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(NOCNEOOBATENBLHOCTE 0002)

OBILIAA XAPAKTEPUCTUKA JTJEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHMUME JIEKAPCTBEHHOI'O ITIPEITAPATA

JlnakomunuH, 250 Mr, Karcymbl.

2. KAUECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB

JelicTBytoliee BEMIECTBO: JIUHKOMHUIIMH.
Kaxnas xancyna cogepxut 250 MIr TMHKOMHIIMHA (B BUIE TUAPOXIOPUAA).

BemectBa, Hamuuume KOTOPBIX HAJ0 YYUTHIBaTh B COCTaBE JIEKAPCTBEHHOIO Ipemnapara: caxap
(caxapo3sa), conHeuHbIit 3akat xenthiil (E110) (cMm. pa3nen 4.4).

ITomubrit IEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPUBCICH B PA3CIIC 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancyebr.

Kancynbsr TBepabie xenatuHoBble Ne 0 ¢ OenbIM KOpIycoM U kenToi Kpelkoi. Copepxumoe
KaIlCyJl — TpaHyJibl 0€JIOro Ui MOYTH OEJIOro LBETa.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusi K IPUMEHEHHIO

[Ipenapar JINHKOMUIIMH MOKa3aH K MPUMEHEHUIO y B3POCIBIX U JIeTel oT 3 1o 18 mer nms nedeHus
OaxkTepuanbHBIX WH(MEKIN, BBI3BAHHBIX YYBCTBUTEIHHBIMU K JUHKOMHUIIMHY MHKPOOpPTaHH3MaMHU
(mpexxae Bcero Staphylococcus spp. u  Streptococcus Spp., 0COOEHHO MHKPOOPTaHHU3MaMH,
YCTONYHMBBIMU K MEHUIIWIITINHAM, a TAaKXKe MPU AIEPTUH K TeHUIIMIUTMHAM):

—  CeICHC,

—  TOJOCTPBIM CENTUYECKUN dHIOKApIUT,

— abcrecc JIerkoro,

—  SMIIKMEMA IUIEBPHI,

—  IUJIEBpHT,

—  OTWUT,

—  OCTEOMHENUT (OCTPBII U XPOHUYECKHUI),

—  THOWHBINA apTpHT,

—  TocJeolnepaloHHble THOWHBIE OCIOXKHEHMS,

—  paneBas UH(peKIus,

—  uHQEKINUU KOXKH U MATKUX TKaHel (muoaepmus, GypyHKyIie3, (paerMoHa, poxka).
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4.2. Pe:xuM 103MPOBaHUS U CIOCO0 MPUMeEHEeHHU s

PexxuM mo3upoBanus

Bspocnvie

Cyrounas no3a s B3pocibix — 1-1,5 1, pazosas — 0,5 r. [IpumensroT 2—3 pasza B IcHb C UHTEPBAJIOM
8-12 gacoB. [IpogomKUTENTFHOCTD JICYCHUS B 3aBUCUMOCTH OT (JOPMBI U TSHKECTH 3a00JICBAHUS
coctaBisieT 7—14 gHel (mpu ocTeomMuenuTe — 3 Heeau U OoJee).

CTHU

Jlemu cmapwe 12 nem
Pexum nosupoBanus Juid neteil ot 12 no 18 ner He oTnuyaercs OT pekMMa J03MPOBAHUS IS
B3pOCIIBIX.

Hemu om 3 nem 0o 12 nem (c maccou mena om 20 xe 0o 40 k)

Cytounas noza — 30—-60 mr/kr. [Ipumensitor 2—3 pasa B ieHb ¢ HHTEpBajIoM 8—12 4yacos.
[TpoIOMmKUTETFHOCTD JICUCHUSI B 3aBUCHMOCTH OT (POPMBI M TSDKECTH 3a00JICBaHHS COCTABIISCT
7—14 nueti (mpu ocTeOMUENTHUTE — 3 HEIeIU U OoJee).

bezonacHOCTh ¥ 3PPEKTHBHOCTh NPUMEHEHHUSI JTUHKOMUIIMHA Yy JIeTei B BO3pacTe J0 3-X JIET Ha
JAHHBIA MOMEHT HE YCTaHOBJICHBI.

Cooco0 nmpuMeHeHunst

BHyTpb.
3a 1-2 gaca 10 el WM yepe3 2—3 gaca 1mocie /b, OOUIBHO 3aIuBasi BOJIOM.

