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KPATKA XAPAXTEPUCTHKA HA IIPFOAYKTA
PIPERACILLIN ACTAVIS

1. THPIOBCKO IME HA JTEKAPCTBEHHA IPOAYKT
PIPERACILLIN ACTAVIS

2. KOMMYECTBEH H KAYECTBEH ChCTAB

Jexapctseso emectBo B 1 ¢maxom: Piperacillin sodium 1,042g, exs. sa 1,0g
~ Piperacillin

Jexapcraero Beuiectso B 1 dnaxon: Piperacillin sodium 2,084g, exs. Ha 2,0g
Piperacillin '

3. JEKAPCTBEHA ®OPMA
ITpax 3a HHKEKIMOHEH PasTBOp

4 KITWHAYHA JTAHHA
4.1. HOKA3SAHUA
Piperacillin Actavis ce mprnara 3a JedeHHe HA CEPHO3HA HHQEKIHH, MPHIHNHESHH
OT YYBCTBUTEIHY Ha aHTHOHOTHKA MUKPOOPraHU3MHU KaTo:

e uHTPaaOIOMUHATHE WH)EKITHH, BKIIOYHTEIHO XSIATOOWIHAPHY B HHQEKIHH
B XUPYpPTHATA; :

e HHGOEKIMH Ha [THKOYHUTES IHTHINA;

e TIHHEKONOTHYHH  HHQeknww,  BKIIOYMTENHO  EHAOMETPHTH,  Ta30Ba
BE3HANNTEeHA 00IeCT;

* CENTHUEMUS,

o yHbEKUHH HA XOTHH JHXATEHH IHTHINA;

e uH(EKI[HH Ha KOXara, KOXKHUTE CTPYKTYPH W MEKHTE THKaHHU;

e ur(EKIHY Ha KOCTHTE H CTaBHTE;

* HeYCIOKHEHH MOHOKOKOBH HHGEKIIHH;

e 33 NPO(QWIAKTHKA B XHpPYPIHWATa, BKIIOUHTENHO NP HHTPaabNOMHHAIHH
(racTpoOHMHTECTHHAIHH H OuIHapHH) HHTEPBCHIIHH, parpHanHa
XHCTepeKTOMUS, a0OMHHAIHA XHCTEPEKTOMHA, LIE3aPOBO CEUEHHE.

T[opamy MIMPOKYA CH CIEKTHp Ha AelicTsue crpsmo ['pam-rogoxmtenty i ['pam-

OTpHIATENHU aepobuu W anaepoOHM MukpoopraHusmu, Piperacillin Actavis e

HOAXOMANI IpH CMeCeHH HHODEKIHH Npesy HACHTHQHIHpaHe Ha TIPHIMHHTEIA.

TIpOMyKTHT MOXE ha Ce IpPHIAra KaTo CaMOCTOSTENHO NeYeHue NpH MHQEKInH,

KOHTO OGHKHOBEHO M3UCKBAT JBA AHTHOHOTHKA.

[Ipx neyeHse Ha TOKKM HHOEKUHH NOPORYKTBT  Cf

AMHHOTTIOKO3HUANY aHTUOHOTHIH, 0CO0EHO IIPH HMYHOCYHD,




4.2. TO3UPOBKA W HAYWH HA NNPHIOXKEHHUE
Piperaciilin Actavis ce mpuiara HHTPaBeHO3HO, KaTO HUPEKTHA MEOKEKIHA HIH B
HHOY3UA, WK ABI00K0 HHTPAMYCKYIIHO.,
Jo3uposkaTa ce onpeneis cliope)] THIA H TeXecTTa Ha HHQEeKIuITa.
Bw3pacmuu
e Texxu urbeximm  (cenTHueMHs, BHTPeOONHHYHE  IHEBMOMMM,
HHTpaabHOMuHanay HEQEKIHY, THHEKONOTHIHY HHQEKIHY, HHQEKIUH Ha
KOKaTa M MexuTre TBbKaHH) — ofuyaima pgosa — 12-183 g nHeBHO
HHTPaBEHO3HO, pa3feleHH B JO3H Ha BCEKHM 0 yaca.
e Venoxsens HHGEKIHY HA IHKOYHUTE IBTHINA — 0Buyaina no3a — 8-16 g
JHEBHO HHTPABEHO3HO, pasnpeseieHd Ha 6-8 Jaca.
o Heycnoxsesy uHOEKIHYM HA [UKOYHHTS UPTHINA, NpAmRobuTH B
O0IIECTBOTO IMHEBMOHHMH — 0-8 g MHEBHO HHTPAMYCKYJIHO B pasfeficHU
Jo3u Ha 6-12 qaca.
e Heycnoxnena romopes — 2 g e{HOKDPAaTHO 3aefHO ¢ 1 g npobemertmn,
JaicH TIeOpaliHo Y2 Yac Npefy HIKSKIHITA.
MaxcumMangara o3a o0ukHoBeHo € 18 g.
Heua
e Ot 2 g0 14 rogunu — HATpaBeHo3Ho B aHeBHA no3a 100 mg/kg, pasnenena
Ha 3-4 npuema;
[Ipy MHTPaMyCKYIIHO IpUNMKEHHE HE TpA0Ba Ja ¢ HanBHINABa 2 g 38 WHKeKLIKA
Ha €IHO MACTO 3a Bb3pacTHH H 0,5 g 32 gena. To3H HAYHH Ha NPHIMKEHHE ce
W3[I0N3Ba OARHO IpH IedeHWE HAa HEYCIHOXKHEHa ToHOpes H HHQEeKuud Ha
NHUKOTHHTE IBTHIIA.
IIpu OpOpeuna HEHOCTATHUHOCT [03aTa M HHTEPBanbT Ha MPHIOKCHHE ce
TIPOMEHSIT CIOPEH CTOMHOCTHTE HA KPSaTHHMHOBHS KIHMPHHC KaKTO Chefsa:

