JINCTOBKA: HH®OPMAIIUSA 3A ITIOTPEBUTEJISA
ROD 6 OLv2
Bankomuuuu-MIP 1000 mg npax 3a undy3uoHeH pa3Tsop
Vancomycin-MIP 1000 mg powder for solution for int‘usiun—-; /2X2 05 -03- 2026
Bankomuuun (Vancomycin) B

[IpoveTeTe BHHMATE/IHO USJIATA JIMCTOBKA, NPE/IH /12 3aN04HETE 1a H3M0/13BaTe TOBA JIEKAPCTBO, Thil

KATO TH ChAbpKa BaxxHa 3a Bac undopmanus.

- 3anaszere Ta3u JUCTOBKA. MOXe /1a c€ HAJIOXKHM /1a S POUYETETE OTHOBO.

- AKO UMaTe HAKAKBH JOITBJIHUTEIHU BBIIPOCH, nonuraite Bawuus nekap WM (papMaleBT.

- ToBa niekapcTBO € npeanvcalo nMuHo Ha Bac. He ro npeorcrbnsaiite Ha apyru xopa. To moxe 1a um
HaBpe/IM HE3ABUCHMO, Y€ MPU3HALIMTE HAa TAXHOTO 3a00/159BaHe ca ChlliuTe KaTo BaluuTe.

- AKO MOJIyYHTE HAKAKBH HEXKEJIAHHU JIEKAPCTBEHH peakLH, yBeaomere Bamus nekap wiu apmauesT.
ToBa BKJIIOYBA U BCUYKH BB3MOXKHH HEXKEJIaHH peaKllMM, HEONTMCAHH B Ta3H JIMCTOBKA. BuikTe

TOo4ykKa 4.

KakBo cbAbpKa Ta3H JIHCTOBKA:
. Kako npeacrasnspa BankomuunH-MIP 1 3a kakBo ce u3nos3ea

2. Kakso Tpsbsa aa 3Haete, npeau aa uznosnssate Bankomuuun-MIP

3. Kak aa w3nonspare BankomuunH-MIP

4. BB3MOXKHHM HEKeJlaHH peakLHH

5. Kak aa cbxpanasare BankoMmuuun-MIP

6. CbabpkaHue Ha ONMAKOBKATa W JAONMbJHUTEIHA HHDOPMAaLIKS

1. Kakso npeacrasisaBa Bankomuuun-MIP u 3a kakBo ce u3nmo.3sa

Bankomuumu-MIP e raukonentuaeH aHTuOMoTHK. Bankomuunu-MIP e epukacen cpeuty Oakrepuure, KOUTO

NMPUUUHABAT UHPEKLIUH.

BankomuumH-MIP ce u3nos3Ba npyd BCHYKH Bb3PaCTOBH IPYINH Ype3 HH(DY3HA 3a JIEYEHHE Ha CJIC/IHATE TEKKH

UH(pEKLHUH:

- MH(EKUMH HA KOXKATA U MEKHUTE ThKaHH

- WH(EKUHH HA KOCTHTE H CTABHTE

- uHpekuus Ha Oenure ApodoBe, HapeyeHa IMHEBMOHHS

- uH(eKUMs Ha BbTpelllHaTa OOBMBKA Ha CHPLETO (€HAOKAp/AMT) H 3a Mpe0TBpaTABaHe Ha €HAOKapAUT MNpH
MALKMEHTH C PUCK, KOraTo ca Mo/IJIOKEHH Ha roJieMHd XUPYPruiHH TNpoLeaypH

- WH(EKUMs HA KPBBTA, CBBP3aHa C MOCOUYEHHUTE MO-rope HHPEKLIHH.

BankomuuuH-MIP Moke aa ce npwiara nepopajHO MpUH Bb3pacTHU M Jeua 3a JieueHHWe Ha MH(PEKUUH Ha
IMraByMLaTa Ha ThHKUTE U JebenuTe yepBa, C yBpe)KJaHE Ha JMraBUUMTE (MCEBJIOMEMOPAHO3€H KOJIMT),

npuurHeHo ot 6aktepusita Clostridium difficile.



2.

Kaxso Tpabsa aa 3naere, npea 1a u3noa3sare Bankomanun-MIP

He minom3saiite BankoMmunaa-MIP

aK0O HMaTe ajdeprua KeM BaHKOMHLHMH WM KBM HAKOS OT OCTAHAJIHTC CHhCTABKH HA TOBA JICKApPCTBO

(W30poeHH B TOYKA O).

IlpexynpexxaenHs 0 HpeANa3HH MEPKH
Cho61aBaHy ca CepPHO3HH HEXETAaHM peakLMH, KOHTO MOraT Aa JoBeJaT 2o 3ary0a Ha 3peHHe cnen

HHXXCKTHpaHC Ha BAHKOMHLIHH B O4YHTC.

l'osopere ¢ Bawung nekap win 6ontnueH papManeBT WiH MEMLWHCKA CECTpa NPEAM Aa U3NOJ3BaTe

BankomMuumu-MIP, ako:

B MHHAJIOTO CTE NPOABHIIH AJICPruiHa peaklii KpM TEHKOIUTaHUH, 3alll0TO TOBAa MOXKE [1a O3Ha4apa, 4ye CTe

ANEPrHYHHA KbM BAHKOMHULIMH.

