JIncroBka: HHGOpMARHKS 32 NOTPEONTES

Ianepanuanu/Tazobaxram KaGn 4 g/0,5 g npax 3a nndy3ronen parsop
Piperacillin/Tazobactam Kabi 4 g/0,5 g powder for solution for infusion

[Munepaunnun/rasobakram (Piperacillin/tazobactam)

IIpovereTe BARMATENHO WRAATR JHCTOBKA, IPEAH A2 3aN0YHETE A2 HINOJI3BATE TOBA JIEKAPCTBO, Thi

KATO TH CBALPXA BakHa 3a Bac nagopmanusn.

- 3anazeTe Ta3Hu IMCTORKa. Moxke a ce HAJIOXKHU Aa f NMPOUETETE OTHOBO.

- AKO HMAaT¢ HAKAKBU AOMLJIIHUTEIHHU BBIIPOCH, NTONHTAATE BalnKd exkap WK MeIUIMHCKA CEecTpa.

- AKO TOJIYYHTE HIKAKBU HEXEJIaHH JIEKAPCTBEHH PEaKiliH, YBeaoMeTe Ballius nekap Wi MeAULIHHCKA
cecTpa. TOBa BKIIOYBA ¥ BCUYKH Bb3MOXKHH HEXKEJIAHH PEAKLIMH, HEOITHCAHH B Ta3M JIHCTOBKA. BukTe

TOYKA 4.

KaxBo chabpa Ta3H JHCTOBKA:

1.  Kaxso npeacraenaBa IMunepaumunun/Taszobaxram Kabu 1 3a K3K8R-CE ‘*g:l“r :k]‘r

2.  Kaxkeo Tpa6Ba na 3Haere, ripeau aa usnonspare ITunepaimn Y .J{ YA B Y '1
3.  Kax na wsnonssare IInnepaimnna/Tazobakram Kadu

4. B13MOXXHHM HEXXeNaHK peaKkiuy

5.  Kax za cuxpansapare [Tunepammnus/Tazobakram Kabu

6. CoabpkaHMe Ha ONAKOBKATA M JAOMWIHUTEIHA HHpOpMALMA

1. Kakso opeacrasiasa Ilnnepanunnn/Tazobaxkram Kabn 33 KAKBO Cé H3N0/13Ba

IManepaluIvH NPHHANEKH KBM IPyTIa JISKAPCTBA, H3BECTHH KATO ,,IUHPOKO-CNICKTHPHH NEHKLMAKHOBH
anTuOnoTui”. Toit Moxke na y6ue MHoro Haose 6akrepu. Tazobakram MOXe a BEINPENATCTBA HAKOU
pE3UCTEHTHH OaKkTepHH a npexuBeAT epeKTHTe Ha NUNepaliIMe. ToBa 03Ha4aBa, Yeé KOraTo NMNepanwIHH
H Ta300aKTaM ce I[IpUarar 3aejiHo, T¢ yOMBAT noseye BU0Be OakTEpHH.

[Munepaumnun/Tasobakram Kabu ce npunara rnpu Bb3pacTHH K IOHOLLH 32 NIeYeHHE Ha OakTepHanHu
HHPEKLHH, KATO TE3H, KOUTO 3aCATAT JOJHUTE AMXaTenHU mbTaiia (6enu apodose), MHKOUYHHUTE ITbTHINA
(6pOpeLMTE H MUKOYHHA MEXYP), KOpeMa, KoxaTa iwiM KpbeTa. [Tunepaipnun/Tasobakram Kabu Moxke na ce
NpUNara 3a eYeHHe Ha OaKkTepHaTHH HH(PEKLIHH TTPH NMALMEHTH ¢ NMOHIKeH Opoii 6enu KpbBHY KIETKH
(HOHKKEHA YCTOHMHUBOCT KBM HHOEKIHH).

[Munepaumnmns/Taszobakram Kabu e mokasaH npu Aena Ha Bb3pacT 2-12 roAuHM 3a neyueHne Ha MHQeKIuY B
KOpeMa KaTo aneHAULMT, TEPUTOHHUT (MHPEKLHS Ha TEYHOCTTA H 0OBHBKATA HA KOPEMHHTE Opraiu) 1
HH(peKIHH Ha XUThYHKA Mexyp. IInnepauunun/Tazobakram Kabu Moxe na ce uanonspa 3a ne4eHUe Ha
BakrepUanTHH HHPEKIIHH MpH MAUMEHTH ¢ NOHKeH Opoit Ha 6enyTe KPBEBHU KNETKH (NMOHIDKEHA
YCTOWYHBOCT KbM HH(EKLIHH).

[1pu Hakou cepro3HM HHpekH, Bamuar nekap moxke na Bu npunoxu ITunepaimnusn/Tazobakram Kabu B
KOMOHMHALMA C APYTH aHTHOMOTHIIK.

2. Kakso TpubBa aa 3Haere, npean aa uanonaspare [Innepannann/Tazobaxram Kabn

He n3nomspaiTte [Innepanunnn/Tazobaxram Kabn

- aKQ CTe aIePruvHH KbM ITHTICPALIIMH MK Ta3o0aKTaM WK KbM HAKOS OT O
TOBA NeKapcTBO (M36poeHH B TO4Ka 6).

