IHCTPYKIIA
JJIS1 METUYHOT0 3aCTOCYBAHHA JiKapChKOro 3aco0y

CEIITE®PUJI®-JAPHUILIA
(SEPTEFRIL-DARNITSA)

Cknao:

oiroua peuosuna: decamethoxine;

1 TabneTka MiCTUTh AekameTokcuny 0,2 Mr;

O0ONOMINCHI peuosuHY. TIYKOP KPUCTATIYHHM, KaJIbI[II0 cTeapar.

Jlikapcbka ¢gopma. TabeTku.
Ocnosni  ¢hizuxo-ximiuni  eénacmueocmi: TabneTku Oimoro abo Maibke OLIOro KOJIbOPY,
TIOCKOIMITIHIAPUYHOT (POPMHU, 3 PUCKOIO Ta (PacKo¥o.

dapmakoTepaneBTHYHA rpyna. [IpemapaTu, Mo 3aCTOCOBYIOTHCS TIPH 3aXBOPIOBAHHSIX TOpJIa.
Pizni autucentuxku. Kog ATX R0O2A A20.

DapmakKonoziuni e1acmueocmi.

Dapmaroounamixa.

Jliroya peyoBUHA JTIKAPCHKOTO 3aC00Y — I€KaMETOKCHH — € YETBEPTHHHOIO aMOHI€BOIO CIIOIYKOIO Ta
HAJIOKHUTh 10 TPYIU KATiOHHHX IOBEPXHEBO-aKTHBHHUX PEYOBUH. JleKAMETOKCHH 3'€HYETHCS 3
dbochaTHIMH TpyHaMH JiMiAIB HUTOIIA3MAaTUYHOI MEMOpaHU MIKpPOOHOI KITITHHHU, 110 MPU3BOAUTH
710 TIOPYIICHHS 11 MPOHUKHOCTI Ta PyHHYBaHHSI.

Jlikapchkuii 3aci0 Ma€ MIMPOKUI CIIEKTP aHTUMIKpOOHOI mii. AkTuBHU# BimHOCHO Staphylococcus
Spp. (BKJIrOUArOYM CTIHKI 0 MEHIMWIIHY mTaMu S. aureus), Streptococcus spp., Stomatococcus spp.,
Corynebacterium spp. (sxirouaroun C. diphtheriae), enrepobakTepiii, mceBIOMOHAI, CIHOPOBHX
MIKpOOpraHi3MiB, HANMPOCTIMINX, ApPLKIpKOMOAIOHMX rpubiB, ocobmuBo Candida albicans,
JIepMaToMileTiB, BipyciB. UuMHUTH OakTepuluAHy, (QYHTIIMOHY Ta CHOPOLUIHY JiI0, a TaKOX
iHaKTHBYE MUPTEPIHHIIA EK30TOKCHH.

JlikapchKuit 3aci0 MmiIBUIY€ Yy TIUBICTh OaKTepiil 10 aHTUO10TUKIB.

Jlikapcpkuii 3acid He mpurHidye crenudiuHy Ta HecrnenudpiuHy IMyHOJOTIYHY PpEaKTHBHICTH
OpraHi3my JIFOANHH.

KuiniyHi XapakTepuCTHKH.

Ilokazannusa.

MicreBe JiKyBaHHS y CKJIaJll KOMIUIEKCHOI Teparii 3aXBOPIOBaHb MOPOKHUHU POTA, TIIOTKH, FOPTaH1
(apuHTIT, JAPUHTIT, TOH3WIIT, TIHTIBIT, TAPOAOHTUT, CTOMATHUT, KaHIUI03 CIHU30BOI OOOJIOHKH
MOPO’KHUHU POTA, MOYATKOBA CTaJisl AHT1HH).

CaHnartist MOPOXXKHUHU POTA, TIIOTKH, HOCOTJIIOTKH Y HOCI{B MATOT€HHOTO CTa(iIOKOKY, TUQTEpiiHOT
NaJINYKH, KaHIUH.

