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JIncroska: nudopmauns 3a norpeduTens 02‘) o 204 54 _
[Munepaunann/Tazobakram Kadu 4 g/0,5 g npax’sa‘undysnonen panso_gz_
Piperacillin/Tazobactam Kabi 4 g/0,5 g powder for solution for infusion / ?5‘;' :

—
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[Tunepaunnun/tazobakram (Piperacillintazobactam)

IlpoyeTreTe BHHMATEIHO USIJIATA JHCTOBKA, MPE/IH 1A 3aM04HeTE A H3N0JI3BAaTe TOBA JIEKAPCTBO, Thil

KATO T ChALp:Ka BazkHa 32 Bac undopmanus.

- 3anaserte Ta3u 1ucToBKa. MojKe 1a ce HAJIOKH Aa s IPOYETETE OTHOBO.

- AKO UMaTe HAKAKBM JIOMTbJIHUTEIHK BLITPOCH, MonuTaiiTe Bauusa nekap viM MeAMLIMHCKA cecTpa.

- AKO MOJIyuHTe HAKAKBU HEXEJTAHH IeKapcTBEeHH peaklMu, ypeaomere Baluuns nekap wan MeaMuMHceka
cectpa. ToBa BKJIIOYBA M BCHUKH BBL3MOMKHH HEKENAHU PEAKLIMM, HEOTTMCAHH B Ta3H JIMCTOBKA. Buire
To4Ka 4.

KakBo c¢babpka Ta3H JIHCTOBKA:

Kakpo npencrapnsea [lunepaumnnun/Tazobakram Kabu u 3a kakBo ce usnomssa
Kakso Tpabea ja 3naere, npeau aa uwznoazsare [unepaunnun/Tasobakram Kabu
Kak na u3nonseare IMunepanmnnuu/Tazobakram Kabu

Bb3MOKHH HexXeslaHH peakliMH

Kak na cwxpanssare [lunepauunun/Tazobakram Kadu

CobabpKaHHe HA OMAKOBKATA M JIOMBJIHHTEHA HHpOpMaLus

1. Kakgo npeacrasaaBa [Innepaunann/Tazodakram Kadu n 3a KakBo ce H3no/a3Bsa

[TunepalMAMH NPHHAIEXH KM Fpyna JeKapcTBa, W3BECTHH KaTo ,,IHIHPOKO-CNEKTbPHH NEHHLIMIHHOBH
anTuOuoTnun™. Tolt Moxke na youe MHoro euioBe Oakrepuu. TazobakTaMm Moxe /1a Bb3NPENITCTBA HAKOH
pe3MCTEHTHH GaKTEePHH J1a NPeXKUBEAT epeKTHTE Ha nunepaiiing. ToBa 03HauyaBa, e Korato mUnepaliivH
1 Taz00aKTaM ce Mpuiarar 3aeHo, Te yOMBaT nopeve BM/10Be OaKTepuH.

ITunepaunnun/Tazobakram KaGu ce npunara npv Bb3pacTHH M IOHOLIM 3a JiedeHHe Ha DakTepuaaHu
MH(]EKLIMK, KaTO Te3W, KOMTO 3acsAraT JOJHUTE AMXATe/IHH NbTHLLA (6enH aApoboBe), MTMKOYHHTE MBbTHLLA
(0bOpeunTe M NMMKOYHUS MeXYp), Kopema, Koxkata Ui kpbera. [Tunepauunun/Tasobakram Kabu moxe ja ce
npHiara 3a jedeHue Ha 6akTepHaTHH HHOEKLIMH NPH NMALKMEeHTH ¢ NoHKKeH Opoii 6e/1H KpbBHH KJIETKH
(MOHMKEHA YCTOHYHBOCT KbM HHEKLIMH).

ITunepaumnnun/Tazobaktam Kabu e nokaszan npu Jeua Ha Bb3pacT 2-12 roiMHH 3a 1e4eHHe Ha HH(EKLUH B
KOpeMa KaTo aneHAMUHT, NepUTOHHT (MH(EKLIUsI Ha TeYHOCTTa H OOBHBKATa HA KOPEMHHUTE OPraHH) H
MH(EKLMH Ha #b4HUA Mexyp. [Tunepaumnun/Tazobakram Kabu Moske 1a ce H3non3ea 3a JieueHHe Ha
OakTepHaIHH HHGEKLIHH [IPH MALMEHTH ¢ NOHMKEH Opoi Ha GenuTe KPLBHH KIETKH (NMOHHMKEHa
YCTOHYHBOCT KbM HH(pEKLIHH).

[py HaKOM cepro3HH HHeknH, BamuaT nekap Mosxke n1a Bu npunosxu ITunepaunnun/Tazobakram Kabu B
KoMOMHAUUSA ¢ APYrH aHTHOMOTHLIH.