Kpeamununos Heycnoocnena Yenoocnerna Teocka
KIUPBHC YpuHapHa YPUHapHa " cucmemHa
mil/min ureryus uHpexyUs uHpexyus
>40 Bez  npomeHu 8  003UPOEKAMA
20-40 0e3 IIPOMEHHU B 9 g/nen 12 g/men
O3HpPOBKATA 3 g Bcexu 8 4 g pcexy 8§
Taca Faca
<20 6 g/nen 6 g/neH 8 g/men
3 g BcexH 124aca 3g BCEKH 4 g Bceku 12gaca
129aca

34 HanpeHTH Ha XeMOMHAIM3a MAKCHMANHaTa fHeBHa fno3a e 6 g (2 g Ha BcekH 8
gaca). Twli xato xemopuanmsara otHema 30 % mo 50 % or NpHIOKEHUs
Piperacillin Actavis 3a 4 aca, HEOGXOMMMO €& JOIBIHUTEIHO fa Ce NPHOaBAT 1o 1
g OT MPOAYKTA CNel BCeKH NHANH3SH HHTEPBaL.




Tlpu Gonum ¢ uwepHompoOHa H OBOpedyHa HEAOCTATHUHOCT C& MpEnophuBa
MOHHTOPHpaHE Ha CepyMHUTE KOHIeHTpaluy Ha Piperacillin Actavis.
Cpenuara MPOIBIDKATSIHOCT Ha jieqebuus Kype ¢ Piperacillin Actavis € oT 7 10
10 fau, ¢ H3KIIOUEHe HA THHEKOJOTHIHHTE HHAEKIHH, KBAETO TOH € 0T 3 o 10
aup. YIpopwinkuTenHocTTa Ha JISYEHHETO €6 ChoOpassBa ¢ KNHHWYHHUTE H
GaKTEePHOIOrHYHY HaHHHM 32 MalHeHTa, KaTo 3a 0BEYeTO Cydan NpoabibkaBa 43
J0 72 gaca clie[ H3Ye3BaHe Ha CUMIITOMUTE; IPY HH(EKIHH, TPHIUHEHH 0T OeTa-
XeMOIUTHYHY CTPENTOKOKH Tpyna A, agTuOHOTHYHaTa Tepamvs NpPOABIDKapa
Haii-manxo 10 momm, 3a Fa ce HaMaiK pUCKa OT PEBMAaTHYeH DPHCTBI HIH
rJIOMepyI0HepPHT.

e 3a mpoduraxrika B xupypruara Piperacillin Actavis ce npunara karo 20-

30 munyTHA BHAY3UL HENOCPEACTBEHO IPEXH aHeCTe3HATa.

llpenoprvusanu unouxayuy u 003UpOEKa

Huouxayuu F-6a do3za II-pa dosa III-ma doza
WurpaabnomunanHa 2 glLv. 2g 2 g Bceku 6 waca
XHpYPTHUs HETIOCPECTBEHO 0O BpeMe Ha CleJ OIepalyaTa,

