COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 18.12.2023 Nz 26508

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHGFO TIPERAPATA 1001

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITAPATA
JINMHKOMMUIINH BEJI®APM, 250 mr, KancyJisl.

2. KAUECTBEHHBIM 1 KOJITMYECTBEHHBIA COCTAB

JelcTByrolee BENECTBO: JIMHKOMHUIIUH.

Kaxnas kancyna comepxut 250 Mr THHKOMHIIMHA (B BUE THAPOXIJIOPH/IA).

BcrniomoratenbHble BelecTBa, HaJM4KWe KOTOPBIX HAIO YUUTHIBATh B COCTABE JIEKAPCTBEHHOIO
npernapara: caxaposa, KpacuTellb COJTHEUHBIN 3aKaT JKeJIThIN (cM. pasaenst 4.3, 4.4.).

[TonHbIl epedeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kancynbl.
TBepabie xenatnHoBble Karcyibl Ne 0 ¢ 6eJbIM KOPIIyCOM U YKEJITOM KPBIIEUKOH.

COI[ep)KI/IMOG KarcyJ — IOpOoIIOK 0ejoro OBETA.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusl K IPUMEHEHHUIO
o bakrepuanbHble  MH(EKIMM, BbI3BaHHbIE  YYBCTBUTEIBHBIMM K  JMHKOMHUIMHY
MHUKpoopranusMamu (mpexae Bcero Staphylococcus spp. u Streptococcus spp., 0CoOeHHO
MHUKPOOpPTraHU3MaMH, YCTOWYMBBIMH K IEHULIMIIIMHAM, a TAaKXKe IPU aJUIEPTru K NeHULIMITMHAM):

- CEIICHC;

- MOOCTPBIM CENTUYECKUI SHIOKAPIUT;

- abcrecc J1erkoro;

- AMIMEMa IJIEBPBI;

- IJIEBPUT;

- OTUT;

- OCTEOMUEINHUT (OCTPBIN M XPOHUUYECKHIA);

- THOMHBINA apTpHUT;

- II0CJIEONIEPALIMIOHHBIE THOWHBIE OCIIOKHEHMS,

- paHeBasi HHGEKINS;

- MH(]EKINN KOXKHU U MATKUX TKaHel (muoaepmus, GypyHKyses, iermona, poxa).
4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

PexuMm no3upoBaHus
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Cyrounas no3a jisi B3pocisix — 1-1,5 r, pazoBas — 0,5 r. I[lpumensitor 2-3 pa3a B JeHb C
uHTEepBAIOM 8—12 yacoB. IIpoI0omKUTENBHOCTD JI€YEHUS B 3aBUCUMOCTH OT (POPMBI U TSHKECTU
3a00JjIeBaHus COCTaBIsAET 7—14 nHeli (pu ocTeoMHETUTE — 3 Heaeau u Oosee).

eTH
Jlemu cmapwe 12 nem
Pexxum noszupoBanust nns nereit ot 12 no 18 et He oTauYaeTcs OT pexuma J103UPOBAHUS IS
B3POCIIBIX.
Jlemu om 3 nem 0o 12 nem (c maccou mena om 20 ke 0o 40 ke)
Cyrounas no3za — 30-60 mr/kr. Ilpumenstor 2-3 pa3a B JeHb ¢ UHTEepBaJoM 8—12 4Yacos.
[Tpog0IKUTETHHOCTD JICYEHUSI B 3aBUCUMOCTH OT ()OPMBI U TSDKECTH 3a00JIEBaHUS COCTABIISET
7—14 nueli (mpu ocTeoMUENHTE — 3 HEeau U OoJee).
bezonacHocTh 1 3¢ (HeKTUBHOCTH MPUMEHEHHSI TMHKOMUIIMHA Y JIeTeil B Bo3pacTe A0 3-X JIeT Ha
JTAHHBI MOMEHT HE YCTaHOBJICHBI.

Cnoco0 npuMeHeHus

Bnytps.

3a 1-2 yaca 10 eabl WiIx 2—3 yaca Hocie ebl, 00MIBHO 3aluBas BOJIOM.

4.3. [IlpoTuBONOKA3aAHMUS

- ['unepuyBCTBUTENFHOCT, K JIMHKOMHULMHY, K KIMHAAMUIMHY WIX K JIO0OMYy U3
BCIIOMOTATEJIbHBIX BEIIECTB, MEPEUNCICHHBIX B pasjene 6.1.

- Tspxenast neueHOYHAS W/WIIK TIOYeYHast HEOCTaTOYHOCTb.

- Hedunut caxapa3sl/m30MalbTa3bl, HEIEPEHOCUMOCTD (DPYKTO3BI, TIIFOKO30-TaTaKTO3HAs
Majba0bcopOIus (Tak Kak mpernapar COACPKUT caxaposy).

- BepemeHnHOCTh (32 MCKIIIOYEHHEM CITy4aeB, KOT/Ia 3TO HEOOXOAMMO IO (OKH3HEHHBIMY
MIOKa3aHHSIM).

- [lepuon TpyIHOTO BCKApMITHBAHUS.