4.3. [TpoTUBONIOKA3AHUA

— T'unepuyBCTBUTENBHOCTD K IMHKOMHUIMHY, KIMHAAMUIMHY WIH K JIFOOOMY U3 BCHOMOTaTeNIbHBIX
BEILIECTB, MIEPEUYHCIICHHBIX B pazzene 6.1.

—  Tsoxenas medeHOYHAs! W/MITH TTOYEYHASI HEIOCTATOYHOCTD.

— Jlepuuur caxapa3pl/M30MajabTa3bl, HENEPEHOCUMOCTb (PPYKTO3bl, IJIIOKO30-TaJaKTO3HAs
MasibabCcopOIHsL.

— bBepemeHHOCTP (32 HCKIIOYEHHEM CIIy4aeB, KOTJa 3TO HEOOXOIUMO TI0 <CKU3HEHHBIMY
MOKa3zaHusM) (cM. pazzen 4.6).

—  Tlepuox rpyaHoro BckapmimBanus (cM. paszaen 4.6).

—  Jlerckuii Bo3pact 110 3 net u Macca tena MeHee 20 Kr (U1 JaHHOW JIeKapCTBEHHOM (hOpMBI).

4.4. OcoOble yKka3aHusl U Mepbl MPEJ0CTOPOKHOCTH NPU NPUMEHEeHUH

C 0CTOPOKHOCTBIO

[Ipenapat JINHKOMUITUH ClieTyeT MPUMEHSTH C OCTOPOXKHOCTBIO MIPH CIIEAYIONINX 3a00JIeBaHUSX

—  rpuOKOBBIEC 3a00JI€BAHUS KOKH, CTU3UCTON 000JI0YKH MOJIOCTH PTa, BIAraInIIa,;

— caxapHblii AuaOer;

—  TEYEHOYHAs/oYeyHast HeJJOCTATOYHOCTh CPEHEN CTENEeHU TSIKECTH;

—  3a00J€eBaHUs KETyI0YHO-KUIIIEYHOTO TPaKTa, 0COOEHHO KOJHTHI, B aHAMHE3¢E,;

—  MHACTEHHS,

— OJIHOBPEMEHHOE MPHMEHEHHE C JIEKAPCTBEHHBIMU MpenaparaMu, OJOKUPYIOIIUMU HEPBHO-
MBIIICYHYIO MPOBOIUMOCTb.
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Oco0ble yKa3aHus

[Tpu IpUMEHEHNU THHKOMHUIIMHA CIIEAYET YUYUTHIBATh O(HUIMAIbHBIC HAI[HOHAILHBIE PEKOMEH JAIIHN
110 Haj:[nencameMy HpI/IMeHCHI/IIO aHTI/I6aKTepI/IaJIbHBIX HpenapaTOB, a TaKXKeE ‘IyBCTBI/ITeJIbHOCTB
MATOr€HHBIX MUKPOOPTraHU3MOB B KOHKPETHOM CTpaHe.

Ha ¢one nnurensHOro NeueHust HeOOXOAMM NMEPUOTNIECKUN KOHTPOJIb aKTUBHOCTHU «II€YEHOYHBIX)»
TpaHCaMHUHAa3 U (YHKIIMU NOYEK (IIPU BBIABICHUHM HAPYIICHUH CIEAYET pacCMOTPETh BO3MOXKHOCTD
OTMEHBI IIpenapara).

Haznauenwne nalueHTaM C II€YCHOYHOH HEAOCTAaTOYHOCTHIO AOIYCTUMO JIMIIb I1O0 <«GKH3HCHHBIM
IIOKa3aHUsAM.

JIMHKOMHIIMH CJeIyeT ¢ OCTOPOKHOCTHIO MPUMEHSTh Y MAllMEHTOB C 3a00JIeBaHUSMU KEITYJ0OUHO-
KHIIIEYHOTO TpPaKTa, OCOOEHHO KOJIMTaMH, B aHamHe3e. [Ipu TOSIBICHWHM TPHU3HAKOB IICEBIO-
MeMOpPaHO3HOT0 KOJUTA (JIuapes, JIEHKOLUUTO3, TUXOPaIKa, 00JIb B )KUBOTE, BbIACIICHUE C KAJIOBBIMU
MaccaMM KpOBM U CJIM3M) B JIETKUX CIIy4asX JOCTaTOYHO OTMEHBI Ipernapata W Ha3HAYCHHS
MOHOOOMEHHBIX CMOJ (KOJNIECTUPAMHUH), B TSDKEJIBIX CIIy4asX IMOKa3aHO BO3MEILEHUE MOTepu
KHUJIKOCTH, JICKTPOJIUTOB U OeJIKa, BAHKOMHUIIMH BHYTPh B cyTO4YHOM 103¢ 0,5-2 T (32 3—4 npuema) B
teyenre 10 nHel wim OGauutparud. [IpoTMBOMOKa3aHO HMpHUMEHEHHUE MPEnapaToB, TOPMO3SILINX
MEPUCTATBTUKY KUILICYHUKA.

