[Hdopmauin npo nikapcbkuit 3acib. XapaktepucTika i nikyBanbHi BNAaCTMBOCTI nikapcbkoro 3acoby. [ToBHa iHopmaLis npo 3acTocyBaHHA npenaparty
i noBHMIA Nepenik No6iYHNX peakuiin MicTATbCA B iHCTPYKUIT ANA MeAMYHOro 3acTocyBaHHs. [Hhopmauis ana npodeciiHol AisnbHOCTI MeAUYHMX
i hapmaLeBTUYHUX NPaALiBHNKIB, ANA PO3MILLEHHA Y CeLliani3oBaHnX BUAAHHAX, MTPU3HAYEHVX ANS MELUYHMX YCTaHOB Ta Nikapis.
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NINEPALUNIH-TA30BAKTAM-TEBA. P.n. Ne UA/12729/01/01, UA/12729/01/02 8ia 08.02.2013 p.
Cknap. 1 hnakoH MicTuTb ninepauuniny 2 ry BUrasai ninepaunniny Hatpito, Tazobaktamy 0,25 r y Burnaai taso6aktamy Hatpito abo ninepauuniny 4 ry Burnaai ninepaunnidy
HaTpito, TazobakTamy 0,5 ry BUrnaai tasobakramy Hatpito.
JNlikapcbka dhopma. MopoLwok AnA Po3UuHY Ans iHPy3in.
®dapmakoTepaneBTU4Ha rpyna. KombiHauii neHiumninis, y Tomy yucni 3 inribiropamu B-nakramas. Koa ATC JO1C RO5.
Kniniyni xapakrepucruku.
Mokasanusa. [Jopocni: iHbeKuii cepefHboT TAKKOCTI, CNPUYMHEHT YYTANBMMY A0 Npenapary wraMmamMu Mikpoopraniamis (iHdekuii HUKHIX AuxanbHux Wwaaxis; iHekuil ce4oBuainbHOT
cucTemu; iHeKLTT WKipy i M'AKIX TKaHWH; BHYTPiIHbOYepeBHi iH(eKuiT; centuuemis; 6aktepianbHi iHekuiiy xsopux 3 HeiiTponewieto, y KoM6iHaLii 3 amiHornikosuaamn). Jimu eikom
80 2 0o 12 pokie: aneHanunt (yCknaaHeHWin po3pUBOM aneHanKea, NepuToHiToM i/abo abcuenysaHHAM); 6akTepiansHi iHheKUiTy XBOpUX 3 HeRTponeHieto, y KOMGiHaUiT 3 aMiHorNiko3n-
pamu. Minepaunnin-Tasobakram-Tesa Npu3HayatoTb AR NiKyBaHHA MONIMIKPOGHUX THdEKUiA, y TOMY Yucai Npu Nigo3pi Ha rpamMno3WTMBHI Ta rpamHeraTusHi aepo6Hi Ta/abo
aHaepo6Hi MikpoopraHiamu (BHYTPiWHb0YEPEBHI, WKipK Ta NiAWKIPHOT KAITKOBUHW, HIXKHIX BIAAINIB pecnipaTopHoro TpakTy).
lpomunoka3anxA. AnepriyHi peakuii Ha 6yab-aki neHiunniny, uedanocnopuxm Yn iHribitopu B-nakramasu.