- Herckuii Bo3zpact 1o 3 neT u macca Tena mMeHee 20 Kr (Ui JaHHOM JIeKapCTBEHHOU
(bopMbI).

4.4. OcoOble ykazaHusl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBLIO

- ['pubKoBBIE 320051€BaHUS KOXKH, CTH3UCTON 000JIOUKH MOJOCTH PTa, BIAraluIIa.
— CaxapHblii muaber.

- [TeyeHouHast/IOYeUHAS HEAOCTATOYHOCTD CPETHEH CTCTICHH TSKECTH.

- 3aboneBaHus KeTyI0YHO-KUIIIEYHOTO TPAKTa, 0COOEHHO KOJIUTHI, B aHAMHE3E.

— Muacrenus.
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HEPBHO-MBIIICYHYIO IIPOBOJUMOCTD.

Oco0ble yKa3auusg

[Ipy npUMEHEHWH JIMHKOMHIIMHA CJIEIyeT YYHUTHIBaTh OQUIMAIBHBIE HAI[MOHAJIHHBIC
PEKOMEH/IAlMU 10 HaJUIeKAIEMy MPUMEHEHUIO aHTHOAKTEPUANBHBIX IPENapaToB, a TaKkKe
YyBCTBUTEIHLHOCTh MTATOTCHHBIX MUKPOOPTaHU3MOB B KOHKPETHOM CTpaHe.

Ha ¢one mmurenpHOro JedYeHHS HEOOXOAMM TMEPUOIUYCCKUN KOHTPOJIb AKTHBHOCTHU
«MEYEHOYHBIX» TpaHCaMWHA3 W (yHKIMM mMOYeK (IpH BBISIBICHUM HApPYIICHUN CIEayeT
paccMOTpeTh BO3MOXKHOCTh OTMEHBI IIperapara).

Ha3nauenue manueHTaM ¢ IEYeHOYHON HEIOCTATOYHOCTBIO JIOITYCTUMO JIUIIIb 110 «OKM3HEHHBIM)
MOKA3aHUSIM.

JIMHKOMMUIIMH CIIEAYET C OCTOPOKHOCTHIO IPUMEHSTH Y MAIIMEHTOB C 3a00JIEBAHUSIMU JKEITYI0YHO-
KUIIEYHOTO TPaKTa, OCOOCHHO KOJMTaMH B aHamHe3e. [Ipu TMOsSIBICHHHM TPU3HAKOB TICEBIO-
MeMOPaHHOTO KOJIUTA (inapes, JICUKOIUTO3, TUX0paaKa, 00Jb B )KUBOTE, BHIICICHHUE C KAJIOBBIMU
MaccaMu KPOBH M CIIU3W) B JICTKUX CIy4dasX JOCTATOYHO OTMEHBI Iperapara W Ha3HaYCHUE
MOHOOOMEHHBIX CMOJ (KOJECTHpaMHUH), B TSDKEIBIX CIIydasx IMOKAa3aHO BO3MEIICHHE MOTEpHU
JKUJIKOCTH, DJIEKTPOJIMTOB M O€Nka, BAHKOMHUIIMH — BHYTpPb, B cyTo4yHOM no3e 0,5-2 r (3a 3—4
npuema) B TeueHuu 10 nmHeit wim OanutparuH. [IpoTHBONOKa3aHO NMPUMEHEHHUE IMpEnapaTos,
TOPMO3SIIIUX MEPUCTATBTHKY KUIIICYHHKA.

JIMHKOMWIIMH HE II0Ka3aH JUIsl TEepalmuud MEHWHTUTA, TIOCKOJIbKY €ro KOHIICHTpalus B
CITUHHOMO3TOBOM KHJIKOCTH HEIOCTATOYHA JUIS JICUCHUS MCHUHTHTA.

He pexkomMenayercs OpUMEHSTh IJIWHKOMHUIIMH Y TAIMEHTOB C caxXxapHbIM JuabeToM 3a
UCKITIOYCHHEM CIIy4aeB OTCYTCTBHUSI allbTEPHATUBHOTO JIEYEHHS, MOCKOIBKY OTCYTCTBYIOT
aJcKBaTHBIC JAHHBIC O TEPANHWH IMAMEHTOB C OJHIOKPUHHBIMA WM METa0OINICCKUMU
3a00JIEBaHUSIMH.

[Tepron monmyBbIBEICHUS TMHKOMHIIMHA MOXET OBITh YBENIMYEH Yy MAIIMEHTOB C HapYUICHUSIMHU
GYHKIIMM TI€YeHH M TIOYEeK, MOITOMY CIEeNyeT COOMI0AAaTh OCTOPOXKHOCTh MPH HAa3HAYCHHUH
JTUHKOMHIIMHA TAIUEHTaM C TICYCHOYHOMN/TIOYCYHON HEJIOCTATOYHOCTRIO CPEIHEH CTeleHn
TSDKECTH M KOHTPOJIMPOBATH KOHIICHTPAITUIO TUHKOMHIIMHA B KPOBH BO BPEMSI TEPAITHH BHICOKUMHU
J03aMH JIMHKOMHUIIMHA. Y TaKWX MAIlMeHTOB CJIEeIyeT pacCMOTPETh BO3ZMOKHOCTh YMEHBILICHUS
YacTOTHl BBEACHHs TMpemapaTta. [IpuMeHeHHWe TpuU  TsDKETOW  NEYeHOYHOM/TMOYeYHON
HEJ0CTAaTOYHOCTH ITPOTHUBOIIOKA3aHO.