[IpodinakTuka iHPEKIIHHNX yCKIAAHEHB MICsl XipypPTiYHUX BTPYYaHb Yy MOPOKHUHI POTA, TIOTI,
TOpTaHi.

Ilpomunokazanns.
[TigBuIieHa Yy TAUBICTH 10 IEKAMETOKCHHY a00 /10 IHITUX KOMIIOHEHTIB JIIKapChKOTO 3ac00y.

B3aemooia 3 inwumu nikapcokumu 3acoéamu ma inuii 6uOU 63aEMOOiil.
[Ipn omHOYacHOMY 3acCTOCYBaHHI JIIKAPCHKOTO 3aco0y 3 aHTHOIOTHKAMH Ta MPOTHMIKPOOHUMHU
3ac00aMU CUCTEMHOT Jlii TOCHIIIOETHCSI aHTHOAKTEpiaIbHUN €EeKT Mpernapary.

Ocobueocmi 3acmocysanns.
Jlst migBUINIEHHST KOHIICHTpAIlli mpenapaTy y CIHHI Iij] 9ac pO3CMOKTYBaHHS JIIKAPCHKOTO 3aco0y
CJIiJT CTPUMYBATHUCS BiJ 4ACTOTO KOBTAHHS CJIMHU.



Jlikapchkuii 3aci0 HeOaKaHO OJHOYACHO 3aCTOCOBYBATH 3 PI3HUMH BHUJIaMU IMOJIOCKAHHS POTOBOI
MTOPOYKHUHH Ta 3iBY.

ITpu 3actocyBaHHI JiKapChKOTO 3aco0y JOBIIEC 7 JHIB MOXYTh BHHUKATH TMOPYUICHHS OanaHCy
MIKpO(IOPH TIIOTKH.

Jlo ckiamy JikapchKoro 3aco0y BXOJUTh IIYKOp KPHUCTAJIIYHUM, TOMY NAallieHTaM 3 I[yKPOBHM
niabeToM CITiJ] 3aCTOCOBYBATH ITpeTapaT 3 00EPEKHICTIO.

3acmocysanns y nepiod eacimuocmi abo 200y8aHHs 2pyooro.

Kniniyni nani oo 6e3mneku 3aCTOCYBaHHS JTIKapChbKOTO 3ac00y y Mepio BariTHOCTI a00 ToJyBaHHS
rpyro BincyTHi. Jlikapcebkuii 3acid He CiIi/T 3aCTOCOBYBATH y nepioA BariTHOCTI. [Ipu HeoOXimHOCTI
3aCTOCYBAHHS TOLyBaHHS I'PYJUIIO CJIiJ] TPUMTHHUTH.

30amuicms 6naueamu Ha wWEUOKICMb peakyii npu KepyeaHHi a8MOmMpaHCHOPMOM abO0 IHUWUMU
MexaHisMamu.
He BruuBae.

Cnocio 3acmocysanna ma 003u.

[Ticns mormepeTHBOTO MOJIOCKAHHS POTa TAOJIETKY KJIACTH 3a MIOKY 1 TPUMATH Y TTOPOKHUHI POTa 110
MOBHOTO PO3CMOKTyBaHHsS. Jlopocnum Jikapchbkui 3aci® mpusHauaroTh mo 1 Tabmetii

4-6 pa3iB Ha n00y. TpuBaiicTh JiKyBaHHA HE Mae nepeBuiryBaTH 7 HiB. lpuitmatu mikapcbkuid
3aci0 HeOOX1THO MiCIIA 11, TOTIM MPOTATOM | TOAMHU CIiZl yTPUMATHCS BiJl B)KMBAaHHS 1K1 Ta HATOiB.

Himu.
Kniniuauit gocBig momo Oe3nekd Ta epEeKTHBHOCTI 3aCTOCYBAaHHS JIKApPCHKOTO 3acoly HiTaM
BIJICYTHIH.

Ilepedosysanns.
JlaHuX 110710 BUTIAJIKIB [I€PET03yBaHHS JIIKAPCHKUM 3aCO00M HE HaJAXOUJIO.

