preparatis gamoyenebis instruqcia

perota
(Piperacillin/Tazobactam)
Semadgenloba

preparatis erTi flakoni(2 g/0,25 g) Seicavs aqtiuri nivTierebebis:

piperacilinis natriumis marils, romelic Seesabameba 2 g piperacilins da tazobaqtamis natriumis marils, romelic Seesabameba 0.25 g tazobaqtams.
preparatis erTi flakoni(4 g/0,5 g) Seicavs aqtiuri nivTierebebis:

piperacilinis natriumis marils, romelic Seesabameba 4 g piperacilins da tazobaqtamis natriumis marils, romelic Seesabameba 0.5 g tazobaqtams.

moqmedebis meqanizmi

farmakoTerapiuli jgufi - kombinirebuli antibaqteriuli preparati; penicilinebis jgufis farTo speqtris moqmedebis antibiotiki da beta-laqtamazas inhibitori.  

piperacilini naxevradsinTezuri farTo speqtris baqtericiduli moqmedebis penicilinis jgufis antibiotikia, romlis moqmedeba damyarebulia baqteriebis ujredis kedlis sinTezis daTrgunvaze. 
tazobaqtami ainhibirebs beta-laqtamazebis umetes nawils, qromosomuli da plazmiduri fermentebis CaTvliT. preparatis SemadgenlobaSi tazobaqtamis arseboba mniSvnelovnad zrdis mis antibaqteriul speqtrs. 
preparatisadmi mgrZnobiarea aerobuli gramuaryofoTi baqteriebi: Escherichia coli, Salmonella spp., Shigella spp., Enterobacter spp. (Enterobacter cloacae, Enterobacter aerogenes), Providencia spp, Citrobacter spp., Klebsiella spp. (Klebsiella oxytoca-sa da Klebsiella pneumoniae-s CaTvliT), Morganella morganii, Serratia spp. (Serratia marcescens-sa da Serratia liquifaciens-s CaTvliT), Proteus spp. (Proteus mirabilis-sa da Proteus vulgaris-s CaTvliT), Pseudomonas aeruginosa (mxolod piperacilinisadmi mgrZnobiare Stamebi), Pseudomonas spp. (Burkholderia cepacia-sa da Pseudomonas fluorescens-s CaTvliT), Moraxella spp. (Moraxella catarrhalis-s CaTvliT), Neisseria spp. (Neisseria meningitidis-sa da  Neisseria gonorrhoeae-s CaTvliT), Haemophilus spp. (Haemophilus influenzae-sa da Haemophilus parainfluenzae-s CaTvliT), Pasteurella multocida, Yersinia spp., Campylobacter spp., Gardnerella vaginalis, Stenotrophomonas maltophilia, Acinetobacter spp. (qromosomuli beta-laqtamazas warmomqmneli da ara-warmomqmneli Stamebis CaTvliT); aerobuli gramdadebiTi baqteriebi: Streptococcus spp. (Streptococcus pneumoniae, Streptococcus pyogenes, Streptococcus agalactiae, Streptococcus bovis), Viridans group streptococci (C da G), Enterococcus spp. (Enterococcus faecalis, Enterococcus faecium), Staphylococcus spp. (Staphylococcus aureus-is meticilinisadmi mgrZnobiare Stamebi, Staphylococcus epidermidis, Staphylococcus saprophyticus), Listeria monocytogenes, Nocardia spp.  anaerobuli baqteriebi: Bacteroides spp. (Bacteroides fragilis, Bacteroides ovatus da sxv.), Fusobacterium nucleatum; Clostridium spp. (Clostridium perfringens-sa da Clostridium difficile-s CaTvliT), Peptostreptococcus spp., Eubacter spp.; Veillonella spp., Actinomyces spp.
farmakokinetika

venaSi infuziis Semdeg preparatis T1/2 36-72 wuTs Seadgens. plazmis cilebs ukavSirdeba piperacilinis 21% da tazobaqtamis 23%. kargad aRwevs qsovilebsa da organizmis biologiur siTxeebSi, nawlavis lorwovani garsis, naRvlis buStis, naRvlisa da filtvis CaTvliT. piperacilinis 69% da tazobaqtamis 80% SardTan erTad gamoiyofa. piperacilini aseve gamoiyofa naRvlis meSveobiT. 
Cveneba 
preparatisadmi mgrZnobiare mikroorganizmebiT gamowveuli sistemuri da adgilobrivi infeqciur-anTebiTi daavadebebi:

· qveda sasunTqi gzebis infeqciebi (pnevmonia, filtvis abscesi, plevris empiema);
· abdominaluri infeqciebi - peritoniti, pelvioperitoniti, qolangiti, naRvlis buStis empiema, apendiciti (garTulebuli abscedirebuli);

