JIncroBka: n"HGOPMANHA 32 NAIMEHTA

bemepakc 5 mg/ml HHXKEKIIHOHEH Pa3TBOP
Bemevax 5 mg/ml solution for injection

OynuBakanHoB xuapoxnopua/bupivacaine hydrochloride

IlpoueTeTe BHEHMATENHO IAJIATA JIMCTOBKA, NPeIH 42 BN NpHJI0KAT TOBA J1€eKaPCTBO, ThH KATO

TA CLADbPAKA BaxKHA 34 Bac nndopmanus.

- 3anaszere Ta3u JUCTOBKA. MoXe Ja ce HANOXKH 1a g NPOHETETE OTHOBO.

- AKO HMATE HAKAKBH AOMBLAHUTEIHHY RBIAPOCH, MONMUTalTe Baliva nekap Mnu MEAHLIMHCKA
cecTpa.

- AKO NONYYUTE HAKAKBH HEXKENAHHM IEKAPCTBEHU peakLUH, yeegomere Bawus iekap unu
MEAULIMHCKA cecTpa. TORa BKIKOUBA U BCHUKH Bb3MOXKHH HEXE/IAHY PeaKUMH, HEOMMUCAHH B
Ta3M TUCTOBKA. BroxTe Touka 4.

Kakgo ¢hIBpHkKA TAIH JIHCTOBKA:
KakBo npeacraBnsBa beMeBakc M 3a KakBO €€ H3NOI3BA

]

2. Kakso Tpabea na 3uaere, npeau Bu npunoxar bemenakc

3. Kak na Bu 6bae npunaraH bemesakc

4. Bb3MOXKHH HEXKENAHH peaKLHH

5. Kaxk na cbxpanasare bemepakc

6. CbabpiKaHWE HA ONAKOBKATa U AOTTbJIHHTENHA HHPOPMALIKS
1. Kakso npeacrasaasa beMeBakc H 32 KaKBO ¢e H3N0.13Ba

beMepakc cbabpika akTHBHOTO BELWECTBO OyNyBaKauHOB XMAPOXNOopua. ToBa e noKaneH aHeCTETHK,
U3N03RaH 3a 00e3uyBCTRIBaHE (AHECTE3U ) HA JONHMTE YACTH Ha TANOTO NO BPEME HA ONepauua npm
BBL3PACTHH M A€lia OT BCHYKH BBL3pacT. M3non3ea ce Hanpumep 3a obezbongpaHe HA KpakaTa, KOUTO
e ObaaT onepupaHu, B YpOJOTHUHATA XHPYPIrUa WK B KOPEMHATa XHPYpPrus.

HBKEI]JCTBEHHHT [pOAYKT BPEMCHHO 6J'IDI{HP‘& HCPBHHUTE CUI'HAJIK B GﬁﬂaCTTﬂ, B KOATO € HHXKCKTHpPAH,
H BpECMCHHO HaMaJlABa HAH NpPpCMaxea YCCLAHHATA B OMNpPEAcC/iCHa 4acT Ha TANOTO.

2. Kakso TpabBa aa 3naere, npean Bu npunoxar bemeBakc

bemenakxc He TpadBa 1a Bu Obae npuiaran, ako cre:

- aNepruyHi KbM OYNHBAKAHHOB XHAPOXNOPHA UIH KbM HAKOS OT OCTAHANTUTE CHCTABKH Ha TOBA
nekapcTBo (u30poeHn B Touka 6);

- aAJICPrM4HU KbM APYTH JJOKANHH AHECTETUUM OT ChlUMA Knac (KaTo HanpuMep MEMUBaKauH,
NHI0KAKH).

He IQHGB& A4 C€ MpUaara HHTPaTeKaJIHAa aHECTE3US, aKO:
MMAaTe OCTPH AKTHBHH 3a00JIABaAHKS Ha MO3bKa WJIH FpbOHA4YHUA cTbNO, KATO MEHHUHIHT,

[ONTHOMUETUT MITA CNIOHIUAUT;

- MMaTe CUHO r1aBo0OAHE, MPUYUHEHO OT KPbBOM3IMB B I'1aBaTa (BbTPeUepeneH
KPbBOH3IHB);

- UMATE OTPaBAHE Ha KPBLBTa (Cencuc);

- HMAaTe rHOITHA MH(EKLMA HA MACTOTO HA HHXKEKTHPaHE WAKW B BNH30CT 00 HeEro;