Ope/y ONepaluATa  ONepaldaTa 3a HE NOBEYE OT
24 vaca
Bargzanga 2giv. 2 g6vacacmenl- 2 g 12 waca crnen
X HCTEPEeKTOMHUA HENOCPEACTBEHO Ta 032 I-ta 7032
TIpeu ONepalHiTa
Abpomunanga 2 g 2 g npu BpbulaHe 2 gcnex 6 vaca
XHUCTEPEKTOMHUS 1.V.HEOCPEACTBEHO B peaHUManui

IIpSOH oIIcpallliiATa

ITesapoBo ceueHue 2 g Lv. cmen 2gduacacnenl- 2 g 89aca cienl-
IIpeKbCBaHe Ha Ta JXo3a T4 032
HBIHATA BPHB

4.3. MIPOTHUBOINIOKA3AHNIA
e CappxuyscTBHTENHOCT KBM Piperacillin u xsM Apyr# aHTHOHOTHIH OT

rpymata Ha IeHMmwiMHuTe w/umn Ledanocmopumure HMnH - Gera-
JAKTaMHUTE HHXHOHUTOPH.
44, CHOEIOUAJTHA OPEIYIPEXIEHAST M CIEHUAJHHA

OPEAIIASHY MEPKH ITPH YIIOTPEBA
TIpess BCeKH HOB Kype ma medemne ¢ Piperacillin Actavis mamueHTHT TpaGsa
BHHMATENHO Na OBJle pasmuTaH, 32 Aa Ce YCTAaHOBHM Jaly € HMall TPEeRHIIHH

peaKiuy Ha CBPBXYYBCTBHTENHOCT XM Piperacillin,

medanoCHOpHHY WIH OPYrH Jekapctsa. 1pabea 7
BL3MOXKHOCTTA 32 HalH9ue Ha KPBCTOCAHA auepr;%:
nedalloCOpHEY, IpH3e0dYIBHH, NEHHMIHANH. =
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[Ipu nunca wa anepridpa anaMpesa TPsOBa Ja Ce HalpaBM CKApHDHKAIHOHHA
KOscHa 11pofa C Pa3TBOP HA aHTHOMOTHKA, 4 TIPH aHAMHECTHYHM NAHHH 33 aNepPTHA
OTHAYANO0 C& M3BBPINBA CIIUKyTaHHa Mpoda K aKo TA € OTPHIATENHA Ce U3BBPIUBa
ckapubukanuonna npoba. IIpoGure ce orumrar cnef 30 muHyTd. B cnyvati na
pasBUTHE HA TEXKA OCTPa PEAKUMs Ha CBPHXUYBCTBHTEHHOCT € HEODXOMMMO
npunarage Ha 0,1 mg - 0,3 mg - 0,5 mg agpeHaIMH NOAKOXKHO, BeHO3Ha HH(Y 31
Ha KODPTHKOCTEPOHMIH, aHTHXUCTaMUHY ([TapEHTEPANHO), HOBGOUIMH i CENeKTHBHY
fera-afipeHOMUMETHIM TpH OpOHXOCNAa3bM, KHCIODOHZ, OOQUINBAHE, 2KO &
HeoOXOauMO ¥ HHTyOAIHA.

[lpy mauseHTH ¢ ajepruyHa [Mare3a Hanp.OpOHXHATHA ACTMA, CEHHA XpeMa,
yprukapua Piperacillin Actavis (kakTo BCHYKM ICHUIMIRHE) TpaOBa Ja ce
IpHIAra ¢ IOBHIIEHO BHUMAHHE.

Axo ce HabniomaBa HiAKakBa (OopMa Ha aNepris CE¢ IpenopbiBa NPeKbCBaHE
yriorpebaTa Ha JIEKapCcIBOTO.

Beopeku, ue Piperacillin Actavis npurexasa HHCKa TOKCHIHOCT, XapaKkTepHa 3a
Ipynara Ha NeHUNAIWHNTE, IIPEenophyBa Ce MpH IPOABIDKMTICIHO ICICHHE
IIEpUOAHTHO CclieacHe QYHKIHATAa Ha OB0penuTe, YepHui Apol, KppBOTBOPHATA
cucreMa.

Ilpy HAKOH OT T[AUHMEHTHTE, TPETHPaHH C O6eTa-JaKkTaMHH &HTHOHOTHI,
BEJTFOYUTENHO B ¢ Piperacillin Actavis, Moxe fa ce Habmiogasa KbpBeHe. B Taxes
cnyuaif ce Mpernoprysa HPEeKBCBAHE IPMIOKEHHETO Ha OIPONYKTa U HasHAUaBaHe
Ha [IOJXO0MSIa Teparms.