2. Kakso TpsiOoBa 1a 3uaere, npean aa n3noassare Ilunepannann/Tazo6akram Kadn

He uznonssaiire ITanepaunann/Tazobakram Kadon _ X
7R [ N\
- AKO CTE alleprHYHH KbM MHUMEPALMIHH HJIH Ta300aKTaM HIIM KBM HAKOS OT OCTAHATUT Bgmﬁmn Ha' Vo
TOBA NeKapcTBO (M30poeHH B TOUKa 6). 4,‘;]“/“ : h
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["'oropete ¢ Bawma nexap win MEAHMUMHCKA CecTpa, npeau na uznonseare [unepauunun/Tazobakram Kabu:

®  aKo MpoABABATE ATEPrHH. AKO HMATE HIKONKO aflepruH, Mona yeeaomeTe Baius nekap unu apyr
MEIHLIMHCKH CMeNHanycT, NPelH 1a NpUeMeTe TOBa NEKapCTRO;

® aKo CTe CTpajand OT AMapHA Mpeau, WK Pa3BHETE AWAPHA MO BPEME HA IEYEHHETO HITH CeA Hero.
B Tak®e cay4aii He3abagHo nHbopMupaiiTe Bawms nexap unu apyr meavunkcky cneuuanict. He
npHeMaiiTe HHKaKBH NieKapeTBa 3a AMapuaTa, 6e3 aa ce KoHcynTupate nbpeo ¢ Balns nekap;

® aKO MMarTe MOHIKEHH HUBA Ha Kaluil B KpbBTa. BawusaT nexap Moxe Aa MoMCKa Ja NpoOBepH
¢yHkumsaTa Ha 6p6peunTe B, peay aa npuemere Toea tekapcTBo W MoXke na Bu nposexna
perynspHH H3cneBaHHA Ha KPbBTA M0 BPEME Ha JieHCHHETO;

® ako uMarte OROpeuHH WIH YepHOIPOOHH MpoOAEMH UK CTE NOANOKEHY HA XeMoaHanuza, Bawmyst
JieKkap MOJKe J1a noMcKa aa npoBepH dyHkuHaTa Ha 6b6peunTe By, npeaun na npuemere ToBa
JIEKapcTBO M MOXKeE /1a BY Nnposeskaa peryapHH M3CNeaBaHHA HA KPBHBTA 110 BPEME Ha JIeYEHHETO;

® aKO NMpUeMaTe HAKOM NeKapcTBa (HapeyeHH aHTHKOAryJanTH), 3a Aa u3derHere NpeKkoMepHOTO
KpbBOCHCHpBaHe (BikTe cbllo , JIpyru Aekaperea u lTunepanuaun/Tazo6akram Kaou” & Tasu
JMCTOBKA), KT NO BPEME Ha JIEYEHHETO Ce NMOABH HEOUAKBAHO KbpBeHe. B To3M cmyyaii Tpabea
He3abaBHO na MHpopmHparte Ballua nekap Win Apyr MeJULHHCKH CELHAITHCT,

® aKko npHemaTe Apyr aHTHOHOTHK C HMe BaHKOMHUMH enxnoBpemento ¢ [Tunepawwinn/Tazobakram
Kafu, ToBa MOXe 1a NOBUILK prcKa oT 6bpeyHo yRpe)xaaHe (BIXKTe CbLIO ,,JIpYrH JekapcTBa H
ITunepanuann/Tazo0akTam KaGH* B TasK NHCTOBKA)

® aKO MOJIy4YHTe MLPHOBE MO BpeME Ha JIeueHHeTo. B Takbs ciryyaid Tpabea qa nHgopmupare Bawns
neKap WK Jpyr MeIHLMHCKH CIICLIHAIKCT;

® aKO MHC/HTE, Y€ CTe Pa3BUIH HOBA MH(PEKIMA MK HacToAwara By uxbekuus ce piomasa. B takbe
cny4ait Tpaba na vndopMupaTe Bawina nekap HAH JpyT MEAMLHHCKH CIIELHAIIHCT.

® aKO HMaTe CEPHO3HH KOXKHU PEAKLIMH BICTFOUHTENHO CHHAPOM Ha CTuabHC-JKOHCBH, TOKCHYHA
enuAepMaliHa HEKpO/H3a, MEIHKAMEHTO3HA peakLMa ChNPOROJEHA C €03HHOMUIHSA WM CHCTEMHH
cumnromu (DRESS), octpa reHepanusupana eksanteMarosHa mycronosa { AGEP). [IpeycraHosere
ynorpebara Ha [Iunepawwinn/Tazobakram Kabu 1 noThpcete He3abaBHO MeUUHMHCKA MOMOLLL, AKO
3a0enexHre HAIKOM OT CHMITTOMHTE ONMHCAHH B TOUKA 4.

XemodaroituTHa TUMPOXHCTHOLIHTO3a

Uma crobuienns 3a 3abonssate, NpH KOETO HMYHHATA CHCTEMa NMPOU3BEXA TBBPE MHOTO OT HHaYe
HOpMaNHHTE GeJTH KPEBHH KIETKH, HAPEYEHH XHCTHOLMTH H TMM(OLIMTH, KaTO B pe3yNTaT HacTbIIBa
BBb3ManeHue (xemModaromurHa nuMgoxucTHOLMTO32). ToBa CHCTOAHHE MOXKe Ia 6b/ie KHBOTO-
3aCTpallaBalle, ako He 6bAe THArHOCTHLIMPAHO H JIEKYBAHO paHO. AKO NOJY4HTE MHOXKECTBO CHMITOMH
KaTo NOBULIEHA TeMIIepaTypa, MOAYBaHe Ha THM(HHATE BL3IH, YCEIIAHe 3a c1aboCT, 3aMastHoCT, 3a1yX,
JIECHA NnoABa Ha CHHHHHN HJTH KOXKCH 06pl’IB, HezabaBHoO ce CBBPHKETE C Bamnus JICKap.