- CTE€ HMaJiH CKOPOLLIHA TpasMa (Hamnp. cuynBaHe Ha rpsOHauHug cTuibd);

- umate TyDepKyno3a Hin TYMOpP Ha rpbOHauHUA CTBHIO;

- UMaTe CMUHaNHa CTEHO3a (CTecHABaHe Ha rpbsOHauYHKA CTHAO);

- HMaTe CEPUO3HO 3aDONIABAHE, NMPH KOETO CHPLETO HE € B ChCTOAHUE 1A cHab/isBa TANOTO ¢
JOCTATbYHO KPbB (KapAHOTEHEeH LIOK);




- HMAaTe MHOMO HUCKO KPbBHO Ha/IfraHe, KOETO BOAM A0 KONANC (XUMOBOMEMUYEH LUOK);
- HMare 3abonsaBaHe Ha CbpLETO (CbpAeHHA HEAOCTATLYHOCT);
- KpbBTa BH He ce CheHpBa MPaBUITHO WK aKO NpHEMAaTe JleKapcTea 3a NPeAoTBPaTABaHE Ha

oOpa3zyBaHeTO Ha KPBBHH ChCUPELIH;
- umare npodieMu ¢ rppbOHaYHUA MO3BK, TbJDKALIH CE HA aHEMUA.

IIpenynpexaeHHa 4 NpeaANa3sHH MEPKH
I"oBopere ¢ Bamna nexap unu MeaMUMHCKA cecTpa, npeau Aa Bu 0bae npunoxen bemesake, ako:
- HMaTe BH7l ApUTMHUA B CHPLETO, HapeueHa AV Oaok 1] wnu llI;
- umare npodieMu ¢ yepHusa apoo;
- umate npobiemu ¢ 6bOpeunTe;
- CTE€ B HAMpPEAHANA BL3PACT UM UMATE BIIOILEHO 00O CHCTOSHME,
- cre OpemeHHa (0cOBE€HO B NO-KbCHHUTE €TaNnK Ha OpeMEeHHOCTTA).

He ce cmdTa, ye HEBpPOJIOrHYHHMTE 3a00ASBaAHUA €€ BJAOILABAT OT AHECTE3UATA, HO TPAOBA Aa ce
NposABABa BHUMAHHUE.

Apyru aekapcersa n beMepake
Tpabea ga kaxeTe Ha Bauiud jekap, ako NpyueMaTe, HaCKOPO CTe NMPHEMAITH KK € Bb3MOXKHO A2
[IpHeMaTe OpYru JIEKapcTea.

beMeBakc Moxke Aa B3aWMOIEHCTBA C APYTH JIEKapcTBa, KATO HANPUMEp:
- APYrH AOKAIHH aHECTETHILH;
- NIEKapCTBA, KOUTO CTPYKTYPHO ca noaoOHHU Ha beMeBake, HanpUMep nekapcTBa 3a KOPUrHpaHe
Ha HEPaBHOMEPEH ChPACYEH PUTHM (aHTHAPUTMHUUHH JICKAPCTBA).

bpeMeHRHOCT, KbPMEHE H (PepTRAIATET
AKO cTe OpeMeHHa WM KbPMHTE, CMATATE, Y€ MOXE 0a cTe OpeMeHHa WK IylaHupate OpeMEHHOCT,
nocsBeTBaiTe ce ¢ Baluug nekap npeau Tora nexkapcTso ga By 6bae npunosxeHo.

bemeBakc MOXxe aa ce rnpuiiara 1o BpemMe Ha OpeMeHHOCT U kbpMeHe. Jlo3aTa we Obae Kopurupasa ot
Bawms nexap, ako ¢Te B nOCNeAHUA etan Ha OpeMeHHOCTTa.

Hlo¢pupane n padora ¢ MAINHHHA
He wodmupaiite 1 He U3NOI3BAITE MalLKMHK B IEHY Ha onepauuaTa, Thid KaTo beMeBakc MoXe Ja
noBnuse BbpXy cnocobHocTTa B 3a peakuud U BbpXy KOOPAUHALIMATA HA MYCKYHTE.

bemeBaKkc ChAbpKA HATPHIH
ToBa nekapcTRO ChABPXKA NMO-MaANKO OT | mmol Hatpuit (23 mg) Ha eaHa ammyna, T.€., Ha NpaKTHKa
HE CBABLPXKA HATPHH.