.]II/IHKOMI/II_II/IH HC IIOKa3aH g TCpalliukhk MCHHUHIHWTA, IIOCKOJIBKY ¢€ro KOHOCHTpalusd B
CIIMHHOMO3T' OBOM KHUAKOCTH HEJOCTATOYHA JJId JICUCHUA MCHUHIUTA.

He PEKOMCHAYCTCS NPUMCHATH TUHKOMHIUH Y IIAIUCHTOB C CaXapHbIM ,Z[I/Ia6€TOM, 34 HCKIIIOYCHUEM
CJIy4acB OTCYTCTBHA AJIBTCPHATUBHOI'O JICYHCHUA, ITOCKOJBKY OTCYTCTBYIOT aACKBATHBLIC HJAHHBIC O
TCpalliy NalkuCHTOB C OHAOKPUHHBIMHA WUJIU MeTa00INYECKUMU 3a001€BaHUSIMU.

[lepuon moMyBBIBEACHHUS JIMHKOMHUIIMHA MOXXET OBITH YBEJIHUYEH y MAIEHTOB C HAPYUICHUSIMHU
GYHKIMM TIeYeHM W I0YeK, IO3TOMY CleQyeT COOMI0JaTh OCTOPOXKHOCTh IPH HAa3HAYEHUHU
JTMHKOMUIMHA MAIMEHTaM C TIEYCHOYHOM/TIOYEYHON HEeI0CTaTOYHOCTBIO CPETHEH CTETIEHH TSHKECTH
1 KOHTPOJIMPOBATh KOHIICHTPALIMIO JUHKOMHIIMHA B KPOBU BO BPEMs TEPAaMU BBICOKUMH JI03aMH
JMHKOMHIIMHA. Y TaKUX MAaLUEHTOB CIEAYET PacCMOTPETh BO3MOXKHOCTb YMEHBILIEHUS 4YaCTOTHI
BBeJleHUs1 mnpemnapara. [IpuMeHeHne npu TAKEIOM IEYEHOYHOW/TIOYEYHOW HEeJ0CTaTOYHOCTU
IIPOTUBOIIOKA3aHO.

Kax u npu npuMeHeHun Ipyrux NpOTUBOMUKPOOHBIX MPEMapaToB, MU MPUMEHEHNUHN JIMHKOMUITMHA,
OCOOCHHO [UIUTENFHOM, BO3MOXKHO pAa3BUTHE BTOPHUYHON WHGEKIMH, CBS3aHHOM C pPOCTOM
YCTOMYMBBIX K TMpernapary MHKpPOOPraHU3MOB (0COOCHHO TpUOOB), UISI HUCKIIOYECHUS WIIU
MOATBEPKJICHUSI KOTOPOU CIIEyeT MPOBOAUTH MOBTOPHYIO OLEHKY COCTOSIHMS nanueHTta. Eciu Bo
BpeMs Tepaliui BO3HUKAECT BTOpUYHAS MH(EKIHS, CIEAYEeT MPUHITH HEOOXOAMMBIE MEpHI IO €e
JICYEHHUIO.

.HI/IHKOMI/IHI/IH CICAYCT MPUMCHATE C OCTOPOKHOCTBIO Y MAIIMCHTOB ¢ MMCIOIIUMUCS l"pI/I6KOBI)IMI/I
3a6OHeBaHI/I${MI/I, TaKUM MallUCHTAM CIICAYCT TAaKKC HAa3HAYATh HpOTI/IBOFpI/I6KOBYIO TEpaIuro.

