO MOXE Aa NPHEMATE

HHTpaBEHO3HO NPUICKEHHE
Bo3pacTan u onomu (Ha 12 n moBede roxuHH)
Jlo3aTa e 6bae u3dHciaeHa crnopea TeaecHoto By terno. ObuuainaTa no3a 3a nudyaus e 15 no 20
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¥Ynorpeba npu gena

Heya na ev3apacm om I mecey 00 no-manxo om 12 200uny
Hozara e 6pae U3UUCIeHa cnopea TenecHoTo Bu terno. ObuuaitHara no3a 3a uHpysua e 10 go 15
mg Ha BCEKH KHNOrpaM TefaecHo teryio. OOUMKHOBEHO ce JaBa Ha BCEKM 6 yaca.

IIpedicoegpemenno pooeny U pooery Ha mepMuH Kvpmayema (om 0 00 27 OHu)

I[DB&T& me CC H3IYHCIIABA B 3dBUCHMOCT OT [NIOCTMCHUTPYANMHATA BL3pacT (Bpemem H3IMHH&T0 MCHKOY
[NbPBHUA ACH Ha MEHCTPYaAIHHKHA LHTHKBJ U PAKAAHCTO (FECTHILHOHHEIT& BLBP&CT) IJiK0C BPEMCTO
H3MHHAJIO cliel] paXkKaaHeTO (ITOCTHATATHA BB3PacT).

HHHHGHTHTE B CTApUCCKa BB3PaAcCT, 6pBMBHHHTe AKCHH K IIALIUCHTHTC C 6’]’:6[36'—11—[0 SaﬁoﬂﬂBaHe,
BIJIOUHTCIIHO TC3HW HA JHAJIM3d, MOXKCE [a CC HY KIAAT OT pa3dnivHa A034a.

IpoaAB/KHTEIHOCT HA JICUEHHETO

[IpoabJDKHUTEITHOCTTA Ha JIEYUEHHETO 3aBUCH OT HHEKIUATA, KOATO UMATE H MOXeE Ja POAB/IKH OF
efHa A0 LIECT CEAMHILIH.

[TponBIDKUTENNHOCTTA HA IEYEHHETO MOXKeE J1a Ob/Ie pas/iMyHa B 3aBUCUMOCT OT HHAHBUAYATHHUS
OTIOBOP KBEM JICYEHHUETO 34 BCEKH ITALIMEHT.

Ilo BpeMe Ha Ne4eHHETO MOKe Ja By ce mpaBAT KPbBHA M3C/IEABAHNMS, Ja € HeoOX0OUMO Aa JaBaTe
npodH OT YPUHATA M €BEHTYAJTHO J1a BM ce npaBaT u3cieaBanus Ha Cnyxa, 3a Ja MOraT Ja ce
YCTAHOBST NPU3HALM HA BBE3MOXHHU HEXKEJIaHN PEaKLMH.

IIepopajino NPHUJIOKEHHE

Bo3pacTHn u woHomH (0T 12 rOAMHH H MO-roJIeMH)

IIpenopruntennaTa ao3a € 125 mg Ha Bceku 6 yaca. B HAKou ciyuan Baimuar nexkap moxe aa
NPELEHH Aa NpeAnuuIe mO-BUCOKa JHEBHA no3a no 500 mg Ha BcekH 6 yaca. MakcuManHaTa JHEBHA
no3a He TpsaOBa Ka HagBUIasa 2 g.

AKO cTe UMaTH Apyrd HHpeKUuHM (MHPEeKUUMs Ha TMraBduara), Moxke 1a Bu e neobxoauma apyra no3a
H pa3iM4Ha FPOAB/DKUTERAHOCT HA JICUEHHETO.

Ynorpeba npu aena
Hoesopoodenu, kopmauema u oeya nHa sv3zpacm noo 12 200unu
[Ipenoppudrendara go3a ¢ 10 mg 3a BCeKH KuiorpaM tesiecHo terno. OOMKHOBEHO Ce iaBa HA BCEKH

6 yaca. MakcuManTHaTa AHEBHA A03a He TpabBa Ja HaaBHILaBa 2 g.

