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ITunepaunaun/Tazo6axram Kuny 4 g/0,5 g npax 3a nEpYy3HOHEH pa3i1BO]
Piperacillin / Tazobactam Qilu 4 g/ 0.5 g powder for solution for infusion

Nunepauunu / Tazobaktam
Piperacillin / Tazobactam

ITpoYeTeTe BHHMATETHO HAIATA JHCTOBKA, NPEIA AA 3aM0YHETE 12 NPHEMATE ToBa

JIEKAPCTBO, ThH KaTO TH ChALPKA BaskHa 32 Bac ardopmanns.

e 3amaseTe Ta3M JIHCTOBKA. MoXKe Jla ce HaJTOXKHM /13 1 IPOYETETE OTHOBO.

* AKO HMAaT€ HAKAKBH JOIBIHHMTENIHH BBIPOCH, NONUTalTe Bamna nexkap, GpapMaLeBT HiIH
MEIHUMHCKA CeCTpa.

e Toea nexapcTeo € npeanucano THuHo Ha Bac. He ro npeorcTeneaiite Ha apyru xopa. To
MOXeE 1a HM HaBpEH, HE3aBUCHMO Y€ TIPH3HALIMTE Ha TAXHOTO 3a00IIBaHE Ca ChILUTE
KaTo Banrure.

¢ AKO NOJTYYHTE HAKAKBH HEXKeTaHH JIEKAapCTBEHH peakiuH, yeeaomere Bamus nexap,
(papMaLEBT WIIH MEHLIHHCKA cecTpa. ToBa BKIIOUBA H BCHUKH Bh3MOXKHH HEXEJIAHH
peaKuMH, HEOTIMCAHH B Ta3H JIMCTOBKA. BipkTe Touka 4.

KakBo cbpabpxka rain THCTOBKA

1. Kakso npeacrapnsaea [Tunepaumnun/TazobakTam Ky ¥ 3a KakBO ce M3M0I3Ba

2. Kakso Tpa0bBa na 3Haere, npeau na Bu 6uae npHioxen Muneparpumn/ Tazobaktam
Kuny

3. Kak ce npunara INunepauwinn/ Tazobaxram Kumy

4. BL3MOXHY HexkeNnaHH peakiuH

5. Kak na cexpanasare [unepaimmun/Tazobaktam Ky

6.  Chabp:kaHHe Ha ONAKOBKATA M JIOTTBITHHTEIHA HHAOPMALMA

1. KakBo npeacraBnaBa Hunepauninun/Tazo6akram Kuiy B 3a KakBo ce H3n0/13Ba

[Tunepaunnun/Tazobakram Kuny ¢pabpica aKTHBHHTE BEIIECTBA MHMNEPALMIHH H
Tazo0aKTaMm.

[lunepallIMH NPHHAUIEKH KbM IPYIa JIEKAPCTBA, H3BECTHH KATo ,,IHMPOKOCTICKTBPHH
NEeHUHWITHHOBH aHTHOHOTHI . Toil Moxe fa yOue MHoro Bunose Oaxtepuu. Tazobaxkram
MOXKE /12 BB3NPCIIATCTBA HYKOH PE3UCTEHTHH OAKTCPHH Ja NPEXKHBEAT e(heKTHTE Ha
nunepatiuy. ToBa o3HavaBa, ye KOraTo MUINEPALMNNE W Ta300aKTaM ce MpIIaraT 3agIHo,
T¢ YOMBAT MOBe4Ye DAKTEPUH.

ToBa nekapcTBO ¢€ H3MON3BA NPH BB3pacTHU M FOHOLLH 3a JIeYEHHE Ha GakTepHaTHM
MHGMEKIMH, KATO HATIPUMEP TAKHBA, 3acArallli JOJHATE AUXATSAHH MhTHULA (GenuTe
Apo0oRe), NMKOYHHTE IBTHINE (GBOpeLHTe H MHKOYHUS MEXYP), KOpeMa, KOXKATA M1 KPBBTA.
ITunepaninH/Ta3o00aKTaM MOXe 1a Ce M3TOI3BA 33 JIeYEHHUE HA OakTepranHd MHHOCKLIMH IpH
MaLMEHTH ¢ HUCBK OpoH OenH KPBBHH KIIeTKH (HaMajleHa Pe3UCTEHTHOCT KbM HHQEKIIHNH).

ToBa JiekapcTBO ce W2MON3BA NIPH JeHa HA BB3pact 2-12 roaunu 3a 1eyeHre Ha WHEKLHH Ha
KOpeMHAaTa 00/IacT KaTo arneHJHLIHT, MePHTOHUT (MHQEKIHA Ha TEUHOCTTA H 0OBUB
KOpeMHHTE OpPraHH) H MH()EKLIUH Ha XITEYHHA MeXyp (GKIThYKAaTa).

[Tunepaummun/Tazobaktam Kuny Moxke ga ce u3nonzea 3a neueHse Ha 6aKkTe
MH(EKLMH NP NALMEHTH ¢ HUCBK Opoii 6e1H KpbBHU KIETKH (HaMaieHa pe
UHODEKLIHH).




Ilpu onpeneneHn ceprosnn uadekupn Bammsar nekap Moxke ga obMmucau ynotpebara Ha
Hunepaunnun/Tazobaktam Ky B koMOHMBaLuMs ¢ Apyry aHTHOHOTHIH.

2.  Kaxso Tpu6Ba na 3Haere, npean a2 Bn 6nae npanoken
ITanepannnmnr/Tazo6axram Kury

He TpabBa na ce npunara Ilnnepannnan/Tazobakram Knay

®  aKO CTe allepru4yHH KbM IHIEPALMIHH WIH Ta300aKTaM.