HMaTe HapyLIeHHe Ha CTyXa, ocofeHo ako cTe B HanpeaHana Bb3pacT (Moxe na ¢ Heobxonumo na Bu ce
HaMpaBAT H3CNEABaHHA Ha CllyXa 110 BpeMe Ha JICYECHHETO).

umate 6B0peuno HapyleHue (Mo BpeMe Ha ICYCHHETO 1ite TPAOBA fa ce NpaBAT U3C/ICABAHHA HA KPBBTA H
OuOpeumTe).

npyeMaTe BAaHKOMHULHMH 4pe3 WHQY3HA 32 NeUeHHe Ha JHapHi, CBbp3aHa ¢ uHbexkums ¢ Clostridium difficile,
BMECTO Mpe3 yCTaTa.

HAKOra CTe MMAITH TEKBK KoXeH oOpHB Wi OesieHe Ha Ko)KaTa, odpa3yBaHe Ha MeXypH U/ WITH PaHH B YCTaTa

CJie]l IpHEM Ha BAHKOMMLIMH.

losopere ¢ Bawus nekap uin OONHHYMEH dapMaLlEBT WIM MEIHLMHCKA CeCTpa IO BPEME Ha JICHEHHETO C

Baukomuuua-MIP, ako:

NPHEMATE BAHKOMHMLIMH MPOAB/DKUTENHO BpeMe (MOKE Ja Ce HAJIOKAT U3CNCABAHMA HA KPBBTA, YePHHS ApoD
1 OBOpelMTe 110 BpeMe Ha JICHCHHETO).
10 BpeME Ha JICHESHHETO Pa3BUBATE KOXKHA peaKLHs.

pa3BHBaTe TEXKKA WIH NPOAL/DKUTENHA AHapHs 10 BpEeME HAa HaH cneA ynorpedaTa Ha BaHKOMMLMH,
He3abaBHO ce KOHcysarupaiite ¢ Bauma nekap. ToBa MoxXe Ja € NpH3HAK HA Bb3NalcHHE Ha uepBara

(nceBaoMeMOpaHO3eH KOJHUT), KOETO MOXKE /ia Bb3HUKHE Clejl fleYeHHe C AHTUOHOTHIM.

Cro0aBaHH Ca CEpHO3HM KOXKHH PeaKkUHH, BKIOUMTENHO CHHApoM Ha CTHBBLHC-JDKOHCBH, TOKCHYHA

eNHAEpMAHA HEKPOJIN3a, IEKApCTBEeHa peaklms ¢ eosHHowIna M cucTteMHd cummromu (DRESS) 4 octpa

reHepaqH3HpaHa ek3aHTeMaro3Ha mycTynosza (AGEP) BLB Bpp3ka ¢ nieweHHe ¢ saHxOMMUHH, Crnipere Ja

H3IOA3BATE BaAHKOMHIIMH H He3a0aBHO [IOTHPCETE MEAHLIHHCKA [IOMOIIl, &KO 3a0eNIe)KHTE HAKOH OT

CHMITTOMUTE, OITHCAHK B TOYKA 4.

ChollaBaHH ca NpH3HalM Ha ajlepruiHa peakLysa KbM TOBA JICKAPCTBO, BIUTIOYHTENHO NpodneMu ¢ QULIaHETO

1 6oska B repANTE, NpH ynorpeba Ha Bankomuuun-MIP. Cnpere He3abasHo ynotpebata Ha Bankomuunua-MIP

OT T€3U [PH3HALH.




Hena
Bankomuuua-MIP wie ce u3nonssa ¢ 0oco6eHO BHIMaHKHe NPH HEXOHOCEHH H KbpMaueTa, Thi Kato 0ndperure

MM HE Ca HAITHIHO Pa3BMTH W T€ MOTAT J1a HaTPyNBaT BAHKOMHLIMH B KpbBTa. [IpH Tazy BB3pacToBa rpyna Moxe
fa MMa HY>a OT KPLBHH H3C/IeJBaHUA 33 KOHTPOIUpAHE Ha HUBATA HA BAHKOMHLIMH B KPBBTA.
EAHOBPEMEHHOTO MPUIOXKEHHE Ha BAHKOMHLIMH H AHECTETHLH € CBBP3aHO C 3a4YepBABaHe Ha KOXKaTa (epuTeM)
M aNeprMyHK peakuuu npd aeua. [lo cbluMs HauMH eJHOBpEMEHHaTa ynorpeba ¢ Apyrd fieKapcTBa Karo
AMHHOITMKO3UWAHY aHTHOMOTHLM, HecTepoHaHH npoTuBoBb3nanuTeaHd cpeacrtsa (HCIIBC, wanp.
H6ynpoger) unu amporeprunt B (nekaperso 3a rebuyHa HHPEKUMA) MOXKE J1a yBETHYH PHCKA OT YBpeKaaHe
Ha 6nOpenHTe, H 3aTOBA 11e ca HeO6X0AMMH NO-4eCTH KPBLBHH H ObOpeYHH U3CNeBaAHUA.