Piperacillin  Actavis, KkakTo BCHYKH aHTHOAKTepHaNHK CpPEACTBA, IIpH
APOABIDKHTENHA YIOTpe6a IOBHINABA PHCKA OT CBPEXpacTeX Ha PE3UCTEHTHH
MEKpoopradusmu. Ipu HanWgHe Ha TaKasa MEQEKIMs ce HasHavaBa IOJXOMAMIA
TEpAITHA.

Ilpu Op0OpevyHa HEXOCTATHYHOCT € HEOOXOHUMO alanTHpaHe Ha JO3UPOBKATA Ha
aHTHOMOTHKA CHOPS] KPATHHHHOBUS KIHPBHC.

Ila ce mMa npeBHI KOTAYeCTBEHOTO ChOBPKaHHE HAa HaTpuH (= 42,6 mg/g) B
NEKAPCTBEHMA IPOAYKT IIPH NpUIAraHe Ha IANUSHTH ¢ OrpaHiIeHIC Ha HaTPHA B
OHEeTaTa.

IIpu nanueHTs ¢ HUCHK KATHEB Pe3epB H NAlUSHTH, ONYIaBaill NUTOCTATHIY H
HHYpeTHIH, € HeoOXOAuMo CHefeHe Ha ENeKTPONUTHHA OalaHCc ¢ Oriies
BBE3MOIKHOCTTA 232 Pa3BUIHE Ha XHIIOKANHEMHA.

IIpu GomEwr ¢ MyKOBHCWMmo3a JedeHuero ¢ Piperacillin Actavis moxe ga e
CBIIPOBOLEHO CBHC CIydaH Ha TpecKa U 0OpHBH.

B cnyuaif Ha HACTHIIBAaHE HA TeXKKa ¥ NPONLIUKHTENHA KHaphsa Tpsabsa fa ce
MHMCIIH 32 DceBAOMeMOpaHo3eH KoIHT. CHMITOMHTE MOTAT Ja HaCTBILAT IO BpEME
WIH CHej NeYEeHWEeTO ¢ MpojyKTa. TORa Hallara MPeKpaTsBaHe Ha JICYCHHETO M
ripHjIarage #a CHOTBETHH MEPKH 3a OBIAJABaHe Ha CECTOFHHACTO




4.5. JEKAPCTBEHM ¥ IPYI'Y B3AMMOJENCTBHSA

Kom6upanmsra #a Piperacillin Actavis ¢ aMHHOIIHKO3MAHH aHTHOHOTHIM e
CHHEPrHYHA M TpPH HEOGXOHMMOCT OT €JHOBPEMEHHOTO MM NpHiaraHe Te He
TpsaOBa ja Ce CMeCBaT B e[HA CIIPHHIOBKA MM MHQY3UMOHEH PasTBOp, NOPaju
OHACHOCT OT MHAKTHBHpaHe H TpsAOBa Ja ce BBBEX/IAT Ha pPasIHYHH MecTa IIpe3
UHTEpBAK 0T 1 4ac.

IIpoGenenu, NpICKeH NepopalHo B fo3a 1 g npeau HHTPaMyCKyTHA HEKCKITHS
Ha Piperacillin Actavis, mopumaBa ¢ oxono 30% MakCHMaNTHHTE CepyMHH
KOHIIGHTpalliK Ha aHTHOHOTHKA.

Ilpu xomOunupase ¢ Gera-maxraMasHEA HHxuOHTOp tazobactam ce pasimHpsBa
aHTHGAKTEPHANHEA COSKTHp Ha HeHcraue Ha Piperacillin Actavis.

[TpoayxTrT HOTHCKA TPOMOOHIHTHATA arperald U yBelHYaBa PUCKA OT KbpBEHe
pH €MHOBPEMEHHO MPUIOKEHUE C XECNapuH, HHIUPEKTHH aHTHKOaryIaHTH WIH
TPOMOOTHTHYIHH arcHTH.

Piperacillin Actavis ymeipkaBa HeBpO-MyckynHata OJoKkafa, NpegusBHXaHa OT
BekypoHui. He e msxmoyeno To3H edekt jha ce HabmromaBa H CHPAMO JPYru
HEAEHOIAPH3HPAIK MHOPEIaKCaHTH IPH eHOBPEMEHHO NPHIOKEHIS C HErO.

4.6. BPEMEHHOCT 1 KbPMEHE

Beappennoctra Ha Piperacillin Actavis npu OpemMeHHH He € QOKa3aHa, 3aT0BA ce
mpenopsyBa Aa ce u3darea ymorpebara My 110 Bpeme Ha OpeMeHHOCT, OCBEH IIPH
HEOTHOMHY HEAMKAIMH. HeoGXoMuMO € HOBHUINEHO BHMMAHKE [IPH NpPHIaraHe Ha
KkbpMatiki. IIpoAyKTHT ce H3Mb9Ba B HHCKH KOHIECHTPAIHMH B KBpMaTa.