Cnoci6 3acmocysanna ma do3u. Minepaunnit-Tazob6akram-TeBa MOXHa BBOAUTH NOBINbHO AK BHYTPiWHbOBEHHY iHdy3ito (npoTarom 6Ginbwe 30 x8). BMicT dnakoHa, wWo MicTuTh
ninepauuniny/Tazobakramy 2 r/0,25 r a6o ninepauuniny/Tazobakramy 4 r/0,5 r, po3soasTs BianosiaHo B8 10 mMa a6o 20 MA OAHOTO 3 BUWE333HAYEHUX PO3UYMHHUKIB, @ micna
PO3YMHEHHSA PO3BOAATL A0 6axaHoro 06’emy (8ia 50 M 40 150 MA) 0AHMM i3 3a3HaYEHUX PO3YMHHUMKIB: 0,9 % PO3UNH XA0PUAY HATPIIO ANA TH EKLN; 5% BOAHUIA PO3YUH TIIOKO3N;
cTepuibHa BoAa Ans iH’ekUiin. 3BndaiiHa 1o3a Ans JOPOCUX Ta AiTei Bikom Bia 12 pokis cTaHoBWUTL 4,5 r MinepaunniHy-Tazobakramy-Tesa (4 r ninepaunniny/0,5 r Tasobakramy)
KoXHi 8 roa. [liTam Bikom Big 2 10 12 pokiB 403y npenapaty CAif KOpUryBaTh 3anexHo Bia cTaHy Ta macu tina. [itn Bikom Bia 2 A0 12 pokiB 3 HOpManbHO YHKLIEL HUPOK Ta 3
Macoto Tina meHwe 50 kr. Helimponenia. o3y cnin Binkopurysat no 90 mr/kr (80 mMr ninepaunniny/10 Mr Tazo6aktamy) Ta BBOAUTH KOXHI 6 roa y KOM6iHaLiT 3 amiHorniko3uaamu,
He nepesuwyo4n 4,5 1 (4 1 ninepaunniny/0,5 r Tazobaktamy), koxHi 6 roa. [itn 3 macoto Tina noxan 50 kr. [Josa sianosinae nopocniin. Anesduyum 3 ycknadHeHHaMu. Ons nikyBaHHaA
AiTert Bikom Big 2 40 12 pokis 3 Macot Tina Ao 40 kr 4o3y noTpi6Ho siakopurysati Ao 112,5 mr/kr (100 mr ninepaunnixy/12,5 mr Tazo6aktamy) Ta BBOAUTH KOXHI 8 rog, He
nepesuuytoun 4,51 (4 r ninepaunnity/0,5 r Tasobaktamy), koxHi 8 roa. [liTam 3 macoto Tina noxa 40 Kr 3 HOpManbHO (YHKLIEID HUPOK 3aCTOCOBYIOTH 403y, AK Y AOPOCINX.
Mo6iyHi peakyii. Haiuactiwe nosinomnatoTs Npo Taki no6iyHi Aii npenaparty, Ak aiapes, HynoTa, 670BaHHA Ta BUCUNAHHA. TakoX MOXINBE BUHUKHEHHSA peakuii rinepyyTansocTi;
ronoBHoro 60to, 6e3CoHHA; apTepianbHoi rinotensii, dnebity, Tpomb6odnebiTy Ta iH.
Mepedo3yeanHs. Y Bunanky nepefo3yBaHHs noaanblie BBEAEHHA ninepaunniny/Tazo6akramy notpi6Ho npunuunti. CneundiyHuii aHTnaoT Hesigomuit. JlikyBaHHa - nigTpumytoye
Ta CUMNTOMATUYHeE, 3a/1eXHO Bifl CTaHy naLjieHTa.
3acmocysanHa y nepiod eazimHocmi a6o 200yeanHs 2pydsmu. Npenapat MOXHa 3aCTOCOBYBATH B nepio BariTHOCTI a60 y nepiod rodyBaHHA rpyasMu iule y TUX BUNaAKax, Koau
04iKyBaHa KOpPUCTb NepeBuLLY€E NOTEHLIAHNA PU3NK ANA XKiHKM Ta naoAa.
Aimu. MpenapaT He 3aCTOCOBYOTh Y AiTel BikOM A0 2 POKiB.
Ocobnuei 3axo0u 6e3neku. [1o no4atky AikyBaHHA CNif Ai3HATUCA NPO HAABHICTb B aHAMHE3T NaUieHTa anepriyHnx peakuii Ha neHiunaing, uedanocnopuHu Ta iHwi anepreqi.
Oco6nueocmi 3acmocyeaHHA. Cnif, NpoBOAUTY NEPIOANYHNA MOHITOPUHT NOKA3HUKIB KPOBi, KOHTPOKOBATH (YHKLiIO HUPOK, NEYIHKM, KOHTPOMIOBATY €NeKTPONITHUI banaHe Ta
iH.
3damuicme ennueamu Ha weudKicme peakuii npu KepyeanHi agmompaxHcnopmom a6o po6omi 3 iHwumMu Mexawi3mamu. Bnavs npenapaty He BCTaHOBIEHWNA.
B3aemodia 3 iHwumu Nikapcokumu 3acobamu ma iHwi eudu 63aemodiil. Y 38’73Ky 3 hi3nyHOI0 HeCyMicHiCTIO amMiHOrNiko3uAay 3 B-nakTaMHUMK aHTM6iOTUKAMN in Vitro He MOXHa
3miwysatu Minepaunnin-Tasobaktam-Tesa Ta amiHOrniko3uan.