Haunn Ha npHIIOKeHUE

HHTpaBeHo3HaTa HH(PY3Us O3HAYABA, Y€ JICKAPCTBEHUS MPOJIYKT NPEMHHABA OT MH(Y3HOHHA OyTHKa
WITA CaK, ¢ MOMOLIA Ha TPROHYKA KbM €IMH OT KpBBOHOCHHTE BH CBlI0OBE, a 0TTaM U B LCIHAT BH
OpraHu3bM. BaluusT jgekap WM MEJUUMHCKA CECTpPA [1Ie MOCTABAT BUHATYM BAHKOMULIMH
HHTPAaBEHO3HO, & He MYCKYJIHO.

AKO ce npwiara 3a JICYCHUE Ha CTOMAIIHH 3a00gBaHus (T.Hap. NCeBIOMEeMOPAaHO3EH KOJIUT),
JICKApCTBEHUAT NMPOAYKT TPAOBA Aa ce IPWIOKK KaTO pa3TBOp 3a nepopayiHa ynotpeba (1ue npuemMere
JIEKApPCTBOTO Npe3 yeTara). BaHKOMHIIMH 1€ ce BbBEEXKIa BbB BeHata By moHe 60 MuHyTH.

AKO CTe NpHeJIn noBevye OT HeoOxoaumMaTa xo3a Bankomunun Anra®apma

Twi KaTo TO3M NpoayKT Lie Bu 6bae npunoxen gokaro cre B O0NHULA € MAIKO BepodaTHO 1a Bu 6bae
nageHa rmopeve or HeoOxoaumMara no3a. HezabarHo yeenoMere Baluvar nekap wid MEAHMUMHCKA
CECTpa aKO UMATe HAKAKBH NPUTCCHEHNUS.

AKo0 UMaTe AOIMBITHUTEHN BBIIPOCH OTHOCHO YIOTpedaTa Ha TOBa JIEKAPCTBO,
nexap, gapMaleBT HIH MEOHIIMHCKA CecTpa.
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4. BB3MOXKHH HEXeJIAHH PeAKIHH

Kakro BcuuKkM feKapCcTBa, TOBA JIEKAPCTBO MOXKeE Aa NPEH3BHKA HEXENAHH PEaKLIHH, BBNIPEKH YE HE
BCEKM 'H NMOJyYaBa.

BankxoMHUHH MO3Ke Aa NPeJHIBHKA A€PrUuHN PEAKIHH, BLNPEKH e CePHO3H M ANNEPrHYHH
peakunn (aHapHIAKTHYEH WOK) Ca peakH. YBeaoMere nesabasno Bawnsit nekap ako noayuure
BHE3ANHO XPHOTEHE, 3ATPYAHEHO NAHUIAHE, 3a4E€PBABAHE B rOPHATA YACT HA TAJI0TO, 0GpHB HJIH
cbpieKk.

CnpeTte na H3no/13BaTe BAHKOMHIHH H BEAHArA NOTHPCETE MEAHHHCKA NOMOL, AKO
3a0esIeKHTe HAKOH OT CJIEIHHTE CHMIITOMM:

- HepBeHHKaBH IIOCKH, NOAOOGHH HAa MHLIEHA WM KPBIJTK NETHA N0 TOPCa, YECTO ¢ MEXYPHU B
LIEHTBbpA, OeIEHe Ha KOXKaTa, 13BH B YCTATa, FbPAOTO, HOCA, FTEHUTAIMHTE U ounTe. Tesu
CEPHO3HH KOXKHH OOpHBH MOraT fia ObAaT NpeALIECTBAHH OT BHCOKA TEMIIEpaTypa 1
rPUNONOACOHH CHMITOMH (CHHAPOM Ha CTHBBHC-JDKOHCHH M TOKCHYHA enuaepMaiiHa
HEKPOJIK3a)

- IMpoko pasnpocTpaneH oGpHB, BUCOKa TE/IECHA TEMIIEPATYPA H YBETHUYEHH JTMM{HH BB3IH
(DRESS cHHAPOM WJIH CHHAPOM Ha CBPBXYYBCTBHTENHOCT KBM JIEKAPCTBA).