[Ipu nprMeHeHnH IMHKOMUIIMHA COO0IAI0Ch O Pa3BUTHH TSAKENbIX OyJIE3HBIX peaKIUN, TAKHX KakK
cunapom CtuBeHca-/[xoHcona. IlanuenToB cienyer MHGOPMUPOBATH O TOM, YTO MPHU PA3BUTUU
KOXHBIX peakUMid W/WIM TOpaKeHUH CIM3UCTBIX 000JI0OUEK HEoOXOAMMO HEMEAJIEHHO
IIPOKOHCYJIFTUPOBATHCA y Bpaya, MPEKIe YeM IPOJOKATh JIEUEHUE JIMHKOMULIMHOM.

[Ipu nprMeHeHnH JINHKOMUIIMHA COO0IIAIOCh O Pa3BUTUH aJUIEPTUUYECKUX PEAKIUil, KOTOPhIE MOTYT
IIPOrPECCUPOBATh 10 KU3HEYTPOXKAIOILIETO COCTOSHUA. B 3THX cCilydasx cluenyeT IpeKpaTUuThb
IIPUMEHEHNE JTUHKOMULIMHA U Ha4aTh IPOBEICHUE COOTBETCTBYIOLIETO JICUECHHUS.
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JIMHKOMUIIMH XapaKTepH3yeTcsl ONOKHPYIONIEH HEPBHO-MBIIICYHOE NMPOBEACHHE AKTUBHOCTBIO H
MOJKET YCUJIMBATh MBILIEYHYIO ¢1a00CTh Y NAllMEHTOB C IICEBONAPATUTUYECKON MUACTEHUEH.

HpI/IMeHeHI/Ie JIMHKOMUIIMHA Y MallMCHTOB C YCTAHOBJICHHBIM IHWArHO30M HCGBIIOHapaJII/ITI/I‘IeCKOI;'I
MHACTCHUHU HC PEKOMCHAYCTCA.

Coobmanocr 0 cioydasix pa3BUTUS HEHTPONECHWW W/WIM JIeHKONEeHUH Ha (OHE JIeUeHUs
JMHKOMHLITHOM, MTO9TOMY BO BpEMs Tepaluu PEKOMEHIYETCs MEePUOIUYECKHI KOHTPOJIb aHalIN3a
KPOBH.

I/IH(bODMaI_II/IH JJIA ITalTMCHTOB C CaXapHbIM ,Z[I/Ia6eTOM

Opnna xancyna coaepxut 0,004375 XE (xneOHbIx equuui). J{ns B3pocibix u gerei crapiie 12 ner
MakcumaibHas cyrounas n1o3a (1,5 ) comepskut 0,02625 XE. Jlst nereii ot 3 et g0 12 set (¢ maccoii
tena ot 20 1o 40 xr) MmakcumaibHast cytounas jno3a (2 r) comepxkut 0,0035 XE.

BcnomoraTenbHbIe BellecTBa

[Ipemapar comepkut caxapo3y. IlammeHTam C peOKo BCTPEYAOLIEHCS HACJEICTBEHHOM
HEMEPEHOCUMOCThI0  (PPYKTO3BI, TIIOKO30-TaJaKTO3HOW ManbaOcopOmuet wunm  JneduuuToM
caxapas3bl-M30MAJIbTA3bl HE CIIEAYET IPUHUMATD JaHHBIN JICKAPCTBEHHBIN Ipernapar.

[Ipenapar comepUT KpacHTellb COJIHEUHbIN 3akaT >kenThiii (E110), KOTOphIi MOXET BBI3BIBAThH
AJUIEPTHUECKUE PEaKIIMU U MOXKET OKa3bIBaTh OTPHUIIATEIHLHOE BIUSHNUE HA AKTUBHOCTh U BHUMaHHUE
JETEMN.

4.5. BzaumojeiictBue ¢ [JPYrHMH JIEKAPCTBEHHbIMHM MNpenapataMd W Jpyrue BHIbI
B3aHMOJEHCTBUSA

AHTaroHum3sM — C DJpUTPOMHUILMHOM, XJIOPaM(PEHHKOJIOM, AaMIMUMJUIMHOM U  JIpYTUMH
OaKTepULUIHBIMI AaHTUOMOTHKAMHU, CHHEPTH3M — C aMUHOTJIMKO3UAMHU.

[IpoTtuBoaMapeiiHbIe JIEKApCTBEHHBIE CPEACTBA CHUKAIOT 3P ()EKT TMHKOMULIMHA (MHTEPBAJl MEXKIY
UX IPUMEHEHHUEM JIOJDKEH COCTaBNIATh HE MeHee 4 yacoB).