Axo 3a0enexnTe NPH3HALKM WK CHMITTOMH Ha aJleprH4Ha peakLis, 3aeHo ¢ 6o/ka B rbpAHTE, He3aGaBHO
yBenomeTe Bawms nekap.
Toea Moxe Aa e IPH3IHAK Ha ChCTOAHHE, HAPEUEHO CHHAPOM Ha Kounis.

Ako 3abenexure HeobACHHMa MycKynHa O0JIKa, YYBCTBHTENHOCT HNH c1aboCcT W/HITH TBMHO OlIBETEHA
YpHHa, He3abaBHO yBegoMeTe Bawins nexap. Toea Moxe Aa € npU3HaK Ha pa3nafaHe Ha MyCKYITHTe
(HapeyeHo pabroMHOIH3a), KOETO MOJKe a AoBene A0 npobneMu ¢ 6v6peunTe.

Hena na sb3pact noA 2 roAHHH
IMnepauunuH/TazobakTam He ce MPenopbYBa MPH Aela Mo 2 roOJUHH, NMOPa/M JIUNCA HA TOCTATBYHO JaHHU
3a 6€30NaCHOCT H eeKTHBHOCT.

Apyru nekapersa # IInnepannnann/Tazobakram KaGu
Hudopmupaiite Bawns nexap uim dpapMalesT, ako NPHEMaTe, HACKOPO CTe MPHEMAIIH WIH € B
FIpPHEMETE APYTH JIEKApPCTRA.
Haxou nexapcTea MOTaT Aa R3aUMOJEHCTRAT ¢ MUMEPALHIHH H Taz06aKTaMm.
Te BrIOUBAT:
®  JlexapcTBO 3a noaarpa (npobeHeunn). To Moke A2 yBenH4H BpeMeTo, HEOOXOAHMO ]
¥ Ta306aKTaM Ja HamycHaT TANoTo By; E




*  JIeKapcTBa 3a pa3pexkaaHe Ha KPbBTA MM 3a JIEYEHHE HA KPLBHH ChCHPELIM (HATp. XeNapHH,
BapdhapuH WK ACTUPHH);

®  JIeKapCTBa 3a OTNYCKAHE Ha MyckynaTyparta Bu no Bpeme Ha xupyprudnm onepauny. Kaxete Ha
Bawrua nekap, ako Bu npeacrou nocraeaHe Ha o01ua ynotika;

®*  METOTPEKCAT (JIEKAPCTRO, M3NOM3IBAHO 32 JIEYSHHE HA PAK, ApTPUT UK ncopuazuc). [unepaunnuu v
Ta3o6akTaM MOraT a NOBHIIAT BpeMeTO, HEODXOAWMO HA METOTPEKCAT Jla HaIlyCHe TAnoTo Bu,

e  JekapcTea, MOHMXKABAlUM HUBOTO Ha Kanui B kpbeTa B (Hanp. TaGneTkH, 3acHNBaLIU OTAETAHETO
Ha YpHHAa, HIH HAKOM JIEKAPCTBA 32 ICUCHHE HA Pak);

®  JIeKapcTRa, ChObPKAUIM AHTHOMOTHLMTE TOOPaMHLIKH, FEHTAMHIIMH WITH BaHKOMHUYH. KaxeTe Ha
Bawuus nexap, ako umate 6n6pednu npobnemu. Ipuemaneto #a Ilunepauunus/Tazo0akram Kabu n
BAHKOMMLIUH eTHOBPEMCHHO, MOXe a MOBHIIH pHCKA OT OBOpeuHO yBpeaaHe HE3aBUCUMO HE
HAMaTe HUKaKBH 6BOpeuHn npobnemn.

Edhexm svpxy aabopamoprume noxasameau
KaxeTe Ha Baiins nekap v Ha nabopaTopHua nepcoHan, ako npuemare [Nunepaunnun/Tazobaxtam Kabu,
4 By npencrou W3cneaBaHe Ha KPbB WIH YPHHA.

BpemMeHHOCT H KhpMeHe

Axo cTe OpeMeHHa WIH KbPMHTE, CMATaTe, Y& MOXKe Ja cTe OpeMeHHa HAH NianMpaTe OpeMeHHocCT,
nocbeeTBaiTe ce ¢ Bawwus nexap unu dapmauerT npeau ynorpedata Ha TOBa lekapcTBO. BawwaT nekap e
pewn nand [unepaunnun/Tazobaxram Kabu € nonxonasau 3a Bac.

ITunepauunuH U Tazo6akTaM MOraT aa JOCTUIHAT JI0 IL10Ja Npes MialeHTaTa WK ao 6eGero upes KbpMaTa.
Axo kbpmuTe, Bammat nekap e npeuenn nanu [unepaunwinn/Tazobaktam Kabu e noaxoasi 3a Bac.

Illo¢upane H paGoTa c MALIHHH

He ce ouakea ynorpe6ara Ha [lunepauunun/Tazobakram Kabu na nosnusie cnocobHocTTa 3a 1wodupane Hiu
paboTa ¢ MalMHU.

Munepannanu/Tazobakram Kabu 4 g/0,5 g ceaupia 224 mg Hatpuii B eauH dnakoH npax 3a
HH(]Y3UOHEH pa3TBop. Topa € ekBHBaneHTHO Ha 11,2 % oT npenopuYMTENHNAS MAKCHMAIEH AHCREH NPHEM HA

HATPHH NIPH BBb3PacTeH.

Tosa Tpabea na ce ¥Ma NpelBH, aKO CTE HA /IMETA C HUCKO ChIbPXAHHE HA HATPHI.