- Yepsen, mocnect, WMPOKOPAsNPOCTpaHeH OOPHB ¢ MOAYTHHU NOA KOXATA U MEXYPH,
[IPHAPYXKEH OT BUCOKA TEMAEpaTypa B HA4aJIOTO Ha IeueHHUeTo (OCTpa reHepanu3npaHa
EK3aHTEMATO3HA MYCTYJI034).

AbcopbumaTa Ha BAHKOMHLIMH OT CTOMAIUHO~YPEBHHUAT TPAKT € He3HAYNTENHA. AKO 06aye umaTe
BB3NAMTEHO 3200/15BaHE Ha XPAHOCMHIIATENTHHA TPaKT, 0CO0EHO aKo UMaTe H 6BOPEYHO HapyLweHHe,
MOTaT Ja ce MTOABAT HEXEJaHH pPeaklHH

HecTH HexeNlaHH peaKuHH (MoraT Aa 3acersar noseue ot 1 na 10 gymn)
- CniapaHe Ha apTEPHATHOTO HANATaHE
- 3amyx, WyMHO AuuiaHe (CHIIEH 3BYK, B PE3Y/ITAT OT 3aTPYAHEHOTO ABHKEHHUE HA Bh3AYWHHA
MOTOK B FTOPHUTE AUXATENHH ITbTHIIA)
- O6puB u BB3MATEHKE HA YCTHATA IMTaBRLA, CbpOex, ChpbsiL 06pHB, YPTHKaPHS.
- brbpeunu npobneMu, KOUTO MOraT a GHAAT OTKPHTH MPEAUMHO YPE3 KPHBHH TECTOBE
- 3auepBABaHE Ha rOPHAaTa YacT Ha TAMOTO W JIHLETO, Bb3NalleHa BeHa

HeuecTn Hexenann peaknuu (Morart aa 3acernar 1 aa 100 aymm)
- BpeMenna win tpatina 3ary0a wa cnyxa

Peakn Hxeslann peaknun (morat aa 3acerdar 1 na 1000 ayuin)
- Hamanenue Ha 6pos Ha Genure KPBLBHH KNETKH, YEPBEHHTE KPBBHK KIIETKH H HA TPOMBOUMTHTE
(KPBLBHHUTE KJIETKH, OTFOBOPHH 3a KPBBOCHCHPBAHETO)
- YBenuueHHe Ha Opos Ha HAKOHM GenH KPBBHU KIIETKH
- 3aryba Ha paBHOBecHE, IIIYM B YIIUTE, 3aMasHOCT
- Bm3ananenue Ha KPBHBOHOCEH CBJ
- Tapene
-  Bwm3nanenue Ha Op0penyure U 6LOpeuna HeaOCTATLYHOCT
- bonku B rppaHKA KOL H MYyCKYAHTE Ha rbpba
- Tpecka, cTyaeHH TPBIKU

MHoro peakH Hexe/IAHH PeAKIHH (3acwrat no-masiko ot 1 na 10 000 ayun)

- Bue3zanna nosiBa Ha TEXKa anepruyHa KOXHa Peakums ¢ JIOLIEHe Ha KowkaTa, obpasyBaHe Ha

MeXypH MM GesieHe Ha koxkaTa. ToBa MOXe [a € CBBP3aHO C BUCOKA TeMNepaTypa U GONKH B
CTaBHUTE.