VcunmBaer I[CflCTBI/IG JICKAPCTBCHHLIX CPCACTB AJId MHIaAJIIHMOHHOTO HApKO3a, MUOPCIAKCAHTOB U
OIMMOUAHBIX aHAJIBI'CTUKOB, ITOBLIIIAA PHUCK HepBHO-MBIIHeqHOﬁ 6J'IOK3}11>I 1 OCTAaHOBKU JbIXaHUS.

IIpy 0HOBpEMEHHOM NPUMEHEHHWHU C JIMHKOMHUIIMHOM, MHruOuTOopoM m3odepmento P450, cuna
JeWCTBUST TEOQWIIMHA MOXKET YBEJIMYHMBATHCA. B TakoM ciydae TpeOyeTcs CHW)KEHHE J103BI
TeouInHA.

4.6. ®epTHIABHOCTD, 0€PEMEHHOCTD U JIAKTAIUS

bepemeHHOCTD
[Tockonpky gaHHBIE 0 0€30MACHOCTH Tpenapara yisl IIoJa OTCYTCTBYIOT, IPUMEHEHHE TIpenapara

BO BpeMsi OEpEeMEHHOCTH BO3MOXKHO TOJBKO B TOM CiIydae, €ClH MOoJib3a AJS MaTepH MpPEBbIIIAeT
MOTEHIMATbHBINA PUCK JIA IUIOJA.

JlakTaus
B mnepuwon rpyaHOro BCKapMIMBaHUA CIEAYET PEIIATh BOMPOC O MPEKpalleHUd TPYTHOTO
BCKapMJIMBaHUs Ha BPEMsI JICUCHHS IIPENAPATOM.
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4.7. BiusinMe Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpeACTBaMH M padorarh C
MeXaHNU3MaMu

[Ipu mpuMeHeHNN TMHKOMUIIMHA HEJIb3sl UCKIIIOUUTh BEPOSTHOCThH MOSIBICHUS TOJIOBOKPYKEHUS U
pacciablieHus CKeJeTHOW MYCKYJIaTypbl, MO3TOMY BOXKICHHE aBTOTPAHCIIOPTAa W APYTHE BHIBI
NEeSTENbHOCTH, TPEOYIOIINE MOBBIIICHHOTO BHUMAHUS U CKOPOCTH PEAKIIUU, HE PEKOMEHTYIOTCSI.

4.8. HexenarebHbIe PeaKIuu

Pe3romMe HexenaTenbHBIX PEAKIIN

Hapywenus co cmoponvl Kpoeu u aumgpamuueckol cucmemvl: OOpaTUMBbIE JIEHKONEHUS,
TPOMOOLIUTONIEHUYECKAsT MypIypa, HEUTPONEHUs, arpaHyJIoOlMTO3, arulacTUuecKass aHeMHus |
MMaHLUTOIICHUS.

Hapywenus co cmoponvl ummyHHot cucmemvl. aHTUOHEBPOTUYECKHUM OTEK, aHa(uUIaKTUYECKUI
0K, CBIBOPOTOYHAS 0OJIC3Hb.

Hapywenus co cmoponwl opeana ciyxa u nabupunma: 1yM B yllax, BEpTHUTO.

Hapywenus co cmopoHwvl diceny0oyHo-KumeuHo2o0 mpaxma: TOIIHOTa, PBOTa, Auapes, OOib B
JKUBOTE, 3yJl aHyCa, IJIOCCUT, CTOMATUT; IPHU JJIUTEIbHOM MPUMEHEHUN — KAHJIU03 KEITYI0YHO-
KHILIEYHOTO TPAKTa, ICEBIOMEMOPAaHO3HBIN KOJIHT.

Hapymenuﬂ CO CNnOpOHbL neyYeHu u ofceﬂueebleodﬂmux nymeﬁ KCIITyXa, TpaH3UuTOpHAasA
FI/IHep6I/IJII/Ip}I6I/IHCMI/IH, MOBBIIICHUC AKTUBHOCTH KIICUCHOYHBIX) TpaHCAMHWHA3.

Hapywenus co cmoponsi Kodcu u NOOKOHCHbIX mKaHell: 3yJl, KpamuBHHIIA, CBIIIb, SKC()OIMaTHBHBIN
WM BE3UKYJIOOYIUIe3HbIH 1epMaTut, MHOroopmHas sputema (cuaapom CtueHca-/[’KoHCOHA).