4.7. E®@EKTUA BHPXY CIHOCOBHOCTTA 3A HIO®HPAHE U PABOTA
C MAXXCAHI

Piperacillin Actavis He Bimie BBpXY cHocoGHOCTTA 3a miodupare H paboTa C
MALIHHH.

4.8 HEXEJAHY JEKAPCTBEHH PEAKITHUH

Morat na ce HaOarogaBar CiIeqHUTe HEXENaHt IeKapCTBeHH peakyh.

o JrOxanud - TpoMOodeSurH (okono 4%), Gonka, epuTeMa, HEAYpalus (0KOI0
2%), no-pAAKO eKXUM032, XeMaTOMH;

® TaCTpOMHTECTHHANHH - auapud (oxono 2 %), MO-PAAKO rajeHe, MOBPBLIAHE,
PANKO HCeBIOMeMOpAHO3EeH KOJIHT;

e anepruvHK peaximu - oOpuBH (Okomo 1 %), mo-pamko cbpbex, epurema
MynradopMe, pAaKe aHabunakTraeH wok (Brk Tpexnasay Mepry),

e uepHONPOOHH - MOBHINEHKE CTOMHOCTUTE Ha YepHOmpoOHuTe eH3uMH (LDH,
SGOT, SGPT), xunepOunupyOHHEMHS, XOIECTATHY :

o Op0peuHH - IOKaYBaHe Ha CEPYMHHA Kpear
HHTepCTHIHANEH HepHT;

e ITHC - rnasoOonue, 3amalisade, OTIIaJHANOCT;




¢ KDPBBOTBOpHA W IHMpHA cucreMa - 0DpariMa JIEBKOICHHA, HCYTPOICHHS,
TpOMOOUUTOTICHHS M SO3HHOMMIN, INABHO IPH TPOABKUTENHO JeUCHHE ¢
BHCOKH KO3H; (QallIHBO HO3HTHBHPAHE Ha THPEKTHHA TecT Ha Coombs,

¢ [POMEHH B CEPYMHHTE ENEKTPOIHTH — MNpY NAlMeHTH C YepHOAPOOHM
3200BaHKA, DAlMEHTH Ha UUTOCTATHYHA Wik AUypeTHIHA TEPalusd B PEIKY
ciy4ay ce ChoONaBa 32 HAMASSBAHE HAa CEPYMHMS KalMi IPH BHCOKH MO3H
Piperacillin Actavis;

e IpYrH — pANKO YABIDKEHA MYCKYNHa peNakcalus, CyHepHHQeKuust ¢
PE3UCTESHTHY MUKPOOPraHU3MH, BKIL KaHIUAO3HE HHQEKIHE, KbPBEHE.

4.9. HIPETO3UPAHE

Ipu npenosupaHe e BH3MOKHO Ja ce HaONIOHKaBaT KOHBYJICHH U NPYTH NpH3HANY
Ha TOKCHYHOCT OT CTpaHa HAa NEHTpallHATa HEepBHA CMCTeMa. B ciyyai Ha
IpeRO3HUpaHe 0cOOEHO MpH MpWIaraHe HA rONeMH JO3H npu GonHu ¢ 650pewna
HEJOCTATBYHOCT C& NPEeKBCBa ynoTpebara Ha NpOAYKIa W OONHUAT Ce TPeTHpa
CHMIITOMATHYHO.

Piperacillin Actavis MOxe Jga ce OTCIpaHH OT KpBBOOOpANICHHETO dpes
XEMOJHAIIH3A.

5. DAPMAKOJOTHYHA JTAHHN

5.1. PAPMAKOJUHAMUYANA CBOUCTBA

ATC xog JO1CA12

Piperacillin € MOJYyCHHTETHYCH HIHPOKOCIEKTHPEH [ICHULKIINH OT IpymaTa Ha
anUAypeUNONeHUIHINENTE. JelfctBHeTo My € OaxkTepHUHIHO  CHPSAMO
nponudepdpalli  MUKPOpranusMy, 4pe3 ONOKHMpaHe Ha TPAHCHENTHAAZHTE
yUaCTBAlIH B CHHTE3aTa Ha OaKTepHanHaTa CTeHa.