Ilo6iuni peaxuii.
3 60Ky imyHnoi cucmemu: anepriufi peakuii, y T. 4. MIKIpHI BUCUIIAHHS, IIKIPHUI CBEPOIXK.
MosxuBa TirepcaiBaiisi, 10 MUHAE MMiCIIs PO3CMOKTYBaHHS TaOJICTKH.

Tepmin npudamnocmi. 3 pOKH.
He 3actocoByBaTH mikapchbkuid 3aci0 miclsi 3aKiHUEHHS TEpMiHY MPHUAATHOCTI, 3a3HAUYEHOTO Ha
yHaKOBIII.

YmoBu 30epiranus.

30epiraTy B OpUriHAJIBbHIN yIakoBLi IpH Temneparypi He Buie 25 °C.

306epiratv y HEIOCTYITHOMY TSI IIT€H MiCIIl.

YnakoBka.

ITo 10 Tabmerok y KOHTYpHIA YapyHKOBi# ymakoBIl; mo 1, mo 2 abo mo 4 KOHTYpHI YapyHKOBI
YIaKOBKHU B maulli; Mo 10 TabneToK y KOHTYPHUX YapyHKOBHX YIaKOBKaX.

Kareropis Binmycky. bes penenra.

Bupoonuk. [IpAT «Papmarnesruuna dipma «JlapHuis».

Micue3HaxoakeHHsI BUPOOHHKA Ta HOro agpeca Miclsi NPOBA/KeHHs AislJIbHOCTI.
Vkpaina, 02093, m. Kuis, Byn. bopucninbscbka, 13.



NHCTPYKIUA
10 MeIMIMHCKOMY IIPMMEHEHHUIO JIEKAPCTBEHHOI0 CpeACTBa

CEIITE®PUJI®-JAPHULIA
(SEPTEFRIL-DARNITSA)

Cocmase:

oeticmsyiowee sewecmso. decamethoxine;

1 TabneTka comepkut aexkametokcuHa 0,2 mr;

8CNOMO2AMeENbHbLE 6elecmBa. Caxap KPUCTAIUTMYCCKHMA, KalblUs cTeapar.

JlekapcTBennasi popma. TabneTku.
OcHoguble  uzuko-xumuyeckue ceolicmea: TaOJIETKH OCJIOr0 WIM IMOYTH Oeloro IBeTa,
TJIOCKOUMIHHIPUYECKON (OPMBI, ¢ pUCKOU U (acKoil.

dapmakoTepaneBTHYecKkas rpynna. [IpemapaTel, TpuUMeHseMble MpU 3a00JEBaHUSAX TOpIa.
Pasurie antucentuxu. Kog ATX R0O2A A20.

DapmakonozuuecKkue ceoiicmaa.

DapmaroOuHamuxa.

JlelicByroliee BEIIECTBO JIEKAPCTBEHHOTO CPEACTBA — JEKAMETOKCUH — SIBIISIETCA YE€TBEPTUYHBIM
AMMOHHUEBBIM COEMHEHUEM U OTHOCHUTCS K IPYIIE KaTUOHHBIX MOBEPXHOCTHO-AaKTHUBHBIX BEILIECTB.
JlekameToKCHH coenuHsieTcs ¢ pochaTHRIMU TPYINaMy JTUIUA0B LIUTOIIA3MaTUYECKO MeMOpaHbI
MUKPOOHOH KJIETKH, YTO IPUBOJIUT K HAPYLICHHUIO €€ IPOHUIIAEMOCTH U pa3pyIICHUIO.
JlekapcTBEHHOE CPEACTBO 00JIaaeT HIMPOKUM CIIEKTPOM aHTUMHUKPOOHOTO NEHCTBUS. AKTUBEH IO
otHomeHuto k Staphylococcus spp. (Bkirodasi yCTOHYMBBIC K MEHUIMUTMHY IITaMMBbI S. aureus),
Streptococcus spp., Stomatococcus spp., Corynebacterium spp. (Bxmouass C. diphtheriae),
SHTEPOOAKTEpHil, ICEBJOMOHA/, CIIOPOBBIX MHUKPOOPIaHMU3MOB, MPOCTEHINNX, IPOXIKEIOIOOHBIX
rpuboB, ocobenno Candida albicans, nepmartomurieroB, BupycoB. Oka3bpiBaeT OaKTEPHIUIHOE,
(GyHrHIMIHOE U CIOPOLMAHOE NEHCTBUE, a TAK)KE HHAKTHUBUPYET AU TEPUHHBINA 3K30TOKCHH.
JlexapcTBEHHOE CPECTBO MOBBILIAET YyBCTBUTENBHOCTh OAKTEPHUIl K AHTUOMOTHKAM.
JlekapcTBEHHOE CPEJICTBO HE YIHETAET CHEIU(PUIECKYIO H HECTIEIN(DPUUECKYI0 UMMYHOJIOTHUECKYIO
PEaKTUBHOCTb OpraHU3Ma YeJIOBEeKa.