3.  Kak pa mznonasate IInnepannann/Tazo0axtam KaGu

Bawiusit nekap Wi Apyr MEAHLIMHCKH clielHanceT e By npunoxu Topa nekapcTao MHTPaBeHO2HO Ypes
MH(Y3Ma (KarkoBo B paMkuTe Ha 30 MUHYTH) B €1Ha OT BeHHTe Bu.

Jo3spoBkaTa Ha JIeKapcTBOTO 3aBUCH OT 3a0015BaHETO, OT KOCTO CE JleKyBare, BL3pacTra Bu u nanu umare
npobaemu ¢ 6rGpeuure.

Bueipacmnu u wonoutu na evipacm 12 zo0unu u noeeve

IlpenopbumTenHara nosa e 4 g/0,5 g nunepatnyi/Ta300aKTaM Ha BeekH 6-8 uaca, KOATO ce NpuAara B eJHa ot
BeHuTe BH (aupekTHO BLE BaweTto kprBoobpalleHue).

Heua na evzpacm om 2 oo 12 200unu

INpenoprunTennaTa no3a NpM Jewla ¢ kopeMHu nHdekuny ¢ 100 mg/12,5 mg/kg TenecHo Ter.
TIHMEpaLMIHH/Ta300akTaM, Npunarada Ha BcekH 8 yaca B eqHa oT BeHHTe By (1upekTHO
KpbBooOpauieHne). ObuyaiiHaTa A03a NMPH Jella ¢ NTOHWKeH Opoii Ha GenKTe KPBLBHH KN _ . 3
80 mg/10 mg/kg TenecHo Terno NUNepaLMIMH/Ta300aKTaM, NMPUNAraHa Ha BCEKM 6 vaca egn _or uenlme Bw b
(anpekTHO BbE Bamero kprRooDpalueHue).




Bawmar nekap wie H34UCIH 103aTa B 3ABHCHMOCT OT TerNoTo Ha Bawero aere, Ho Besika OTAENHE 1033 HAMA 14
HaaeHwaea 4 g/0,5 g [Munepauunun/Tazobakram Kadu.

[Munepaunnnn/Tazobakram Kabu e Bu 6bae npunaran 1o MbiHOTO M34€3BaHE HA CUMITTOMHTE HA
uudekurs (5 no 14 1Hu).

Hanuenmu c Gulpeunu napyuienun

Moske aa ce Hanoxu BawuaT Aekap Aa NoHWAkH Jo3arta Ha [Tunepauunun/Tazobakram Kabu unu uecrorara
Ha npunoxeHue. BamuaT nekap Moxe ChIIO Ja NOUCKA 1a H3CTe/Ra KpBBTa BH, 3a 1a ce yBepH, ue
NO3HpOBKATa € noaxoadila 3a Bac, ocobeHo ako TpabBa na npHeMaTe TOBa EKAPCTBO MPOABIKHTENHO
BpeMe.

AKO CTe HINOJI3BATH NoBetde oT HeoOxoaumara Jo3a IInnepamunun/Tazo6axtam Kabu

Toit kato [Nunepauunun/Tazobaktam Kabu Bu ce npunara ot iekap WIH Apyr MEAMUHUHCKH CIIELMATUCT €
MANIKO BEPOATHO fo03aTa Bu na 6vae crpelueHa. Bnnpeku ToBa, aKo NOMYYHTE HEXETAHH PeakLMH, KATO
HanpuMmep repYoBE, WM MUCIHTE, 4e BH ce npunara Tebpae BHcoka fo3a, HezabaBHO yBeioMeTe Baluna
JieKap.

AKo cTe nponycHanH ga ninonspare IInnepanunnn/Tazobakram KaGu
Axko MHCAMTe, ue He ca Bu npwioanu nosa [Munepaunnnn/Tazobakram Kabu, nezabasno undopmupaiite
Baiuua nekap Wix ApYr MEIHITHHCKH CMELIMATHCT.

AKO MUMaTe HAKAaKBH [OITLIHHTEIHH BBIPOCH, CBBP3aHH ¢ ynotpebaTa Ha TOBa JIeKapcTBO, NONMKUTalTe
Baluns nekap wiu MEIUIIHHCKA CECTpa.

4. Bb3MOKHHA He:KeJJAaHH peakuHy

KakTo BCHUKH JICKapCTBa, TOBA JICKAPCTBO MOXE a NMPEeAW3BHKA HEXKCIIAHH peaklWM, BBIPEKH Y€ HE BCEKH
'K NMotydaBa.

He3a0asno undopmupaiite Bamus jrekap, ako H3nuTaTe HAKOSA OT TE3H NMOTEHUMAIHO CEPHO3IHH
HeXKeNaHH peakuuH koM Hunepaumnun/TazobakTam.

CepHO3HUTE HEXENAHH peaklMH (Che ChOTBETHATA YecToTa B ckobure) Ha [Munepaunnun/Tazo6akram ca:

- CEpPHO3HH KOXKHH OOpHBH, NOABABAILY CE€ MbPBOHAYATHO KATO YSPBCHH TOYKH HAH KPBIVIH NETHA, YeCTO
C MEXYpH B ocHoBaTta. JIOITbIHUWTENIHUTE NPH3HALIA BKIIOYBAT A3BH B YCTATA, IBPJIOTO, HOCA,
KPaiHHLKTE, TEHHTAIIHATE H YEPBEHU H NOAYTH O4H (KOHIOHKTHBUT). OOpHBBT MOXeE Aa ce pa3BHe 10
WHPOKO pasnpocTpaneHo obpazyBaHe Ha MEXYDH WM JHOLIEHe Ha KOXATA M MOTEHLIHAIHO MOXe Na
ObAe skHBOTO3acTpalliaBail. ToBa Moxe Ja ¢a NPH3HAaLK Ha CHHAPOM Ha CTHBBHC-JIOHCBH (C
HEU3BECTHA 4eCToTa), Oy103€H NEPMATHT (C HEM3BECTHA YECTOTA), €KCOOIHATHBEH AEPMATHT (C
HEHM3BECTHA UECTOTA), TOKCHYHA eMMUASPMalIHA HEKPOJIH3a (peaKu).