- aKO CTe aJiepruyHi KbM aHTHOMOTHIIM, [I03HATH KATO NEHULIWITHUHH, Liedanocfif
NaKTaMa3HH HHXHOUTOPH, ThHA KaTO MOXE J1a CTe alepruyHH KM [Innepauun !H

IlpeaynpexacHAsS B NpeaNasHE MEPKH




I'opopere ¢ Bauus nexap WM MEAWLMHCKA cecTpa, NpeaH Aa usnonssate [Innepaunnun/Taszobakram Kabu:

® aKo MPOABABATE ANEPrHH. AKO HMaTe HAKOJIKO alepruu, MoJia ypeaoMete Baiuus Jiekap Win Apyr
MeOHLUHMHCKH CTIELIHAIUCT, NPEeaU Ja npMeMeTe TOBA JIeKapCTBO;

® aKo CTe CTpajajli OT AHWAPHUA NPEaH, HIH pa3BHETE AUapHs N0 BpEME Ha JICYCHHUETO WIH Cliel] Hero.
B Takbe cnyuaid HezabaBHO urGopMupaliTe Baluua nekap unu Apyr MEAHLIMHCKH cnietdanuct. He
npueMaiiTe HIKaKBH JICKAPCTBA 32 AHAapHATA, O€3 Aa ce KOHCYNITHpaTe MbPBO ¢ Bauxsg sexap;

® aKO MMaTe NMOHWXXEHHW HYBA HA KaNHi B KpbBTA. BallugT Niekap MOXKe /1a MOKCKA [1a IPOBEPH
¢yHKUMATA Ha 6s0penuTe By, mpeau na npueMere ToBa JIEKapCcTBO U MOXE fa Bu nmposexkna
peryaapHH U3CNEABAHMA HA KPBLBTA N0 BPEME Ha JIEHEeHHUETO;

¢ ako HMare 6BOpeuny K yepHoapoOHU NpobeMH WM CTe NOANOKEHH Ha XeMOAHANU3a. BaluuaT
nexap MOXe J1a MOKMCcKa Ja rposepH pyHKkuMaTa Ha OnOpeuyure By, npeau na npuemere ToBa
JIEKapCTBO M MOXe Aa B npoBexaa pery/apHY M3C/1eBaHus Ha KPbBTa MO BpEME Ha NIEUECHHETO,

® aKo NpHMEMAaTe HAKOM JEKAPCTBA (HapeueHH AaHTHKOAryNaHTH), 3a ia H3berHere NpekoMepHOTO
KpLBOCHCUpPBane (BikTe cbo , Jdpyra Jexkapcrsa n HHunepanaaan/Tazobakram Kabn™ B Taszu
JIHCTOBKA), WIM ITO BpEME Ha JICYCHHETO CE NOABH HEOYaKBaHO KbpBeHe. B To3u ciyuait Tpsbea
He3a0aBHO fa uHGopMHupare Ballug nekap WiH APyr MEAMIMHCKH CIIELHAIIHCT;

® aKo IpUeMaTe ApYr aHTHOMOTHK ¢ HME BAHKOMHLIHH eAHOoBpeMeHHO ¢ ITunepauunuy/ Tazobakram
KaGH, ToBa MOXKe [a MOBUILIM pHCKa OT ObOpeuHo yBpexaane (BIKTe chillo ,,/JIpyra jJexapcersa n
IInnepannann/Tazobakram Kabr® B Tasu nucToBKa)

® aKO NOJYYHTE MbPUOBE MO BpeMe Ha NieueHHeTo. B TakeB ciyuail Tpabsa na undopmupare Baius
JICKAP WIH APYT MEIMLIMHCKH CIEHHAIIUCT;

¢ aKO MHCJIMTE, Ye CTe pa3BHIH HOBa HHGEKLMA WK HacToswara By nHdekiua ce nnoimasa. B rakbs
cryuait TpsaGBa a HHGopMupaTe Baurms jiexkap Wiy Ipyr MEAHLIMHCKH CICIIHANKCT.

® aKO HMAaTe CePHO3HH KOXKHH PEaKLHMH BKIKOYHTETHO CHHAPOM Ha CTHBBLHC-IPKOHCHH, TOKCHYHA
eNnUepManHa HEKPOJIN3a, MEAHKAMEHTO3HA PEaKUHa ChNPOBOACHA ¢ €03HHOPWINA WNH CHCTEMHH
cumrrromy (DRESS), ocTpa reHepany3npaHa ek3aHTeMaro3Ha imyctonosa (AGEP). IlpeycraHosere
ynorpebara Ha [Iunepaunnun/Tasobaxram Kabu u norspcere HezabasHo MEAHLMHCKA NOMOIIL, KO
3a0enexuTe HIKOH OT CHMIITOMHTE ONHCAHH B TOYKA 4.

XemodarouurHa NUMQPOXHCTHOLIHTO3A

HMma crobinerns 3a 3abonapaHe, Mpu KOETO HMYHHATA CHCTEMA MPOH3BEXKAA TBBPAE MHOTO OT HHaue
HOpPMAaJIHHTE 0ellH KpbBHH KJI€TKH, HapeUeHH XMCTHOLIMTH H NTMMQOLIUTH, KaTO B pe3yJITaT HACTHIIBA
BB3NaieHHe (xemodarouydTHa TuMpoxHcTHOUMTO3a). ToBa CBCTOSHHE MOXe fa OB/e )KHBOTO-
3aCTPALIABAalLo, aK0O He ObAc AHArHOCTHLIHPAHO M JIEKYBAHO paHO. AKO NOTyYHTe MHOXXECTBO CHMITTOMH
KaTo NOBHINEHA TEMNEPATYpa, [TOAYBAHE Ha IMMGHHTE BB3JIH, YCellaHe 2a cnadocT, 3aMasHoOCT, 39ayX,
JieCHa NMOSABA Ha CHHHHH IJiH KOXeH oOpHuB, He3abaBHO ce CBBpXKeTe ¢ Baiuua nexap.

