IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

TEHTAKCAH®

(GENTAXAN)

Cknao:
ditoui peuosuHu: TEHTAMIIUHY Cynbdat, L-Tpunrtodan, MUHKY Cy/ibdaT renrarigpart;

1 r nopomky mictuth: TEHTAKCAH® cy6cTaHIizo, 110 CKIagaeThCs 3: FeHTaMiliHy Cynbdary (B
nepepaxyBaHHi Ha reHTaMinuH i 6e3BogHy peuoBuny) 0,024 r, L-rpuntodany 0,014 r, UHKY
cynbdaty renrarigpaty 0,010 r;

donomidxcHa peyosuHa: METOKCaH (MOCTATHS KiNMbKiCTh [JIST oflepKaHHSI Macu 1 T).

JIikapcbKa ¢opmMa.
[TopolLoK [ HAlIKipHOTO 3aCTOCYBaHHS.

OcHo8Hi (pi3uko-ximiuHi 81acmusocmi: aMOPGHUY MOPOIIOK 0itoro abo 6ioro 3i CBiTI0-KOBTUM
BiITIHKOM KOJIbOPY 0€e3 3amaxy.

®dapMakoTepaneBTHUYHA Ipyna.

AnTH6ioTUKY Ta XiMioTepaneBTHUYHI 3acO0M [IJIs IepPMaTOJIOTiYHOTO 3acTocyBaHHS. KombiHarrii
aHTUOIOTHKIB 3 XiMiOTepaleBTUYHUMHU 3aCO0aMH.

Kon ATXDO6C.

PapmakonoziuHi e1acmueocmi.
dapmakoOuHamika.

T'EHTAKCAH® — KoMGiHOBaHHI aHTUMIKPOOHHUI TiKapChKUI 3acif IPONIOHTOBaHoI fiil A7 MicLeBOro
3aCTOCYBaHHS, 1110 MiCTUTh aMiHOTJIIKO3U/ TeHTaMillMHy cynbdaT, KpeMHiopraHiyHuN COPOEHT
IIOJIIMETUJICUIIOKCAH (METOKCaH) i CIONyKY LIMHKY 3 TpUNTOPaHOM. ['eHTaMilluHy CcynbhaT —
aHTHOIOTHK IIMPOKOro CIeKTpa Ail 3 6akTepuluaHUM eheKTOM, aKTUBHUY BiTHOCHO ITAaTOT€HHUX
rpaMIO3uUTUBHUX MIKpOOpraHiamiB: Staphylococcus aureus, streptococcus, Mycobacterium spp. i
rpaMHeraTHBHUX MiKpopraHiaMiB: Pseudomonas aeruginosa, Aerobacter aeruginosa, Escherichia
coli, Proteus spp., Klebsiella spp., Serratia spp., Shigella spp., Salmonella spp., Citrobacter spp.,