®  AKO CTe aJICPTUYHH KbM aHTHOHOTHIIM, H3BECTHH KaTO MEHHIWIHHH, Le(aToCcIOpHHA
WITH Apyry OeTa-lakTaMa3sHi MHXHOUTOPH, Thil KATO MOXKE 1a CTE aJIePruYHH KbM
I Innepauwmnun/Tazobaktam Ky,

Ilpenynpexaenns  upeANasHa MePKH

['oBopete ¢ Bamus nekap, hapMauersT HIH MEAHUMHCKA CeCTPa, NPEIH Ja MPHEMETE

IMunepaumnun/Tazobakram Kuny:

® aKO HMAaTe aJIeprHH. AKO HMaTe HAKOJIKO alepruM, TpsadBa na yseaomure Bamms nekap
HITH ZIPYT MEIMIIHHCKH CIIELIHAIMCT, [IPeAY Aa MIPpHEMETE TOBA JIEKAPCTBO.

®  aKO CTpazare OT JHapH: NIPEAU WIH aKo pazBHeTe MUapHs N0 BpeMe Ha WIH Clejf
neyeHuero. B Toam cnyuvaii HesadasHo yeenoMere Balmg nekap WIH ApYr MEAHLHHCKH
cneqyanucT. He npreMaiTe HHKAKBH JiekapcTBa 3a qHapH4, 6e3 1a ¢e KOHCYJITHpaTe ¢
Bawwus nekap.

®  aKo MMPHEMAaTe IPpyr aHTHOHOTHK, HapeueH BAHKOMHLHH, €{HOBPEMEHHO ¢
[Munepammnun/TazobakraM Ky, ToBa MOKe Z1a NOBKIIH PHCKA OT YBPEXK/AHE HA
0BOpenuTe (BiokTe chmio ,. JIpyrn nekaperea u Iunepauunun/Tazobakram Kuiry“ B Task
JIUCTOBKA)

¢ aKO HMaTe HHCKHM HHBA Ha KaiWii B KpBBTA. Bammmsar nexap Moxe 1a IpoBepH (DYHKIHMATA
Ha Op0pennTe By, npeau na 3amoyHeTe Ja MpHeMaTe TOBA JICKaPCTBO, M MOXKE 14
M3BBPLIBA PCAOBHH KPBEBHH M3C/IEAB&HUSA 10 BpEMe Ha JIEUSHHETO.

* aKko BMare npodieMH ¢ OBEOpELUTE WIH YepHH Opo6, WM cTe Ha XeMOAHAIN3a. Banusr
JEKap MOKe N1a nposepH GyHKIMATA Ha OB6peumTe By, npenu aa 3amoddere ga
NMPHEMAaTE TOBA JICKAPCTBO, ¥ MOXKE 71a U3RBPLIBA PEJOBHH KPBBHH H3CIIEABAHHA TI0
BpEME Ha JICUEHHETO,

® KO NPUEMATE OMpeAcneHH NeKapcTBa (HapeUeHH aHTHKOAaTry/IaHTH), 3a Ja u3berdere
NPEKOMEPHO KPBBOCHCHPBAHE (BIXKTE CHUIO ., JIpYTH JIeKapcTBa H
[Tumepanunun/Tazo6akram Kuny“) nin ako no peMe Ha 1€YEHHETO CE TOABH
HEOYaKBaHO KbpBeHe. B TO3H ciy4ali Tpsabpa HezabaBHO a yBedoMuTe Baluus nekap unu
ApYT MEAHIMHCKH CHCLHATHCT.

® 3aKO IO BpEMe Ha JIeYeHHUETO TNIOAYUYHTE KOHBYJICHH (IBpUoBe). B To3u cnyyaii Tpabra na
yBeIOMHTe Ballius nekap win Apyr MeHLIMHCKY CIIELIHATIUCT.

®*  aKO MHUCIIHTE, Y€ CTe PAa3BUIM HOBA HHQEKIIMA WIH HACTOAIIATA By undexumsa ce e
BJIOLIMIA, B To3u cyyak Tpa6ea na yBenomute Bamus nexap wiH Apyr MeMITHHCKH
CTIELIUAJIUCT.

XemogaronuTea THMPOXHCTHONHTO3A |
HMima cpobLuenus 3a 3abonsBaHe, MpH KOSTO HMYHHATa CHCTEMA IIPOH3BEXKA TBBPAE MHOTO
HHa4€ HOPMAJIHH O€JIH KPbBHH KJIETKH, HAPEUCHH XHCTHONHMTH H THMQOLIUTH, KOETO BOOH A0
BB3MANCHHUE (XeMoparoMTHa TMMPOXHCTHOLMTO3a). TOBa CheTOAHME MOXE /1a Objie
KHBOTO34CTpaIlaBallo, ako He ¢e JHATHOCTHIIMPA U JEKYBA HABpeMe. AKO NOTyYHEE
MHOXXECTBC CHMITTOMH KaTO MOBHIIEHA TEMIIEPATYPA, TIOIYTH JKIIE3H, '-I}’BC : ﬁﬂﬂﬁ?ﬁ%
3aMafgHOCT, 3a/lyX, 00pa3yBaHe Ha CHHHHH HJIM KOXXeH 0OpHB, He3abaBHO BP{KETE &
Bawuwus nexap. |
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Hena
ToBa nekapcrso He ce npenopbuea 3a ynorpeba npH Aela noj, 2-roqyIIHa BL3PacT Nopaau
HCXOCTaTHYHH DaHHY 3a Oe3zonacHoCTTa B e(MKACHOCTTA.

Apyra aekaperea ¥ Ilanepannann/Taszobaxram Kuay

Hudopmupaitte Bamug nekap win papMaileBT, ako IpUeEMATe, HACKOPO CTe TIPHEMATH HITH ©
BB3MOKHO 13 IPHEMATE JPYTH J€KapCTBa, BIUIFOUHWTETHO H TaKKBA, OTHYCKaHH Ge3 pelrlenTa.
Hskou nekapcrea Morart Jia B3aHMOAeHCTBAT C MUIEPALIUIIHH H Ta300aKTaM.

Cpen Tax ca: |

* JIEKapCTBO 3a nojarpa (npodeneuma). To MOMe 1a yBeTHIH BpeMeTo, Heo0X0ITUMO Ha
MUNepalHIMH M Ta300aKTaM Aa HaITyCcHAT TA10To Bu.