Jena na Bu3pact moj 2 roAHHHA
ITunepamputii/TazobakraM He Ce MpenophYBa NPH Jela NoA 2 FroAHHH, NMOopaJH JIUICA Ha AOCTATHYHO AaHHU
38 6€300aCHOCT H 6(PEKTUBHOCT.

HApyra nexapcrsa # lInnepanaaunn/Tasobaxkram Kabn
Hrdopmupaiire Bamns nexap Wi ¢papMalieBT, ako IpHEMAaTE, HACKOPO CTe MPHEMAITH HIH € BE3MOXKHO Ja
npHeMeTe APYIH JICKapCTBa.
HAKOH NleKkapcTBa MOTAT A B3aUMONCHCTBAT ¢ NMUIEPAINUIHH U TazobakTaMm.
Te BmouBar:
e jexapcTro 3a nogarpa (mpobeHeunn). To Moxe Aa YBEIMYH BpeMeTO, HEOOXOHMO Ha NMUINEepallWIMH
¥ Ta300aKkTaM O3 BallyCHAT TU10TO Bu;
® JIeKapCTRa 3a pa3pekIaHe Ha KPbBTA WIH 34 JISYeHHE HA KPbBHU ChCHPELH (HAIp. XeNapuH,
BapdapHH MM aCTTHPHH);
¢ JeKapcTBa 3a OTIYCKAHE Ha MyCKyJarypata BH no BpeMe Ha XUPYpPruuHH ongf
Bauus nexap, ako By npeacTon nocrassHe Ha obina ymnoiixa,;
®  METOTPEeKCaT (JICKapcTBO, U3MON3BAHO 34 JICYCHHE HA PAK, APTPHT HIIH NCORHY
Ta300aKTaM MOraT Ja NOBHIIAT BpeMeTo, HeOOXOANMO Ha METOTPEKCaT Aa
®  JeKapcCTBa, IOHICKABAUIH HHBOTO Ha KauH B KpeRT2 Bu (Hanp. TabneTkH, 3¢
Ha YpHHA, WIH HAKOU JIEKAPCTRA 34 JIEYCHHE Ha paK);




®  NIeKapcTBa, ChAbPXKAIY aHTUOMOTULMTE TOOPaMHLIMH, TEHTAMHUMH HTH BAHKOMHULIMH. KaxeTe Ha
Bawuus nexap, ako umate 666peqsn npobnemu. [Tpuemanero Ha [Tunepaunnun/Tazobakram Kabu n
BAHKOMHKLUHH €IHOBPEMEHHO, MOXKE Ja MOBUIIY pUCKa OT OBOPEUHO yBpeXKAaHE HE3ABHCHMO Y€
HAMaTe HUKakBX Ob0peunn npodnemu.

Egexm evpxy nabopamoprume noxazamenu
Kaxere Ha Bamus nekap wiu Ha nabopaTopHus nepcoHai, ako npuemare [lunepaunnun/Taszobakram Kaow,
1 By npeacrou u3cneasade Ha KPbE HIIH ypPHHA.

bpeMeRBOCT H KBPMEHE

Ako cTe GpeMerHa WIH KbPMHTE, CMATATE, Ye MOXKE 13 CTe OpeMeHHa WM Iu1aHupaTe OpeMEeHHOCT,
noceBeTBaiiTe ce ¢ Baiud nekap unu dapmaleBT npeay ynotpedara Ha TOBa JieKapcTBO. Bawnat nexkap e
pewnd aand Iunepauunun/Tazobakram Kabu e noaxoasu 3a Bac.

[Munepaipinusy ¥ Ta306aKTaM MOraT Ja JOCTHTHAT A0 IU10a Npe3 IUIAleHTaTa Wid Ao 6ebeTo upes kepMmara.
Axo kspmuTe, BaruusaT nexap uie npeueHd gan unepaumnuu/Tazobakram Kabu € nogxoasu 3a Bac.

Hiopunpane u pabora c Mamunn
He ce ogaksa ynorpebara Ha [Tunepaunnun/Tazobakram Kabu na nosnuse cnocobroctra 3a inodupaxHe uim
paboTa ¢ MalMHH.

Manepanannn/Taso6axram Kabn 4 g/0,S g coanpxa 224 mg HaTpu#i B ¢AMH (JIaKOH npax 3a
HHY3SHOHEH pa3TBOpP. TOBA € eKBUBANCHTHO Ha 11,2 % OT NpenopBbYHTETHHA MAKCHMAJICH NHEBEH NPHEM Ha
HATPUH [IPH BH3PacTEH.

Tosa Tpa6ea fa ce UMa NPEABH], aKO CTE Ha AHETA ¢ HHCKO ChAbP)KAaHHE Ha HaTpuH.

3. Kak ga a3nomBare IInnepannaan/Tazofakram Kaon

Bamusar nexap win Apyr MEAULIMHCKH CTIELIMANMCT LUe BH NpuUnoxu ToBa I€KapCTBO UHTPABEHO3HO Upe3
uH)y3HA (kanKoBo B pamkure Ha 30 MHHYTH) B €iHa OT BEHUTE BH.

JIO3HPOBKATA HA JIEKAPCTBOTO 3a8BHCH OT 3a00/19BaHETO, OT KOETO Ce JIEKYBATe, Bb3pacTTa By K fanu umare
npodnemu c 6s6peryTe.

