CocrTaB

Oeticmsyrwuw,ue sewecmasa: 1 Kancysna CogepKuUT 7 MI THOPUIU3UPOBAHHOTO Iu3aTa
b6akTepuut Haemophilus influenzae, Streptococcus (Diplococcus) pneumoniae,
Klebsiella pneumoniae and ozaenae, Staphylococcus aureus, Streptococcus pyogenes
and viridans, Moraxella (Branhamella / Neisseria) catarrhalis;

8cnomoz2ameibHble 8eu,ecmaa: Iponuiranart, HaTpus riayramat, MasuT (E 421),
Mar"Hus cTeapart, KpaxMall KyKypy3HBbIl;

o6os0uka: nuourotud (E 132), Tutana nuokcun (E 171), xxenaTuH.
JIekapcTBeHHasi GopmMma

Karmcymsl TBEpOEBIE.

OcHoBHble (pu3uKo-xuMuveckue ceolicmaa: Henmpo3pauHas Karcynaa Ne3 romxyooro
IIBETa, ComepaKalliasi MOPOIIOK cierka 6exeBoro IiBeTa.

dapMaKoTepaleBTHYECKasi Ipynmna
CpencTBa, OEeUCTBYIOIIME Ha pecniupaTopHyio cucteMy. Kog ATX RO7AX.
®dapMaKOOMHaAMHKa

JIleKapCTBEHHOE CPENICTBO CONEPKUT NMMOPUITHN3NPOBAHHLIN TU3aT OAaKTEepul, dale
BCET0 BBHI3BIBAIOIINX MH(GEKIINH ObIXaTeJIbHBIX MyTeH, BKiTioyas Streptococcus
pneumoniae, Haemophilus influenzae, Klebsiella pneumoniae, Klebsiella ozaenae,
Staphylococcus aureus, Streptococcus viridans, Streptococcus pyogenes, Moraxella
catarrhalis.

[TpemapaT CTUMYIUPYET €CTECTBEHHEIE 3AllIMTHRIE CBOMCTBA OpraHu3Ma IIPOTUB
MHPEKIMNN ObIXaTeJIbHBIX ITyTEeM, YMEHbIIast 4aCTOTYy, IPOAOJIKUTEILHOCTD U TSIXKECTh
TeuyeHUsT HPEKIIMOHHBIX 3a00JIeBaHUM ObIXaTeJILHBIX ITYTEeH, a TaKXXe CHUXKaeT
MOTPeOHOCTh B HA3HAYEHUU aHTUOUOTUKOB.

[IpenmapaT akTUBUPYET KJII€TOUYHBIM U T'YMOPaJIbHbIM UMMYHHBIN OTBET CJIU3UCTOU
000JI0YKM ObIXaTeNIbHBIX IIYTEN ¥ OPYTUX UMMYHOKOMIIETEHTHBIX CTPYKTYP OpraHu3Ma.
OH TakKxXe CTUMYJIUPyeT HecneupuiecKyo UMMMYHHBINM OTBET OpraHu3Ma. B
OOKIMHUYECKUX U KIIMHUYECKUX UCCIEI0BaHUSIX ObLIN ITPOIEMOHCTPUPOBAHEI TaKUe
9¢pdeKTH IpenapaTa Ha 3alUTHbIE MeXaHU3MblI OpraHu3Ma:



e CTUMYIMPYET aIbBEOJIIPHEIE MaKpodaru, KOTOpble CEKPETUPYIOT IIUTOKUHHI,
3alIUIIal0OT OPTaHU3M OT UHPEKITUN;

e yBeIM4YMBaeT Koau4uecTBO nonynanuu CD4 T-numM@pOoOLuTOB;

e aKTUBUPYET nepudpeprudecKkrue MOHOHYKIeapHbIe KJIETKH, BHIIIOTHSAIOIINE
3aIIUTHYIO0 QYHKIIMNIO;

e TIOBBIIIAET KOHIIEHTPAIUIO CeKPEeTOPHOTo IgA Ha CIM3UCTHIX 000JI0YKaX
ObIXaTEeJIbHBIX IIyTEN U NUILleBapUTEIbHOTO TpaKTa

e CTUMYNIHPYyeT 0Opa30BaHUE 3AUIUTHBIX aATre3UBHBIX MOJIEKY]I;

e CHUXKAaeT cogepxaHue IgE B ma3zmMe KpoBY, YTO MOXKET IIOaB/IATh Pa3BUTUE
peakKuuy TuIep4YyBCTBUTEIbHOCTH.