Hpyra xexaperBa 1 Banxomaanu-MIP

Undopmupaiire Baiuus nekap wiH apMaleBT, ako NpHEMATe, HaCKOPO CTE MPHEMANTH WK € Bb3MOXKHO Ja

npHeMeTe APYTrH JIeKapCcTBa.

- JlekapcTBa, KOATO ¢A MOTEHXHAIHO BpeAHH 3a Gn6penuTe B ciIyxa: AKo npHemare eJHOBPEMEHHO
BaHKOMHIHH H APYTH JIEKAPCTBEHH MPOLYKTH, KOUTO ca NOTEHLUMAIHO BpeAHH 3a 6p6penyTe 1 cmyxa (Hanp.
AMHHOTTMKO3HIHM aHTHOHOTHILIM, MUNEpaUMInH/Tazo0akTaM), TO3H BpeAcH edekT MokKe Ja Onje 3achileH.
B Te3u ciyuau € HeoOXOAHMO BHUMATE/IHO U PeAOBHO KOHTpOAUpaHe Ha (PyHKUHOHHpaHeTo Ha On6peunTe
M ClTyXa.

- AHecTEe3ROJIOTHUYHHM cpencrBa: YnorpefaTa Ha aHECTE3HOJOTHYHH CpEACTBAa YBE/IH4YaBa PHCKA OT
MOy4YaBaHE HAa ONpeAeNeHH HEXENaHU peakLMH Ha BAHKOMHLIMH, KATO CrajaHe Ha KPBBHOTO HAJIATaHE,
3auepBABaHE HA KOXKaTa, ,,KONPHBHA TPecKa™ (YPTHKAPHR) H ChpOeK.

- Cpencrsa, OTHYCKaAMH MYCKY/IATe: AKO MojJyyaBaTe eJHOBPEMEHHO CPEACTBA, OTMYCKAIH MYCKY/IHTE
(Hanp. CYKUHHWIXOJIHH), TEXHHAT €PEKT MOXKE Aa OB/IC 3aCHIeH WIH YABJDKEH.

bpeMeHHOCT B KhpMene

Axo cTe OpeMeHHa WIH KbPMHTE, CMATATE, Ye MOXKE Jia cTe OpeMeHRa WK ryiaHMpaTe OpeMeHROCT,
nochbBeTRaifTe ce ¢ Bamuns nexkap unu gapMaleBT Mpeay ynorpebara Ha TOBa JEKapCTBO.

BaukoMHLMH NpPeMHHABA Mpe3 IUIALUEHTaTa H CHLUECTBYBA PHCK OT TOKCHYHOCT 3a ymurte U OnLOpeuure Ha
6ebeto. ITopaau ToBa, ako cre OpemenHa, Bamnar nekap Tpabsa na By npusiara BaHKOMHLUHH CamO MpH
KaTeropHuHa HeOOXOAHMOCT Y clie] BHHMATE/THA OLIEHKA Ha NOJI3UTE ¥ PHCKOBETE.

BaHkOMHMUKH MPeMHHABA B KEPMATA. Tbif KaTO TO3M IeKapPCTBEH MPOAYKT MOXKE HMa edekT BbpXy Oebeto; Toi
Tpa6Ba Aa Ce HM3MOM3Ba M0 BpeME HA KbpPMEHE CAMO aKO MpHAaraHeTo Ha ApPYrH aHTHOMOTHUM € Ouo
HeycneiHo. Tpabsa na o6cwaure ¢ Balns nexap Bb3MOXKHOCTTA 32 NMPEKPATABAHE Ha KbPMEHETO.,

Modupane n paboTa ¢ MAMHHA
BankoMuumu-MIP He nosnusasa WM NOBAUSBA NpeHedpexxuMo cnocobHocTTa 32 WwodupaHe U pabora ¢

MalllHHH.

3. Kax na manom3sare Bankomanun-MIP




O3HDAHE

Onpeaenenara 3a Bac 103a 3aBHCH OT:

- sb3apactra By,

- Ternoro By,

- HH(}EKLHATA, KOATO HMATe,

- konko pobpe dyHxunonupar 6u6peunre By,
- Bauusd cnyx,

- ApYyry JIeKapcTBa, KOUTO MOXE J1a ITPHEMATE.

HBTpaBeH03H0 NPHJIOKECHHE

BnipacTHH | wBomHE (Ha 12 n noBede roanHM)

Jo3ara we 6bae u3uncneHa cnopen TenecHoro Bu tero. O6uvalinaTa no3a 3a vHdysusa € 15 ao 20 mg Ha
BCEKH KWiorpaMm TenecHo Terno. OOukHoBeHO ce naBa Ha BeekH 8 10 12 yaca. B wakom ciryvan Bawmar nekap
MO3KE JIa PELUM JIa Aafie HavanHa Ro3a A0 30 mg Ha BCEKH KMNOrpaM TelleCHO Terno. MakcuManhara o3a He

Tpsa6Ba [a HAABKLIABA 2 g.