Bv3apacmnu u onowu na evapacm 12 200unu u nogeve

[IpenopruvrenHaTa go3a e 4 g/0,5 g numepalpuiiy/TasodakraM Ha BecekH 6-8 4aca, KOATO ce npuiara B €nHa ot
seHHTe Bu (AupekTHO BB Bainero kphBooOpainenne).

Heya na ev3pacm om 2 00 12 200unu

[TpenopbuitenHara 4o3a py Aeua ¢ kopeMun HHgexumu € 100 mg/12,5 mg/kg TenecHo terno

NMHNEpaLIHE/ Taz00aKTaM, pIaraHa Ha BCEKH 8 4aca B elHa ot BeHHTe BH (nupekTHO BBB Bammero
KpbBooOpalueHue). OOGu4alinaTa no3a rmpH Aeua ¢ noHwkeH 6po# Ha 6eHTE KPLBHU KNETKH €

80 mg/10 mg/kg TenecHo Terno nunepaniIHH/Ta300aKTaM, [IpUIaraHa Ha BCEKH 6 yaca B €JHa OT BeHuTe By
(aupexTHO BbB Bantero xprBocOpaineHue).

BaumsT nexap 1e H34McH 103aTa B 3aBUCHMOCT OT TeryioTo Ha Bainieto jere, HO Beska Qpael
Hanpumasa 4 g/0,5 g Ilunepaumnun/Tazobakram Kabu.

ﬂ,‘lt'l ;. F-:; A

ITunepanmnun/Tazobakram Kabu we Bu 651e npHnarad 1o MWIHOTO H34€3BaHE He
uHpekwus (5 no 14 aum).

Hayuenmu c 666peynu napyuienun




Moske aa ce HanoH Bamuar nekap aa noumwku go3ara Ha [ Iunepaunnun/Tazobakram Kabu wnr yecrorara
Ha MpWIOXKeHUe. BaumaT nexap Moxke CbUIO Aa NOKCKA Ja H3cjieaBa KpbBTa B, 3a 1a ce yBepH, ue
NO3HPOBKATA € nmoaxoaAma 3a Bac, ocobeHo ako TpabBa na npueMarte TOBa IEKAPCTBO MPOALDKHTEHO
BpeMe.

AK0 cTe H3N0J3BAJIH moBede o1 HeoDxonumaTa 1034 IIanepanuaun/Tazobaxram Kabn

To# kato [Tunepaunnun/Tazobakram Kabu Bu ce npuiara Ot iekap Wi ApYr MEAULKHCKH CIICLHANHCT €
MAJIKO BEpOATHO n03aTa Bu na 6vae crpewena. Bunpeku ToBa, ako NMOTYYHTE HEXKENAHH PEaKLIUM, KaTO
HanpHMep r'bpuoBe, WIH MHCIHTe, Ye Bu ce npunara T8bpae BUCOKa 1033, HezabaBHO yBeaoMere Bauus
neKap.

AKko cTe nponycaann Aa manonsate [Iunepanuiann/Tazobaxkram Kadn
AKO MHCJIHTE, 4e He ca Bu npunoxwin aoza [Tunepaunnun/Tazobakram Kabu, HezabaBHo nHpopmupaiite
Bawus n1exap Wik ApYyr MEAULIMHCKH CTIELIHATHCT.

AKO MMaTe HAKAKBH AOITLIIHUTENIHY BHIIPOCH, CBBP3aHH ¢ ynoTpebara Ha TOBA ICKapCTBO, NONMUTATE
Baiuusa nekap WK MEAMLMHCKA CECTpa.

4, B13MOKHE HeXEJIAHH PeaKIHH

KaxTo BCHUKH JIEKapCTBA, TOBA JIEKAPCTBO MOXKeE J1a MPEAM3BHKA HEXCIIAHH PCAKLIMH, BHNPEKH Y€ HE BCEKH
I'H NOTy4aBa.

He3sab6aBno nugopmuapaiite Bamus exap, ako M3NUTATE HAKOA OT T€3H NOTEHLHUATHO CEPHO3HU
HeXeNaHu peakuud KeM [Iunepaiunun/Tasobakram.

CepHo3HuTe HEXENIaHH peaklMK (ChC CHTBETHATa YecToTa B ckobure) Ha [Tunepaimnun/Tazobakram ca:

- CepHO3HM KOXHHK o0puBH [cuHApoM Ha CtHBBHC-DKOHCEH, 6y/103¢H AEPMATHUT (C HEH3BECTHA YECTOTA),
exkc¢OJIHATHBECH AePMATHT (C HEH3BECTHA YECTOTA), TOKCHYHA ENHACPMAIHA HEKPOTH3a (psaaKo)],
MOABABAILIH C€ ITHPBOHAYATHO KATO YEPBEHH TOUKH WM KPBIJIM NIETHA, YECTO ¢ MEXYPH B OCHOBATA.
JONMBJIHKTENHUTE MPH3HALIM BKTIOYBAT A3BH B YCTaTa, I'bPAOTO, HOCA, KpaHHHLIUTE, TEHUTATTHHATE H
KOHIOHKTHBHT (3aM€pBeHH U NoayTH o4H). OGpHBBT MOXKe [ja ce pa3BHE A0 IDHPOKO pasNpOCTPAHEHO
oOpa3zyBaHe Ha MEXYPH HWIH JIIOLISHE HA KOXKATA U MOTEHIMANHO MOXe 1a ObJe )XHBOTO3aCTpaiaBalll.