AHTHOAKTEDHATHEAT crHekTsp Ha Piperacillin srmousa romsm Opoif rpam-
OTpHUATENHY ¥ TIpaM-TIONOXUTENHY [ATOTEHH, BKIIOYHTENHO aepo0HH U
anaepoGuu ImamoBe. [lpossssa eucoka akxmusHocm chpamo Pseudomonas
aeruginosa ¥ 3HaguTeneH 6poi mamose Pseudomonas cepacia, Ps. maltophilia u
Ps. fluorescens. AxkrumBen e cnpsMo TomsM OpoH Y'pamM-oTpHIATEIHM
muKkpoopranusmu - Escherichia coli, Proteus mirabilis, Proteus vulgaris,
Morganella morganii, Providentia rettgeri, Serratia Sp.,BK/HOUHTEIHO Serratia
marcescens u Serratia liquefaciens, Klebsiella sp. Bxirountenso u Klebsiella
pneumoniae, Enterobacter sp. BrmounrenHo Enterobacter aerogenes o
Enterobacter cloacae, Citrobacter sp. prmoyurenso Citrobacter freundii u
Citrobacter diversus, Acinetobacter sp., Moraxella sp., Shigella sp., Salmonella
sp., Haemophilus influenzae (mamoBe HENpPOAYLIHpaH OeTa-naKTaMasa),
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DeTa-XeMOJHTHYHH, BIIIOYHTENHO Streptococcus gr.A (Streptococcus pyogenes)
u Streptococcus gr. B (Streptococcus agalactiae), Streptococcus pneumoniae,
Streptococcus  viridans, Hempomynupamu —0OeTa-makramasa IaMOBEe  Ha
Staphylococcus aureus u Staphylococcus epidermidis.

- apaepofuu GakTepun - Bacteroides sp., BRIIOUMTENHO rpynara Ha Bacteroides
fragilis  (Bacteroides fragilis, Bacteroides vulgaris) u  Bacteroides
melaninogenicus; Clostridium sp., BkmogprtenHo Clostridium perfringens u
Clostridium difficile; Eubacterium sp.; Fusobacterium sp., Peptococcus sp.,
Peptostreptococcus sp.; Veillonella sp.

Tonam Gpolt IaMoOBe YCTOHYMBY HA [PYTH NGHMUMIMHHE, UehanoClIOpyHM H
aMUHOTIAKO3KIM ¢a WyBCTBHTENHHM Ha Piperacillin.

In vitro Piperacillin ce umHakTHBupa 0T Oera-NmakTamasuTe, NPOAYLIHPAHH OT
crabunokoky W Oera-nakTaMasure, MPONYIMpaHH OT rpaM-OTpPHUIATEIIHA
MHKPOOpTaHmsMy. BB3MOXKHA & KPBCTOCAHA PE3HCTEHTHOCT C HIKOM OT APYTUTe
MeHULTHEY, AeticTeamu crpamo Pseudomonas aeruginosa.

In vitro TecroBe moKaspar, d9e Piperacillin pelicTBa CHHEPIHYHO ¢
AMBHOTIHMKOSHIHK aHTHOMOTHUM CIpsMO IOBegeTo namose Pseudomonas
aeruginosa.

Axrusrocrra Ha Piperacillin ce pasmumpsBa mpu KkoMmOHHHpape ¢ Oera-
AaKTaMa3Hug HEXUOHUTOpP Taz00aKTaM.

5.2. DAPMAKOKHWHETHYHYA CBOUCTBA

Ilpy WHTpaMycKyiHO YNpHIOKeHHe Ha Piperacillin MakcuMalnsy CEpYMHH
KOHIEHTpaiuu ce mnocrurat cnen 30-50 MuHYTH, 8 NpH HHIPAaBEHO3HO
TIPHIIOYKEHHE HEITOCPSHCTBEHO CIE HEDKEKIIHATA HIIH HHPY3UATa.
MakcuMangara CepyMHa KOHUEGHTpAlMs Ce YBeflHdYaBa NpPH E€JHOBPEMCHHO
npuinokende Ha npoGenenun. Oxoio 20 % ot anTHOMOTHKA Ce& CBBP3BA CBC
cepyMHHTe TIpoTerHn. CepyMHOTO BpeMe Ha IOJNyelHMUHHpane e okono 1 wac,
KATO MOXe Ia OBAe YIOBIKEHO IpH HOBOPOAeHH ¥ OomHH ¢ GpOpeusa
HEeJOCTaThUHOCT. [Ipyu yMepeHa creneH Ha OBOpeYHO YBpEKIaHE CEPYMHOTO
BpeMe Ha IONyeTHMHEApaHe Moxe fa Gbjie YABOSHO, MPH TeXKA CTeeH IO 5-6
KpaTHO YABDKEHO, & HpH MAHeHTH eJHOBPEMEHHO ¢ 6B0peyHy U YepHOAPOOHH
YBpEXKLAHHS 1 HOBEUE.