Ynorpeba npu aena
Heya na ev3pacm om edur mecey 0o no-manko om 12 200unu

Jlo3aTa wie 6bAe M3UKCIeHa crnopen TeaecHoTo Bu terno. Obuyalivata no3a 3a HHQYy3us € 10 ao 15 mg Ha
BCEKM Kiiorpam TesecHo Terno. O6MKHOBEHO ce AaBa Ha BCekH 6 vaca.,

Ipeosxcdespemerno podenu u podenu Ha mepmun xvpmavema (om 0 0o 27 onu)
Jlo3aTa 1le ce H3YMCIIABA B 3aBUCHMOCT OT MOCTMEHCTPYa/IHaTa Bb3pacT (BPEMETO, HIMHUHANO MEXKAY NbpPBHSA
AEH OT HOCNAEAHNAA MEHCTPYANEH LUK H PAKIAHETO (FeCTALHOHHATA BB3PACT), IUTIOC BPEMETO, H3MHHAJIO CJIEN

paxJaHeTo (NOCTHATaNHa Bb3PACT).

[lauMeHTHTEe B CTApYecKa BbL3PAcT, OpeMeHHHTe XeHH H HanuedTHTe ¢ OBOpeaHo 3aboisBane,
BKJTIOUHTE/IHO Te3H Ha AUanHn3a, MOXKe J1a C€ HY)KAAAT OT pa3jiIiyHa J03a.

Ile AJIHO NPHJIKEHAE

Bo3pacrax u wosomn (ot 12 g0 18 roanun)

[IpenopbuuTenHara qo3a e 125 mg Ha Bcexn 6 yaca. B wikou cnyvan Bauar nekap Moxke na pein na ane
no-BHCOKa AHEBHA 1034 A0 500 mg Ha BcekH 6 yaca. MakcuManHaTa AHEBHA A03a He TpsabBa na Haasvuasa 2
g.

Ako cre uManu apyru nHdekuwd (vHdexuus Ha nurasduara), Moxke a8 Bu e HeobGxoauma apyra nosa M
pa3iMyHa MPOABLIDKHTEIIHOCT Ha JICHEHHUETO.

Yaorpeba npn fena
Hoeopodenu, xepmavema u deya ua ev3pacm noo 12 200unu
IMpenoprunTenHata go3a e 10 mg 3a BcekH KuaorpaM TeniecHo terno. ODUKHOBEHO ce faBa Ha

MakcHManHaTa AHeBHA 403a He TpAOBRa Aa Ha/jBULLABA 2 g.




Haudn HA NPRIGKEHHE
UuTtpasedo3HaTa HHGY3HMS 03HAYABA, YE JIEKAPCTBEHHAT NPOAYKT IPEMHHABA OT HHQY3HOHHA Oy THIKA HITH Cak,

C TOMOLIA Ha CUCTEMA OT TPBOHYKH, B €XHH OT KPHBOHOCHUTE CHAOBE H OT TaM B LEIHA OpraHH3bm. Baluusar
JeKap WiH MEIHLIMHCKA CECTPa BMHATH Ll MOCTABAT BAHKOMHLIMH HHTPaBEHO3HO, a2 HE MYCKYJIHO.
BeHnkoMMIHH III€ CE BbBEXAa BhB BeHaTa By B npoanbKEeHHE Ha MoHe 60 MUHYTH.

AKO ce MpHiara 3a JI€4YeHHe Ha CTOMAILHK 3abonsaBaHug (T.Hap. ncesaoMeMOpato3eH KOHT), NEKAPCTBEHMAT
MPoAyKT Tpa0Ba [a ce MPWIOXKH KAaTO pa3TBOp 3a nepopanHa ynorpeba (e mpueMere JekapcTBOTO Mpes
yCcTaTa).

IIpoaAL/UKHTENHOCT HA JIEYEHHETO
[Tpoas/KUTENTHOCTTa HA JISUEHHETO 3aBHCH OT HHPEKUMATA, KOATO MMaTe M MOXE Ala MPOALDKH HAKOJKO

CeIMUIIM.
[TpOABL/DKUTENIHOCTTA Ha JIeUeHHETO Moxe Aa 6ble pazfinyHa B 3aBUCHMOCT OT UHANBHIYAITHHS OTTOBOP KbM

NeyeHHETO 33 BCEKU MALMEHT.
Mo BpeMe Ha NeYEHUETO MOXKe Aa Bu ce MpaBaAT KpbBHM HM3C/IEABaHMS, a € He0OXOAHMO Aa naBaTe NpobH oT

YPHHATa H €BEHTYATHO Aa Bu ce mpaBaT W3cieABaHKA Ha CTyXa, 3a Ja MOTaT Ja C€ YCTaHOBAT MpH3HaLM Ha
Bb3MOXHH HEXENaHH peaKii|u.