3. Kak aa Bu 0bae npunaran bemepake

bemesakc e Bu 6bae npunoxked ot Bawus nekap, Ko#iTo wie onpeaeau npaeuanHara aosa. llle Bu
ObJe NPIIOKEH KATO HHXKEKLMSA B 10/IHATa 4acT Ha rpbOHavHus By cToib.

ﬂO3ﬂTﬂ 3aBHCH OT THINA XHPYPrHA, Bb3pacTTa U TCrnOTO HA MALHUCHTA H LLEC C€ ONPEACIN OT JICKap.

¥Ynorpeba npu Jena H IOHOIIH
beMeBaKke HHXEKLIMOHEH pa3TBOP e Obae HHkeKTHpaH HaBHO B rphOHaUHUg KaHan (4acT oT
rpbOHAYHUA CTHNG) OT IEKAP C ONMHUT B JIETCKA AHECTE3HA.

Ako Bn e npuioxena noBeue oT HeoOxonumara 103a bemeBakc

Manko seposaTHO e na Bu Obae npuiiokeH TBbpAE MHOTO OT TO3M IEKAPCTBEH NPOAYKT, Thil KaTo Lue
Bu ro npunoxkat B 60JHMLA U OT MEAULIMHCKMS NEPCOHaN. AKO ce NpUTeCHsBaTe, 4e Bu e naacHa




TBbPAE BUCOKA 1032 UM AKO UMATE HAKAKBY BBIIPOCH OTHOCHO A03aTa, KOoATO BH e nagena, rosopere
¢ Bawus nexap wid MEAMUKMHCKA CECTpaA.

[TepBHTE NpU3HALM HA TOBA, Y€ By € npunoxkeHa Tebpae ronama nosa bemeraxkc, 0OMKHOBEHO ca
CIICIHHTE:

- HHCKO KPBbBHO HaJISraHe,;

- 6aBeH mync;

- HEPEAOBEH ChPACHEH PUTHM;

- YYBCTBO Ha 3aMasiHOCT;

- U3TPBIIBAHE H& YCTHHUTE K OKOJIO yCTAaTa,

- U3TPBIIBAHE HA €3HKa,

- NpodyieMH CbC CAYXA,;

- Npo0JIeMH CbC 3PEHHETO (BUXKIAHETO).

3a 0a ¢€ HAMAJIKM PUCKDBT OT CEPUO3HH HEXENAHHW peakUuMK, Bawuar nekap we cnpe na Bu npunara
bemeBakc BeaHara lOM C€ TMOABAT TE3W NPHU3HALM.

AKO HMaTe HAKaKBH AOMbJHUTENIHY BbIIPOCH OTHOCHO YNOTpebaTa Ha TOBa JIEKapCTBO, FOBOPETE ¢
Bawuua nekap WiH MEQULIMHCKA CECTPa.

4. BBL3IMOKHH HEXKeJAHH PEAKIIHH

KakTo BCHUYKH NleKapcTBa, TOBa JIEKapCTBO MOXKE a NPeAN3BHKA HEXKENAHH PEAKLMH, BBIIPEKH Ue HE
BCEKH ' NMoJy4aBa.

CepHo3HH HeXeJIaHH PeaKIHu
AKO UMATE CICAHUTE CUMITTOMH, CNIPETE JICUCHHETO H YBeAOMeTe ne3adaBHo Bamun nekap:

- [Ipy3Hauy Ha peaklUMU HA UHTOKCHKALIMA B LEHTpaNHaTa HEPBHA CUCTEMA, KATO U3TPBIIBAHE,
MpaByukKaHe, 3aryba Ha JBH>KeHHe (napesa), MycKyJsHa cabocT Unu ansectesns (HeobuyaitHo
ycewane) (HeuecTH HexeNnaHu peakuMu, morat aa 3acerHar 10 1 Ha 100 gywn).

- Cobpuero By BHE3aNHO ¥ HEOYaKBaHO cnupa Aa 6ue v Bue rybure cwhaHaHue (cnupaHe Ha
CbpAeuHaTa AEHHOCT) (PeOKH HeXeJlaHW peakUMK, Morar aa 3acerHar Ao 1 Ha 1000 aywwm).

- baBHO ¥ NOBBPXHOCTHO AKLIAHE (pecnUpaTOpHa AenpecHs ) (pAiKa HEXXENnaHa peaKLHa, MOXKe
aa 3acertHe A0 | Ha 1000 oyww).