¢ JICKpCTBa 3a paspexAare Ha KPbBTa WM 3a JIEUCHWE HA KPbBHH ChCHPENH (KaTo
XenapuH, Bap(apHH WIH aCIIHPHH).

¢ JICKapCTBa, H3TNIOA3BAHH 34 OTIIYCKAHE HA MYCKYJIHTE 0 BpeMe Ha onepallid. KaxkeTte Ha
Bamus ekap, ako Bu npencrod nocraesaxe Ha o6ia ynoiika.

¢  METOTpeKcaT (JIEKApCTBO 3a JICUEHHWE HA paK, apTPUT MM NicopHasuc). [lunepaupnyH u

Ta300aKTaM MOraT Aa YBEJIMYAT BPEMETO, HEOOXOMHUMO Ha METOTPEKCAT J1a HAMTYCHE
Tanoto Bu.,

® JICKapCTRa, MOHKWKABALIA HUBOTO Ha KaJlHH B KPpBBTA BU (Hanpumep Tadierku,
3aCHIIBANIH OTACAAHECTO HA YPHUHA HITH HAKOH JICKapCTBa 34 JIEUYEeHHE Ha Pak).

® JICKapCTBa, ChABPXKAlKM aHTHOHOTUUMTE TOOpAMHIIHH, TeHTAMHUIIMH WM BAHKOMHLIHH.
Kaxete Ha Bauusa nexap ako umate 656peunn npobiemd. EAHOBpeMEHHUAT NpHeM Ha
ITnnepanmnmn/Tazobakram Kuny 1 BAHKOMHLMH MOXKe [1a YBEJIMYH PHCKA OT YBPEKAAHE
Ha OLOpeLMTE, JOPH aKo HAMaTE NPOSIEMH C TAX.

Edekt BLpxy nabopaTOpPHHTE U3CIEABAHUA

Kaskere Ha Banind nexap unu Ha nabopaTopHus nepcoHan ako NpHeMare
[Tenepaumnun/ Tazo6aktam Kuny v Bu npescTon m3cneBane Ha KPBB WIH YpHHa.

BpemenHOCT H KBpMeEHE

AKO cTe OpeMeHHa WM KbPMHTE, CMATaTe, Ue MOXKe Ja CT¢ GpeMEHHA WM TUIaHKpaTe
GpemeHHOCT, NockBeTBaliTe ce ¢ Baumus win Apyr MeaMIMHCKH CIIELHANKCT TIPEaH
ynoTpedarta Ha TOBa ekapcTo. Bawumsr nexap e pewd nanu [unepanunun/Tazo6akraM
Kuny e mogxoasmio 3a Bac.

- [Tunepauunus ¥ TazobakTam Morar na npeMuHaT B 6ebeto B yrpobaTa WM upe3 KbpMara.
AKO KbpMHTE, BamunAaT nexap e pernm 1any ToBa IEKapcTBO € Moaxoaamo 3a Bac.

IMopupane 1 padora ¢ MAIIHHA
He ce o4akBa yniotpebata Ha ToBa NekapcTBO Aa NMOBIMsE BbPXY criocobHocTTa BH 32
mopHpaHe WK paboTa ¢ MaLTHHM.

INunepanuaun/Tazobakram Knay coanpxa RaTpHi

Hunepamn/ Tazobakram Kuny 4 g/0,5 g: .

Toa nexapeTro chappxa 216 mg HaTpHil (OCHOBEH KOMIIOHEHT HA FOTBApCKATa COM) BHB
BCeKH (iakoH. Topa € ekBuBaneHTHO Ha 10,8% OT NpenopBhYUTENHNA MaKCUMANIEH JHeBeH
XPaHHUTENECH [IPHEM HA HATPHH 34 BB3PACTEH.

3.  Kak ce npunara Hunepanunnn/Tazo6akram Ky

Baruusar nexap WM Jpyr MeAMUMHCKH CIEHHANKCT e Bu npuioxu Tos
HH(DY3HA (BJIMBaHE B NPOABLIDKEHHE HA 30 MUHYTH) B €THa OT BewuTe Bu



EOSHEOBK&

Jo3ata Ha JIeKapcTBOTO, KOATO 1ie Bu 6bae TIPUITOKEHA, 3aBUCH OT TOBA 3a KaKBO Ce
NeKyBaTe, Bb3pacTra BH M nanu umare npobiaemu ¢ 6s6penure.

Bb3pacmsu u iorouc Had {2-coduwuna ev3pacm
Obwnuaiinara no3a € 4,0 g/ 0,5 g nunepauime/Ta306aKkTaM Ha BCeKH 6-8 uaca, IIPUIOKEH
MPUIIOKEHO B €1HA OT BCHUTe By (AHpexkTHO BLB Bawero kppBoolpalcHue).

Ynompeba npu deya na ev3pacm om 2 do 12 200unu

OOuuaiinaTta 103a pH fiela ¢ kopeMEH uHdekunn ¢ 100 mg/12,5 mg Ha kg TenecHo Terno
MHIePAIFITAH/Ta300aKTaM, IPHTaraH Ha BCekM 8 uaca MHTpaBeHO3HO (IUPEKTHO BBB Bamero
KpbBOOOpaleHue). O0uyaiinara no3a IpH Jiela ¢ HUCBK Opoii OenH KpEBHM KIIETKH €

80 mg/10 mg Ha kg TenecHo Terno nunepauIME/Ta306aKTaM, IPUTIArad Ha BCekH 6 yaca B
eHa OT Benute BU (nMpekTHO BLE Bameto kpepBoobpainenue).

BammaT nekap wie M34HCIn go3aTa B 3aBUCHMOCT OT TeNIoTo Ha Balero gere, HO BeAka
OTACIHA X034 HAMA Jia Haapviuasa 4 g/0,5 g [Tunepaumnun/Tazobaktam Kumy.

Topa nexapcteo e Bu ce npuiara 1o MIHOTO M34€3BaHE HA NPU3HALIMTE HA HHpeKuUaTa (5
no 14 auu).