AKO cTe nponycHAIH Aa npuemere Banxomuuuu-MIP
He B3emaiiTe gpoiiHa n03a, 38 Aa KOMIMEHCHpATE NpoITycHaTaTa Ao3a. [IponmycHarara qo3a Tpa6sa na ce npynara
npeaM cieaBaliaTa peIOBHA 1032 CAMO KO BPEMETO MEXY MPHUIaraHUuATa BCE OIlle € OCTaTHYHO ABJTO.

Ako acuensnero ¢ Bankomanra-MIP 61nae npexscHaTO HIIH HeHABPEMERHO NPEKPATEHO

Huckara no3a, HepEAOBHOTO MpWIAraRe WM NPEXACBPEMEHHOTO INPEKPaTABaHEe Ha NCYEHHETO Morar ja
BIOLIAT U3X0ZA Ha JICYEHHETO MU Ja AOBEAaT A0 NOBTOPHH NPOABH, YHETO JieYeHHE € no-TpyaAHo. Mons
criassaiite ykaszaHusaTa Ha Bauius nekap.

AKo0 MMaTe HAKAKBU JIOMBJIHKTENIHH BBIIPOCH, CBBP3AHH € yroTpebara Ha TO3U NMPOAYKT, MOJIA MOTIHTAHTE

Bamnsa nekap wiu ¢apmauesT.
4. DBBp3MOKHE HeXKeJIaHH PeaKUBH

KaxTo BCHUKH JIEKapCTBa, TOBA JICKAPCTBO MOXKE A3 NPEAN3BHKA HEXENAHH pEaKkLMH, BLIPEKH Y€ HE BCEKH ITH

MOJTy4asa.

Cupere Aa H3N0J3BATE¢ BAHKOMHIEE H He320aBHO NOTHPCETEe MEARINHHCKA NOMOIIL, AKO zabesiexxATe
HAKOH OT cJIeSHATe CHMITOMHE:

e yepBEHUKABH IUIOCKH, NOAOOHH HAa MULIEHA WIH KPBIJIM NETHA N0 TOPCA, YECTO C MEXYPH B LICHTBPA,
OesleHe Ha KOXATA, A3BH B YCTATA, IbP/IOTO, HOCA, TeHHTAIIMHUTE M OYHTE. TE34 CEPHO3HH KOXHH 00pHBH

Morar Ja O’b4aT npeaLIeCTBAHH OT BUCOKA TeMIepaTypa W rpUrionoao0HH CHMITTOMH (CHHAPOM Ha

CtuBbHC-/DKOHCBH H TOKCHYHA EMMHACPMAITHA HEKPOJIH3a).
® IIHPOKOPa3NMpOCTPaHeH OOpHB, BUCOKA TeJleCHa TEMIepaTypa H yBS/IHUECHH TUMQHH
CHHAPOM WIH CHHAPOM Ha CBPBbXYYBCTBHTE/IHOCT KbM JIEKapCTBa).

5 \.




YyepBEH, TIOCMECT LIMPOKOPa3NpocTpaHeH OOPUB ¢ MOTYTHHH NOA KOXATA H MEXYPH, MPHAPYXKEH OT
BHCOKA TEMIIEpATYPa B HAYANOTO Ha JIeHCHHUETO (OCTpa reHepaI3HPaHa €K3aHTEMAaTO3Ha ITYCTyJ103a).
GOJIKA B IPbJIHHMA KOILI, KOSTO MOXeE J1a € MPH3HAK 3a MOTEHIMANIHO CEPHO3HA anepryyHa peakius,
HapeueHa CUHAPOM Ha KyHHuc.

BaBEKOMHEIHHE MOKe Aa NPEAAIBAKA AJICPTHIHE PEAKIHHA, BLIOPCKH Y¢ CEPROZHUTE AJIePrHYHHE PeaKiHM

(anadpEIAKTHYEH MOK) ca peAkH. Kaxere mezabaBro ma Bamnas jJekaps, aKko NOJy4ATe BHEIANHH

XpHNOBE, 3ATPY/AHEHAE B AHIIAHETO, 3aY1ePBEBAHE HA FOPHATA YACT HA TLI0TO, OOPHB HJIH CHPOEXK,

[Topaay He3HAYUTENHOTO BCMYKBAHE Ha BAHKOMHLIHH B CTOMALIHO-YPCBHMS TPAKT, HEXKENIAHHTE pEaKLMH chnel

MpHEM Tpe3 yCTaTa ca Masko BEPOSATHH.
Ako ofade UMaTe BL3NATHTENHO 3a00/ABaHE HA XPAHOCMUIATENHUS TPAKT, ocobeHo ako umate H 616peydno

HapylLICHHE, MOTaT Ja CC NMOABAT HEXKE/IAHH pCaKllMH, KOHTO CC NNOABABAT, KOraTo BaHKOMHLIMH CC fIpH1ara 4pes

HUH}Y3HA.