- KOXHO 3abonaBaHe NMPHUAPYKEHO C TPECKA, KOETO C€ H3PA3ABa B HAMHYHETO HA MHOXKECTBO MATKH
MEXYPH, H3TBIHEHH € TEYHOCT, BBPXY TOJIEMH, NIOAYTH H 3aUepBEHH HACTH HA KOXATa, H3BECTHO KATO
OCTpa reHepaiM3HipaHa eK3aHTEMATO3Ha NYCTY03a (C HEU3BECTHA YECTOTa)

- CEpHO3HO MOTEHUHAIHO (aTanHO aNepriyHo ChCTOAHHE (peakLHa Ha TeKapcTBO ¢ e03HHODHINS 1
CHCTEMHH CHMITTOMH), KOETO MOXKE J1a 3aCErHe KOXKATA M Hali-BayKHOTO APYTH OPraHH NoX KOXaTa, KaTo

6pOpeLtuTe M yepHHs APOO (C HEH3BECTHA YecToTa) VC\IM‘- >
it RS
- M[oAyBaHe Ha JIMIETO, YCTHHTE, €3HKa M APYFH YACTH Ha TANOTO, 3ayX, XPHITTEHE KITH 33 SO~ "0

AuLiaHe (A1epruvyHH peakLHMH, BIJIKYHTENHO aHAQHIAKTHYEH 1IOK, ¢ HEU3BECTHA YECTO, )5 ’/-,*i?.‘«;
- BHesanHa 60nKa B rbpAMTE, KOSTO MOXE /1 Bb3HHKHE NPH alleprudHa Peakuys, H3BECT Karol U
Ha Kounis (¢ HeH3BecTHa 4ecToTa) R *.\
- TeXcbK 0OpHB WM YPTHKapHUa (HEHECTH HesKeNanu peakuuu), chbpOex WiH 06pHEB 1o Ko ‘Pa(qec'ru A
HEJKeNaHH peaKilvy) N
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- BBL3MAJICHHE HA HepHUA Apol (XEMmaTHT, C HEU3BECTHA YECTOTa), MOKBATABAHE HA KOXATa WiH OAJI0TO Ha
OUHTE {(KBNTEHULA, C HEM3BECTHA YECTOTA)

- HHUCKH HHBA HA YEPBEHHUTE KPbBHU KIETKH (AHEMMUS, YECTH ), IIPEKOMEPHO PA3rpaXKAaHEe HA YEPBEHMTE
KPbEHH KJIETKH, KOETO MPHUUHABA 3a/1yX, KOraTo HE ro O4akBaTe, YepBeHa HIH kadasa ypuHa
(xeMONMHMTHYHA aHEMHSA, C HEM3BECTHA YECTOTA)

- HHCKM HMBA Ha TPOMOOLMTH, KOETO MOXeE N1a JoBeAe A0 KbpBeHe 1 00pa3yBaHe Ha CHHHHU
(TPOMBOILMTOTIEHHA, YECTH)

- HHCKH HHMBa Ha 6eNUTe KPBBRHH KJIETKH, KOHTO ce GOpAT ¢ HHOEKLHS (NeBKOMeHUS, HEYECTH WU
HEYTPOMEHHH, ¢ HEH3BECTHA YeCTOTa)

- MHOTO HHCKH HMBa Ha BHJ DENH KPLBHH KNETKH, HAPEUCHH IPaHYIOIHTH (arpaHyNOLKTO3a, peaKH)

- BHCOKH HHBa Ha TPOMOOLIMTH (TpoMOOLIMTO3a, C HEM3BECTHA YECTOTA)

- BHCOKH HHMBa Ha BUJ GenM KPLBHH KNETKH, HApEUEHH €03HHOMHIH (€03MHOMHIHA, C HEM3BECTHA
YecToTa)

- HHCKWM HMBA Ha BCHMYKH BHJOBE KPBBHH KNETKH, BIUIIOYHTENHO TPOMOOLMTH (MaHIMTONIEHHA, ¢
HEHW3BECTHA YECTOTA)

- TEXKAa WJH NPOOBIKHTENHA AHAPHA, CHITLTCTBAHA OT TPecka Wi cnabocT (nceBaoMeMOpaHO3eH KOJHT,
peaKH)

- TMOHMKEH KAJIMH B KPbBTA (HEUYECTH)

- rbpuoBe (KOHBYJICHM), HabMOAaBaHH FIPH NALMEHTH NPHEMAllY BHCOKA A03a unu ¢ 610peunn npobnemu
(HedecTH)

- CcHJIHAa MycKynHa 6onka, YyBCTBHTENHOCT WK cinabocTt (pabloMHONH3a, ¢ HEH3BECTHA MECTOTa)

AKO HAKO# OT CJIeAHHTE HEXEIIAHH JIEKAPCTBEHH peaKUHH CTAHE CEPHO3HA UITH zabenexkure ApYry,
HEOINHCAHH B Ta3H JIMCTOBKA HEXENAHH PCaKlHH, YBCAOMETE Bamius JICKap WIH ApYTr MENHUHHCKH
CTICHHANKCT.