- Texka anepruvyHa peakuus ¢b< CHMNTOMH KaTo 3aTPYAHEHO AMLIaHe, NoAYBaHEe HA YCTHHUTE,

[BbPIOTO Y €3UKa M HUCKO KPBbBHO HansArane (aHagMNakTHYECH WOK) (peAKU HeXeNaHu peakLmy,
mMorat aa 3acerHar 2o | na 1 000 aywmu).

Jpyru HexenaHn peaknHu:

Mnuoco uecmu (mo2am da 3aceznam noseue om 1 na 10 oywu).
-  rajeHe;
- HUCKO KPBBHOQ HAIATaHE;
- OaseH nync (Opanvkapans).

Hecmu (mocam oa 3aceznam 0o 1 na 10 oywn):
- rnasobonue;
- NOBpPbLUIAHE;
- TPYAHOCTH N1PH YPHHHUPAHE (3a0bPKAHE HA YPHHA);
- CIIOHTaHHO M3MYCKaHE Ha ypuHa (YpHHApHa HHKOHTHHEHLIHA),

Hewecmu (moeam 0a 3aceznam oo 1 na 100 oywu).
- bonku B repba;

- MpAaBYYKaHe, yCeLUaHe 3a NapeHe WK U3TPBIBAHE MO KOoXKaTa (napecresuns).

Peoxu (mozam oa 3aceznam oo | na 1000 oywu):
- HenpeaHaMepeHO ONIOKHMpaHE Ha HEPBH B rpbOHaYHMA cTHAO (CnHHaneH 010K), KOETO MOXe 14
A0BEAE A0 BpEMEHHA 3ary0a Ha 4yBCTBUTE/IHOCT B KOpeMa H/WHK J0MHATa YacT Ha TANOTO,




NOTYUCKAHE HAa AMLIAHETO U A0pHU 3aryba Ha Ch3HAaHHKE,
- ABYCTPaHHA Mapaniu3a, YeCcTO B A0JIHATA Y4CT HA TAJIOTO WIIK HA [iBAaTa Kpaka (napannerus);
- 0OJIKa H CMYLIEHHE HA yCellaHWsATa NOpaaH Bb3NaNEHHE HA HEPBHTE (HEBPONAaTHA),
- 3ary0a Ha Cb3HaTEJIHM ABHXKEHHUA (napanu3a);
- Bb3naleHue Ha MeMOpaHa OKoJI0 rpbOHAYHHUA MO3BK (ApaxHOHAMUT), KOETO MOXKE Ad
npeau3BHKa 00JIKa B A0JIHATA 4ACT Ha rbpda, U3TPLIBAHE W CN1aboCT B KpaKara,
- aNepruvHHU pEeakuuH.

CrobmaBaHe HA HEXeJIAHH pPeakKnHH

AKO MONMYYHTE HAKAKBH HEXENAHH JICKAPCTBEHH peakuuH, YBeaAoMeTe Baluna nekap vnv MeauLMHCKa
cecTpa. ToBa BKHOYBA BCUUKHM BBE3MOKHU HEOMUCAHH B Ta3H JIMCTOBKA HEXEJAHH peakuun. Moxere
ChILO Aa ChOOLIMTE HEXETAHU peaKlUH RUPEKTHO YPE3:

M3nbnuuTenHa areHuMs no Jiekapcreara

yn. ,,Jdamsau ['pyes” 8

1303 Codus

Ten.: +359 2 8903417

yebGcaitT: www.bda.bg

KaTo cboflllaBaTe HEXENMaHU Peakiui, MOXKETE Aa Aa€Te CBOSA NPUHOC 3a NOAYUYABAHE HA NOBEYE
HHOpMaLHa OTHOCHO 0e30NacHOCTTa Ha TOBA JIEKAPCTBRO.

S. Kak aa cexpansasare bemenakce

Jla ce cbxpaHsiBa Ha MACTO, HEAOCTBLITHO 3a Aeua.
To3u nekapcTBEH NMPOAYKT HE W3NCKBA CMICLIMATHH YCIIOBHS HA ChXPaHEHMUE.

He u3non3saiite TOBA J1eKAPCTBO CNef CPOKA Ha FOQHOCT, 0TOeI3aH BbpXY €THKETa U KapTOHEHATa
onakoBka cnen ,,l oaeH no“. CpokbT Ha rOAHOCT OTrOBaps Ha NMOCAEAHUA AeH OT NOCOMEHHA MECELl,

He u3xpbpasiite nfekapcTBaTa B KAaHANM3aUHATA MK B KOHTEHHEPA 3a JOMALLIHXA OTNAdbLIM,
[lonuTaiite Bamua ¢papMaLeBT Kak 1a M3XBBPJATE JIEKAPCTBATA, KOUTO BEYE HE U3MOJI3BATE. Te3n
MEPKH LIE CIIOMOTHAT 3a OMa3BaHe Ha OKOJIHATA Cpeaa.