- TeXKO, TOTCHLHATHO XXHBOTO3ACTPAIIABALL0 ANEPTHYHO ChCTOAHHE (JIEKAPCTBEHA PCaKLUA C
€03HHODWINA H CHCTEMHH CHMITTOMHM), KOATO 3aCAra KO)KaTa M Had-Beve JAPyIr'd OpraHy roj Koxara,
xaro OnOpenuTe # YepHHA Apob

-  KOXHO 3abosnBaHe (OCTpa reHepanu3ydpaHa €K3aHTEMATO3HA MyCTYJI03a), NPHAPYXKEHO C TPECKA, KOETO
Ce M3pa3sfBa B HANMUYHMETO Ha MHOKECTBO MAJIKA MEXYPH, H3ITBJIHEHH C TEYHOCT, BbpPXY rofIeMH, NMOAYTH
H 3a4epPBCHH YaCTH Ha KOXKaTa

-  MOAYBaHE Ha JIMLIETO, YCTHUTE, €3MKA K IPYI'H YaCcTH Ha TANOTO (He)KEeNaHKB peakilMH ¢ HEM3BECTHA
JECTOTA)

- 3ayX, XpUITTEHE HIH 3aTPYAHEHO JHIlaHe (HEeXKEJaHH PeaKlHH C HEM3BECTHA YeCToTa)

- TexbK OOpHB WIH YPTUKApHS (HEHYECTH HEXEJIaHH peaki[iH), cbpbesk HWiIH 0OpHB No KoXaTa (YecTH
HEeXeNaHH peakLIvH )

-  MOXBITABAHE HA OUMTE WM KOXATa (He)KeJIaHH peaKi[MH C HEH3BECTHA YECTOTA)

- YBpeKAaHe HA KPBBHHTE KJIETKH [pU3HALIATE BIJIIOYBAT: HEOYAKBAH 38/1yX, YepBEHA HNM Kadsna HA
LBAT YpUHa (HeXKeTaHH peaKi[Hi ¢ HeM3BECTHA YECTOTA), KPhbBOTEUEHHMA OT Hoca (pen -
pEaKLiit) ¥ NMOABA HA TOYKOBHUAHH CHHHHH (HEXC/IAHN PCaKUHH ¢ HEH3BECTHA 46
Gpos Ha Genure KPBBHH KIIETKM (PEAKH HEXeNaHH PpeakLMy)]

- Te)XKa HJIM MPOAB/DKHTENHA JUAPHA, CHITETCTBAHA OT TPEcKa HNM cnabocT (peaxu

| SiJE - M
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AKO HAKOA OT CIeHATE HEKEIaHH JIEKAPCTBEHH PeaKIHH CTaHe CEPHO3HA Wiu 3a6e Y P i}
HEONHCAHM B TA3M JTMCTOBKA HEXeNaHH PEeaKiluy, yBeJoMeTe Ballusg fekap WiH Opyr ‘u"’ ;
CIELIHANTHCT,




MHOr0 9eCTH HeXXKeJAHH peakiiHl (MOraT Ja 3acerHaT noseue or 1 Ha 10 nymmn):

aHapus

YecTH HeXeJAHHA peaknnn (Morat aa 3acernar a0 1 na 10 aymmn):

reOH4YHA HHQEKLHA

NOHKXKEHHE HA TPOMOOLMTHTE NOHKEeHHEe HA YEPBEHHTE KPBbBHH KIIETKH WIH ITHTMEHT B
KPBBRTA/XeMOr1I00MH, HeoOuvaeH (M3BbH HOpMATa) pe3ynTar oT JabopaTopHO U3CAEABAHE (MON0KHTENECH
aupekTeH Tect HaA Kym60c), yABR/DKeHO BpeMe Ha KPBBOCHCHPBaHKE (YAB/DKECHO aKTUBHPAHO NAapLIMATIHO
TPOMOOILNACTUHOBO BpeMe)

NOHIDKEHHE Ha OeNThKa B KpbBTA

rnasobonue, 6e3ChHUE

kopeMHa 60J1Ka, NOBpBLIAHE, FafleHe, 3aMekK, CTOMAIHO Hepa3noAoKeHHe

MOBHIICHUE HA YePHOAPOOHHUTE €H3HMH B KPBHBTa

KOXeH oOpuB, chpbex

HeoOHMUaiiHN (M3BBH HOPMAaTa) Pe3yJITaTH OT KPbBHH H3Cie/IBaHKA Ha ObOpeLwTe

TpPecKa, peaKLius Ha MACTOTO HA HIDKEKTHpaHe

HeuecTH HeXxeNaHH peaknan (Morar Ja 3acermar ao 1 1o 100 aymu):

NMOHIWKEHHE HA OelTiTe KPBBHHU KJIETKH (JIEBKOINEHUA ), YAB/DKEHO BPpEME HA KPBBOCBCUPBaHE (YIB/DKEHO

NpPOTPOMOHHOBO BpeMe)

NMOHIOKEH Kaaui B KPBBTA, NOHIKEHHE Ha KPBbBHATA 3axap

npuUnaxbuy (rbp4YOBE), MPH MAIMEHTH, Ha KOMTO CE NPUNAraT BUCOKH JO3M HIH UMAT MPOOJIEMH C
610pennTe

HHCKO KPBBHO HasAraHe, BE3IIaJICHHE Ha BEHUTE (MTPOABABAILO CE€ KATO YyBCTBHTEIHOCT WIH
3a4yepBaBaHe B 3acerHarara ofacT), 3auepBsaBaHe Ha KOXaTa

NOBHIICHH HHBA HA pa3NagHKA [POAYKT HA KPbBHHA MUIMeHT (OunupyOun)