Msoro yecTd Hexkenanu peakunn (Morat aa sacerHat nosede ot 1 na 10 ayumn):
- BdapHg

YecTn Hexensanu peakunn {(Morat xa 3acerHar A0 1 Ha 10 gywmn):

- rpOuuHa nHpeKUMA

- aHTHUTena B KPbBTa, KOMTO ATAKYBAT YePBEHUTE KPbBHU KNETKH (NONOXKUTEIICH AHPEKTEH TECT Ha
KyM6c), yabmikeHO BpeMe Ha KPBbBOCBCHPBAHE (YB/DKEHO AKTHBHPAHO fapUHAHO TPOMOOMIACTHHOBO
BpeMe), HaManABaHe HAa KPbBHHA NPOTEHH

- raasobosue, OescrHHE

- KOpEMHa Gonxa, NOBpbilaHe, rajeHe, 3afnck, CTOMaLlHO HEPa3MmONOXKCHHE

- NMOBHIICHHE Ha qepuonpoSHme €H3HWMH B KPBBTA

- HeoOHYaiHH (M3BLH HOPMaTa) PE3Y/ITATH OT KPLBHH H3cNeaBanns Ha GuOpeuTe

- TpecKa, peakLH{s Ha MACTOTO Ha HHXKEKTHpaHe

HeuecTH HeXeJaHH peakmin (Morat Aa 3acersar ao 1 go 100 aymn):

- YABIDKEHO BPEME Ha KPbBOCHCHPBaHe (yABb/KEHO NPOTPOMOUHOBO BpeMe), MOHIKEHHE HA KPLBHATA
3axap

- HHCKO KPLBHO HansraHe, Bb3MaJleHHe Ha BEHHTE (NPOABABALLO C€ KATO YYBCTBHTEIIHOCT HIH
3auepBABaHEe B 3acerHaTaTa 00,1acT), 3auepBsiBaHe Ha KOXaTa

- TIOBHMIIEHH HHBA Ha Pa3nafHUA NPONYKT Ha KPBBHUA MUrMeEHT (GHIHpYGHH)

- KOJKHH PeaKuHH CbC 3auepBaBaHe, oDpa3yBaHe Ha KOKHH JIE3HH

- cTaeHa M MyckyiHa Gonka

- CTYIeHH TPBIKH

Peaxn Hexenanu peakunu (Morat aa 3acersar ao 1 go 1 000 xymu):
- KBpPBEHE OT HOCA, BL3MalcHUe Ha JIMraBMUIATA HA yCTaTa

SR INN

TN AN
HexelaHn peaKIMH ¢ HEH3BECTHA YeCTOTA (OT HAIMYHMTE JARHK He MOKe 1a § AT HMNY;

OLEHKA):

- MAaNKH TOUKOBHIHH CHHHHH, YABDKEHO BpEME Ha KbPBCHE



- Mexypoobpasysaulo 3abonasane, IpU KOETO ce 06pa3yBaT MexXypu No KoXKaTa W TUraBuLMTE (NUHEHHO
lgA 3abonsBsane)

- noHwxkeHa 6u6peuHa dyHKUMA U 6BOpeuHH pobneMu

- Bua 6enoapoGHO 3aGonsBaHe, NPH KOETO roJAMO KONHYECTBO €03MHOGMHAN (BUA OenM KPBBHH KIIETKH)
ce nospasaT B 6eaMa Apob.

- OCTpa Ae30pHEHTalHA H 06bpKBaHE (AERHPHYM)

JleueHHETO ¢ MUNepaLMINH ce CRBbP3Ba ¢ NIOBHIIEHA Y€CTOTA Ha TPeCcKa W OOPMB NPH NalMEHTH ¢ KHCTHYHA
¢hubpoza.

BeTa-nakraMHuTe aHTUOMOTHUM BKIKOUHTENHO H MHMEPALMINH/TA306aKTaM, MOTAT f1a A0BEAAT A0 NPOABH Ha
eHuedanonaTii U rLpUoBeE.

Cho0maBaHe Ha HeXeTaHH peakuHH

AKO nionyynTe HAKaKBH HEXKEaHH JIEKapCTBEHH peaKkuMH, yseaoMere Balis nexkap umu MeqHuWHCKa
cecTpa. Toea BKAKYBA BCHUKH BB3MOMKHH HEOMHCAHH B Ta3H JIMCTOBKA HEXKENaHH PEaKUHH. MosxkeTe CBIIIO
Jia ChOOIIMTE HEXENAHH peaKIlMKd JUPEKTHO Ype3 HALMOHANHATA CHCTEMA 3a chobUIaBaHe (NocodYeHa no-
nony). Kato crobuiaBare HexxenaHu peakLMy, MOXKETE Ja JajieTe CBOS NPHHOC 3a Noy4YaBaHe Ha MoBeYe
HHQopMaLHa oTHOCHO Be30nacHOCTTa Ha TOBA NEKAPCTBO.