®dapmakoorivyHi BacTUBOCTI
®apmakoduHamika. MexaHi3m Aii ninepaunnivy HaTpito 3yMOBAEHWIA THFiGYBaHHAM CUHTE3Y CTIHKW KNiTUHW, NpenapaT nposBase 6akTepuumnaHy akTMBHiCTb. TazobakTam HaTpito -
iHri6itop B-nakramas Piumoinna Caiikeca Il knacy: neHiumniiasm Ta uedanocnopnHasn. Tazo6akram y peKkOMeHA0BaHMX 403ax He CTUMY/IIOE XpoMocoMu B-naktamasin. MpucyTHicTb
Ta306aKTaMy 3Ha4HO PO3LWNPIOE CNekTp Ail ninepaunniny. [lo ninepaunnivy/Tazobakramy yyTnnea 6inbwicTs WTaMiB MiKpoOpraHiaMis, Aki NpoaykyoTs B-nakTamasu i € CTiikuMm o
ninepaunainy.
GapmakokiHemuka. Yci nokasHuKi hapMakoKiHeTUKIM Npu PO3AiINbHOMY Ta CyMiCHOMY 3acToCyBaHHi ninepauuniHy Ta Tazo6aktamy 6ynau ogHOTUNHI. MakcuManbHa KOHUEHTpalis B
nnasmi KpoBi AOCATAETLCA BiApa3y nicns BHYTPilwHbOBEHHOT iH €L, Minepauuniy Ta Taso6akTam BinbHO PO3NOBCIOAXYIOTLCA, 30KPEMaA B IEreHAX, XIHOUMX PENPOAYKTUBHIX OpraHax,
XOBYHOMY MiXypi, 0BYi, CM30Bii 060N0HLT KNWEYHUKY, iHTEPCTULiaNbHil pianHi. Mepios HaniBBMBEAEHHS 3 NNa3Mu KpoBi cTaHoBuB Bid 0,7 40 1,2 roa. MNinepauunniy Ta Tasobakram
BMAINAOTLCA HUPKAMK 33 JOMOMOrot0 F10MepynspHOT inbTpauii Ta Ty6ynspHoi cekpeuit.
dapmaueBTUYHi XapaKTepucTukn
OcHo@Hi ghi3uKo-ximiyHi enacmueocmi. binuii un maiixe 6inuit Nopowok abo NOPOLIOK 3 HAABHUMU FPYAKAMM.
HecymicHicme. He cymicHnii 3 amiHornikosuaamu. He 3miwysatu Minepaunniy-Taso6akram-Teea 3 iHWKWMM NikapcbkMMKU 3acobamn B 0AHOMY WNpuui un iHdy3iiHomy dnakoHi,
OCKiNIbKN CYMiCHIiCTb He BCTAHOB/IEHO. He pekoMeH0BaHO 3aCTOCOBYBATH PA30M 3 PO3UYMHaMI, AKi MiCTATL Mnwe 6ikapboHaT HaTpito. He cymicHni 3 po3unHoM PiHrepa (XaptmaHHa)
3 nakTatom. He cnig nopasatu 4o npenaparis KpoBi uu rigponizaty anbbymiHy.
Tepmin npudamuocmi. 30 wic.
YMoB#M 36epiranHa. 36epiratny HegoCTynHOMY Ana Aitei micui.
YnakoBka. [1o 1 dhnakoHy B Kopobui.
Kareropis Bianycky. 3a peuentom.
Bupo6Huk. Ksiny Tianxe ®apmauestikan Ko., J1ta./Mlabopatopio Peir Modpe, C.A./M/IBA Xpsatcka A.0.0.
MicuesHaxomkeHHa. LLlanponr, Kutait/Toneno, Icnawia/3arpe6, Xopsaris.
Jlata octanHboro nepernapy. 08.02.2013 p.
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*IHCTPYKLUiA ANA MeAMYHOrO 3aCTOCYBaHHA NpenapaTty nojaHa y ckopoyeHiit Gopmi. MosHa iHdopmallia npo npenapar MicTUTbCA B IHCTPYKLLT ANA MEAMYHOTO 3aCTOCYBaHHA.
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