- CobpaeyeH apect

: Y
- Be3nanenue Ha yepBaTa, IPHYUHABALIO KOpPeMHa 60JIKa U AHAPHA, KOATO MOXE Na _%gﬁa
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C HeH3BeCcTHA YeCTOTA (MecToTaTa HeMoxe 2a §be onpeae/eHa OT HAIHUHKTE I2HHH)
- IToBpwbluaHe, AHapHS

- OOBPKAHOCT, CHHIHBOCT, JIUIICA HA CHEPTHA, NOLyBaHe, 3a[lbPXKAHE HA TEUHOCTH, HAMAJICHO
OTAENAHE Ha YPUHA

- Obpus ¢ oTok Win 6onka 3a] ywure, B 001acTTa Ha BpaTa, cnhabHute, noj Opanara W
MOAMUIIHMIIMTE {TIOXYTH JTUMQHH BB3/K), HeoOHYaiHY KPEBHH U YEPHORPOOHH PyHKUHOHATIHA
TECTOBE

- OOpuB C MEXYPH U TPECKa

Crob1aBaHe HA HEXKEJTAHH PEAKIHE
AKO [IOJTyYMTe HAKAKBH HEXEJIAHH NIEKapCTBEHHU peaKumni, yseaomere Baiusa nexap, (hapMaueBT UNH
MEIHMLMHCKA cecTpa. ToBa BKIIIOYBA BCHYKH Bb3MOXKHH HEOMHCAHH B Ta3H NHCTOBKA HEXeJIaHH

peakuuu. MoxkeTe CbLIO A4 ChOOLIMTE HEXENIaHH PEAKLHH NUPEKTHO 1pe3:

M3irenHUTENHA areHLUS 110 JIEKApCTBATa
ya. ,,Jdamsas ['pyes” Ne 8

1303 Codus

buiarapusa

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

Kato ¢prolinaBare HEKEIAHH PEaKLUH, MOXKETE Aa NaAeTe CROSA MPHHOC 3a MO/ y1aBaHe Ha MOBEHE
MHGOPMALIMA OTHOCHO 6€30MacCHOCTTA Ha TOBA JIEKapCTBO.

5. Kak ga coxpanasate Bankomuuun Antad®apma

[Tpeau peKOHCTHTYHPAHE:
Jla ce cbxpaHaBa nox 25°C

Jla ce cpXpaHaBa HA MACTO, HEZOCTBITHO 32 AcLA.

He u3nion3saiiTe TOBa JIEKapCTBO ClEJl CPOKA Ha FOAHOCT, 0TOeNA3aH BbPXY €THKeTa Ha (IakoHa H
KapTOHEHaTa orakoBKka cnen ,J'oneH 70:“. CpoKbT Ha FOAHOCT OTrOBapA Ha MOCACAHHA ACH OT
OCOYEHUS MECELL.

He u3non3saiiTe TOBa JIEKapCTBO, ako 3abenexuTe, Ye pa3TBOPLT He € OUCTBP HITH HMA YaCTHLN B
CYCIICH3UATA.

He u3xBbpnsiiTe JeKapcTBarTa B KAHANH3ALMATa WX B KOHTCHHEPA 34 AOMALIHH OTNAaNBLH.
[Tonuratite Bamus ¢papMaileBT KaK [a U3XBBPJIATE A€KapCTBATa, KOUTO BEUC HE U3IOA3BATE, Tesu
MEpPKM LIe CIIOMOTHAT 34 ONa3BaHe Ha OKOJIHATa CPEead.

CTaGWIHOCTTA HA FOTOBHA Pa3TBOP U JOIIBLIIHUTEIHO pa3peeHUA NMPOAYKT € MOCOHCHA NO-A0TY B
HHPOPMALIKATA 334 MENHUHHCKHTE CMELIMAJIHCTH.

6. Cobabp:kaHHe HA ONAKOBKATA H JONBJHHTENHA HHPOpMAUMS
Kakso cbabp:ka Bankomunus Antadapma

- AKTHBHO BEIECTBO: BAHKOMHLIMHOB XHJPOXJIOpHA
BauxomuunH Anta®apma 500 mg

Bcexu dbaakoH chappka 500 mg BaHKOMULUKMH XHAPOXAOPHA ekBuBaneHTeH Ha 500 000 U
BAHKOMHLHH '