Hapywenus co cmoponvl nouex u mouegvlo0sauux nymeii: HapyuieHue pyHKIMU [ToYeK (a30TeMus,
OJIUTYPHSL, IPOTEUHYPUS).

Hapywenus co cmoponvl penpodykmugHoii cucmemvl U MOIOYHBIX dHcene3: TPUOKOBbIEe NMHPEKIUN
TeHUTAJIHLHOTO TPAKTa, BATHHUT.

B cinyuyae BO3HUKHOBEHUS HEXKENATEIbHBIX PEAKLIUN ClelyeT 00OpaTUTHCS K Bpayy.

Coo011eHre 0 ToA03PEBAEMbBIX HEXKEIATESIHHBIX PEAKIIHIX

Baxxno coo0mate 0 TMOAO3pEBAaEMBIX HEKEIATENbHBIX PEAKIUSX TIOCIEe PEeTUCTpaluu
JICKapCTBCHHOTO TIperapara C Ielbl0 O0CSCICUeHUs HENMPEPHIBHOTO MOHUTOPHHTA COOTHOIICHUS
«MoNb3a — PHUCK» JIEKAPCTBEHHOTO Tpenapara. METUIIMHCKAM pa0OTHHUKAM pPEeKOMEHIYeTcCs
COO00IIATh O JIOOBIX MOI03PEBACMBIX HEXKEIATSIIbHBIX PEaKIHIX JIEKAPCTBEHHOTO TIperapara uepe3
HAI[MOHATIbHBIE CHUCTEMBI COOOIICHHI O HEeXeNaTeNbHbIX peaklUsaX TOCyIapcTB — YJICHOB
EBpazniickoro 5KOHOMHUYECKOTO COKO3a:

Poccutickas @enepanus

®denepanpHas cayx0a o Haa30py B chepe 3apaBoOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBsiHCKast TUIoIIab, a. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnektponHas nmouta: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru
Caiit: www.roszdravnadzor.gov.ru


mailto:pharm@roszdravnadzor.gov.ru
http://www.roszdravnadzor.gov.ru/
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4.9. Tlepeno3upoBka
CumMnromsl
Bo3MoxHO ycuiieHre 10303aBUCUMBIX TTOOOYHBIX 3PHEKTOB.

JleueHue
[IpombiBanme xenmyaKa, IPUEM aKTUBUPOBAHHOIO YTJIsl, CHMIITOMATHYECKasl Tepamusi.

Crnenuduyeckoro aHTUI0Ta HET.

IInoxo YAATACTCA IIPpU I'EMO- U IICPUTOHCATIBHOM UAJIU3C.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoaMHaMHYecKHe CBOlicTBA

CDapMaKOTCpaHeBTI/I‘ICCKaH rpy1ma. aHTI/I6aKTepI/IaJIBHBIe cpeacrea  CHUCTCMHOI'O HeﬁCTBHH;
MakKpOJIHUJabl, TUHKO3aMHHBI U CTPCIITOrPAaMHHBI; TMHKO3aMH/IbI.

Kox ATX: JO1FFO2.

MexaHu3M JIeHCTBUS U (hapMaKoAMHAMHYECKHE YP(hEKTHI

AunTHOMOTHK, TpoxyIMpyembiii Streptomyces lincolnensis, okaspiBaeT OaKTEPHOCTATHYECKOES
neiicreue. [logaBisier OEIKOBBIM CHHTE3 OAKTEpUi BCIEACTBHE O0paTuMOro CBs3biBaHusA ¢ 50S
CyObeMHHIICH puOOCOM, HapyIIaeT 00pa30BaHKE TICTITUIHBIX CBS3CH.

Yyscmeumenvuor  IN Vivo:  Staphylococcus aureus  (NEHUIMJUIMHA30MPOLYLIUPYIONHE |
Henpoaylupyrolue mrammbl), Staphylococcus epidermidis, Streptococcus pneumoniae.

Yyscmeumenvhvl IN VIro: a’poOHbIC T'PaMIIONIOKUTEIbHBIE MHUKPOOpPraHu3Mbl — Streptococcus
pyogenes, Streptococcus spp. rpymmser Viridans, Corynebacterium diphtheriae, anaspoGHbie
rpaMITOJIOKHUTENIbHBIE MEKpOoOpranu3mbl — Propionibacterium acnes, Clostridium tetani, Clostridium
perfringens.