Ynorpeda npy DalMeHTH ¢ O6BOpeYHHN HapyIlleHHs

Bamudr srexap MoXe Ja TiperieHH Aa NOHIDKY 103aTa HA TOBA JIEKAPCTBO HITH KOJIKO 4ecTO BH
ce nMpuiiara. Bamssar nekap Moxe CHINO 12 IOUCKA A W3CNICIRa KpbBTa By, 3a 11a ce yBEPH,
ye neveHreTo By e ¢ mpasunnarta no3a, ocobeHo ako TpaGBa na npHemare TOBA JEKapPCTBO
POAB/DKHTEIIHO BpeMe.,

AKO CTe NpHeJIH MoBeYe 0T Heo0X0AUMATA 1034 Ilanepannann/Tazo0akTam Knay
T's# kaTo TOBa nekapcTBO we Bu 6bae npwiarao ot JIEKAP WIH JIPYT MEAHIMHCKH

CHELHAIIHCT, MAJIKO BEpOATHO € Ja B 6bae npunoskeHa norpeiita qosa. Axo obaue
MOJYHHTC HECXKCITAHH peal(uﬂn KaTo KOHB}’J'[CHH (I"'bp'-lOBe) HITH CMATaTe, 4 CTC MOJIYHHITH

TBBPAE MHOTO, He3abaBHO yBeoMeTe Baiug nekap.

AKo cTe npormycnaym 103a Ilnnepannnnn/Tazobakram Kuay
AKO cMATaTe, 9¢ He BH € npuiioskeHa 103a oT ToBa JIeKapcTBO, He3abarHoO yBeaoMeTe Batus
JIeKap HAH JAPYT MEAHLMHCKH CIIELHMAJIHCT.

AKO HMAaT¢ HAKaKBH JOINBIHHTENHH BHIIPOCH, CBLP3aHK C YIOTPebaTa Ha TORA TEKAPCTRO,
nonuTaire Bamms nekap, hapmaneBT WM MeIHIIMHCKA cecTpa.

4. Bu3MOXKHE HeXKeJIaHH peaKiHu

Kakro BcHYKH neKapcTBa, TOBA IEKAPCTBO MOXKE 1a NPEIH3BHKA HeKeTaHH PeaKLHH,
BBIIPEKH Y€ HE BCEKH U NIOTYYAaBa.

QO0BpHeTe ce HezabaBHO KbM JIEKApP. aKO OONYYUTE HAKOA OT CJISAHUTE HOTSHUHLEE

CEPHO3HH HE)KENaHW peakiud Ha Ilunepanniun/Tazobakram Kuny: WA fig ,
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CnuAepMaTHa HEKpoIn3a (peakH)], KOMTO MEPBOHAYAIHO C€ MOABABAT KATO
YepPBEHWKABH, ITOAOOHHM Ha MUIIEHH, WITH KPBIIM NETHA, YeCTO ¢ LEHTPAITHO
PasnoJICKEHH 10 TAJIOTO MEXYPH. JIOITBIHUTETHUTE NPU3HAIIH MOTAT 2 BKTIOYBAT A3BU
B yCTaTa, IbpJIOTO, HOCA, KPAWHHLIUTE, TEHUTAJIMUTE H KOHIOHKTHBHT (3aUepBABaHE K
NoAyBaHe Ha o4YnTe). OOpHBBT MOXKe 1a MPOTPeCHpa 0 IMMPOKO Pa3sIpPOCTPAHEHO
obpasyBaHe Ha MEXYPH WIH JIFOMIEHE HA KOKATA M NOTEHILMATHO MOXe Ja 6be
’KMBOTO3aCTpaliaBall,

TEHKKO IOTEHIHAIHO (aTalHO AIePrHYHO ChCTOAHHE (JIEKAPCTBEHA PEAKIMS C
€03HHO(QWIIHA H CHCTEMHH CUMITTOMH ), KOETO MOXKE /A 3acerHe KOKaTa M Hali-BaXKHOTO,
JAPYTH OPraHH MO KOKaTa KaTo ObOpenHTe M yepHHs Jpod.

KO’KHO CBCTOAHME (OCTPA rEeHEepaIH3UPaHa eK3aHTEMATO3HA ITYCTY1034), IPUIAPYKEHO OT
NOBHIICHA TEMIIEPATYPa, KOETO CE€ CHCTOH OT MHOKECTBO MAJIKU OITHCTEPH, ITBJIHU C
TEYHOCT, CHABPKALIH CE B FOIEMH YYACTBLH ¢ TIOAYTA H 3a4epBeHa KOxXa.

[IOYRAHC Ha JIMIETO, YCTHHTE, €3MKA WK JIPYTH YacTH Ha TANOTO (¢ HEM3BECTHA
4ecToTa)

3adyX, XpUIIOBE HITH 3aTPY/IHEHO JMIIAHE (¢ HEH3BSCTHA YECTOTA)

TeXBK OOPHB MITH YPTHKapHA (HeuecTH), ChpOex Win 0OpHB Mo Koxkata (YecTH)
MOXKBITABAHC Ha OUHMTE WM KOXKaTa (C HEW3BECTHA YeCTOTA)

YBpeKIaHe Ha KPbBHUTE KIETKH [IpH3HaUUTE BKIIOUBAT: OC3NPUUHHEH 3ayX, YepBeHa
WK Kag)siBaHa [BAT YpHHA (C HEM3BECTHA YECTOTA), KEPBEHE OT Hoca (PEeIlKM) M MAJTKH
CHHHHHM (C HEH3BECTHA 4€CTOTa)], 3HAUHTE/IHO HAMAJISBAHE HA OEJIUTE KPBBHH KJIETKH
(penaxw)

TEXKKA UITH NCPCUCTUPAINA JUapUs, IPUAPYKEeHA OT NIOBUILIEHA TEMIIEpaTypa Wil ciadocT

(penxm).

