IHCTPYKIIA
AJIS1 MEIUYHOT0 32CTOCYBAHHS JIIKAPCHKOT0 3aC00y

IEJECTOAEPM-B® 3 TAPAMIIIMUHOM
(CELESTODERM-V® WITH GARAMYCIN®)

Cknao:

diroui peuosunu. betamethasone, gentamycin;

1 r ma3i mictuth | mMr Geramerasony (y ¢opmi 17-Banepary) ta 1 mr rerraminuay (y ¢opmi
cynbdary);

OONOMIDICHT peyosunu: OJisl MiHepalibHa, apadid OLTHA M’ IKHU.

Jlikapcbka gopma. Masp.
OcHosHi izuko-ximiuni eéracmueocmi: ONHOPiAHA Ma3b Bl Maike OUIOTO 10 CBITJIO-)KOBTOTO
KOJIbOpY 0€3 CTOPOHHIX BKJIIOUEHb.

®apmakoTepaneBTH4Ha rpyna. KopTukocrepoinu nAis 3acTOCYBaHHS Yy  JepMaToJIOTii.
Koprtukocrepoinu, koMmOiHaiii 3 anTuOioTHKaMu. berameTa3oH 1 aHTHO10THKH.
Kog ATX DO7C CO1.

Dapmakon02iuni e1acmuocmi.

®apmaroounamixa. 1lenecronepm-B® 3 TapaminuHOoM TO€HYE B c0Oi TpUBANy MPOTH3AMAIbHY,
MPOTHCBEPODKHY Ta CyAWHO3BYXKYBaJbHY Iil0 OeTaMeTa3oHy Bajepary 3 IIHPOKHUM CIIEKTPOM
aHTHOaKTepiadbHOI aKTUBHOCTI TEHTAMIIIUHY CyJb(aTy. AKTUBHUI CTOCOBHO Staphylococcus aureus
(Koarynna3ono3uTHBHI, KOAryJa30HEraTUBHI 1 JesAKi IITaMH, SKi MPOAYKYIOTh NEHILWIIHA3y) Ta
rpaMHETaTUBHUX Oaktepiil: Pseudomonas aeruginosa, Aerobacter aerogenes, Escherichia coli,
Proteus vulgaris 1 Klebsiella pneumoniae.

Dapmaroxinemuxa. Jlani mpo ¢dapmakokinetuky mnpemnapary lLlemecromepM-B® 3 TIapaminmnom
BIJICYTHI.

KuiniuHi xapakrepucTukm.

Ilokazannusa.

Jlepmato3u, siKi HiAJAIOThCs JIIKYBAaHHIO TNIIOKOKOPTHUKOCTEPOiZaMH, MpU YCKJIaJHEHHI abo mpu
MiI03pi HA YCKJIAAHCHHS BTOPUHHOIO 1H(EKIIIEI0, BUKIMKAHOK YYTIWBHMH 10 TEHTaMIIUHY
MIKpOOpraHi3MaMu: €K3eMa (aTormiyHa, AMTAYAa, MOHETOIOJIOHA), aHOTCHITAJbLHUNA Ta CTapedyui
CBEepOIK, KOHTAKTHUM JI€PMATUT, CEOOpEHHUN JepMaTUT, HEHUPOJAEPMIT, IHTEPTPUTIHOZHUMA
JIepMaTHT, COHSUHUI IepMaTHUT, eKC(OTIaTUBHUN IEPMATHUT, CTa3-IEPMATHUT Ta ICOpias.

Ilpomunokazanna.

[IpenapaT npoTUIIOKa3aHUH MaIlIEHTaM 13 T1IBUIEHHOIO YyTJIUBICTIO 10 aKTUBHUX PEYOBUH a00 110
OyIb-SKOTO 1HIIIOT0 KOMIIOHEHTA Mpernapary.

[Ipenapar mnpoTUNOKa3aHUN TpPH TYOEPKYJbO31 IIKIpH, IMKIPHUX MposiBaX CHOIIICY, HIKIPHUX
peaxIisiX Mmicyis BaKIMHAILI, MOIKUPEHOMY OJSIIKOBOMY IcOpia3i, BApUKO3HOMY pO3IIMPEHHI BEH,
nepiopaibHOMY JIEPMAaTHTi, POXKEBUX BYIpax, BITPsAHIN Bicmi, BIpyCHHX iH(EKIiAX, 1HIINX
OakTepiaTbHUX Ta TPUOKOBUX 1H(EKIISIX MKipy 0e3 HalIeKHOI aHTHOAKTepiadbHOI Ta aHTUTPUOKOBOT
Teparii.