DddektuBen B otHouieHuu Staphylococcus Spp., yCTOWUYMBBIX K NMEHUIWLIMHY, TETPALUKIUHY,
xJ0paM(pEeHUKOITy, CTPENTOMUIIUHY, 1edanocmopuram (30 % Staphylococcus spp. ycToW4mBBIX K
SPUTPOMHIINHY UMEIOT MEPEKPECTHYIO YCTOWIMBOCTD K TMHKOMUITUHY).

He netictByet na Enterococcus spp. (B 1. 4. Enterococcus faecalis); Neisseria gonorrhoeae, Neisseria
meningitidis, Haemophilus influenzae u ap. rpamoTpunaTenbHBIC OAKTEPHH, & TAKIKE TPUOBL, BUPYCHI,
IIpOCTENIINE.

OntuMyM JIeiCTBHsI HaXOUTCs B IeouHoi cpene (pH 8-8,5).

YcTOWYMBOCTh K JMHKOMHIMHY pa3BUBAaeTCs MeEUIEHHO. B BbICOKMX J03ax oOiagaer
OaKkTepuIUIHBIM 3 dexTom.

CyliecTByeT nepekpecTHasi pE3UCTEHTHOCTh MEXKAY TUHKOMULIMHOM M KJIMHIAMUIIUHOM.

5.2. GapMaKOKHHeTHYECKHE CBOHCTBA

AOGcopOrtus
AbGcopomms — 3040 % (mpueM mHIIM 3aMelyIsieT CKOPOCTh U CTENEeHb BcachiBaHWsl). Bpems

JTOCTHKEHHUS. MAaKCHMAIIbHOM KOHIIeHTpaluu rnpemapara B miazme (TCmax) — 2-3 gaca.
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Pacnpenencuue

Xopouo NpOHUKAeT B TKAaHH JIETKMX, [1€YEHH, MOYEK, Yepe3 IUIalleHTapHbIi Oapbep, B TpyaHOE
MOJIOKO. B BBICOKMX KOHILIEHTpAlMsX OOHApYyXHMBAaeTCsS B KOCTHOW TKaHM M cycraBax. Uepes
reMaTosHIepanuueckuii Oappep JUHKOMUIMH TIPOHMKAET HE3HAUYUTENIbHO, [P MEHUHIHUTE
MPOHHUIIAEMOCTh TOBbImaercsa. ONHAKO KOHLEHTpPAIMM JHHKOMHUIIMHA B IlepeOpOoCUHATBbHON
KHUJKOCTU HENOCTATOYHBI JIS1 JICUEHUS] MCHUHTUTOB.

Buorpancdhopmars
MeTabonu3upyeTcs B ICYCHHU.

ONUMUHALMSA
[Tepro TMOYBBIBEICHUS COCTaBJSET OKOJIO 5 4. BBIBOAMTCS B HEM3MEHCHHOM BHJC W B BHJIC

META0OJIMTOB C KETYBIO U TOYKAMH.

JInna nmoxusIoro Bo3pacra
@dapMaKOKMHETHKA Yy JHIl TOXHIOTO BO3pacTa ¢ HOPMaJIbHOH (YHKIMEW TMEYeHH H TOYeK
COOTBETCTBYET (papMaKOKMHETUKE B3POCIbIX MAI[UEHTOB.

TloyeyHas HETOCTATOYHOCTD
[Ipu 3aboneBaHMSIX TMOYEK IMEPHUOJI MOTYBBIBEICHUS YBEIWYMBACTCS, OTMEUAETCs 3HAYMTENbHas
WHIVBUAyATbHAS BapUaOEIbHOCTh JUHAMHUKY KOHIICHTPAINH JTUHKOMHIIMHA B TTa3ME KPOBH.

[lpy modeyHOW HETOCTATOYHOCTH (TEPMUHAIBHAS CTaaWs) MEPUOJ TIOJNYBBIBEICHUS paBEH
10-20 wacam, npu HapymeHUsIX GYHKIUHU TeYeHn — 8—12 gacam.

IleyeHOYHAs HETOCTATOYHOCTD
HpI/I 3a00JICBaHUSX IICUCHU nepruoa IMOJYBBIBCACHUA YBCIUMYMUBACTCA, OTMCUACTCA 3HAYUTCIIbHAA
HHAWBHUYyaJIbHAA BapI/Ia6eJ'IBHOCTB JAWHAMHWKH KOHOCHTpAIMU JIMHKOMUIIMHA B IIJIa3MC€ KPOBH.