KOXKHH peaklH CbC 3a4epBsiBaHe, 0Opa3zyBaHe Ha KOKHHU JIe3HH, KOIPUBHA TPeCKa

CTaBHAa H MYCKYJIHa 001Ka

CTYZEHH TPHIKH

Penkn Rexenann peaknun (Morar aa 3acersar A0 1 xo 1 000 xymn):

TEXKO HOHIDKEHHE Ha Oe/IHTe KPbBHH KNETKH (arpaHyIoiMTo3a), KbpBEHE OT HOCa
cepHO3Ha HHDekiua Ha acbenoTo 4epso, Bb3MaJcHHEe Ha IMraBHIIaTa Ha ycTaTa
OTAE/sHE Ha MOBBPXHOCTHHA CJIOH Ha KOXATA 10 WATOTO TANO (TOKCHYHA ENMMIESPMAITHA HEKPOJIH3a)

Hexe/IaHE PeAKIHH ¢ HCH3BECTHA J9eCTOTa (0T HAJHIHHTE JaHAH He MOXe Aa 0b/e HanpaBeHa
OmEHKA):

TeXBK crajl Ha 6pod Ha YepBeHUTE KPbBHH KleTkH, Oenure KpBBHE KIETKH U TpomboLuTHTe
(ITAHLIHTOTIEHHA), TOHIKEHHE HA OeiuTe KPHBHH KIIETKH (HEYTPOIICHH ), TIOHIKEHHE HA YCPBECHHTE
KPBHBHH KJICTKH, AH/DKAIIO CC Ha MPEeKICBPEMECHHO YBpEKIaHe WIH AerpaaupaHe, TOUKOBHAHH CHHHHH,
yIB/DKABAHE Ha BPEMETO Ha KbPBEHE, NOBHILICHHE Ha TPOMOOLIMTHTE, TOBHILICHHE Ha CIeLM(pHYEH THI
Oenu KpBBHHU KICTKHU (€03HHOPWIHA)

aJlepriuHa peaKkiMa ¥ TEXKKa ajlepri4yHa peaklus

yepHOApOOHO BB3ManeHue, MOXHITABAHE Ha KOXKATa WIH OI0TO Ha ouMTe

CepHO3Ha ATeprudHa PEaKims 1o LUIOTO TANO ¢ OOPHBH N0 KOKATa H JIMTABHLMTE, MEXYPH H pa3iH4yHH
BHIOBE KOXKHO M3pHBaHe (CHHApOM Ha CTHBBHC-/DKOHCHH), TEXKA ANCprHyHa PeakliMs, 3acaraiia
KOXKATA M APYTH OpraHm, kato 6s0perre ¥ YepHHa Apo0 (ieKapcTBEHA peakUHs ¢ €03HHOPUITHA H
CHCTEMHH CHMITTOMH), MHOXKECTBO MAJIKH MEXYPH, H3ITBJIHEHH C TEYHOCT, BEPXY 'OJICMH, NOAYTH H
3a4ePBEHH YaCTH Ha KOXKATa, CHITbTCTBAHHU C Tpecka (OCTpa NeHepaI3upaHa eK3aHTeMaros3
MyCTYJI03a), KOKHH peakiiuu ¢ MexypH (Oyno3eH nepMaTHT)
noHiokeHa OL6peuna dyHkumua U 6u6peunn npobnemu _ _
BuA 6enonpobHo 3a6019BaHe, MPH KOETO MOJIAMO KOJIMYECTBO e03uHOGWIH (BUX Oelinkpb RN
ce nosBaABaT B 6enua aApob. B A
OCTpa Je30pHEHTalMA M 00bpKBaHe (JSTHPUYM)




JleueHreTO C MUNEPALATHH C€ CBbP3Ba ¢ MOBHILECHA YECTOTA HA TPEeCKa U OOPHUB IIPH NMALIMEHTH C KHCTHYHA
dubpoza.

Bera-nakraMHuTe aHTHOMOTHUM BKIIKOYHTENHO H NMUNEPALMIUH/Ta300aKkTaM, MOraT Jia A0B€JIaT 40 NPOsABH Ha
eHLePanonaTusa B repUoBe.

Cro0maBane Ha HEXKEJIAHR PeaknHH

AKO NOJIYMHTE HAKAKBH HEXEJIAHH JICKAPCTBEHU PEaKluH, yBeaoMeTe Batus iekap WiH MeAMLHHCKA
cecTpa. TOBa BKIIOYBA BCHUKHU BH3MOMHYU HEOTIMCAHH B Ta3M JIMCTOBKA HEXENAHH peakiiuv. Moxere chiuo
na cLoOLMTE HEXKETaHH PeakiMH AUPEKTHO Ype3 HALIMOHAJIHATA CHCTEMA 3a Chod1aBaHe (MocoyeHa no-
nony). Karo cro01aBate HexenaHu peaxiuy, MoXeTe 1a Jafere CBos MPHHOC 3a MOJIy4aBaHe Ha NoBeye
uHdopMalHs OTHOCHO 0e30MacHOCTTa HA TOBa JIEKapCTBO.

H3meaHUTENIHA areHLlMs o JieKapCcTBaTa
ya. ,,Jlamsan ['pyes” Ne 8

1303 Codmus

Ten.: +359 2 8903417

yebcaliT: www.bda.bg

5. Kak aa cexpanasare IInnepannann/TazobaxTtam Kabu

Jla ce cpxpaHABa Ha MACTO, HEAOCTBIHO 3a AcLa.
CrxpaHggaiite ¢akoHUTE BLB BTOpUYHATA KAPTOHEHA ONAKOBKA.