KianHuyeckue xapakTepuCTHKH.

Ilokazanus.

MecTHOE jeueHne B COCTaBe KOMIUIEKCHOM Tepamnuu 3a00JIeBaHMM MOJIOCTH pTa, III0TKHU, TOPTaHU
(apuHruT, TAPUHTUT, TOH3WILIMT, TMHTMBMT, HApOJOHTUT, CTOMATUT, KAaHIUI03 CIHU3UCTOU
000JI0UKH MOJIOCTH pTa, HaYaJIbHAasl CTAAMs AaHTUHBI).

CananMs TMOJOCTH pTa, IJIOTKM, HOCOTJIOTKM Yy HOCHUTENIE MaTOr€HHOro CTa(UIOKOKKA,
TUPTEPUHHON MaJOuKU, KaHIUIbI.

[IpodunakTruka MHPEKIMOHHBIX OCIOXKHEHUH 1OCIIE XUPYPrHUECKUX BMEIIATENLCTB B MTOJIOCTH PTa,
TJIOTKE, TOPTaHU.

Ilpomueonokaszanus.
HOBBIH_ICHHaH I{yBCTBI/ITe.]'H:HOCTb K ,Z[eKaMeTOKCI/IHy nJin K prrI/IM KOMIIOHCHTaAM HeKapCTBCHHOFO
CpeJCTRBa.

B3aumooeiicmeue ¢ Opyzumu 1exapcmeeHHbIMU CPEOCmEamu u opyue uobl 63aumMooeiicmauil.
I[Ipy OAHOBpEMEHHOM TPUMEHEHUW JIEKAPCTBEHHOT'O CpPEICTBA C AHTHOMOTHKAMHU H
MIPOTUBOMHUKPOOHBIMU CPEJICTBAMU CHCTEMHOTO JEUCTBUS YCHJIMBACTCS AaHTUOAKTEpPHANbHBIN
s¢dexT npenapara.



Ocobennocmu npumenenus.

JIJis TOBBINICHUsT KOHIIGHTPAIMK Tpenapara B CIIOHE BO BPEMs PacCachiBaHUS JIEKAPCTBEHHOTO
CpE/ICTBA CIIEYET CICPKUBATHCS OT YaCTOTO IJIOTAHUS CITIOHBI.

JlekapCTBEHHOE CpPEJICTBO HEXKEJIATETbHO IMPUMEHSTh OJHOBPEMEHHO C pa3IMYHBIMU BHUAAMHU
TTOJIOCKaHUSI POTOBOM TOJIOCTH | 3€Ba.

[Tpu npuMeHeHHH JTEKApCTBEHHOTO CPEACTBA JOJBIIE 7 THEH MOTYT BOSHHKATh HApyIICHHs OanaHca
MHKPO]IIOPHI TIIOTKH.

B cocTtaB nekapcTBEHHOrO CpejAcTBa BXOAMUT caxap KPUCTAIMYECKUM, MOITOMY MAlMEHTaM C
CaxapHbBIM JUA0CTOM CIIeyeT MPUMEHATH MpernapaT ¢ OCTOPOKHOCTHIO.