(I)apMaKOKI/IHeTIfIKa

[Tocne mepopanbHOrO IPUMEHEeHUs IIpenapaTa OaKTepuasbHEIN TU3aT HaKaIllJIMBaeTCs
B IIEHEePOBHIX OJISIIKAX CIU3UCTON 000JIOYKH MUINEeBAPUTEILHOTO TPAKTa.

KrneTku merepoBrIX OJISIIEK IIOTJIOMIAI0T aHTUTeH U IIepeaaloT ero
cyOanuTenuaabHbIM TUMQPOUOHEIX KIIETOK, MHOYLIUPYS TaKUM 00pa30M ryMoOpaJIbHBIN
MMMYHHBIM OTBET, YTO BBEI3LIBAET IIOBHIIIEHHOE IIPOAYIIMPOBaHue IgA B CIM3UCTOH
000/104YKe U mpeaynpexkaaeT MPOHUKHOBEHNE MUKPOOPTAaHU3MOB.

AHTUTEHHI TaK¥XKe CTUMYIUPYIOT TUM@OuaHbIe KJI€TKH, OTBeYaloIllie 3a KJIeTOUHBIN
3alIUTy, KOTOPhIE 3aTEM MUTPUPYIOT Yepe3 peruoHapHbie TUMPOY3/Ibl B TPYIHOMN
ITPOTOK M fajiee - B KPOBOTOK.

C KPOBOTOKOM OHUM MUTPHUPYIOT B CIIN3UCTYIO 060J'IOT-IKY IINIMMEeBaAPUTEJIbHOI'O TPAKTaA,
ObIXaTeJIbHEBIE IIYTH, a TaK2Ke CIIN3UCTEIEe 000JI0YKH OPYIUuX OPraHoOB, I'O0€ BHIIIOITHAIOT
3alllTUTHYIO C})YHKI_[I/IIO, IIOBBIIITIasA KMMYHHYIO 3alllUTY.

IToxa3zauus
[TpuMeHATH AJi1 TPOPUITAaKTUKN PEUANBOB MHPEKIMM ObIXaTeJIbHBIX ITYTEMH.
IIpoTuBONOKa3aHUs

[MmepYyBCTBUTEJILHOCTD K aKTUBHOMY BEIIIECTBY UJIU JIIOOOMY BCIIOMOTATEJIbHOMY
BEIllECTBY, BXOMSIIIEMY B COCTaB I€EKAPCTBEHHOI'O CPENCTBA.

B3auMMoOaeHCTBHE C IPYTHMH JIEKapCTBEHHBLIMH CPEICTBAMHU H [IPpyrue BHObI
B3aMMOIEeHUCTBUHU

B3aumopelnicTBUEe C APYTUMU JIeKapCTBEHHBIMU CPEICTBAaMU Ha JaHHBIM MOMEHT
HeH3BeCTHA.



OCo00EeHHOCTH MPUMEHEeHHUSI

HpenapaT MO2KE€T BBISHIBATh PEaAKIINHU T'MIIEPUYYBCTBUTEJILHOCTH. B CliIydae Pa3BUTHUA
aJlJIepru4eCKux peaKquI HJIN IIPU3HAKOB HEIIEPEHOCKHMMOCTH IIpeIlapaTa JIEeYeHHne
cienyeT IIPeKpaTuTb HeEMEOJIEHHO.

[Tpuem nmpemapaTa MOXKHO HauMHAThL He paHee yeM depes 4 HefeJiu Iocje
BaKIIMHAIIUU KUBOM BAaKIITMHOM.