Providenta spp., Yersinia spp. IlonmiMeTuncunokcan 3abe3mnedye copOLiiitHO-Ie3iHTOKCUKaIiiHi
BJIACTUBOCTI Ta Pa3oM 3 IMHKTPUITOGHAHOM IOTEHIIiI0€ aHTUOaKTepianbHi epeKTn
aHTubioTHKa i MiATPpUMYy€E TPOTUMIKPOOHY KOHIIEHTpalli0 aHTUOI0THKA B paHi Ha
TepaleBTHYHOMY PiBHI mpoTarom 8 fi6. AmnjikalliiiHa Tepallis JTikapCchbKUM 3aco00M
T'EHTAKCAH® na 2-3-T10 700y 3HHXKYE KiJIbKiCTh MIKPOOPraHi3MiB y paHi A0 MiHIMaIbHOTO
PiBHSA (10>-10°B 1 1), IIPUCKOPIOE Tepexin ¢as3u rigparariii y ¢as3y merimparariil, momnepenxae
PO3BUTOK MOXKJ/IMBUX THINHO-CENITUYHUX YCKIa[lHEHb. 3aBOsKU COPOLiMHUM BJIACTUBOCTSM
JMiKapChbKUH 3acib MOTTIMHAE TOKCUYHI MMPOAYKTH XKUTTENISIIBHOCTI MiKpOOpraHi3MiB,
HU3bKOMOJIEKYJISPHUX TOKCUYHUX MeTa0OoJIiTiB TKaHUH ([ipOBHMHOTPafHa Ta MOJIOYHA KUCIIOTH,
IIePEKUCHI CIIOIYKH, IPOAYKTYA OKMCHEHHS aMiHOKUCIIOT, OIINeNTUAY, JIiiau Ta iH.), TPOSyKTH
merimpartanii Gi6puny. MexaniaMm gil mikapcekoro 3aco6y TEHTAKCAH® mos’si3aHuil He TilbKHY 3
IPUTHIYEHHSIM CUHTEe3Y 0ifika MiKpoopraHi3MmiB, aje TaKOXK i3 MOPYLUIEHHSM JIiMigHOTO IIapy
KJTITHHHOI CTiHKM BHACTIOK yTBOpeHHs Kommekcis. TEHTAKCAH® 3MeHIIye IposiBE MiCLIEBOI Ta
3arajabHOI iHTOKCHKAIlil, 3aBOsSK: aHTHOAKTEePiaJIbHUM BIIAaCTUBOCTSIM, IPEHAXKHIN Ta
npoTuHaOPSAKOBIH [Iii HOpMaJidye MiKpoUMpKYIsIio, ra3oo0min, pH cepenosuiiia B paHi. Llie cripusie
OUMILeHHIO PaH Bifl MPOAYKTIB €KCyallil Ta po3naAy TKaHWH, 3HUKHEHHIO MiCI[eBUX 3allabHUX
peaxtiiif, CTUMYJIAIil pOCTy TpaHyIsALiiHOl TKAHWHHU, TIOKPAIeHHIO NIPOIleCy 3aroeHHs, 3amnodirae
YTBOPeHHI0 Kenoinaux py6uis. TEHTAKCAH® TakoX OuYHIaE OmiKOBi paHH, 3MEHINYE 3amaibHi
peaxtii mpu ix JiKyBaHHiI, CKOpOUYye IOy rIuO0KHUX OIiKiB, 3amo0iranyu pynHyBaHHIO TKAHUH,
IPUCKOPIOE (popMyBaHHS I'PAHYIISAIINHOTO IOKPHUBY IIPH TTMOOKUX OIiKaxX Ta eliTeni3alliio mpu
IIOBEPXHEBUX OIliKaxX, CIPHUsE SKiCHIM MiATOTOBLI paH A0 ayTOOEePMOILIaCTUKH.

dapmakoKiHemuxka.

He BuBuanacs, ockinmeku TEHTAKCAH® € JIiKapChbKUM 3aC000M HECHUCTEMHOT0 3aCTOCYBaHHS, [Ii€
TiJIbKM TTOBEPXHEBO Ta He Ma€ pe30pOTUBHOTO e(eKTy.

KriniyHi xapaKTepHUCTHKH.

Iloka3anus.

JlikyBaHHS paH, iH(piKoBaHMX 30yIHUKaMU, YyTIIUBUMU [0 JIiKapChKOIro 3aco0y:

- iH(ikoBaHi XipypriuHi panu (micnsoneparniiii HarHoeHHs, GIerMOHH, aOCIeCcH);
- TpaBMaTHYHi iH(}iKOBaHI paHU Pi3HOI JIOKasi3allil Ta reHesy;

TpodiyHi BUpPa3KH, SIKi BUHMKAIOTh Ha ()OHI XPOHIYHOI BEHO3HOI HEJOCTATHOCTI,
00IiTEPYI0OUOT0 aTEPOCKIIEPO3Y, TPoMO0G1e0iTiB TOBEPXHEBUX BeH HUKHIX KiHIIIBOK;

oniku Il ta IIT A - III b cTynesis;
pi3Hi hopmu GEIIMX0BOTO 3aMaleHHs;
IIPOJIEXKHI;

paHu y NaLi€HTIB 3 PI3HUMU 3aXBOPIOBAHHIMHY, [IPU AKUX 3HUXKYIOThCA PereHepaTUBHI
npotiecu (IyKpoBu# niabet, iMyHonedinuT, mpoMeHeBe ypakeHHs).