AKO HAKOA OT ClIeJHHTE HeXENaHH JIEKAPCTBEHH PEAKIHY CTAaHE CEPHO3HA HIH 3a0e/1eKHTe
ZAPYrH, HEOTIHCAHH B Ta3H JIMCTOBKA HEXKEMAHH PeaKL|H, MOJIA, yBeaoMeTe Baims nekap Hinu
APYT MEIHLIHHCKH CIIEL{HATUCT.

MHoro vyecTH (MOKe g 3acernar nopeve ot | Ha 10 AVIIA):

AHApNA

Hectu (Moxe na 3acersar go 1 Ha 10 OYLIH):

re0HYHA HHeKIHA

HaMansBaHe Ha Opos Ha TpoMOOLIMTHTE, HaMa/IABaHE Ha Y€PBEHUTE KPBBHH KIETKH HITH
KPBBHHS IIHTMEHT/XEMOTJIOOHH, OTKIIOHEHHS B Ia0OPATOPHHUTE H3C/IEIBAHNA
(TmosoKuTENCH IUpekTeH TecT Ha KyMmOc¢), yapkeHo BpeMe Ha KphbBOChCHPBaHE
(YAB/DKEHO aKTHBHPAHO YaCTHYHO TPOMGOIIACTHHOBO BPEME)

HaMAJIIBAHE HA [IPOTEMHA B KPLBTA

rI1aBofoHe, Oe3CEHYE

OonKM B KOpeMa, NOBPHILAHE, FAJEHE, 3aMEK, CTOMALIHO Pa3cTPoOicTBO
NOBHIUABAZHE HAa YEPHOAPOOHKTE €H3MMH B KPHBTa

KOXXEH O0pHB, chpOex

OTKJIOHCHHUA B KPBBHUTE M3CIICABAHUA Ha OBOpenTe

MOBHILIECHA TEMITEPATYpPa, PEAKLM Ha MACTOTO HA HHOKEKTHpaHe

Hevecty (Moxe aa 3acerHar a9 1 Ha 100 nymm):

HaMansiBaHe Ha O6pos Ha Genure KPHBHE KIETKU (JIEBKONEHUS ), VB/DKEHO BpEME Ha
CBCHPBAHE HA KPBBTA (YABKEHO NPOTPOMOHHOBO BpeMe) '
HaMaJIABAHE Ha KaJHs B KPHBTA, HAMaJISIBAHE HAa KPBBHATA 3aXap

I'bPUOBE (KOHBYJICHH ), HAOIOIARAHH NPH [ALIMEHTH, NPHEMALIH B
6BOpeHH NpobieMu.
HHCKO KPBBHO HaJATAHE, BL3MAJIeHHE Ha BeHUTe (ycemane 3a 00
3a4e€pBABaHE B 3acerHarata odnacr), 3a¥epBsiBaHe Ha KO)KaTa




YBEIAYaBaHE Ha NPOAYKTA OT PasrpaskJIaHETO HA KPbBHHA MUIMEHT (OWIUpyOHH).
KOKHH PCAKIIHHU CBC 3a4epBiBaHe, 0OpasyBaHe HA KOXKHH JIE3HH, KOTTPUBHA TpeckKa
Gonky B cTaBHTE H MYCKYJIHTE

BTPHCAHE

* 9 »

Penku (Morat aa 3acernar o 1 va 1 000 ayum):

* CHJIHO HamasisBaHe Ha OeMTe KPBbBHH KISTKH (arpaHy/oLUTO3a), KbPBEHE OT HOCA

* cepuosda uHdekima Ha nebenoTo Yepso, BL3NANCHUE HA AUrABHLATA HA YCTATa

®  OTAEAAHE HA M'OPHHI CJIOH OT KOXKATa MO LISUIOTO TAI0 (TOKCHYHA ernuIepMaTHa
HEeKpOITH32a)

C HeHW3BeCTHA YECTOTa {OT HATHYHHTE MaHHH HEe MQXE Ja 6’1\@6 HAIpaBCHa OIIEHKA )

® CHJIHO HaMaJsiBaHE Ha YCPBEHHTE KPBBHH KIIETKH, OeIUTE KPHBHU KIIETKH H
TPOMOOLHTHTE (MAHUUTONCHHA), HAMaJIABaHe Ha GenMTe KPBBHH KIIETKH (HEYTPONICHHA),
HaMaJnABaHE HA YCPBEHHUTE KPBBHH KIETKU [IOPAay MPeKIASBPEMEHHO pasrpaxaaHe HITH
paznazaHe, MAJIKH TOYKOBHJIHH CHHHHH, YIbIKaBaHE HA BPEMETO Ha KbPBEHE,
yBCIIMYaBaHe Ha TPOMOOLIMTHTE, YBEJIHYABAHE HA crieludayueH THN OeNH KPbBHH KIIETKH
(eo3uHODUNHA)

® aJleprHYHa PEaKLMA H TEXKKA aJepruyHa peakis.

*  BB3NANCHHE HA YEPHUA APOD, KBJITO ONBETABAHE HA KOXKATA WIH OsUI0TO HA OYHTE

¢ CCpHO3HA allepruyHa peakuus, oOXBalnama uanoTo Ta10, ¢ OOpHEH NO KoXKaTta ¥
THTaBULIATE, MEXYPH M Pa3/IHYHH KOKHH oOpuBH (cuHapoM Ha CTHBBHC-J[KOHCHH),
TEXKKO AJIEPTHYHO CBCTOSHHE, 3acAralllo KOXKAaTa M IPYyrH OpraHH Kato Os0penuTe U
YepHHsA Apo0 (J1eKkapcTBEHA PEaKIIHs ¢ O3HHOMUNNA M CHCTEMHH CHMITTOMH),
MHOXKECTBO MaJIKH MEXYPH, ITbJIHH C TEHHOCT, CBABPIKALIHE CE€ B TOJEMH YYACTHIH C
NOAYTa U 3a4epBeHa KoKa, IIPH/PYIKEHH OT MOBHINIEHA TeMrieparypa (ocTpa
ICHEPATH3UPAHA EK3aHTEMATO3HA I[YCTY/103a), KOXKHH peakLMH C MexypH (0yno3eH
IICPMAaTHT)

* noHWXkeHa OwOpevHa GbyHKIMS ¥ Tpobnemu ¢ 6BOpeLuTe.