Bankomuuus Anta®apma 1000 mg
Bceku ¢akoH cpappxka 1000 mg BaHKOMHUMH XHAPOXJIOpUA ekBHBasienteH Ha 1000 000 TU

BAHKOMHLIHH

Kak u3rnexiaa Bankomuunr AntaddapMa 4 KAKBO ChbaAbPXKA ONMAKOBKATAE

[TspBryHa onakoeka BankomuunH Anta®apma 500 mg npax 3a KOHUEHTPAT 3a MHQY3HOHEH Pa3TBOP:
10 m] npo3spauen 6e3liBeTeH CTHIIICH (rakoH oT Tun 1 ¢ xopobytunosa 3anywanka THi [ 1 Oana
ATyMMHHEB2 M TIOJIMNPONMIIEHOBA Kallauka, ChC caMo3anensaul ce MACHTHOHKAUHOHEH CTHKET

[TxpBuuHa onakoBka BankomuuuH Anra®apma 1000 mg npax 3a KOHUEHTpAT 332 HHQY3HOHEH
pasteop: 20 ml mpo3spaueH Ge3uBeTeH cThiUIEH Gnakon oT TN | ¢ xnopobyTuiosa 3anyianka T I u
CHHA AJTYMHHVEBA H MOJMIPOIHIEHOBA KalauKa, ChC CaMO3asienBalll ce HASHTHQUKALMOHEH eTHKET

Onaxoska: 1 unu 10 ¢nakona

He BcHuYKH BUAOBE ONMAKOBKH Morat Aa Ob4aT [yCHaTH Ha nasapa.

BaukomuuuH Anradapma 500 mg:
Cnex pastBapsse ¢ 10 ml BOAA 33 MEDKEKLIMH C€ MOTy4aBa pasTBop ¢ KOHUeHTpauus 50 mg/ml, a cren
MOMBJIHUTENHH PA3PEXKIAHHA Ce TIOTyYaBa pasTBOp ¢ KOHUEHTpauus 5 mg/mi.

BankomuitiH Anra®apma 1000 mg;:
Cnen pastBapaue ¢ 20 ml BOAA 3a HHXKEKLMHU Ce NMOJTyyaBa pa3TBop ¢ KoHueHTpauns 50 mg/ml, a cnen

ONBITHUTE/THH Pa3PExIAHHA Ce MOTy4aBa pa3TBOp ¢ KOHLEHTpaua 5 mg/ml.
IIpuTexaTes HA pa3pelleHHeTo 3a ynorpeda

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

1000, Ljubljana

CloBEHHS

IIpoussoxuTen

Laboratorio Reig Jofré SA
Gran Capitan, 10

08970 SANT JOAN DESPI, (Barcelona)
HNcnanus

ToBa JIeKaPCTBO ¢ pa3pelieno 3a ynorpeda B AbpkaBATE — Wienku Ha EBponedckoTo
HKOHOMHYECKO MPOCTPAHCTBO NMOJA CJACIHHTE HMEHA:

Crnopenus Vankomicin AptaPharma 500 mg prasek za koncentrat za raztopino za infundiranje
Vankomicin AptaPharma 1000 mg prasek za koncentrat za raztopino za infundiranje

ABctpua  Vancomycin AptaPharma 500 mg Pulver fur ein Konzentrat zur Herstellung einen

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

Infusionslosung

Uexuns Vancomycin AptaPharma

» P B
XwpBatua  Vankomicin AptaPharma 500 mg prasak za koncentrat za otopinu za infuziju :

Vankomicin AptaPharma 1000 mg prasak za koncentrat za otopinu za infuziju\g A




Vuarapus  Vancomycin AptaPharma 500 mg por oldatos infuziohoz valo koncentratumhoz
Vancomycin AptaPharma 1000 mg por oldatos infuziohoz 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

PymbHus  Vancomycina AptaPharma 500 mg pulbere pentru concentrat pentru solutie perfuzabila
Vancomycina AptaPharma 1000 mg pulbere pentru concentrat pentru solutie perfuzabila
CnoBakusa Vancomycin AptaPharma 500 mg prasok na infuzny koncentrat
Vancomycin AptaPharma 1000 mg prasok na infuzny koncentrat