BcmoMmoraTtenbHOE BELIECTBO MAHUT MOXKET OKa3aThb MSTKOe crabuTesIbHOe IeuCcTBHE.

[Tpemapat comepkuT MeHee 1 mMmonb (23 Mr) / mo3y HaTpus B BULE HaATPUS IJIyTaMara,
TO €CTh IIPAaKTUUYECKU CBOOOOHBLIN OT HATPUSI.

[I[puMeHeHME OJaHHOTO JIEKaPCTBEHHOTO CPeOCcTBa O/ NPOPUIaKTUKU ITHEBMOHUY He
PEKOMEHYETCS, IIOCKOJIbKY OTCYTCTBYIOT COOTBETCTBYIOIINE HaHHbIE KITMHUUYECKUX
UCCJIeOOBAHUMA.

CnoCcoOHOCTH BIIHSITHh Ha CKOPOCTH PEaKIMH [IPH yIIPaBJIeHUH
ABTOTPAHCIOPTOM HJ/IH PadoTe ¢ MeXaHHu3MaMH

He Bnusier Ha C1OCOOHOCTh YIIDABIIATB aBTOMOOMJIEM U II0JIb30BAaThCS MeXaHHU3MaMH.
HpnmeHeHHe B IIepuona ﬁepeMeHHOCTH HJIA KOpDMJICHHsI TPYOBIO

[IpemapaT He IPUMEHSIETCS B TeYEeHUE MEPBLIX TPEX MecCsIeB OepeMeHHOCTH.

[TaumveHTKY, KOTOPhie HaMepeHH 3ab0epeMeHeTh, UIU 3a0epeMeHeNnu, TOJIKHBI
nmpouH@opMupoBaTh 06 3TOM Bpaya.

Be3omacHOCTL mpuMeHeHus Ipu 0ePeMeHHOCTH He YCTaHOBJIeHa, II03TOMY
XKenaTenbHo n3beraTh MPUMEHEHHUS TaHHOTO JIEKapCTBEHHOI'O CPeACTBa BO BpeMs
0epeMeHHOCTH.

Hukakux vcciemoBaHUM Y XKEHIIUH, KOPMSIIUX I'PyObi0, HEe ITPOBOAUIIOCE. [TosaTOMY
crenyeT OBITh OCTOPOXKHBIMM BO BpeMS KOPMJIEHUS T'PYAbIO.

Cnoco®6 IIPHMEHEHHsI A TO3bI

B3pocibeie u mogpoCcTKU cTtapiie 12 net

Lluka npoguaakmuueckoz2o sedyeHuA peyudusupyrouw,ux UHpeKuulu dvixameabHblX
nymetu:



no 1 karmicysie B IeHb HaToIllak B TedeHue 10 mocienoBaTeIbHEIX JHEU B MecsL, 3
Mecsla MOAPALI.

JledueHrEe MOXKHO Ha4YMHAaTh IPU OCTPOU (pa3bl MHPEKINYM ObIXaTEeJIbHBIX IYTEN B
COYeTaHUM C OPYTUMU METOOaMU JIeYeHUs.

HpenapaT ciaenyeT NMpuHUMATb YTPOM HaATOIIIakK.

Ecnu manueHT 3a0bII IPUHSTH IpeIapar, cleayeT IIPUHATH ero Ha CIeayiollee yTpo.
HeTn

B maHHOM OO3MPOBKE MOXKHO IIPUMEHSTH OeTAM cTapiue 12 ner.

Ilepeno3upoBka

He Ha61101a/10Ch Y€TKUX KIMHUYECKUX CUMIITOMOB II€PeN03UPOBKY JIEKapCTBEHHLIM
cpenctBoM. O ciIydasx Iepemo3upoOBKU He CO00IIanoch. B ciydyae mepemo3upoBKU
cremyeT oOpPaTUTHCS K Bpauy.