* (opma na 6enonpobuo 3abongBaHe, MPH KOETO €03HHOMMIATE (BHA 6T KPHBHH
KJIETKH) C€ MOABSBAT B MO-TOJAM Opoii B Hemnus apob.

® OCTpa AC30pHEHTALMA U OOBPKBAHE (ACTUPHYM).

JleyeHneTo ¢ MMNepaInH ce CBbP3Ba C TIOBUIIEHA YeCTOTA Ha (eOPHITHN CHCTOAHHA H
oOpMBH IpY MaLMEHTH ¢ KACTO3HA Prbpo3a.

beTa-nakTaMHHTE aHTHOMOTHLH, BKIIOYHTENHO nUriepaluIve/Ta300akTaM, MOTaT aa JOoBeaar
RO NPOABACHHA Ha eHuedanonarus (yspexaaHe WiH 3a0019BaHe, KOSTO 3aCiATra MO3BKA) H
KOHBYJICHH (I'BpPYOBE).

Cro0maBaHe HA HEXEIAHH PEAKITHH
AKO NOJIyYHTE HAKAKBH HEXENaHHU JIEKAPCTBEHH peakLiyy, yBenoMeTe Bamus nekap,
(hapMaLIEBT WIH MEJIMLHHCKA cecTpa. Topa BIIIOYBA BCHYKH BB3MOKHH HEOIMCAHH B TA3H
JTHCTOBKA HEXENAHH peakiHHu.

Mosxete chbujo 1a cHO6IMTE HEKENAHH PEAKIMH JUPEKTHO Ype3 HALIHOHATHATA CHCTEMA 34
croOLIaBaHe (ocoyeHa no-1oiy).. Karo chobIuapaTe HeskeNnaHH peakIiMy, MOXKeETe J4a
AajeTe CBOA NIPUHOC 3a MONy4aBaHe HAa TOBeYe HHOPMALIMA OTHOCHO 0€30M1acHOCTTA Ha TOBA
JIEKapCTRO.

KonTakrn:

HM3meMHHTENHA areHnys 0o JeKapcTBaTa
yi1. ,.JlamaH ['pyee™ Ne 8

1303 Codus

Ten.: +359 2 8903417




yebcaiT: www.bda.bg

5. Kak Ja enxpanssare llnnepannann/Tazo6akram Knoy
Ha ce ceXpaHaBa Ha MACTO, HEAOCTHITHO 3a Jelia.

He uM3nmonspaiiTe ToBa JeKapcTBO clled Cpoka Ha TOIHOCT, OTOes3an BbpPXY KapTOHEHATa
onakoska ¥ ¢iakoHa cnen ,,l'oaen 10:%. CpOKBT Ha FOJHOCT OTrOBapsl HA MOCIEAHNAA AEH OT
MOCOYEHHA MECELL.

To3u nekapCTBeH MPORYKT HE H3UCKBA CTIEHHATHO YCNOBHE 33 ChXpaHeHHe.

[IpuroTsen pa3Teop BHB (IAKOH

Hoka3zaHa ¢ XuMH4HA ¥ duzHuna cTabHaHOCT 3a ynoTpeba o 48 yaca, KoraTo ce CEXpaHsaBa B
xnaaunuek npu 2-3°C, ¥ 10 5 yaca, Kkorato ce ¢bxpaHsra npu 20-25°C, xorarto 3a pasTBapsHe
€ C€ H3MOJI3Ba €IMH OT ChbBMECTHMUTE Pa3TBOPHTEINH (BXK. TOUKA 6).

Pazpenen yHOVIHOHEH TBO

JokaszaHa e XMMHYHA ¥ pH3HUHa cTabHITHOCT 32 ynotpeba 710 48 yaca, koraTo ce CEXpaHsiBa B
XnamunHUK 1mpu 2-8°C, # no 6 Jaca, koraTo ce ¢pxpaHaBa npr 20-25°C, Koraro 3a pa3pex aHe
€€ H3MOJI3BA €THH OT CBBMECTHMMTE PA3TBOPHUTEIIH NPH INPEI0KEHHA 00eM Ha paspeknaHe
(BXK. TOUKA 6).

OT MUKpOOHONOrUYHA ri1eiHa TOUKA NPOAYKTHT TpsAOBa [a ce U3MoI3Ba He3a0aBHO. AKO He ce
M3II0/13Ba BeIHATa, BPEMETO W YCIOBHATA Ha CBXpaHCHHE A0 ynoTpedara My ca OTTOBOPHOCT
Ha MOTpeOUTENS U HOpMANHO He 61 TpabBasio aa npepumasar 24 yaca npu 2-8 °C, 0CBEH ako
pa3TBapaHETO/paspexaaHETO (M T.H.) HE € HM3BLPIIEHO NPH KOHTPONHPaHH M BajiHIHPaHH
aCCITTHYHH yCIIOBHSL

CaMo 3a eTHOKpaTHO NpHIIoKeHUe. U3XBLpIIeTe HEM3MO/3BAHHA PA3TROP.

He u3xsbpagiite iekapcTBaTa B KAHANIM3ALMATA WM B KOHTEHEpa 3a JOMALIHH OTTIALbIIH.
Iormratite Bamus papmaneBT Kak Ja M3XBBPJIATE JEKAPCTBATA, KOHTO Beue He H3MOJI3BaTe.
Te3n MepkH e CIIOMOTHAT 34 OMa3BaHe Ha OKOJIHATA Cpela.

6. ChabpKaHHEE HA ONAKOBKATA H AONLIHATETHA HHPOPMALHE

Kakso coabpxa IInnepanuianu/Tazobakram Kany

AKTHMBHH BeIECTBA: NMUNEPAIHIIMH H Ta300aKTaM.

Beeku ¢pnakon chabpka 4 g mUNepawriiiH (kaTo NHNepaLMIHe HaTpHil) 1 0,5 g Tazobakram
(kaTo TazobakTaM HaTpHii).