B3aemooia 3 inmuumu nikapcokumu 3acodamu ma inuwii 6uodu 63a€mooii. Y 3B’S3Ky 3 IPUCYTHICTIO
napadidy 6inoro M’sKoro i ojii MiHepanabHOI 3acTocyBaHHs Masi Llenectonepm-B® 3 Tapaminuuom
Ha aHOTEHITAJBHY JAUISTHKY MOJKE TMOIIKOAUTH CTPYKTYpY JIATEKCHUX MPE3epBAaTHBIB Ta 3HU3UTH iX
0e3neKy Mpu BUKOPUCTAHHI Mij Yac JiKyBaHHS.



Ocobnusocmi 3acmocysanns. llenectonepm-B® 3 TapaminunoM, Masb, He IPU3HAYEHUH UIS
3aCTOCYBaHHS B OTaJIBMOJIOT].

Crain notpumyBaTucs 0cOOIMBOI OOEPEKHOCTI NMPH HAHECeHHI Ma3i Ha obmuuus. He nmomyckatu
MOTPATUISTHHS TIPerapaTty B 04i a00 Ha CIIM30B1 O0OJIOHKH.

He pexomeHay€eThCsI 3acTOCYBaHHS MIpenapary Iif OKII031iHHI OB’ SI3KK (TIIIC TOIIIO).

[Ipu po3BUTKY MOapa3HEHHS MIKipy 200 MPOSBIB MiABUIIIEHOT Yy TAUBOCTI HA (DOHI JIIKYBaHHS Ma33t0
HenectonepM-B® 3 TapaMilHOM 3acTOCYBaHHs NpenapaTy CIij IPUNMHUTH i MiAi0paTH XBOPOMY
aJZICKBaTHY TEpariio.

Bynap-siki mobGiuHi eQeKTH, M0 CIOCTEPIraJiucs NpU 3aCTOCYBaHHI CHCTEMHUX KOPTHKOCTEPOINiB,
BKJTFOYAIOYH NMPUTHIYEHHS (DYHKIIIT KOpY HATHUPKOBHX 3aJ103, MOKYTh BiJJ3HAYATHUCS 1 IPH MiCLIEBOMY
3aCTOCYBaHHI INTIOKOKOPTUKOCTEPOIiB, OCOOIMBO Yy JiTel (30KpeMa y HEMOBIIAT).

Crnocrepiraimcs mepexpecHi aJieprivyfi peakilii 3 aHTUO10TUKAMH TPYTTH aMiHOTJIIKO3H/IIB.