· Sard-sasqeso sistemis infeqciebi (garTulebuli infeqciebis CaTvliT) - pielonefriti, cistiti, prostatiti, epididimiti, gonorea, endometriti, vulvovaginiti, mSobiarobis Semdgomi endometriti da adneqsiti; 
· Zval-saxsarTa sistemis infeqciebi; 
· kanisa da rbili qsovilebis infeqciebi - flegmona, furunkulozi, abscesi, piodermia, limfadeniti, limfangiti, inficirebuli trofikuli wylulebi, inficirebuli Wrilobebi da damwvrobebi; 
· intraabdominaluri infeqciebi; 
· baqteriuli infeqciebi pacientebSi neitropeniiT; 
· sefsisi, meningiti; 
· operaciis Semdgomi infeqciebis profilaqtika.
preparatis farTo speqtris baqtericiduli moqmedebis gamo, misi gamoyeneba SesaZlebelia empiriuli Terapiis dros, gamomwvevi organizmis identifikaciamde, xolo gamomwvevis dadgenis Semdeg - preparatisadmi mgrZnobelobis Sesabamisad.

ukuCveneba 

- penicilinebis, cefalosporinebisa da sxva beta-laqtamuri antibiotikebis mimarT momatebuli mgrZnobeloba;
- 2 wlamde asakis pacientebi (efeqturoba da usafrTxoeba dadgenili ar aris);

- orsuloba da laqtacia;

gansakuTrebuli sifrTxiliT iniSneba pacientebSi Zlieri sisxldeniT, mukoviscidozis, fsevdomembranuli kolitisa da Tirkmlis qronikuli ukmarisobis dros.

usafrTxoebis zomebi 
pacientebSi penicilinisadmi momatebuli mgrZnobelobiT, SesaZloa jvaredini alergiis ganviTareba.

2 wlamde asakis pacientebSi preparatis efeqturoba da usafrTxoeba dadgenili ar aris. sasicocxlo CvenebiT SesaZlebelia preparatis gamoyeneba mcire asakidan. 

preparatiT mkurnalobis fonze diareis gamovlinebisas gasaTvaliswinebelia fsevdomembranuli kolitis gamovlineba. kolitis msubuqi formis SemTxvevaSi saWiroa preparatis moxsna, xolo saSualo da mZime formebi saWiroeben specialur mkurnalobas.

perotaTi xangrZlivi mkurnalobis SemTxvevaSi saWiroa Tirkmlisa da RviZlis funqciuri da sisxlis maCveneblebis (maT Soris koagulaciuri sistemis) perioduli kontroli. 
xanmokle drois ganmavlobaSi gonoreis samkurnalod preparatis didi dozebiT gamoyenebis Sedegad, SesaZloa moxdes aTaSangis inkubaciuri periodis simptomebis SeniRbva. amitom gonoreis mkurnalobis dawyebamde pacientebi gamokvleul unda iqnen aTaSangze.
avtomobilisa da sxva meqanikuri saSualebebis marTvaze gavlena

preparatis gavlena avtomobilisa da sxva maqanikuri saSualebebis marTvaze dadgenili ar aris.

orsuloba da laqtacia

orsulobisa da laqtaciis periodSi perotas gamoyenebis sargebeli dedisTvis unda aWarbebdes nayofze misi gavlenis potenciur risks.

dozis gadaWarbeba
simptomebi: agznebadoba, krunCxviTi saxis movlenebi.

mkurnaloba: simptomuri Terapia, antiepilefsiuri saSualebebi (diazepamisa da barbituratebis CaTvliT), hemodializi an peritonealuri dializi.
preparatis SeuTavsebloba:

perota farmakologiurad (erT SpricSi) SeuTavsebelia aminoglikozidebTan, ringeris laqtatis xsnarTan, sisxlTan, sisxlis SemcvlelebTan an albuminis hidrolizebTan.

sxva samkurnalo saSualebebTan urTierTqmedeba
preparatebi, romlebic aqveiTeben Tirkmlis milakovan sekrecias, amcireben rogorc piperacilinis, aseve tazobaqtamis klirenss, Tumca orive preparatis Cmax ucvleli rCeba.

heparinTan, peroralur antikoagulantebTan da sxva hemostazur sistemaze moqmed preparatebTan erTdrouli miRebisas saWiroa sisxlis koagulaciuri parametrebis xSiri kontroli.
piperacilini amcirebs meTotreqsatis gamoyofas, amitom saWiroa SratSi am ukanasknelis donis monitoringi. 
probenecidisa da perotas erTdrouli miRebisas izrdeba am ukanasknelis naxevargamoyofis periodi. 
piperacilinisa da vekuroniumis (an kunTebis sxva aramadepolarizebeli relaqsantebis) erTdrouli miReba axangrZlivbs nerv-kunTovan blokadas. 
dozireba da miRebis wesi

preparatis dozis SerCevas da Seyvanis gzas adgenen individualurad gamomwvevis mgrZnobelobis, infeqciis simZimisa da lokalizaciis mixedviT.

preparati gamoiyeneba venaSi sainfuziod 20-30 wT-is ganmavlobaSi.