JaTa HA NOCJEAHO Npepa3rIexiaHe Ha JHCTOBKaTa I0HHN 2023

Jpyra u3To9HMNH HAa HHGopMaHS

Couern/MeIHIHHCKO 00pa3oBanue
AHTHOHOTHLIUTE Ce U3IION3BAT 34 JIedeHHEe Ha OaKkTepraiHu HHPEeKUMH. Te ca Hee(PEKTUBHH CpeLy
BUPYCHH HHeKkuun. Ako Bawusar nekap e npeanycan aHTHOMOTHUH, HMATE HY»KJa TOUHO OT TAX 3a
TEKYILOTO CH CHCTOAHUE. BBIpeky aHTUOMOTHLIMTE HAKOW OT DAaKTEPHHTE MOTAT 2 OLENEST UK Aa
pactar, TOBa ABJICHHE Ce HAPUYA PE3UCTEHTHOCT: HAKOW AaHTUOHOTHH4HH JICUSCHHS CTABaT
HeeeKTHBHK. 3n0ynoTpedara ¢ aHTHOMOTHLIM MOBUIUABA pe3UCTEHTHOCTTa. MOXKeTe topH Aa
MOMOTHeTe Ha 6akTepuuTe Ja CTAHAT PE3UCTEHTHU U CJIeJOBATEIHO 1A 3a0aBUTE JICUEHHETO CH WK 14
HAMaJIHTe eUKACHOCTTa HA aHTHOMOTHLIMTE, AKO HE CrIa3BaTe NOAXOISALLHTE:

- Jlosuposka

- IlpennucaHue

- [TpoaBbmKHTENHOCT Ha JIEYEHHETO

CnenoBaTesHo, 34 Ja ¢e 3anasu €(pUKaCHOCTTA Ha TORA JIEKAPCTBO:!
1. U3nonssatite aHTHOMOTHLIM CaMO KaraTo ca peRilHCaHu
2. Cnazsaiire CTPUKTHO NPEeANHCAHUATA
3. He usnosssaiite MOBTOPHO aHTHOHOTHK 03 JIEKapcKO MpEeAnHcaHne, JOPH aKo MCKaTe Jia
neKyBate nmoaodHo 3abongsane
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ITocoueHara no-gony uHGopMalUKs € npeaHazHa4yeHa camo 3a MeAHLUKHCKH CNELHATHCTH!

To3u TexcT € U3BaAKa OT KpaTKara XapaKTepHCTHKA HA MPOAYKTa, 3a a MOMOrHe 3a aAMHAHUCTPHPAHETO
Ha Bamxomummn Anta®apma, Ilpu onenssaHeTo Ha uenecho0OpasHocTTa Ha ynoTtpebata npu
OIIpe/ieNIeH: Mal{HeHTH, JIEKapAT TpAOBa Aa € 3al03HAaT ¢ KPaTKaTa XapakTepUCTHKA Ha POIYKTa.

HHTpaBEeHO3HO NPHJIQKEHHE
CaMo 3a HHTpaBeHO3Ha HH(GY3Us , 2 HE 32 HHTPaMYCKYJTHO NPHIIOKEHHE.

[IpuroTesHe Ha pa3TBOpA
PasTBopere chbALPXKAHHETO Ha BeekH drakH ot 500 mg B 10 ml crepunna Boaa 3a MHKEKLIMMU,

Pazreopete chappxkandeTo Ha Bceku Guiaku or 1000 mg 8 20 ml cTepunHa Boaa 3a HHKEKLIMM.
Enud ml ot pasTBopa cpabpka >0 mg BaHKOMHLMH. -

BEBHIICH BB HAa TOTOBHA pa3TBOp
Cnell peKOHCTHTYHPaHE pa3sTBOPBT € OHCThP H Oe3UBeTeH, 0€3 BHIAUMM YACTHLM,




[IpuroTBsiHe Ha KpaHHHA pa3pe/ieH pa3TBOP 33 MHQOY3KUA

PaszropsbT, chabpxkam 50 mg/ml BankomHn A TpadBa Aa ce pa3pexaa A0NMbJAHHTEIHO.