6. Coabpkanne Ha ONAKOBKATA H RONbJAHATEIHA RHPOpMAR A

Kaxkspo ¢cnabpixka bemesakc

- AKTHUBHOTO BELLECTBO € OynuBakanHOB XUApoxiopHa. Becekyw ml 0T MHKEKLIMOHHHA pa3TBOP
chObpKa 5 mg OynuBakauHOB xuapoxyopua (6e3soaeH).

- Hpyrure CbCTaBKH Ca rMIOKO3a MOHOXHWAPAT, HATPUEB XHAPOKCH], (32 Kopekuna Ha pH) u

BOA 3a UHIKEKIIUH.

Kak H3r1exxaa JJeKapcTBOTO H KAKBO ChABbPXKA ONAKOBKATA
AMnyau ot Ge3uBeTHO OOPOCHNIHKATHO CTHKAO OT XHIPOJIHWTHYEH KJ1ac ¢ TOYKA 3a CHYMNBaHe.
AMNyAWTE Ce OMAKOBAT BbB BJOGXKKA U CE€ NMOCTABAT B KAPTOHEHA KYTHAL.

Pa3zmep Ha onakoBkara: 5 aMnyJiu.

IIpuTexaren aa paspellieHHETO 32 ynoTpeta H NPOH3BOAHTE
IIpuTexaTes Ha pa3pelleHAETO 3a ynorpeta

AS GRINDEKS.

Krustpils iela 53, Riga, LV-1057, Jlatsus

Tenedon: +371 67083205

Daxc: +371 67083505
E-maiin: grindeks@grindeks.com




IIpon3soauTen
AS GRINDEKS.
Krustpils iela 53, Riga, LV-1057, JlaTtBus

To3d nekapcTBeH NPOAYKT € paspeineH 3a ynorpeba B anpxasnte wienku Ha EUTI noa
CJICAHATE HMEHA:

LBewus Bupivacaine Spinal Tung Grindeks
ABCTpHUSA Mofecet 5 mg/ml Injektionslésung
brarapug beMeBakc 5 mg/ml HHXKEKLIHOHEH pa3TBOp
Bemevax 5 mg/ml solution for injection
Yeinka penybiuka Salvudex
[‘epmanus Bupivacain hyperbar Grindeks 5 mg/ml InjektionslGsung
EcTtoHus Bemevax
YHrapus Salvudex 5 mg/ml oldatos injekcid
Hranus Salvudex
JlaTBuUa Bupivacaine Grindeks 5 mg/ml $kidums injekcijam ar glikozi
JluTea Mofecet 5 mg/ml injekcinis tirpalas
Hunepnanaus Bupivacaine Grindeks Glucose 5 mg/ml oplossing voor injectie
[Tomuwua Sanergy Heavy
PyMBbHMA Bemevax 5 mg/ml solutie injectabila
CnoBakus Salvudex 5 mg/mli injek&ny roztok
CnoseHus Mofecet 5 mg/mi raztopina za injiciranje

JAaTa Ha mOC/IEIHO Npepa3riexIaHe HA JIHCTOBKATA
10/2024
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Ilocouenara no-10.1y HH(IJOPMHHHH C NPpECAHAIHANMCHA CAMO 34 MEAHIHHCKH CNICHNHAJTHCTH:.

PHBTBOP'I:T TpﬂﬁBEl Aa CC H3MNON3Ba BEAHAra Cnca oTeapsaHE.

KakTo rnpu BCUUKW NapeHTepaiHU JIEKAPCTBEHU NPOAYKTH, Pa3TBOPHT TPAOBA 1a Ce NpoBEpH Npeau
ynorpeda. Morar aa ce usnonssar camo OUCTpH pa3TBopH 0€3 BHAUMH YaCTHLM.

He ce [pcriopn4BaT ,ﬂOﬁﬁBKH KbM CITHHAJIHHUTE PA3TBOpPH.

He H3XB"hpﬂﬂﬁTe JICKApPCTBATA B KaHaJIM3alUUATa UWIH B I{DHTEﬁHﬂpa 34 JOMALUHH OTNAaAbLLH.