H3nbaHuTEHA areHUMs no JIeKapeTBaTa
yn. ,Jdaman ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg
5. Kak ga cexpansiBate IInnepaunuaun/Tazobaktam Kadun

J_Ia C€ CbXpaHABa Ha MACTO, HCAOCTBLITHO 34 ACLA.
C'bXpaHHBaﬁTe CbJ'IaKOHHTC BBEB BTOPDHYHATA KAPTOHCHA ONIAKOBKA.

He uznon3BafitTe ToBa nekapcTeo clefl Cpoka Ha FOAHOCT, OTOeNA3aH BbPXY KapTOHEHaTa OMakoBKa H
¢nakoHure cnen .l 'oaen no:“ CpoKbT HA FOAHOCT OTTOBAPSA HA MOCNEAHUSA AEH OT NOCOYEHHUS MECELL

Heoteopenu ¢akonn: Ja ce cpxpanssa non 25 °C.

Camo 3a epHokpartHa ynotpeba. Hensnon3eaHusT pa3teop TpabBa na ce M3XBBbPIH.

He u3xpwpnaiTe nekapcTraTa B KAaHANTKH3aLMAT WK B KOHTEHHEpa 3a AOMAIIHH oTna bk, HonuraiiTe
Balunsa dapmalesT kak Aa M3XBBPIATE JIeKAPCTBATA, KOUTO Bede He W3no3BaTe. 1e3H MEPKH Ll CTIOMOTHAT
3a OTIa3BaHE HA OKOJIHATA Cpenia.

6. CoabpxaHHe HAa OMAKOBKATA H AONBJHHTEIHA HHPOPMAIHSA

Kaxpo ceabpaxa [Inunepaunann/Tazobakram Kadu

- AKTHBHHTE BEHIECTBA Ca MHNEPALMIHH U TazobaKTam.

Bceks ¢nakoH crabpka 4 g mANepalinvH (kato HaTpHeBa con) u 0,5 g Tasobakram (kaTo HaTpuesa con).
Hsama apyru cecTaBkH.

Kax narnexga IHlnnepanuann/Tazo6axram KaGu H XaKBo ¢HIBpkKa ONAKOBKATA
Iunepauunuu/Tasobakram Kabu 4 g/0,5 g ¢ 6:an go nourn 641 nuodunnsupad npax 3a uH
pasTBOp.

[Tunepauwnun/Tazobakram Kabu 4 g/0,5 g ce npeanara B Ge3upereH cThiuieH GrakoH (
3aTBOPEH ¢ XanobyTHIOBA MYMEHA 3aITy1LAJIKa.

OnakoekH ot 1, 5 1 10 drakoHa



He Bcuuku BHAOBE ONakoBKH MOraTt Aa ObJaT NYCHATH Ha rasapa.
TIpurexares Ha pa3pelwIcHHETO 32 YIOTpedA H IPOHIBOAHTE/I

TIpuTexkaTes HAa pa3pelieHHETO 3a ynoTpeba
Fresenius Kabi d.o.o.

Radnicka Cesta 37a, 10 000 Zagreb

XbpBaTHA

llpouzBoauTenn

LABESFAL - Laboratérios Almiro S.A.
FRESENIUS KABI GROUP

3465-157 Santiago de Besteiros
Mopryranus

H

MITIM S.r.L.

Via Cacciamali n®34-36-38
25125 Brescia

HUTAJIUA

To3n nexkapcTsBen NPOAYKT € pa3pewied 3a ynorpeéa B abpxaBute uneHkn Ha ENII noa cneanure
HMeHa:

Agpctpua: Piperacillin/Tazobactam Kabi 4 g/0,5 g Pulver zur Herstellung einer Infusionslgsung

Benrus: 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

brarapus: [Munepauunun/Tazobakram Kabu 4 g/0,5 g npax 3a uH]y3HOHEH pa3TBOp

Kunsp: Piperacillin/Tazobactam Kabi 4 g/0,5 g, Kévig yio Sidhopa tpog £yyvon

Yeuwka

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

Janus: Piperacillin/Tazobactam Fresenius Kabi 4 g/0,5 g Pulver til infusionsvaske, oplasning

EcToHMA: Piperacillin/Tazobactam Fresenius Kabi

Ounnangua:  Piperacillin / Tazobactam Fresenius Kabi 4g / 0.5g infuusiokuiva-aine, liuosta varten

PDpaHnus: Piperacilline/Tazobactam Kabi 4 g/0,5 g, poudre pour solution pour perfusion

Ilepmanus: Piperacillin/Tazobacatm Kabi 4 g/0,5 g Pulver zur Herstellung einer Infusionslsung

ppuys: Piperacillin/Tazobactam Kabi 4 g/0,5 g, Kévig yw duhvpa mpog éyyvon

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

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

Hunepnanaus: Piperacilline/Tazobactam Fresenius Kabi 4 g/0,5 g poeder voor oplossing voor infusie

Hopeerus: Piperacillin/Tazobactam Fresenius Kabi 4 g/0,5 g pulver til infusjonsvaske, opplesning

Monwa: Piperacillin/Tazobactam Kabi 4 g/0,5 g, proszek do sporzadzenia roztworu do infuzji.