mozrdilebsa da bavSvebSi 12 wlis zemoT saSualo dRiuri doza Seadgens 12 g piperacilinsa da 1.5 g tazobaqtams: 2/0.25 g (2 g piperacilini / 0.25 g tazobaqtami) yovel 6 saaTSi erTxel an 4/0.5 g (4 g piperacilini / 0.5 g tazobaqtami) yovel 8 saaTSi erTxel. Pseudomonas aeruginosa-Ti gamowveuli infeqciebis SemTxvevaSi SesaZlebelia aminoglikozidebis CarTva mkurnalobis sqemaSi.
bavSvebSi Tirkmlis normaluri funqciiT, romlebic iwonian 40 kg-mde, rekomendebuli dozaa 100 mg piperacilini/12.5 mg tazobaqtami kg sxeulis wonaze yovel 8 saaTSi erTxel.
pacientebSi Tirkmlis ukmarisobiT i/v dRiuri dozis SerCeva xdeba kreatininis klirensis mixedviT: 
	kreatininis klirensi (ml/wT)
	rekomendebuli piperacilini/tazobaqtamis doza

	20-40 
	dRiuri doza: 12/1.5 g 
(4 g piperacilini / 0.5 g tazobaqtami) yovel 8 saaTSi erTxel

	<20
	dRiuri doza: 8/1 g 
(4 g piperacilini / 0.5 g tazobaqtami) yovel 12 saaTSi erTxel


hemodializze myofi pacientebisaTvis maqsimaluri dRiuri doza Seadgens 8 g piperacilini/1 g tazobaqtami dReSi, xolo yoveli dializis Semdgom eZlevaT erTi damatebiTi doza 2 g piperacilini/0.25 g tazobaqtami, vinaidan hemodializis dros organizmidan 4 saaTSi gamoidevneba piperacilinis saerTo raodenobis 30%-50%. 
mkurnalobis kursi Seadgens 7-10 dRes, xolo gansakuTrebuli Cvenebis SemTxvevaSi 14 dRe grZeldeba. 

xsnaris momzadebis da Seyvanis wesebi: 
intravenurad Sesayvani xsnaris mosamzadeblad gamoiyeneba 0.9%-iani natriumis qloridis xsnari, 5%-iani deqstrozis xsnari anda steriluri saineqcio wyali.

venaSi infuziisaTvis (3-5 wuTis ganmavlobaSi) preparatis (2g/0.25g) flakonis SigTavsi ixsneba 10 ml zemoaRniSnul romelime gamxsnelSi.

venaSi wveTovnad infuziisaTvis preparatis (2g/0.25g an 4g/0.5g) flakonis SigTavsi ixsneba Sesabamisad 10 ml an 20 ml 0.9%-ian natriumis qloridis xsnarSi. miRebuli xsnari SemdgomSi ixsneba 50 ml zemoaRniSnul romelime gamxsnelSi an 5%-ian deqstrozis xsnarSi an 5%-ian deqstrozisa da 0.9%-ian natriumis qloridis xsnarebis narevSi.
gverdiTi movlenebi

xSirad: diarea, gulisreva, Rebineba.
SedarebiT iSviaTad: flebiti, Tromboflebiti, kanis hiperemia, alergiuli reaqciebi (WinWris cieba, qavili, gamonayari), aseve SesaZlebelia superinfeqciis ganviTareba.

iSviaTad: multiformuli eqsudaciuri eriTema; egzema; miasTenia, mialgia; halucinaciebi; arteriuli wnevis daqveiTeba; sisxldena; tkivili da hiperemia preparatis Seyvanis adgilas.

Zalian iSviaTad: fsevdomembranuli enterokoliti.

aseve, SesaZlebelia laboratoriuli maCveneblebis cvlileba: gardamavali leikopenia,  eozinofilia, Trombocitopenia, hipokaliemia, RviZlis fermentebis gardamavali mateba, bilirubinemia, Sardovanasa da kreatininis koncentraciis mateba.
vargisoba da Senaxvis pirobebi

preparatis vargisobis vada - 3 weli.

inaxeba ara umetes 25°C temperaturaze. inaxeba bavSvebisaTvis xelmiuwvdomel adgilze! 

gamoSvebis forma

steriluri fxvnili venaSi sainfuzio xsnaris mosamzadeblad: 
1 flakoni Seicavs - 2 g piperacilini/0.25 g tazobaqtami; meoradi SefuTva - muyaos kolofSi.

steriluri fxvnili venaSi sainfuzio xsnaris mosamzadeblad:
1 flakoni Seicavs - 4 g piperacilini/0.5 g tazobaqtami; meoradi SefuTva - muyaos kolofSi.

gacemis wesi
farmacevtuli produqtis jgufi II, gaicema forma #3 receptiT.

mwarmoebeli da savaWro licenziis/registraciis mflobeli:

mwarmoebeli 

Laboratorio Reig Jofre, S.A.

Jarama, s/n Pol. Ind. 45007 Toledo, Spain (espaneTi)
warmoebulia GM Pharmaceuticals LTD-Tvis.
savaWro licenziis/registraciis mflobeli:

GM Pharmaceuticals LTD, saqarTvelo
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