YecTH HEkKeIANH peaknuB (Morar aa 3acersar nosewe ot 1 ma 10 gymn):

CnapnaHe Ha apTepHaHOTO HaJlAraHe,

3axyXx, WIYMHO AWIaHe (MHCKIIMB 3BYK, NPEAU3BHKAH OT 3aTPYAHEHOTO ABHXXECHHE HA BB3XYIIHHA NOTOK B
rOPHHTE AUXATESTHH MbTHLIA);

O6puB M BB3MANICHHUE HA YCTHATA JIMTABHLA, CBPOEXK, cbpbsai obpus, yprukapus;

[TpoGnemu ¢ 6B0pewTe, KOUTO MOXKE @ C€ YCTAHOBAT [TbPBOHAYANTHO Upe3 H3CNEIBaHUI HA KPHBTA;
3auepBABaHe Ha rOPHATA YACT Ha TANOTO H JHLETO, BE3NAJICHUE HA BEHA,;

[TopMIaBaHe Ha YepHOAPOOHHTE EH3UMH.,

HegecTn Hexkenann peakneu (3acarar 1 ua 100 gxymn):

BpemeHHa wam Tpafina 3aryba Ha ciayxa.

Penxn Hexeaann peaxnul (3acarar 1 sa 1000 axymu):

Hamanenue Ha Opos Ha OenuTe KpBBHY KJIETKH, HA YEPBEHUTE KPBBHKY KAETKH U Ha TpPOMOOLIMTHTE (KPBBHH
KJIETKH, OTTOBOPHH 32 KPHBOCHCHPBAHETO);

YeennyeHne Ha Opos Ha HAKOM OeH KPBBHH KIIETKH.

3ary0a Ha paBHOBECHE, LITYM B YiUIHTE, 3aMasiHOCT;

Br3inanedHe Ha KPLBOHOCEH Ch;

["'apnene;

Bu3nanenue Ha 6u6peuute 1 6p0peuHa HEAOCTATBYHOCT,

Bosika B rpbAHHUA KOLI H B MYCKYJIUTE Ha rbp0a;

Tpecka, CTYACHH TPBIKY.

MHuoro peaks HeKeJJAHH peaknus (3acarar no-mMajaxo ot 1 aa 10 000 yyms):

BHe3anHO HA4YAIO HA TEXKKA aleprHyHa KOXKHA peaKLHA ¢ JIIOLIEHE Ha KoxaTa, 00pa3yBaHe HA MEXYPH HIH
DesieHe Ha KoxaTa. ToBa MOXKe 11a € CBBP3aHO C BHCOKA TeMriepaTypa K 00/IKH B CTABHTE;
BHe3amnmHo criMpaHe Ha ChpLETO;

Bn3naneHwe Ha uepBaTa, NPHYMHABALIO KOpeMHa O0ska U inapud, KOATO MOXKE J1a ChABP

"'-—_'-H_‘

o+



Hen3BecTHa YecToTa (0T HAJIHYAATE JTAHAHE He MOKe AA Obe HAIpABERa OLEHKA):

- [loBpbluaHe, aHapus;

- O6BpKaHOCT, CHHIMBOCT, JIMIICA HA EHEPrHd, MoAyBaHe, 3aAbpXaHEe Ha TCYHOCTH, HAMAIEHO OTAE/ISHE Ha
YpPHHA;

- O6pue c orok w4 6onka 3aa ywute, B obnactra Ha Bpara, cnabuHuTe, nox dpajaTa ¥ MOAMUIUHHLMTE
(noAyTH THM}HH BbIIH), HeoOHYaHHH KPBBHH H UepHOAPOOHH PYHKUHOHATHYU TECTORBE;

- OO6puB ¢ MEXYPH H TpecKa;

- TlpekoMepHO pasrpakJaHe Ha YEPBEHUTE KPBBHH KJIETKH, KOETO BOJAM N0 yMOpa H OneJocT Ha Koxara

(XeMOJIMTHYHA aHEMHA ).

Cro0maBane HA HEXKEIAHH PeaAKIHA

AKO TMONYYHMTE HAKAKBH HEXENaHH NeKapCTBeHW peakuuM, yseaomere Bawus sekap wunv ¢apmauest. Tosa
BK/IIOYBA BCHYKHM BH3IMOXKHH HEOIMHCAHH B Ta3H JIMCTOBKA HEXeNaHW peakuuu. Moxere cuilo Aa cwvobuivre
HEXEaHU peakuMH JHPEKTHO upe3 HauMoHanHaTa cHcreMa 3a cwhobimasaHe, M3nwiaHuTeNHA areHiuud mo
nexkapcrpata, ya. ,Jamau Fpyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebeaiit: www.bda.bg. Karo
cboOLLIaBaTE HEXEIaHH PEakillMH, MOXKETE Ja JajeTe CBOA MPHHOC 3a MNOMy4aBaHe Ha Mopeye HHPpopMalus
OTHOCHO 0€30MnacHOCTTa Ha TOBA IEKAPCTBO