ITIobouHBbIE peaKIIUuu

[ToGouHBIE SIBJIEHUSI, 0 KOTOPBIX COOOIIANIOCh, KI1acCuPUIIMPOBaHHLIE HUXKE B
cooTBeTcTBUU C MedDRA no cucteMaM OpraHoB M 4acTOTe: OYeHb YacTo (= 1/10),
gacTo (= 1/100 mo <1/10), vegactrie (oT = 1/1000 gmo < 1/100), peakue (ot = 1/10000
mo <1/1000), peokue (<1/10000), Bknno4yass eqUHUYHEBIE ClIydyal, 4YaCTOTa HEU3BECTHA
(Henb3s OLIEHUTD 10 UMEIOIUMCS JaHHBIM).

Co cmopoHbl UMMYHHOU CUCMeMbl: HeYacCTO - peaKIiy TUIepYyBCTBUTEIbHOCTHU
(apuTEMaTO3HLIE BHICHIIIAHUS, TeHepaIn30BaHHAS ChHIIIb, 3pUTEMA, OTEK, OTEK BEK,
OTEK Julla, TepudepruieCKnuil OTEK, IPUIYXIOCTh, IIPUIIYXJIOCTh IUIA, 3y,
reHepaaru30BaHHBIN 3y[, OOBIIIKA).

Co CMOPOHbI H€p6HOlj cucmembl: 9acCTo - TOJIOBHas 00JIb.

Co cmopoHbl ObixamenbHOU cucmembl, 0p2aHo8 2pYOHOU KAemKu U cpedoCmeHuUsi:
YacTo - KallleJb.

Co cmopoHbl dceny0ouHO-KUWe4YH020 MpaKkma: 4acTo - quapesi, 60Jib B JKUBOTE
HEeYacTo - TOIIHOTA, PBOTA.

Co cmOpOHbBI KOJHCU U NOOKOMNCHBIX MKAHeU: 9acCTo - Chlillb, HEYacCTO - KpalluBHUIIA
4acCTOTa HEM3BECTHA - aHTMOHEBPOTUUYECKUU OTEK.

Obw,ue HapyweHus: He4acTo - IIOBHIIIIEHHAasI YTOMJISIEMOCTD; €EANHUYHEIE - TUXOpanKa.



B cnydae OuTEeNbHBIX XKETYTOYHO-KUIIIEYHBIX NI ObIXaTEeIbHBIX PACCTPOMCTB
JledyeHre HeoOXOOUMO NPeKpaTUTh. [Ipu KOXKHBIX peaKIIUsIX JedyeHne TaKxkKe
IIPEePHIBAIOT, TaK KaK 9TH IIPOSIBIIEHUS MOTYT HOCUTh ajlJIEPTUYECKYIO IPUPOOY.

CpoK rogHocru
5 j1eT.
YcnoBusi xpanenusi

XpaHUTh IIPU TeMIlepaType He Bhille 25 °C B OpUTHHAJIBHOU yIIAaKOBKE [JIs 3alllUTHL OT
BJIATH.

XpaHUTh B HEJOCTYIIHOM [JId JeTed MecCTe.
YnakoBKa

ITo 10 kancyn B 6nuctepe, o 1 (10 x 1) unu 3 (10 X 3) 6mucTtepa B KAPTOHHOU
KOpoOKe.

Kareropus ornycka
Bes penenra.
IIpou3Boourenb

Jlek ®apMmanieBTudeckasi Komnanus g. ., CnoBenus / Lek Pharmaceuticals d. d.,
Slovenia (omsemcmaeeHHbIl 3a 8bINYCK cepuu).

MecTOHaXxO0XKIeHHe IIPOMU3BOOHUTEJIA A €ro aapec MeCTa OCylnnieCTBIICHHUASA
oesiTe/JIbHOCTH

BepogmkoBa 57, JTliob6nsHa 1526, CnoBenus / Verovskova 57, 1526 Ljubljana,
Slovenia.

HNcTouyHMK HHCTPYKIIHHA

NHCTPYKIIUS TeKapCTBEHHOTO CPeACTBa B3siTa U3 0QUIIMaTbHOT0 UCTOYHUKA —
['ocymapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEACTB YKpPaUHHI.



http://www.drlz.com.ua/