6. PAPMAIIEBTUUYECKUE CBOMCTBA
6.1. [lepeyeHb BcnoMOraTesibHbIX BellleCTB
Kpaxman xaprodenbHbiii

Caxap (caxapo3a)

Kopnyc xancyJsr:
Tutana nuoxcun (E171)
XKenarun

Kprlka xancynbl:

Turana quokcun (E171)
Conneunslii 3akat xentoiil (E110)
XuHonuHOBBIH xkenToiil (E104)
Kemnarun

6.2. HecoBMecTUMOCTH

He mpumennmo.



6.3. Cpok roaHocTu (CPOK XpaHeHus)
4 rona.
6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

Xpanuth npu Temneparype He Bbime 25 °C. XpaHWTh B OPUTHHAIBHOW yMakKOBKE (Ta4ke) st
3alllUTHI OT CBETA.

6.5. XapakTep u coaep:KaHue YNIAKOBKH

10 kamcyn B KOHTYPHYIO SYEHKOBYIO YIAKOBKY W3 IUICHKH TOJUBUHWIXJIOPUAHON U (honbru
ATIOMUHHEBOM NI€YaTHOM JJaKUPOBAHHOM.

20 xamncyn B OaHKy CTEKISIHHYIO JJIsl JieKapcTBeHHBIX cpenctB tuna bTC-30 ¢ TpeyronbHbIM
BEHUMKOM, YKYITOPEHHYIO KPBIIIKOH MOJIUITUICHOBOH HATATHBAEMON.

CB00OIHOE TTPOCTPAHCTBO B OAHKE 3aMOTHSIIOT BATOW MEAUIIMHCKONW THTPOCKOITUYECCKOM.

Onny 6aHKy, 1 mnu 2 KOHTypHBIE TYEHKOBbIE YIIAKOBKU BMECTE C MHCTPYKIMEN O MEIUIIUHCKOMY
MIPUMEHEHHUIO ITOMEIAOT B MAYKy U3 KapTOHA.

6.6. OcoOble Mepbl NMPEIOCTOPOKHOCTH NMPH YTHIU3ANUH MCIOJIb30BAHHOIO JIEKAPCTBEHHOT 0
npenapara MM OTXO0J0B, MOJYYEHHBIX MOC/€e NMPUMEHEHHUsl JIEKAPCTBEHHOr0 Mmpenapara, u
Apyrue MaHUIYJISIIMHU € NpenapaToM

Oco0ble TpeOOBaHUsI OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAIIMOHHOTI'O YIOCTOBEPEHU S

Poccuiickas @enepanns

000 «ITPOMOME/] PYC»

Anpec: 129090, r. MockBa, mpocniekT Mupa, nom 13, ctpoenue 1, opuc 13
Tenedon: +7 (495) 640-25-28

DnexTpoHHas nmouTa: reception@promomed.pro

7.1. IlpeacTaBuTeb AeprKATEJIs] PErHCTPALMOHHOIO YI0CTOBEPEHHUS

[IpeTen3un moTpedbuTeNel HAPaABIATH MO aAPECy:

Poccuiickas @enepanns

000 «(ITPOMOME/]] PYC»

Anpec: 129090, r. MockBa, mpocriekT Mupa, 1om 13, crpoenue 1, opuc 13
Tenedon: 8 800 222 95 63; 8 800 777 86 04 (kpyriIOCYyTOUHO)
OnekrponHas nmouta: hot_line@promomed.pro

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUS


mailto:hot_line@promomed.pro
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9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI' O ITPEITAPATA
JlexapcTBeHHBIH MpenapaT OTHOCUTCS K KaTErOPUU OTITYCKa MO peenTy

OOmiast XxapakTepuCTHKa JIEKApCTBEHHOTO mpenapara JIMHKOMUIIMH JAOCTyIIHAa B €IMHOM pPEecTpe
3apCrUCTPUPOBAHHEBIX JICKAPCTBCHHBLIX CPEACTB EBpaSHfICKOFO JKOHOMHYECKOI'O COK3a U Ha
ounmansHOM caure YIIOJIJHOMOYEHHOTO opraHa (3xcnepTHOM OpraHM3aliM)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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