Kaxk n3rnexaa Ilmnepanuanna/TazobakTam Ky H KaKBO CHIbPAA ONAKOBKATA
[Tunepanunnn/Tazobakram Kty 4 /0,5 g e 641 10 nouty 611 npax, KOeTo ce
CTBKJIEH ¢1akoH ¢ BMecTUMOoCT 50 ml ¢ 6poMOYTHIOBH MYMeHH 3anyLianK
Kanayka oT aJlyMHHHH H THTacTMaca.

Onakosku: 1, 5, 10, 12, 25 unu 50 ¢riakona B kapToHeHa KyTHs.

He Bcrukn BHAOBE OMAKOBKH MOTaT fa 6baT NyCHATH Ha 1a3apa.



HpHrTexaTen HA pazpemenneTo 3a ynorpeda B NPOH3IBOTATET

IIpnTexares1 Ha paspemenHELTO 32 YHOTpeba
QILU PHARMA SPAIN S.L.

Paseo de la Castellana 40,

planta 8, 28046 -Madrid,

Hcnmanus

IIpoussoguTen
KYMOS, S.L.

Ronda De Can Fatjé 7b,

Parc Tecnologic Del Valles Cerdanyola Del Vallés,
08290 Barcelona,

HUcranus

UNIFARMA SIA

Vangazu lela 23,

1024 Riga,
JlaTBus

WESSLING HUNGARY KFT.
Anonymus utca 6.,
1045 Budapest IV,

YHrapus

ToBa exapcTBO e paspenlen 3a ynorpeta B xbpkapHTe-1w1eHKH Ba EBponeiickoro
HKOHOMHYECKO MPOCTPAHCTBO NOJ C/AETHHTE HMeHAa:

r Piperacillin / Tazobactam Qilu 4 g / 0,5 g Pulver zur Herstellung einer
epMaHHA o
Infusionslosung
Mcnamnus Plperaf:}llna / Tazobactam Qilu 4 g / 0,5 g polvo para solucién para
perfusion EFG
o PIPERACILLINE / TAZOBACTAM QILU 4 g/ 0,5 g, poudre pour
paHLIKA : :
solution pour perfusion
Hranus Piperacillina / Tazobactam Qilu
@unnanisa | Piperacillin / Tazobactam Qilu 4 g / 0.5 g infuusiokuiva-aine, linosta varten
JlaHug Piperacillin / Tazobactam Qilu
Hopperus Piperacillin / Tazobactam Qilu
IIsewus lilpe.raclllm / Tazobactam Qilu 4 g/ 0,5 g pulver till infusionsvitska,
16sning
EcTonmsg Piperacillin / Tazobactam Qilu
Piperacillin / Tazobactam Qilu 4 g/ 0,5 g pulveris infiiziju $kiduma
MaTeus . .
pagatavosanal
JIutBa Piperacillin / Tazobactam Qilu 4 g/ 0,5 g milteliai infuziniam i
Piperacilin/tazobaktam Qitu 4 g/0,5 g prasek za raztoping
CrnoBeHus infundiranje Na
Bwarapis Manepauunun/Tazobaxram Kuny 4 g / 0,5 g Ipax 3a «}%)( foih I
T %

. _": C - g
-t. 2 FF
- .
. -




XBpBaTHA Piperacilin/tazobaktam Qilu 4 g/0.5 g pradak za otopinu za infuziju

JaTa Ha noceAno mpepasriexkaane Ha aacropkata <MM I TIT>

[Tocouenata no-moxy pHGOpMAaILIHA € nIpeaHa3HAYEHA CaMO 33 MEIHIMHCKH
CIEMHATACTH:

Cpok Ha FroAHOCT cJiea pasTBapaHe/pazpesKaane

Hpuroteen pa3TBOp BB (hIaKoH

Hoka3aHa e XuMuYHA ¥ QE3MYHA cTAOMITHOCT 32 ynotpeda 1o 48 yaca, KOrato ce ChbXpaHsBa B
xiaaunHHK npe 2-8°C, u fo 5 daca, korato ce cbxpansea npu 20-25°C, koraro 3a
pa3sTBapAHE C€ U3DON3BA €IHH OT CHhBMECTUMMTE Pa3TBOPHTEIH (BXK. TOYKa 6).

Paspenen npurorsen HH(Y3HOHEH pasTBOp

Jloka3zaHa ¢ XMMHYHa 1 pU3MYHA cTabIIHOCT 3a ynoTpe6a Ao 48 yaca, KOraTo ce ChXpaHsaBa B
XJaAUNHHK nipy 2-8°C, U [0 6 vaca, korarto ce cbxpanssa rpy 20-25°C, koraro 3a
Paspexiane ce H3MOM3Ba CAHH OT CbBMECTHMUTE pa3TBOPHTEIIM HpH HPeTOKEHHS 00eM Ha
paspesknane (BX. TOUKa 6).

Ot MUKpOGHOIOrHYHA TIE/IHA TOUKA NPOAYKTHT TPAOBA fa ce H310/13Ba He3abaBHO. AKO He ce
M3ITOJI3BA Be/IHAra, BpeMeTO H YCIOBHATA HAa ChXpaHeHUe a0 yrnorpebara My ¢a OTTOBOPHOCT
Ha NIOTpeOHTENA M HOpMATHO He O TpabBano aa npesumasar 24 yaca nipu 2-8 °C, ocBeH ako
PasTBapAHETO/paspekaaHeTo (H T.H.) HE © M3BBPIICHO NPH KOHTPOJIUPAHA M BAIMAMPAHH
ACENTHYHH YCIOBHA,

Yka3zanus 3a ynorpeta

IInnepaunnmu/Tazo6aktam Kuny e ce npunara upes uHTpaBeHo3Ha MH(Y3UA (BNMBaHE B
NMPOABDKeHHE Ha 30 MUHYTH).