[IpodinakTuka Cencucy npu NOMWKUPEeHUX THIMHUX IpoLecax.



[MomepeXeHHST YTBOPEHHS KeJIOITHUX PYO1IiB.

IIpomunoka3aHHs.

[TigBuIeHa YyTIUBICTE NO T€HTaMINUHY CyIb(aTy Ta iHIMNX KOMIOHEHTIB, SIKi BXOOAThH 0O CKIaLy
nikapcekoro 3acoby TEHTAKCAH®.

B3aemodis 3 inwumu aikapcokumu 3acobamu ma inwi eudu e3aemModill.
B3aemonis nikapcekoro 3aco6y TEHTAKCAH® 3 iHIIMMHM JTiIKAPCHKUMHU 3aCc00aMy He BUBYEHA.

Y pasi 3acTocyBaHHS Ha BEJIMKUX IIJIOIIaX PaHOBOI MIOBEPXHI Ta IIpU TPUBAJIOMY 3aCTOCYBaHHI He
BUK/II0YEHA MOXKJIMBICTh Pe30pOIlil TeHTaMillMHy Ta IMOCUJIEHHS OTOTOKCUYHOCTI iHIMX aHTUOIOTHKIB
aMiHOTJIIKO3UOHOTO pAAy, MOJIIMIKCUHY B, KonmicTuny, nedanopanHy, eTaKpUHOBOI KUCIIOTH,

dbypoceMiny.

Ocob 1ueocmi 3acmocyeaHHsi.

TEHTAKCAH® MoXHa HaHOCHTH Ha IIOBEPXHIO PaH TiIbKH IICJIS PeTeNbHOI Xipypriunoi
00po6ku. JIlikapchkui 3acib 3amobirae IpUIKUIIaHHIO OB’ I30K Ta MOsIBi 000 MPH iX
3HIMaHHI.

ITpu micueBomy 3actocysanHi TEHTAKCAH® He YHHUTH OOPA3/KBOI Mii, OMHaK HEe MOXKHa
[OIYCKATU IIOTPAIISHHSA [IOPOLIKY B 0Yi.

TpuBasie 3aCTOCyBaHHS IIpeliapaTy MOXe IIPU3BECTU 40 HAAMIPDHOTO POCTY HEUYTJIUBUX
Mikpooprani3mis. [Ipu po3BUTKY noapa3HeHHs, ceHcubinizarii abo cynepindekuii Ha Ti
3aCTOCYBaHHS IIpernapaTy JIiKyBaHHS CJIif NPUIMHUTY Ta IPU3HAYUTH BiNOBIAHY Teparlilo.

[Tpu TpuBanoMy 3acTtocyBaHHi (Oinbiie 14 gHIB) Ha BeMUKUX AiNITHKAX IIKipuU, 0COOIMBO MallieHTaM i3
XPOHIYHOI0 HUPKOBOIO HEIOCTATHICTIO, HEOOXiqHO BPaX0BYBATH MOXK/IUBICTh pe30pOTUBHUX e(PEKTIB
TeHTaMilMHy: OTOTOKCHYHICTD (3alaMOpOY€eHHs, HYyJ0Ta, IIyM Y ByXaX), He()POTOKCHUUHICTh
(mipBUIEHHS PiBHSI CEUYOBUHU i KpeaTHHIHY B KPOBi, 3MEHIIIEHHS [iype3y), HiABUIIEHHS PiBHSI
6inipy6iHy i TpaHCaMiHa3 y CUPOBATIIi KPOBI.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

HeMae maHUX 1070 3aCTOCYBaHHS JTiIKapChKOT0 3ac00y I'EHTAKCAH® B nepiop BaritHOCTi a60
rogyBaHHS rpynnto. [Ipu HeoOXimHOCTI 3aCTOCYBaHHS JIiIKapPChKOT0 3aco0y ITif yac BariTHOCTI a0o B
mepion rogyBaHHS I'PYOAIO JTiKap TOBMHEH HaJaTH PEKOMEHallil, BpaX0BYIOUH CITiBBiTHOLIEHHS
KOPHUCTh/PU3UK.

30amHicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu



MexaHiamamu.

He BninuBae.

Cnocib 3acmocyeaHHsi ma do3u.

T'EHTAKCAH® 3acTOCOBYBaTH MiCIIeBO IPOTSATOM yChOTO 9acy JIIKyBaHHS PaH [0 IX IIOBHOTO
3aroenHs. Ha mogaTkoBi crapil (1-5-1 feHb) MOB’g3KK 3MiHIOBaTH 1-2 pa3u Ha Jo0y; micis
3MEHILIEeHHS 3alajIbHUX MIPOIECIB, OYUIIIEHHS PaHU Bif THIMHO-HEKPOTUYHHUX Mac, MOSBU IPaHyIALil
Ta emiTenisauii pasu — 1 pa3 npotsarom 1-2 gi6. TEHTAKCAH® HaHOCHTH Ha OBEPXHIO PAHHU Yepe3
TPOoOKY-KpaIenbHUIO (OTBip y MpoO1li), 3HABLIN KPUIIKY, MiCs PETENbHOI Xipypriunoi 06po6ky,
IIPOMUBAHHS PaHU PO3YMHAMU aHTUCENTHUKIB 3 000B’I3KOBUM IOHAJIbIINM MiICYIIyBaHHSM, 3 TAKUM
PO3paxyHKoM, 11100 BiH piBHOMipHUM mmapoM (0,5-1 MM) IOKPHUBaB ITOBEPXHIO paHU. [Ipy BETUKUX
ypaxKeHHSX, HallpUKJia[ IIPU OIliKaxX, MOXKJ/IMBE OJHOPa30Be 3aCTOCYBaHHS 8-12 r mikapChKoOro
3aco0y. ITicna HaHeceHHs niKapchkoro 3aco6y TEHTAKCAH® npoBoAsaTh ApeHyBaHHs PaHy 3a
3arajbHUMU IIpaBUJIaMU Ta HaK/IafaloTh OB A3Ky. [Ipy MomupeHuX paHOBUX JedeKTax TKaHUH
[OINYCKAETHCS MTyXKe TAaMIIOHYBaHHS MapJieBUMU CcepBeTKaMu. [Ipy 4aCTKOBOMY BiIXOOKEHHI
nikapcekoro 3aco6y TEHTAKCAH® pa3oM 3 BUfiZIeHHSIME 3 PaHH Ta [OB’I3KOK0 PaHy MifCyIIUTH
MapJieBUMU TyTldepaMu Ta JOOAaTKOBO HaHECTH JIKapChKUii 3acib y BUIleHaBeeHil pa3oBiit no3i 6e3
Oynmb-IKUX iHIINX MaHIMyJAIi#i v paHi.

Iy nikyBaHHS OMiKiB nikapcekui 3aci6 TEHTAKCAH® HaHOCHTH Ha OIIKOBY IIOBEPXHIO K Y MEepIIi
5-6 mi6, Tak i B mepion cekBecTpaliil omikoBoro crpyma (mo 15 mi6). ITpu oMy nmikapCchKuii
3acib ¢ikcyBaTy Ha paHi 3a HOIIOMOI0I0 aCenTUYHOI 1MoB’s13Ku. I1im yac mepes’si30K Tpeda
TOBHICTIO BUOAIUTH JiKapcekuil 3aci6 TEHTAKCAH® 3 moBepxHi 0miKOBUX paH 3a
IOIIOMOTI'010 AaHTHUCEIITHKIB a00 CIelialbHUX IIaMIyHIB OIS paH. 3aCTOCYBaHHS JIIKapChKOT0
3aco0y MOXK/IMBe Ha Oyab-sIKMX YaCTUHAX Tila OIiKOBOT'O XBOPOTO.

fAkmo xipypriuny 06po6Ky paHu He MOXKHA BUKOHATHU y MMOBHOMY 00CsI3i, 3aCUIIAaTH PAHY JTiKapChKUM
3aco6om TEHTAKCAH® y mo3i 0,5 - 4 r, 3aJIe2KHO Bif] IJTONT ypaXkKeHHsI, Ta HaKJIaCTH OB’ I3KY
Ha 4ac, IKUY He IlepeBUuIlye 24 TOOUHU.