He usnon3saifTe TOBA 1€KAPCTBO Cliel CpOKA Ha FOXHOCT, OTOC/IA3aH BbPXY KAPTOHEHATA ONIAKOBKA H
¢dnakonwre cnen ,,l'ogen go:*“ CpoxsT Ha TOAHOCT OTTORAPSA Ha MOCHEAHHA AEH OT NOCOYCHHS MeCell.

Heotropenu ¢nakoHu: [a ce cbxpaHaBa nof 25 °C.
Camo 3a efHokpaTHa ynorpeba. Henm3non3saHUAT pasTROp TpsOBa Aa ce M3XBBPIH.

He u3xBBLpNsgHTE IEKApPCTBaTa B KAHANH3ALMATA WIM B KOHTEHHEepa 33 AoMalluHy otnaabuM. [lonwraire
Bammnsa ¢apMalieBT KaK 1a H3XBLPNATE JIEKAPCTBATA, KOUTO BeUE HE H3MOJI3BATE. TE€3H MEPKHU LIE CTIOMOIHAT
33 OMNa3BaHEe HA OKOJIHATA Cpela.

6. CroabpxaHpe HA ONAKOBKATA H JONBJIHATENHA HAGOpMANHS

KakBo cpanpika IInnepannaan/Tazobaxkram KadH

- AXTHBHHTE BelSCTBA €A MUNEepalMIHH U Ta300aKTaM.

Beekn ¢dnakoH cuanpxka 4 g nunepalpuidg (kaTo HarpHesa con) 4 0,5 g Tazobakram (kaTo HaTpueBa con).
HsaMa Apyry CECTaBKH.

Kak marnexna IInnepanuana/TazobaxTam Kabn B KaKBO ChbABPKA ONAKOBKATA
[Tunepaipnun/TazobaxTam Kabu 4 g/0,5 g e 640 ao nour 651 moduwnusnpax npax 3a nHQY3HOHEH
pasTBOp.

[Iunepaipunmn/Tazobakram Kabu 4 g/0,5 g ce mpepnara B 6e3nsereH crvkneH ¢uakoH (tun 1) or S0 ml,
3aTBOPEH ¢ xanobyTHI0Ba ryMeHa 3aryLraKa. ~ -
OnakoBkH ot 1, 5 ¥ 10 ¢pnaxoHa

He BcHuxH BHIOBE OMaKOBKH MoraT Aa 6baaT mycHaTH Ha nasapa.

IIpaTexarTe) HA pR3pemenRETO 32 YHOTpeba H NPOB3IBOAHTEN

IlprTekaTes HA paspemiendeTo 38 ynorpeba
Fresenius Kabi d.o.o.
Radnicka Cesta 37a, 10 000 Zagreb




XBpBaTUs
IIpon3BogaTENH

LABESFAL - Laboratérios Almiro S.A.
FRESENIUS KABI GROUP

3465-157 Santiago de Besteiros
[opryranusa

H

MITIM S.r.l.

Via Cacciamali n°34-36-38
25125 Brescia

UTATNA

To3nm JiexapcTBeH NPOAYKT € palpemleH 3a yuoTpe6a B anpxaBaTe usenxu na EMIT mox ciennute
HMEHA:

ABCTpHS: Piperacillin/Tazobactam Kabi 4 g/0,5 g Pulver zur Herstellung einer Infusionslésung
Benrns: Piperacilline/Tazobactam Fresenius Kabi N.V. 4 g/0,5 g poeder voor oplossing voor infusie /

poudre pour solution pour perfusion / Pulver zur Herstellung einer Infusionslésung
buirapus: [Innepawnnnt/Tasobakram Kabu 4 /0,5 g npax 3a undysuonex pastsop

Kurep: Piperacillin/Tazobactam Kabi 4 g/0,5 g, Kdvig ywn Sidhvpa npog éyyvon

Hewka

pemmybnuka:  Piperacillin/Tazobactam Kabi 4 g/0,5 g

Haxus: Piperacillin/Tazobactam Fresenius Kabi 4 g/0,5 g Pulver til infusionsvaske, oplesning
EcToHus: Piperacillin/Tazobactam Fresenius Kabi

Ounnangua:  Piperacillin / Tazobactam Fresenius Kabi 4g / 0.5g infuusiokuiva-aine, liuosta varten
OpaHuus: Piperacilline/Tazobactam Kabi 4 g/0,5 g, poudre pour solution pour perfusion
I'epManns: Piperacillin/Tazobacatm Kabi 4 g/0,5 g Pulver zur Herstellung einer Infusionsldsung
Ispums: Piperacillin/Tazobactam Kabi 4 g/0,5 g, Kéwig yro. Sidhopa npog Syyvon

Yurapus: Piperacillin/Tazobactam Kabi 4 g/0,5 g por oldatos infuziéhoz

Hpnangus: Piperacillin/ Tazobactam 4g/0.5g powder for solution for infusion

Hunepnangua: Piperacilline/Tazobactam Fresenius Kabi 4 g/0,5 g poeder voor oplossing voor infisie
Hopeermus: Piperacillin/Tazobactam Fresenius Kabi 4 g/0,5 g pulver til infusjonsvaske, opplasning
[omnma: Piperacillin/Tazobactam Kabi 4 g/0,5 g, proszek do sporzqdzenia roztworu do infuzji.
[lopryramua: Piperacilin/Tazobactam Kabi 4g/0,5g

PyMBHHS: Piperacillin/Tazobactam Kabi 4 g/0,5 g, pulbere pentru solutie perfuzabila