5. Kak aa cexpanaBarte Bankomanua-MIP
Ila ce cpxpaHsBa HA MACTO, HEAOCTBIHO 3a AcLA.

Ia ce cuxpaHsea noa 25°C. Crxpanasaiite ¢nakoHa B KAPTOHEHATA ONAKOBKA, 34 J1a Ce NpeAnasH ot

CBET/IHHA.
He w3non3saiite TOBa JIEKAPCTBO CJIE/] CPOKA HA FOAHOCT, OTOE/NA3aH BbPXY KApPTOHEHATA OMAaKOBKA H €THKETa

cnen ,.EXP. CpokbT Ha rOAHOCT OTrOBaps Ha MOCJIEAHHUS JEH OT ITOCOYECHHS MeCell.

He u3xpbpnsiite ekapcTBaTa B KaHAIM3aLMATa MK B KOHTeHHepa 3a qoMaludm oTraasiy. [Tonuraiire Batuns
¢dapmaLieBT KaKk Aa H3XBBLpJATE JIEKApPCTBAaTa, KOHTO BEU¢ He M3nonspate. Te3d MEpKH Le CMOMOTrHAaT 3a
Ona3BaHE Ha OKOJIHATA Cpejia.

6. ChanpkaHHe HR ONAKOBKATA H AOMLJAHETE/IHA HRPOPMANHA

Kaxso cpaspxa Bankomuuun-MIP
o AKTHMBHOTO BEILECTBO € BAHKOMHLIMHOB xvapoxinopui. Beeku ¢nakoH ceabpka 1000 mg BAaHKOMHULMHOB

xyapoxiopus , cborsercrrall Ha 1,000,000 IU sankoMHUMA.
« Hama apyru cecTaBKH.

Kax a3rnexsa Basxkomanaa-MIP g kaxBo cbaALpika onakobkarTa
®duH, 651 npax ¢ po3oB 10 Ka(gB OTTEHEK.

BanxoMuuuH-MIP ce npeanara B onakoBkH ¢ 1 Win 5 CThIVICHH (1aKkoHa C rYMEHa 3aiyLIanKa H OTUYTIBalla
ce alfyMHHHEBA Karnayka.




IIpaTexkaTen HA pa3pelieHHETO 3a ynoTpeba

MIP Pharma GmbH
Kirkeler Strasse 41, D-66440 Blieskastel-Niederwurzbach

['epmaHud

IIpon3BoaHTeN
Chephasaar Chem.-Pharm. Fabrik GmbH
Miihlstr. 50, 66386 St. Ingbert

['epmaHus

JlaTa Ha MOCNEANO nNpepa3rexaane Ha JucTopkata 01/2026

JApyra H3HOTYHHIH Ha HRGOPMANHA

CnBeT / KPATKAR HHGOPMAIHSE OTHOCHO JICYEHHETO ¢ ARTHOHOTHIH

AHTHOMOTHLIMTE CE U3M0/3BaT 32 NevueHue Ha Gakreprannu uHdekuHn. Te ca HeeekTHBHH Cpellly BHPYCHH
MHPEKLKH.

Axo Bawmusat nexkap Bu e npeanucan aHtubroruuu, 1o Bue ce Hy>xaaere OT T4X KOHKPETHO 32 HACTOALLIETO
Bu 3abonspane.

Bunpexky aHTHOROTHUMTE, HAKOU DaKTepuH MOXKE Ja NPOARIKAT A4 JKMBEAT HIIH J1a C€ pasMHOXKaBaT. Tosa
IBIEHHE CE€ HapHua PE3UCTEHTHOCT: HAKOU AHTHOHOTHYHH JIEYEHUS CTABAT HEe(DEKTHBHH.

3noynorpebara ¢ aHTHOHOTHLIM YBeHYaBa Pe3HCTEHTHOCTTa. Bue Moxe nopH na noMoruere Ha OakrepunTe
Na CTaHaT PE3HCTEHTHK H NOpalik TOBa Aa 3a6aBHTE CBOCTO H3/ICKYBAaHE WIH Aa HaManHTe epHKACHOCTTA Ha
aHTUOHOTHKA, 8KO He Ca3BaTe MpaBHITHO:

-  JIO3MPOBKATa;

- ¢XeMmara;

- MPOABIDKHTETHOCTTA Ha JICYCHMETO.

CnenoBaTenHo, 3a Aa 3ana3ure e(pHKACHOCTTA HA TOBA JIEKAPCTBO:

1 - M3non3paiite auTuOHOTHUM caMo Korato ca Bu npeanucaHs.

2 - CTpPMKTHO cra3BaiTe NpearnHCaHHeTo.

3 - He W3non3saiiTe noRTOpHO aHTHOMOTHK 63 teKapcko npeanHcalue, J0PH ako HUCcKaTe Ja NIEKYBaTe
nopobHo 3adonsapaxe.