Ipumenenue 6 nepuood bepemenHocmu UIU KOPMAEHUS 2PYObIO.

Knuanueckue naHHble MO 0€30MAaCHOCTH IMPUMEHEHHs JIEKApCTBEHHOTO CPEJICTBA B MEPUOJ
OepeMEHHOCTH WJIM KOPMIJIGHHS TpPYAbI0 OTCYTCTBYIOT. JIeKapCTBEHHOE CpEACTBO HE CIEOYyeT
NPUMEHATh B mepuof OepeMeHHOCTU. [Ipr HEOOXOIMMOCTH NPUMEHEHHS KOPMIIEHHE TPYIbIO
clenyeT IpeKpaTUTh.

CnocobHocmo 61usimb HA CKOPOCMb peakyuil npu YpaeieHuu aemompaHcnopmom uiu Opyeumu
MEXAHUBMAMU.
He Bauser.

Cnoco6 npumenenus u 003bsl.

[Tocne nmpeaBapUTEIBHOTO NOJIOCKAHUS pTa Ta0IETKY KIacTh 3a HIEKY U JiepKaTh B MOJIOCTU PTa J0
TIOJTHOTO paccachbiBaHus. B3pocCibIM JIeKapCcTBEHHOE CPEACTBO Ha3HavaTh mo 1 Tabmetke 4-6 pas B
CcyTKU. [IpogoimKuTenbHOCTS JI€UeHNs He AOJKHA NpeBbIIaTh 7/ MHEW. IIpuHuMaTh 1IeKapCTBEHHOE
CpEeICTBO HEOOXOIUMO TOCIIE €/1bl, 3aTeM B TeUeHHUE | yaca cieayeT Bo3AepKaThcs OT IpUeMa MUIIU
U HallUTKOB.

Jlemu.

Knunnueckuil onbIT no 6e3onacHoCTH U 3(G(HEKTUBHOCTH MPUMEHEHHUs JIEKapCTBEHHOTI'O CPEICTBA
JETSIM OTCYTCTBYET.

Ilepedo3uposka.
JIaHHBIX O CITydasiX MepeA03UPOBKH JIEKAPCTBECHHBIM CPEJICTBOM HE MOCTYIIANO.

Ilooounsie peakyuu.

Co cmopomnsbl UMMYHHOU cUuCmeMbl: aJUIEPrUUecKre Peaklluy, B T. Y. KOKHbBIC BBICBHITIAHUS, KOXKHBIN
3ya.

Bo3moxHa runepcanuBaius, IpoxXoasiias Iociae paccachbiBaHUs TaOIETKH.

Cpok 2o0nocmu. 3 roa.
He mpumeHATH NE€KapCTBEHHOE CPEACTBO IOCIE OKOHYAHUS CpPOKa TOJHOCTH, YKAa3aHHOTO Ha
yIaKOBKeE.

YcaoBus XpaHeHHs.
XpaHUTh B OpPUTMHAJIBHOM YIIAaKOBKE IpHU TeMriepaType He Bbiie 25 °C.
XPpaHHUTh B HEJOCTYITHOM JIJIsSl IETEH MecTe.

YnakoBka.
ITo 10 TabmeTok B KOHTYPHOH SYEHKOBOH ymakoBke; 1o 1, mo 2 wim 1o 4 KOHTYypHBIC STYEHKOBBIC

YIIaKOBKH B ITAYKE; I1O 10 TabneTok B KOHTYPHBIX STYEHKOBBIX YIIakKOBKax.

Kareropus ornycka. be3s perenra.



IIpousBoantenan. YAO «DapmaneBrrueckas pupma «JlapHunay.

MecToHaXO0K/IeHHE IPOU3BOIUTENSI M €r0 a/ipec MecTa OCyIeCTBIEHNs eI TeJIbHOCTH.
VYkpauna, 02093, r. Kues, yn. bopucnonbsckasi, 13.