CnoBaxus: Piperacillin/Tazobactam Kabi 4 g/0,5 g

CnoBeHus: Piperacilin/tazobaktam Kabi 4 g/0,5 g prasek za raztopino za infundiranje

Hcnanms: Piperacillin/Tazobactam Kabi 4 g/0,5 g Polvo para solucién para perfusién

I1IBenysa: Piperacillin/Tazobactam Fresenius Kabi 4 g/0,5 g Powder for solution for infusion
Ob6enuneHoTO
KpaJicTBO: Piperacillin/ Tazobactam 4g/0.5g powder for solution for infusion

/laTa Ha Doc/legnO npepasraeKIaHe HA JHCTOBKATA

Tona ¢ H3pagka or KpaTkaTa xapaxrepucTaka ha npoaykra (KXII), 3a a2 moMorne
npuanoxenneTo Ha Ilunepannann/Taszo6axram Kadu, Ilpa onpenengnero qauu Jieka



NPOIYKT € MOAXOAAN 32 JafieH DANHEHT, NPeANHCBANHAT TOBA JEKAPCTBO TpuOBa Na ObAe 3aM03HAT €
KXIL.

Hecvemecmumocmu ¢ paspedumenu u Opy2u 1eKapcmeeril npooyKmu

PA3TBOP HA PUHTEP JIAKTAT (PA3TBOP HA XAPTMAH) HE E CbBBMECTHM C
IMHNEPAIIAINH/TASOBAKTAM KABM.

IIPA ETHOBPEMEHHA YIIOTPEBA C IPYI' AHTHBHOTHK (HAITP. AMHHOI/TMKO3HUIN)
INHANMEPAITIJIMH/TA3OBAKTAM KABH TPABBA JA CE BBBEXJIA OTAEJHO.
CMECBAHETO HA ITMNNEPAIINIMH/TA3OBAKTAM KABH C AMHUHOIVIMKO3HU/ IN VITRO

MOXE JA JOBEJIE 10 HTHAKTUBUPAHE HA AMHHOI'/ITHKO3HJA.

IMIEPAILIAH/ TA30BAKTAM KABH HE TPSIEBA JIA CE CMECBA C IPYTH
JIEKAPCTBA B EJHA CIIPHHIIOBKA WA HH®Y3HOHHA BYTIWIKA, THI KATO

JIMIICBAT JAHHHU 3A TAXHATA CBBMECTHMOCT.

MTOPAJIA XHMHYECKA HECTABHWIHOCT, ITMIIEPAITMINH/TA3OBAKTAM KABH HE
TPABBA JA CE ITPHJIAT'A C PA3TBOPH, CBADBPXAIIINA HATPUEB BUKAPBOHAT.

IIMIEPAINIAH/TASOEAKTAM KAEH HE TPSIBEBA JIA CE JJOBABSI KbM KPHLBHH
NMPOAYKTH WX AJTBYMHUHOBH XWAPOJIM3ATH.

Hucmpyxyuu 3a ynompeba
[TMITEPAITHIIMH/TASOBAKTAM KAFBH ce npunara 4Ype3 HHTpaBreHO3HA HHPY3KA (KaMkoBO 2a

30 MAHYTH).

HHTpaBeHO3HA YHOTpeda

PexoucTurympatite scex ¢pnakoH ChC CHOTBETHOTO KOJIHUYECTBO pa3TROPHUTEN, MOCOYEHO B TabnuuaTa no-
JOJTY, KATO M3MO3BATE €HH OT CHBMECTHMHTE Pa3TBOPUTE/IH. Pasknarere A0 MLIHO Pa3rBapsHe Ha
npoxyKra. [IpH NOCTOAHHO pa3sKialllaHe, B NOBEYETO CITy4ad PEKOHCTHTYHPAHETO CTaBa MeXIy S U

10 MuHyTH (338 DoApoOHH yKa3zaHM4, BIOKTe IPHIOKEHAaTa Tabnuiia).

Ko/IHYecTBO BLB dnakoHa OGem na parTsopETena* 3a noGasgHe BLB
¢1akona
| 4 g/0,5 g (4 g nunepaunnH 1 0,5 g TasoGaKTaM) 20 ml

*CpBMECTAMH PA3TBOPHTEINH 38 PEKOHCTHTYHpaHe:
- 0,9 % (9 mg/ml) HaTpHeB XJIOPHA HIDKEKIHOHEH Pa3TBOP

- CTepwiHa BoJa 33 HiDKeKiuH
(1) MakcuManHuaT npenopruBan ofieM Ha CTEPHIIHA BOAA 34 MIDKEKLHHM 34 1o3a e 50 ml.

PeXOHCTHTYHPAHUAT Pa3TBOP TpAOBa fa Obae U3TerneH oT QUIakoHa che crpHHUoBKa. [IpH

PEKOHCTHTYHpAHE CIOpeA YKa3aHMUATA, ChABPKAHHETO Ha (NIaKOHa, H3TErICHO ChC CIIPUHLIOBKA, ChABPIKA
00fBEHOTO KONMHMECTBO MMNEPALMITHH K Ta3o0akTaM.

PexOHCTUTYHPAHHUAT PA3TBOP MOXKE a ce pa3peau AOIHMTENHO A0 xenanus 06eM (Hanp. 50 ml no

150 ml} ¢ e1HH OT CIEAHNUTE CHhBMECTHMH PA3TBOPHTEIH:
- 0,9% (9 mg/ml) HaTpHEB XJIOPHA HIDKEKIIHOHEH pa3TBOP
- I'nroxoza 5%

- Hekcrpan 6% B 0,9% HaTpHeB xnopHn