[MToaxonauwy pa3peauTeu ca.
- HwxekUMOHEH pa3TBOP Ha rimoko3deH pasreop S0 mg/ml (5%)
- HMiwxekumoHeH pa3TBOp Ha HaTpues xnopua 9 mg/ml (0,9%)
- Ringer Lactate [V cepym
- Ringer Acetate IV cepym

Humepmumenmua ungysun

Banxomuyun Anma®apma 500 mg npax 3a konyenmpam 3a UKQy3uoHeH pazmeop

PasTBopeHuTe pa3TBOpH, chabpaailn S00 mg BaHKOMMLUH, TpAOBa Ja ce pa3pexaar ¢ Hah-MalKo
100 ml paspenuren.

Banxomuyun Anma@apma 1000 mg npax 3a koHyeHmpam 3a un@y3uoner pameop
PasTBopeHuTe pa3TROpH, cpabpxkaiiy {000 mg BaHkOMULKH, TPsOBa NAa Ce paspeskaaT ¢ Hait-Manko
200 ml pazpenuren.

KouueHTpaumsaTa Ha BAHKOMHULIMH B MH(PY3HOHHHUA pa3TBOp He TpaOBa Aa Haasuasa 5 mg/ml.
Xenanara nosza TpsabBa fa ce npwiara 6aBHO, MHTPaBEHO3HO CbC CKOPOCT, KOATO He Haxswinasa 10
mg/min 3a noHe 60 MUHYTH WIH TOBEYE.

Henpexschama unpysun

TpabBa Aa ce H3MOA3Ba CaAMO aKO JICYEHHETO C NEpUOAHUHA HHPY3HA € HEBBL3IMOXKHO. [lBa OT YeTHpH
dnakona BaHkoMHUMH 0T 500 mg wnu egun 0o Asa gnakoHa oT 1000 mg sanxomuumH (1-2 g) morar na
ce pa3TBOPAT B AOCTATBYHO PAa3TBOPHUTEN, CIIOMEHAT MO-rope, W Aa ce npwiarar noj gopmara Ha
MH(]Y3H ,,KaNKOBO™, TAKA Ue MALMEHTDT Ja NoJy4e NpeanucaHaTa AHesHa A03a B 24 yaca.

BBHILEH BHA HA pa3pedeHUAT pasTBOp

Cnen pa3spexxaaHe, pa3TBOPLT € OUcTbp M OesuseteH, 6e3 BHAWMH uyacTHUH. Tlpean npunoxeHue
pa3TBOPEHUTE H pa3peACHH Pa3TBOpH TpsOBa Ja ce MPOBEPAT BHU3YANIHO 33 HAJIHYHE HA YaCTHUH U
obeaznpersaBane. Tpabsa ga ce uanonssa camo 6ucrup ¥ He3upeTeH pa3Teop O€3 YacTHLM.

Ilepopanno npunoxeHHe

3a nepopalHo NpUIOKEHHUE, pasTBopeHUTe pasTBopH oT 300 mg H 1000 mg BaHKOMHLHH Ce
pexoHCTHTYHpa B 30 ml Boga 1 ce nasa Ha nauWeHTa 3a NYMeHe WM Ce Npunara nocpeacTBoM
CTOMallHa COHJA.

CrabuiaHocT
[COTOBHAT pa3TBOP, MPUrOTBEH C BOJA 3a MIDKSKLMH € cTabuieH 3a 24 yaca, CbXxpaHapaH npu 2°C -
8°C. OT MHKpOGHOMOrHYHA IleJHa TOUKA JIEKAPCTBEHUST MPOAYK TpAOBa Aa ce u3mos3Bsa He3abaBHO.