Pasmpepens ce noOpe B OpraHM3Ma, Karto [OCTHIa BHCOKH KOHIECHTPAUHH B
TedecHHTe TBKaHH ¥ TEYHOCTH, B KOCTHTE, [pOCTaraTa, CHPIETO, OKOTO,
CHHYCHTE, B JKIpUkara. [IpH  PBBE3NaleHd  MEHWHIM  [POHHKBA B
1repebpocyHamgaTa TeasocT. [IpeMuHaBa npes manesTapHara Gapuepa. Okomno
60-80 % oT mpunoxenus Piperacillin ce usnpysa HempoMmeHed Ipes GvOpenuTe
ypes TioMepynHa Quirpauus M TyOymapHa cexpeuus X0 24-THA 4ac CNeR
YIDHIIOYKEHHETO, KaTo CE JOCTHraT BHCOKH KOHIJ;CH’IP&HHH B ypusara. Bucoku

kbpMaTa. OTCTpaHABA C& IPH XEMOJHANM3A.
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5.3. NPEAKIMHAYHY NAHEHH 3A BE3OIIACHOCT

Hscnenpanu ca MMIUKE M IUIBXOBE ciel i. m., S. C. ¥ 1 V. NpHaraHe Ha
Piperacillin. Tlonydenute pe3ynTaTH AaBaT OCHOBAaHHE 32 MPHIMCIIBAHETO MYy
KBM cnab0TOKCHYHHUTE BEINSCTRA.

OnyTHTE 32 DOAOCTPa TOKCHYHOCT ¢a HPOBEHCHY C IIBXOoBe, TpeTupasn 30 muu
MmyckynHo ¢ xo3u 1 u 3 g/kg TenecHa Maca H ¢ KyYeTa Cie BEHO3HO BBBEXIAHE
Ha 1 g/kg nueBHO 32 15 nHU.

He c¢a ycragoBeHM @pOMEHH B IIOBEIJEHHETO, CMBPTHOCTIA, KAKTO W
CTATHCTHYECKH 3Ha4YuMM OTKIOHCHHS B CTOHMHOCTUTE HA BCHYKH H3CNEABaHU
XEMATONOTHYHN ¥ KIHHHKO-OHOXHUMHYHH HOKasaTenu. 30-IHEBHOTO HpHiaraxe
HA TUYBXOBE [IPEJW3BHKBA B OTACHHH JXHBOTHM JOKANHO JpasHel] eQexT.
ITaToMOphOIOrHYHUTE H3CIEBAHKUS HA IUIBXOBE M KydeTa He IIOKa3BaT
yBpe)KIaHe CTPYKTypara Ha BBTPEINHUTE OPraHH, CBBp3aHO C IPHNAaraHeTo Ha
Piperacillin.

B ONMUTH Che i1y aHTHOHOTHKET HE € FI0KA3ajl HPOreHHOCT.

HscnensaHuaTa BBPXY PENpORYKUHATA Ha MHIIKH M IIBXOBE C N03H, 4-KPaTHO
[O-BUCOKM OT YOBELIKATa, HE [IOKa3BaT JAHHH 3a CMyTeH QEpTHIHTET FLIH
yBpeXgane Ha nnona. TeH xaTo He BHHATH MOTAT 2 Ce IPeACcKaxar PeakliHHTE B
YOBELIKUA OpPrafi3bM, Ipd OpeMeHHM MeHH Ce IpenophyBa OTpaHHIeHa
yrotpeba, caMo IIpH TeXKH UHQEKIHH,

Piperacillin mpemunasa Ipe3 TIalleHTaTa. EXCKpeTHpa ce B MIAKOTO Ha
KBPMAaYKH, KOCTO H3HMCKBa 0COOSHO BHHMAHKE [IPY IIPHIATaHeTO.

6. PAPMAIIEBTHYHU JATHH
6.1. CIIHACHK HA IOMOIIHHUTE BEIMECTBA N TEXHUTE

KOJHUYECTBA
Jlexapcraenara (opmMa HE ChIBPIKa NOMOILIHHM BEIIECTRA.

6.2. PUBUKO-XUMIAYHI HECBBMECTHMOCTHU

HechbBMeCTHMOCT € HabIoaBaHa OpH CMECBaHe ¥H BUTpo Ha Piperacillin Actavis
¢ aMMHOTHUKO3HIH ¥ HaTPHEB XMAPOoKapOoHaT.