PazTBapsHeTO M paspexaHeTo TpAOBa /la ce M3BBPINBA [IPH ACENITHYHH YCJIOBHA. Pa3TBOpBT
Tps0Ba 1a Ce MPOREPABA BU3YAITHO 3d BHIAMMH YaCTHLH H MPOMSIHA B LBETA MPE/IH NPUIIOKEHHUE.
Pa3TBop®T Tpabpa Nia ce M3MOI3Ba CaMO aKo € GHCTHD U 6€3 BUXAMH YaCTHLH.

ITpuroTrsate na HHPYIHOHHASA PA3ITBOP

Hpax®T oT Beeku dmakoH Tpa6Ba aa ce pasTBOpH ¢ ofeMa pa3TBOPUTEN, MocoueH B TabaHIaTa
O-A0NY, KaTO CE€ H3MOJ3Ba €IHH OT CbBMECTUMHWTE Pa3TBOPHTENA 3a pasTBapaHe. Ja ce
pPasKilaTH JIO ITBJIHO pasTBapAHe Ha NpoaykTa. [IpH MOCTOAHHO pa3KiallaHe, B IOBEYETO
CIIyYaH pasTBapAHETO CTaBa B paMKHTE Ha 5 10 10 MuHyTH (33 moapodHH yxa3aHUsS U HAYHH
Ha paboTa BHXKTE [10-105Y ).

CpaspxaHue Ha (1akoHa Obem Ha | IIpubnusurenna

pasTBROpHUTENA*, KOHLICHTPALUA CIie
KOHTO TpsbBa 1a ce | pa3TBapsHe
n00aBU KBM BCEKH

¢makon - e HOJN‘
42/05g (4g nunepanwmme u | 20 ml 193,2 mg/ml g A, J;Lﬁ;?:f\:f%
0,5 g Tazo0akTam) (chabpxaid Vi K7 it 4 X:
'ff;“,.
) MTUNEpauIHH 5 mlyﬁ:ﬂ I»
rauobaxtam) \\ % ﬂ{w i& .
GG



*CBBMECTHMH PA3TROPHTENH 32 Pa3TBAPAHE:

* Hartpues xsopua 9 mg/mli (0,9%) uikeKioHeH pasTBOp
¢ (CTepuiHa BOAA 332 WHXEKIHHY’
 I'mokosa 50 mg/ml (5 %) HHDY3HOHEH pa3TBOP

() MakcuManHHuaT NpenophLYUTENeH 06eM CTEPIIIHA BOJIA 32 MIDKSKIIMH Ha 1033 € 50 ml.

lIpuroTBenmsaT pasteop TpsadBa Aa ObAe u3rerfeH oT (UiakoHa CbLC CNPHHIORKa. [lpw
pasTBapAHEeHe CTIOpe[ YKazaHHUATA, ChABPXKAHHETO Ha (PIIAKOHA, H3TENVIEHO CBC CIIPHHIIOBKA,
ChABPXKA 00ABEHOTO KOJNIMUECTBO NHMEPANMIIMH H Ta300aKTaM.

[IpHrOTBEHMAT Pa3TBOP MOMKE N4 Ce pa3pelH JOMBLIHNTENHO [0 xKenaHus obeM (Hanp. 50 ml
1o 150 ml) ¢ eamH OT cesHUTE CHBMECTHMHE PA3TBOPHTENH:

- Hatpues xsnopua 9 mg/ml (0,9%) niskekuHoHeH pa3TBop
- I'mokosa 50 mg/mli (5 %) undysnonen pasteop
- Hexctpan 60 mg/ml (6 %) B HaTpues xnopua 9 mg/mi (0,9%) umxekipiones pasTeop

HecbBMecTHMOCTH

Koraro [Tunepaipnun/Tazobakram Kumy ce H3noa3sa eAHOBPEMEHHO ¢ APYr aHTHOHOTHK
(Hamp. aMHHOIIMKO3HIM), BelllecTBaTa TPAOBA fa ¢ce NpHiIarat nootnenaHo. CMEeCBaHETO Ha
OeTa-naKkTaMHHM aHTHOMOTHLIA ¢ AMHHOIIMKO3MIH iR Vitro MOXE Ja JOBSAE 10 3HAUKTEITHO
WHAKTHBHpAHE HA AMHHOITHKO3HA.

[Tunepaurmn/ Tasobaktam Kuny He TpsOBa na ce cMecBa ¢ ApyTrH BEIIECTBA B CIIPHHIIOBKA
HJTH HHOY3HOHHA 6aHKa, THIf KATO HE € YCTAHOBEHA CEBMECTHMOCT.

[lopanu xumudecka Hectabmnnoct [unepaunmin/TazobaktaM Kuny He Tpsabpa fa ce
H3TI0JI3Ba C Pa3TBOPH, ChALPIKALIM caMO HaTpHeB OHKkapOoHaT.

Hunepawinun/ TazobaktaM Kuny He € ¢chBMecTHM ¢ pa3TBOp Ha PHHrep naxTar, pa3sTBop Ha
Punrep auetart, pasteop Ha Punrep auerar/manar 4 pasteop Ha XapTMman, H 32
€HOBPEMEHHO MPHIIOKEHHE Ype3 TPUITETHA CHCTEMA.

Iunepauunun/Tazobakram Kuny ve tpabea aa ce 106aBs KbM KPbBHH NPOAYKTH WIH
ATOYMUHOBH XHAPOIU3ATH.

EHOBpeMEeHHO NPHIOKEHHE ¢ AMUHOTTHKO3HIIH

[lopanu in vifro HHaKTHBHpaHe Ha AMHHOTTTHKO3UAKTE OT GeTa-TaKTAMHUTE aHTHOHOTHIIHN, CE
PENOPBUBA OTACNHO mpuiarade Ha Ilunepauwnnn/Tazobakram Kuay W aMHHOTITHKO3HAM.
[Munepannnun/Taszobaxtam Kuity # aMHUHOTIIMKO3HALT TpAOBA Ja ce Pa3TBAPAT M paspesaar
MOOTAENHO, KOTaTo € MOKa3aHa eJHOBPEMEHHA TeParus ¢ aMHHOITTHKO3H/IM.