CpOK Ha OQHOCT Ha pa3peseH pasTBop
JlokazaHa e XUMHUYECKa K GU3NvecKa cTabHITHOCT npy ynotpeda:

- 3a nepuop ot 8 yaca npu 25°C, cien pasTsapsaHe W AOMBIHUTEIHO paspexaaHe ¢ HaTpHEB
xaopua 9mg/mli (0,9%) unu pasteop Ha rawkoza 50 mg/ml (5%);

- 3a nepuopn oT 4 OHK, KOraTo ce cbxpanssa npu 2-8°C cnen pasreapsaHe U JONBIHHUTENHO
paspexciaHe ¢ Ringer Lactat IV u cepyM Ringer Acetate IV

- 3anepuop ot 14 auu, koraro ce coxpanssa ot 2-8°C, cyiea pa3TBapaHe H JOMTBIHHTEITHO
paspexaaHe ¢ Harpue xuopua 9mg/ml (0,9%) wnu pasreop Ha rimoko3a 50 mg/ml (5%)

A034a, rocaeasaHa OT HaH-HHCKarTa CCpyMHa KOHLCHTpalHA Ha BAHKOMULIKH, BMCCTO OIIp a &3 _ %;.‘-’: ;ﬁ-;} N
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CXeMa Ha MpUJiaraHe, 0CoOEHO NPU NaUHEHTH ¢ TeXKO OLOpeUHo yBpexaaHe UY TaKHBa, KOWUTO ca
nopnoxeHy Ha OLOpeuHosaMecturenHa Tepanus (b3T) nopagu MHOTO pasiiHYHK GAaKTOPH, KOUTO
MOraT Aa MOBIUAAT HUBATa HA BAHKOMHUMH NpPH TAHX.

ITpu naumenTy c ieka WK ymepeHa cTeneH 6n0peuHa HeOCTATLYHOCT, HAYANHATA 1032 He TpabBa fa
ce HaMansABa. IIpH NauMeHTH ¢ TexkKa crered 6p0peyHa HEAOCTATBYHOCT € 3a MPEANOYUTAHE [1a Ce
YABJUKH HHTEPBAIA Ha MPWIOXKEHHE, BMECTO Ja Ce MPUIAraT t0-HHCKH AHEBHH LO3H.

Tpabea na ce 06ppHe BHUMaHHE Ha CHITBTCTBALIOTO MPAICKEHHE HA IEKAPCTBEHN MPOAYKTH, KOUTO
MOraT J1a HaMaJIAT KJIMpbHCAa HA BAHKOMMIIMH WM [a NOTCHUUPAT HETOBUTE HEXETAHU PEaKLUH
(B3, TOouka 4.4).

BaHKOMHLIUH ¢e auan3upa cn1abo ype3 HHTEpMUTEHTHA XemMoananu3a. Brnpeku Tosa, ynorpebara Ha
MeMOpaHH ¢ BUCOKA NPOIYCKIHMBOCT M HerpekbcHaTa 6p6peuHo 3amectuTenHa Tepanus (HB3T)
yBeJIHYaBa KJIHPHhHCA Ha BAHKOMHLIMH H OOUKHOBEHO H3HCKBA 3aMECTBaHE Ha 103aTa (OOHKHOBEHO
cjie[l XeMOAHANH3HA CECHA MMPH HHTCPMHUTEHTHA XeMOAHAIN3a).

Pa3TBOpHTe Ha BAHKOMHMUMH Ca ¢ HHCKO pH, koeTo MoXe 1a NPUYMHH XMMHUYecKa WIH (dU3HuecKa
HECTAOMIIHOCT, 8KO Ce CMECH C JpyrH cheAHHeHH.CMecBaHeTo ¢ ajkaiHM pa3Teopy TpabBa na ce
n30area. To3n siekapcTBEH MPOOYKT He TpabBa ma ce cMecBa ¢ APYrH HHGMY3HOHHM pasTsopu, ¢
H3KITIOUCHHE Ha HaTtpHes xyopua 9 mg/ml (0,9%), pasreop Ha riokosa 50 mg/ml (5%), cepym Ringer
Lactate IV u cepym Ringer Acetate [V.
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