CucteMHE BCMOKTYBAHHS MICHEBUX KOPTHKOCTEPOINiB, SIK MPABUIIO, 301IBIIY€ETHCS 31 301IbLIICHHAM
J03yBaHHS KOPTHUKOCTEPOimy, 301IBIICHHSIM TPHBAJIOCTI JIKYBaHHS Ta BEIMYWHU OOpOOIIOBAHOT
noBepxHi Tima. CriJ BXWTH BIAMOBITHUX 3aCTEPEKHUX 3aXOJiB Y TaKMX BUMAAKAX, OCKUIBKH
KOPTUKOCTEPOIIH MOXKYTh CIPUYNHUATH MPUTHIYEHHS T1ITOTaIaMo-Tirmogi3apHO-HATHUPKOBO3TI03HOT
(I'TH3) cucremu. Y pasi po3BUTKY MPUTHIYEHHS JIKapChbKUK 3aci0 CTiJl BIAMIHUTH a00 3MEHLIUTH
4aCTOTYy HaHECEHHs, a00 MEePEeBECTH MaIlieHTa Ha KOPTUKOCTEPOITHUI Mpermapat ciadmoi aii.
@ynxkuis ['TH3 cucremu, sik mpaBuiio, BiTHOBIIOETHCS MPH BiAMiHI Ipenapary. B okpemux Bumaakax
MOJKYTh PO3BUBATHCS CUMITTOMH BiJIMiHH, SIKi BAMArarTh JOJAaBaHHS CHCTEMHOTO KOPTUKOCTEPOIy.
CuctemHa abcopO11is TeHTaMILMHY TPH MiCLIEBOMY 3aCTOCYBaHHI MOKe OyTH BHILOIO ITPU JTIKYBaHH1
BEJIMKUX TOBEPXOHb Tila, OCOOJMBO TPH JTOBIOTPHUBAJIOMY 3aCTOCYBaHHI a00 TpHU HAsIBHOCTI
MOIIKO/KEHD MIKIpU. Y TaKWX BUMAAKAX MOXJIMBE BUHUKHEHHS HeOakaHUX €(eKTiB, OB’ I3aHUX 13
CHUCTEMHOIO a0COpOIIi€r0 TeHTaMIIIMHY, TOMY PEKOMEHYIOThCS BIAMOBIIHI 3aCTEPEXHI 3aX0/IH.
JloBroTpuBase MiclieBe 3aCTOCYBaHHS aHTHOI0THKIB 1HOJI MOKE IPU3BOJAUTH IO POCTY PE3UCTEHTHOT
Mikpodopu, BKIOYarOuM TpuOW. Y [bOMY BHUMAIKy, a TaKOXX NPU PO3BUTKY IOAPA3HEHHS,
ceHcuOi3anii abo cynepindexuii Teparnito npemnaparom CiuiJi IPUIUHUTH Ta IPU3HAYUTH BIAMIOBIIHE
JKyBaHHS.

3acmocysannsn y nepioo eazimnocmi avo 2ooysannsa zpyoor. OCKiIbKH Oe3leKa 3acTOCyBaHHS
MICIIeBUX KOPTHUKOCTEPOi[iB BariTHUM HE BCTAHOBJICHA, HE CJiJ 3aCTOCOBYBaTH mpemapar y I
TpUMeCTpi BariTHOCTI. [Ipu3HadeHHs mpenapaTy MOXIIMBE TUTBKU HA MI3HIIIMX TEPMiHAX BariTHOCTI,
SKIIO OYiKyBaHAa KOPUCTH JUIsI MaOyTHBOI MaTepi MEpeBHUINy€e MOTEHLIWHY 3arpo3y Ajs IUIOJa.
[IpenapaTu 1aHoi rpynu HE CJIiJT 3aCTOCOBYBATH BariTHUM Ha BEJTUKI JUISTHKH, Y BETUKUX KITBKOCTSX
a0o0 MPOTATOM TPUBAIUX MEPIOJIB, @ TAKOXK M1 OKIIO31iHI OB’ I3KH.

Ha nanwii yac He 3’4cOBaHO, Y1 MOXYTh KOPTHUKOCTEPOiIU MPU MICHIEBOMY 3aCTOCYBaHHI BHACIII0K
cucTeMHOi abcopOuii NPOHMKATH Yy TPyAHE MOJOKO, TOMY IpPH TNPHUHATTI pIlIEHHS MI0J0
MPUMHUHEHHA TOAYBAaHHA TpyAai0 abo TPUNMHEHHS 3aCTOCYBAaHHS MpernapaTry HeoOXiJHO
BPaxoBYBaTH BaXKJIMBICTh JIIKYBaHH I MaTepi.

30amuicms enueamu Ha WEUOKICMb PeaKkyii npu KepysaHHi ae6mompancnopmom abo pooomi 3
IHWumMu mexanizmamu. 3a3BUUail mpernapaT HE BIUIMBAE Ha IMIBUIKICTh PEAKIlli MpU KepyBaHHI
aBTOTPAHCIOPTOM a00 POOOTI 3 IHITUMH MEXaHI3MaMHU.

Cnoci6 3acmocyeanns ma 0o3u.

Ma3sp HaHOCSITh TOHKHAM IIapOM Ha BCIO YpayKeHY TUISHKY HIKipH 2 pa3u Ha 100y — BpaHIIi Ta BBEUEPI.
YacTtoTy HaHeceHHs TpemapaTy BH3HAYae JiKap IHAMBIAyalbHO, 3aJ€KHO BIJl TAKKOCTI
3aXBOPIOBAHHS. Y JIETKUX BHITaJKaX 3aCTOCOBYIOTH | pa3 Ha 100y, MpH OUTBII TSHKKUX ypPaKeHHSX
MO>K€ BUHUKHYTH HEOOXIIHICTh Y YacTIllIOMY 3aCTOCYBaHHI.