Ioptyranua: Piperacilin/Tazobactam Kabi 4g/0,5g

PyMbHHUS: Piperaciilin/Tazobactam Kabi 4 g/0,5 g, pulbere pentru solutie perfuzabila

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

CnoBenus: Piperacilin/tazobaktam Kabi 4 g/0,5 g praSek za raztopino za infundiranje

Hcnanus: Piperacillin/Tazobactam Kabi 4 g/0,5 g Polvo para solucién para perfusion

Llpeums: Piperacillin/Tazobactam Fresenius Kabi 4 g/0,5 g Powder for solution for infusj T

O6ennHenoTo
KpaacTBO: Piperacillin/ Tazobactam 4g/0.5g powder for solution for infusion

I[a'l'ﬂ Ha MOCJIEAHO TTpepasrjiejaHe Ha JTHCTOBKATA



[NocoueHara ne-aony HHQ)OPMEU,HH € NpeaHa3Ha4y€Ha caMo 3a MEAHUHHCKH CTNIELHATTUCTH!

Topa e n3paaka oT KpatkaTta xapaktepHeTuka Ha npoaykTa (KXII), 3a na nomorne npu
npunoxenHeto Ha [Innepamanun/Tazo6akram Kabu. [Ipx onpenensineTo JaaH JeKapcTBEHHAT

NPOAYKT € NoAX04AI 34 JANECH RANHEHT, NPCANHCBALNHAT TOBA JEKApPCTBO ‘rpﬂﬁna Aa 0bae 3amo3HaT ¢
KXIL

Hecvemecmumocmu ¢ pazpedumenu u 0pyzu iexapemeeti npooyxkmu

PA3TBOP HA PHHIEP JJAKTAT (PA3TBOP HA XAPTMAH) HE E CbBMECTHM C
IMHAITEPAIIMVIMH/TA3OBAKTAM KABH.

INPH EJHOBPEMEHHA YIIOTPEEA C APYT AHTHEHOTHK (HAITP. AMUHOT JIMKO3HJIH)
MHUITIEPAIINLJINH/TAZOBAKTAM KABH TPABBA JA CE BBBEXKIA OTAEJ/JHO.
CMECBAHETO HA ITMIIEPAINMJIMH/TAZOBAKTAM KABH C AMUHOTIJIMKO3HU] IN VITRO
MOXE JA TOBEJE 10 HHAKTHBHPAHE HA AMHHOTJTHKO3HJA.

NUTIEPATINMINH/TA3OBAKTAM KABH HE TPABBA JA CE CMECBA C APYTH
JEKAPCTBA B EJJHA CIIPHHIIOBKA WJIH HH®Y3NOHHA BYTHJIKA, ThH KATO
JIMIICBAT JAHHH 3A TAXHATA CbBMECTHMOCT.

MMOPATH XUMHNUYECKA HECTABHJHOCT, IININNEPAITHJIHH/TA3OBAKTAM KABH HE
TPABBA JA CE IIPWIAT A C PA3TBOPH, CHbABPXKAINH HATPHUEB BHKAPEOHAT.

IMHINEPAITIIHH/TA3OBAKTAM KABH HE TPABBA JA CE TOBABA KHEM KPBBHH
NNPOAYKTH UJIN AJIBYMHWHOBH XHAPOJIU3ATH.

Hucmpyxuuu 3a ynompeba
IMUTIEPATIIMTMH/TABOBAKTAM KAEBH ce npunara upes untpasenosHa HHgy3us (Kankoso 3a
30 mMuuyTH).

HnTpaBeno3na ynorpeba

PexoHcTUTyHpaiiTe BCekM (akoH CbC ChOTBETHOTO KOJIMUECTBO PA3TBOPHTEN, MOCOUYEHO B Tab/HIIATA NO-
Jony, KaTo W3MoN3BaTe ¢AHH OT CbBMECTHMMTE pasTBOpHTENH. Pazknarere A0 MeIKO pa3TBapAHe Ha
npoaykra. [Ipu nocToAHRO paskialaHe, B IOBEYETO CIY4aH PEKOHCTHTYHPAHETO CTABA MEKIY 5 H

10 MHHYTH (32 NOAPOOHH YKazaHMA, BHXTe NPWIMKeHaTa Tabn1La).

KosndecTBo BBE $1aKkoHa OGem Ha pazTBOpHTENs* 3a A0GABfIHE ELE
fp1akona
4 /0,5 g (4 g nunepaunnud 1 0,5 g Tazobakram) 20 ml

*CHBMECTHMH Pa3TBOPUTENH 32 PEKOHCTHTYHPAHE:

- 0,9 % (9 mg/ml) HaTpueB XJIOpH HIXKEKIIHOHEH Pa3TBOP

- Crepunna Boga 3a urxkekuuu

() MakcHMaNHHAT penophyBaH 06eM Ha CTEpPHIIHA BOAA 33 HHXKEKLMH 3a 1033 € 50 ml,

PekoHCTUTYHMpaHHAT pasTBop TpAGBa fia 6be H3TerneH OT (IakoHa ChC CIPHHLIOBKA, TTpH
PEKOHCTHTYHpAHE CNIOpPe/l YKa3aHHATA, ChAbP/KAHHETO Ha (IAKOHA, H3TErEHO ChC CPHHLIOBKA, cw:u,pxca
06ABEHOTO KONWYECTBO MUMEPALIWIHH H Ta300akTaM. =

PeKOHCTHTYHPAHHMAT pa3TBOP MOXKE 114 C€ pa3pelii JONBIHHTEIHO J0 KEJTaHUA obem {(Han

150 ml) ¢ enMH OT ceNHHTE CHEMECTHMH PA3TBOPHTEIH:

- 0,9% (9 mg/ml) HaTpHEB XJIOPHA HHXKEKLHOHEH Pa3TBOP




- 'mokoza 5%
- Jexkctpad 6% B 0,9% HaTpuer xnopun