Himu.

Jlikapcekui 3acib 3aCTOCOBYETHCS HIiTSAM 3 2-pPiYHOTO BiKYy.

IlIepedo3yeanHsi.

MoxXuBi anepriufi peakiiil, 10 noTpeOy0Th BiMiHHU IIpemnapaTy Ta MpoBedeHHs geceHCcrn0ini3yoyol
Teparil.

[loBroTpuBase 3aCTOCYBaHHS MeHTaMIMHYy Ha BEJIUKUX IIOBEPXHSX Tijla MOXe IPU3BECTHU [0
Ha[MIpHOTO POCTY HEUYTIUBUX MIKPOOpPraHi3MiB. Y pa3i HaAJIUIIKOBOTO POCTY PE3UCTEHTHUX
MiKpOOpraHi3MiB peKOMEHAYETHCS IPUITUHUTY JTiIKYBaHHS IIpernapaToM i TpU3HaYUTH HeoOXinHY
Teparito.



ITo6iuni peakuii.

MoxvBe BUHUKHEHHS aJIePriyHuX peakliiii, BKIIYaloul epuTeMy, KPOIIUB SHKY, KOHTaKTHUN
OepMaTHUT, CBepOixK.

ITosidomaeHHA npo nido3preaHi nobiuHi peakuii.

[ToBimoMnenHs npo nmobiuHi peakilil micnis peecTpariii 1ikapchbKoOro 3aco0y Ma€ BaXK/IMBe 3HAYEHHS.
LTe nae 3MOry IpOBOAUTYU MOHITOPUHT CHIBBiIHOIIEHHS KOPUCTh/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKoro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a TaK0OX MallieHTaMm abo ix
3aKOHHUM IIpefCTaBHUKAM CJIif TIOBiOMJISITH TIPO YCi BUMTAAKHU Iif03PI0OBaHUX IMOOIYHMX Peakllii Ta
BiICyTHOCTiI e(peKTUBHOCTI JIiIKAapChKOT0 3ac00y uepe3 ABTOMATH30BaHy iH(pOpMalliiHy CUCTEMY 3
dbapMakoHarnsAmy 3a nmocunaHHsAM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi. 4 POKH.

Jlikapcekui 3acib He CJIiff 3aCTOCOBYBATH IIiC/IS 3aKiHUEHHS TEPMiHY IPUAATHOCTI, BKa3aHOT0 Ha
YIIaKOBII].

YMmoBH 30epiraHHsi.
30epiraTu B OpUTiHANbHIN YIIaKOBI Ipu TeMIepaTypi He Buie 25 °C.

30epiraTv B HEJOCTYIITHOMY [JIsS HiTEM MicCIIi.

VmakoBka. [1o 2 1, 5 r Ta 8 r y ¢pnakoni-kpanensHutl; mo 1 ¢prnakoHy-KpamnenbHUIlL B Ta4Il 3
KapToHy; 0 1 ¢gakoHy-KpamnenbHuIl 6e3 BKIaJaHHs Y BTOPUHHY YIIAKOBKY.

Kareropis Bigmycky. bes peiernra.

BupoOHHUK.

TOB «®apMmaneBTruyHa KoMmmaHia «PapKoC».

Micue3HaxoIKeHHsI BHPOOHHKA Ta ajipeca MicIsi IpoBaIXKeHHs MOro Tis/IbHOCTI.

Ykpaina, 08290, KuiBchka 0011., M. Ipmias, cmT. ['ocTroMens, Byn. Cesito-IIokpoBckKka, 360.