TpuBamicTs JiKyBaHHS 3aJISKUTH BT PO3MIpY Ta JOKaJi3allil 3aXBOPIOBaHHS, a TAKOX BiJ/I BiIOBIII
XBOPOTo Ha JiKyBaHHs. [IpoTe K10 KiIiHIYHE MOJIMIIEHHS HE CIIOCTEePIraeThest MpoTsIrom 3 — 4
THKHIB, JIIarHO3 MMOTPiOHO MEePETISTHYTH.



Himu.

Hewmae k1iHIYHUX TaHKX 1010 3aCTOCYBAaHHS MTpenapary IiTIM, TOMY He0akaHO 3aCTOCOBYBATH HOTO
MaIieHTaM Ii€i BIKOBOi KaTeropii.

OCKUIbKM y JIITEH CITIBBIJHOIICHHS TUIOINII IMOBEPXHI Ta MacH Tijia OilbIIe, HDK y JOPOCITHX, TO
CIIOCTEpIraeThCsl aKTHMBHILIE IMOTJIMHAHHSA Openapary. Tomy IiTH OUIbII CXWJIBHI O PO3BHUTKY
npurHiYeHHs QyHKIIT rinoramamo-TinodizapHo-aaaaupkoBo3ano3Hoi (I'TH3) cuctemu BHacmimok
3aCTOCYBaHHSA KOPTUKOCTEPOIIB 1 PO3BUTKY €K30T€HHHUX €(PEeKTiB KOPTUKOCTEPOiIiB.

VY nitei, sSKi OTPUMYBad KOPTHUKOCTEPOIAM JUIsl MICIIEBOTO 3aCTOCYBaHHs, BiJI3HAYAIOCS
NpUrHiueHHs (QYHKII{ HaJHUPKOBUX 3ano3, cUHApoM KymwmHra, 3atpuMmka pocTy, HEIOCTaTHE
30UTBIIIEHHS MAaCH T1JIa, TMABUIIICHHS BHYTPIITHHOUEPEITHOTO THCKY .

[IposiBu nmpurHiueHHs QyHKIIT KOPY HAAHUPKOBUX 3aJ103: HU3BKUI PiBEHb KOPTH30Y Y IJ1a3Mi KPOBi
Ta BIJACYTHICTh peakilii Ha MpoOy 31 CTUMYJISIIT HAIHUPKOBHUX 3aJ103 13 3aCTOCYBaHHSAM IpenapaTiB
anpeHoKopTuKoTporHoro ropMoHy (AKTI). IligBumieHHS BHYTPIIIHBOUEPETHOTO  THCKY
BHSIBJISIETHCSI BATMHAHHSM TiM’ STYKa, TOJIOBHUM 00JieM, TBOOIYHUM HAOPSKOM JIMCKa 30pOBOTO HEPBA.

Ilepeoo3ysanna. llpu  nmoBrorpuBaioMy a00  HaJAMIPHOMY  3aCTOCYBaHHI  MICIIEBHX
TJIIOKOKOPTUKOCTEPOIAiB MOKIIMBE MPUTHIUEHHS TinogizapHO-aapeHanoBoi (GyHKIT 3 pO3BUTKOM
BTOPUHHOI aJpeHajoBOi HEIOCTATHOCTI 1 TMOSBOIO CHUMIITOMIB TIMEPKOPTHIIU3MY, Y TOMY YHCHI
xBopobu Kymmara. OpHOKpaTHe mepeno3yBaHHS TE€HTaMIIIMHOM HE NPU3BOAMIO 0 TMOSBH
CUMIITOMIB Tiepefo3yBaHHs. HaamipHe abo mOBroTpuBaie 3acTOCYBaHHS TEHTaMIIMHY MOXKE
MIPU3BECTH JI0 HAIMIPHOTO POCTY HEUYTIMBHX /10 aHTUO10THKA MIKpPOOpPTaHi3MiB.