Tlopanu BH3MOMKHY B3aUMOJECHCTBHA Ha IPOJYKTAa C OPYrd HPOXYKTH HH BHTPO
HE € JKEMATeNHO CMECBaHETO WM B €AHA CIIPHHIOBKA.

6.3. CPCOK HATOJHOCT
2 (ABe) FOEUHM.

6.3. CHIEIMAJITHU YCJIOBUS 3A ChbXPABEEHUE
Ipu Temmepatypa xo 25 °C.

Ha ce cpxpaHsBa Ha MACTO, HEAOCTHIHO 3a Hela.

Crnen pasTBapsHe Ja ce cbxpanssa ot 2° 1o 8° C (B xnmanu




6.5. JAHHY 3A OITAKOBKATA
Piperacillin Actavis npax 3a HIKGKUHOHGH DPasTBOp B OE3UBETHH CTHKICHH
dmaxonu oT 9mlno 1,0 g, or30mino 2,0 g

6.6. YKA3SAHUS 3A YIIOTPEBA

IIpoayKThT € camo 3a GonnuyHa ynorpeda!

Haups Ha OIpUroTBIHE HA HIDKEKIUOHHUTE 1 HH(Y3HOHHH PasTBOPU:

3a unmpamycrynno npunocerye:

Beexu rpam Piperacillin Actavis ce pasteaps Hali-manko ¢ 2 ml pasrtBopurer -
CTEpHIIHA BOAA 32 HMExkekuuy, 0,9 % pasrsop Ha Harpues xmopuf vk 0,5 %-1%
ngnoxand  xuapoxiaopux (Oe3 enumedpuH). Ilpm pasrBapsHe ¢ JUAOKAYH,
3aNBJDKHTENHO fa C€ H3MHTBA YyBCTBHTENHOCTTA HA IfAliHEHTA KBM JIMJOKaHH.
JIENOKAWH € TPOTHUBONOKA3aH npu OONHHM CBC CBPBXYYBCTBHTEIHOCT CHPSAMO
JOKANHE aHECTETUIH OT aMuAeH Tuil. Paskiainia ce nodpe A0 IIBIHO pasTBapaHe.
WmxekTpa ce NbN0OKO UHTparjlyTeaTHo, KaTo ¢HHOKpaTHarta /103a, NpHiaraHa
Ha eHO MSCTO, He TpAbBa Ja HagpHinasa 2 g 3a BE3pacTHu U 0,5 g 3a fena.

3a unmpageng3Ho NpUAOKICERUE.

Bcexu rpaM Piperacillin Actavis ce pasTsaps Haif-manko ¢ 5 ml paSTBOpKTeJI -
CTepIiHA BOJA 3a HHKeKuwmy, 0,9% pasteop Ha HaTpHEB XJA0puL, 5 % pasTBoOp Ha
AeKcTpo3a. Paskiania ce no6pe o mpiaHO pasTeapsHe. MmxexTrpa ce 0aBHO 3a He
No-MalKo OT 3-5 MuHyTH 3a BcekH TpaM Piperaciilin.

3a unmpaserosna ungysus:

Beexu rpaM Piperaciilin Actavis ce pasteaps ¢ 5-10 ml pa3tBopuTen - CTCpHIIHA
Boma 3a mmvkexmum, 0,9 % pasTBOp Ha HATPHEB XJIOpHL, 5 Y% pasTBop Ha
HNeKCTpo3a, PHHIrepoB pa3top. lIpHrOTBEHUST MO TO3M HAYHH pasTBOp Ce
popaspexxna ¢ 50-100 ml oT cpmus pa3tBopuTel. IIpOKBIKHICIHOCT Ha
aady3uaTa - 20-30 MUHYTH.

7. AME W AIPEC HA IPUTEXATEJS HA PA3SPEINEBHUETO 3A
YIIOTPEBA

AxraBuc EAL

oyn.”Kuaruus Mapus JIynsa” 2

1000 Codus

benrapus

8. PECTHCTPAITMOHNEH Ne B PETUCTHPA IO WJI. 28 OT 3JIAXM
3a Piperacillin Actavis 1g — per. Ne20011074/02.11.2001
3a Piperacillin Actavis 2g — per. Ne20011075/02.11.2001

JEKAPCTBEHHA ITPOAYKT
Ne482/28.04.88.




10. JATA HA AKTYAJIN3BAIIYIA HA TEKCTA
mexempu 2006 r.

10