4 - Hukora He napaiire Bamna aHTHOMOTHK Ha APYT HOBEK; MOXXe OM ToH Z1a He € NoAXOoAAL 32 HelHOTO /
HeroBoTo 3ado/ABaHe.

5 - Cnen 3aBbpUIBAHE HA JIEUEHHETO, BLPHETE BCHYKH HEU3MOI3BAHU JIEKAPCTBA B alTeKara, 3a Ja cTe
CHTYPHH, 4€ TE Ule C€ M3XBBPJIAT MPaBHITHO.

[TocouenaTa no-aosty HHGOpMALIMA € NpeIHa3HaYeHa CaMO 32 MEAHUHHCKH CNEI{HATHCTH:

Hauun HA NpHIOKeHHe H BPOAL/DKHETEIHOCT HA JICUCHHETO
BauxoMuLMH Tpa6Ba aa ce npwiara caMo kaTto DaBHa HHTPaBCHO3HA HH(Y3HA ¢ MPOAB/DKHTETHOCT MOHE eaAMH
4ac WIH ¢ MaKCHMaJIHa cKopocT OoT 10 mg/min (KoeTo € no-ABAro), KaTo € AOCTAaThYHO pa3peneH (HaH-Manko

100 ml Ha 500 mg wun Haii-manko 200 ml ra 1000 mg ).




[TauueHTHTE, YHITTO NPHEM HA TEYHOCTH TpAGBa Aa 6bAe orpaHWYEH, CHLIO MOTraT Aa noay4ar pasteop ot 500
mg/50 ml wnn 1000 mg/100 ml, prpeky Ye PUCKBT OT HEXKENAHH PEAKLMH, CBBP3aHH ¢ UHQY3UATA, MOXKE Ja
Ce MOBHILH NPU TE3H NMO-BUCOKK KOHUCHTPALHHA.

[IpurorTegHe Ha pa3TBopa
BauxkoMuua-MIP 1000 mg: Craspkanrero Ha eauH ¢uakoH ce pasreaps B 20 ml BoJa 3a MIDKEKLHH H Ce

pa3pexaa AOMBJIHUTENHO C APYTH HHGY3HOHHH pa3TeopH 10 200-400 ml,
KoHueHTpaLMATa Ha BAHKOMHULKH He Tpa6Ba Aa HaaBuwapa 2,5-5 mg/ml.

CBHBMECTHMOCT ¢ HHTPABEHO3HH PasTBOPH
BaHKOMHIIHH € CEBMECTHM C BOJ1a 33 HHKEKLMH, S %-TIOK03eH pa3TBop U (PH3HOIIOrHYEH Pa3TBOP Ha HATPHUEB

xopua. Pa3TBOpHTE Ha BAHKOMHUMH MO NMPHHLMI C€ MPHAAraT OTRE/AHO, aKo XHMHM4YHaTa U H3UYHATA
CHBMECTHMOCT € APYT HHQY3KOHEH pa3TBOp HE € J0OKa3aHa.

Ba)kH¥ HECHLBMECTHMOCTH

Pa3TBOPHTE Ha BAHKOMMLIMH ca ¢ HHucko pH, KoeTo Moxe Ja AoBeae A0 XMMHYHA HiIH (PH3HYHA HECTaOMITHOCT
cnen cMecsaHe ¢ ApyrM seulectBa. [lpean ynorpeba Bcekd mapeHTepaneH pasTBop TpsdBa fa ce npoBepH
BH3YAJTHO 32 NMPELMITHTALIMA HIH NPOMEHH B LIBETA.

KoMOHHHUpaHa Tepanus
B cayuait Ha koMOMHHpaHa Tepanus ¢ BAHKOMHLMH H APYTH aHTHOHOTHLIW/XHMHOTEPANEBTHLH NNPUTOTBEHHUTE

Pa3TBOPH TPAOBA Ja ce npuwiarat OTASIHO.

Crxpanefine ciieq pasTBapsge

CpOK Ha rOAHOCT Ha NIPHIrOTBEHUS HHPY3IHOHEH pPa3TBOp
HNokazaHa e XHMHYHATA M Qu3HMYHATA CTAOMITHOCT HAa MPHIrOTBEHHS HH(PY3HOHEH pa3TBOp 3a 96 4yaca npH

Tremnepatypa 2-8°C. Ot MUKpOOHOIOrMYHA riIeiHa TOYKA, NPUIOTBEHUAT UHQY3HOHEH pa3TBOp TpAOBa Ja ce
M31oa3Ba He3abaBHO. AKO TO3H CBBET He Obe CMna3eH, YCIOBUATA Ha ChbXPAHCHUE U NMPOABIKHTETHOCTTA Ha
ChXpaHEeHHMe ca 3aAB/DKeHHe Ha notpeburens. CuXpaHEHHETO MOXe Aa HaABHINERA 24 yaca caMO ako
NPHUroTBAHETO HA HH(Y3HOHHHSA PAa3TROP € H3BBPLUEHO NPH KOHTPOIMPAHH H BaNTHAUPAHU aCEeNITHYHH YCIIOBHA.