Jlikysanns.  Tlpu3HavaroTh  BIiONOBITHY CHUMITOMATHYHY Tepamito. CHMITOMH TOCTPOTO
TNepKOPTHUIM3MY 3a3BUYail 000pOTHI. SKIIO HEOOXiAHO, MPOBOIATH KOPEKIIO €NEKTPOJIITHOTO
Oasmancy. Y BHUNAAKYy XPOHIYHOI TOKCHYHOI [ii PEKOMEHIYETbCS IIOCTYNOBAa  BiaAMiHA
KOPTUKOCTEPOiJiB. Y pa3i HaJJUIIKOBOTO POCTY PE3UCTEHTHHX MIKPOOPIaHi3MiB PEKOMEHIYIOTh
MIPUTIMHUTY JIIKYBaHH MPEMapaToM 1 Mpu3HAYal0Th HEOOXIIHY TEpaITifo.

Ilo6iuni peaxuii. Ilpu nikyBaHHI TIpemapaToM MOOIYHI peakilii CIOCTEPIraloThCs AYXKE PIIKO Ta
BKJIIOYAIOTh MiABUIICHHS YYyTJIMBOCTI, BHCHUII Ta MICMEHTAIII0 MIKIpH, IMOKOJIOBAHHS MIKIPH,
YIIUTBHEHHS IIKIPH, PO3TPICKYBaHHS IIKIpH, BIMYYTTS TeIUia, IJIACTUHYACTE JYIIEHHS IIKIPH,
BOTHUILIEBE JYUICHHS MIKipH, (OTIKYIIpHUNA BUCHUI, €pUTEMA, TEJCaHTieKTasil, BIAUYTTS NediHHS,
CBepOIK, TOJpPa3HEHHs, CYXICTh IIKIpH, (OJIKYJIIT, TINEPTPUX03, AaKHEMOIIOHI BHCHIIAHHS,
rinomirMeHTauis, nepiopaJbHUN JepPMATHT 1 alepridHuil KOHTAaKTHUHM AEpMaTUT, Malleparlis mKipH,
BTOpUHHA 1H(EKITis, aTpodis MKipH, CTPUT Ta MITHULIA.

B oci6 3 iHAMBIOYyaJIbHOIO HENEPEHOCUMICTIO 10 Oy/b-sIKOTO KOMIIOHEHTA IIpernapary MOKIHBI
peaxIii TinepyyTIUBOCTI.

JIikyBaHHSI TEHTaMILIMHOM MO>KE€ CYNPOBO/DKYBAaTHCh TUMYACOBHUM MOJPAa3HEHHIM LIKipH (epuTeMa
Ta cBEepOiXK), 10 3a3BUYAN HE MOTPEOye BIIMIHH JIIKYBaHHSI.

IIpu 3actocyBaHHI mIpemapaTy Ha BEJIUKI MOBEpXHI ab0 3 OKIIO31HHOI0 TOB’S3KOI0, OCOOJIMBO
MPOTSTOM TPHUBAJIOTO TEPioay, HEOOXITHO MaTH Ha yBa3l MOMUIMBICTH PO3BUTKY CHUCTEMHOI il
npenapary. bByap-siki moOidyHi sBHINA, [I0 CHOCTEPIralOTbCs MPU CUCTEMHOMY 3aCTOCYBaHHI
TIIIOKOKOPTHUKOINIB, BKIIIOYAIOUN CYNPECiF0 KOPU HAJHUPKOBHUX 3aJ103, MOKYTh BHHUKATH 1 MPH X
MICIIEBOMY 3aCTOCYBaHHI.

Tepmin npuoamnocmi. 3 poxu.

YMoBu 30epiranns. 30epiraTu y HeIOCTYITHOMY JUIs AiTel Micli npu Temreparypi He Buie 25°C.
YnakoBka. [1o 15 r abo o 30 r B Ty6ax. ITo 1 Ty6i y kapTOHHI1# KOpOOIIi.

Kareropis Binmycky. 3a penenrom.

Bupoonuk.



lepinr-Ilnay Jlabo H.B., benbris/
Schering-Plough Labo N.V., Belgium.

Micue3HaxoaxeHHsl BUPOOHHKA Ta HOro agpeca Micusi NPOBa/KeHHs AislJIbHOCTI.
Ianycrpienapk 30, Xeiict-on-aen-bepr, AntBepren, b-2220, benbrist/
Industriepark 30, Heist-op-den-Berg, Antwerpen, B-2220, Belgium.