Kak ®w mnpu TnpUMEHEHWH APYruX MPOTHBOMUKPOOHBIX TIPErmapaToB TMPH TPUMEHESHUHU
JTUHKOMHIIMHA, 0COOCHHO ITTUTEILHOM, BO3MOYKHO Pa3BUTHE BTOPUYHON WH(EKIIUU, CBI3aHHOM C

POCTOM yCTOMYMBBIX K Mpenapary MUKPOOPTaHU3MOB (OCOOEHHO TrprOOB), AJSl UCKIIOUEHUS U
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BpeMsl Teparnuy BO3SHUKACT BTOpUYHAS HH(EKIMS, CIeAyeT MPUHATh HEOOXOIMMBIE MEPHI 1O €€
JICUCHUIO.

JIMHKOMUIIMH clielyeT IPUMEHATH C OCTOPOKHOCTHIO Y MAIUEHTOB C UMEIOITUMHUCS TPHOKOBBIMH
3a00JIeBaHUSMH, TAKMM TAI[UEHTaM CJICIYET TaK)Ke Ha3HA4YaTh MPOTHBOTPUOKOBYIO TEPAITHIO.
[Tpu mpuMeHEHNH TMHKOMUIIMHA COOOIIAIIOCH O PA3BUTUHU TSIKENBIX OyJUIC3HBIX PEaKIIHid, TAKUX
kak cuHapom CrtuBeHca-/[xoHcona. [lanmueHToB crnexyer WHGOPMHpPOBATH O TOM, YTO TMPHU
Pa3BUTHHU KOXKHBIX PEAKIMH W/UITN MOPAKEHUH CIM3UCTHIX 000JI0YEK, HEOOXOIMMO HEMEIJICHHO
MIPOKOHCYJILTUPOBATHCS y Bpaya Mpekie, YeM MPOI0JKATh JICUCHUE THHKOMHUIIMHOM.

[Tpr mpUMEHEHUH JIMHKOMUIIMHA COOOMIAIOCh O Pa3BUTHUU AIUICPTHYECKHX PEAKIUN, KOTOPBIC
MOTYT MPOrPEeCCUpPOBaTh A0 KU3HEYIPOXKAIOUIEro COCTOsiHUS. B 3TUX ciydasx crienyer
MPEKPATUTh IPUMEHEHHUE IMHKOMUIIMHA U Ha4aTh MIPOBEJIEHUE COOTBETCTBYIOIIETO JICUCHHUSI.
JIMHKOMHIIMH XapaKTepu3yeTcsl OJIOKUPYIOIIEH HEPBHO-MBIIIEYHOE MTPOBEICHNUE AKTUBHOCTHIO U
MOXXET YCHJIUBATh MBIIICUYHYIO CJIA0OCTh Y MAIMEHTOB C ICEBAONAPAIUTHUYECKOM MUACTECHUEH.
[IpumeHeHre TMHKOMUIIMHA y TTAIIMEHTOB C YCTAHOBJIEHHBIM JINarHO30M IICEBIONAPATTUTUYECKON
MHUACTCHUH HE PEKOMEHyeTCsl.

CooOmanioch 0 cimy4yasix pa3BUTHS HEUTPONEHMHM W/WUIU JIEUKONEHWH Ha (OHE JIeUeHHS
JTUHKOMUIIMHOM, TI0O3TOMY BO BPEMsI T€pAIlUU PEKOMEHIYETCS IEPHUOIUUECKUI KOHTPOJIb aHaIn3a
KpPOBHU.

Opna kancyna coaepxut — 0,004375 XE. Jlns B3pocibix u aeren crapuie 12 jet MakcuMasibHas
cyrouHas no3a — 1,5 r comepxur 0,02625 XE. Jlnsa neteit ot 3 met g0 12 (¢ maccoit Tena ot
20 xr 1o 40 kT) MaKcUMaNIbHas cyTodHas o03a — 2 r comepxkut 0,0035 XE.

BcnomMorarennHble BellecTBa

IIpenapar coxepKUT B CBOEM cocTaBe caxaposy. [lanmmeHram ¢ peako BeTpedarouieics
HaCJIE/ICTBEHHON HENEpPEeHOCUMOCTBIO (PPYKTO3bI, TIFOKO30-TaJIAKTO3HON ManbabcopOruei mim
neUIUTOM caxapa3bl-M30MajIbTa3bl HE CIEyeT IPUHUMATh 3TOT IIpenapar.

IIpenapar comepKUT KPACUTENb COJHEYHBIM 3aKaT KENTbIA. MOXKET BBI3BIBATH AJUIEPIrUYECKUE
peakuuu.

4.5. B3amMmopeiicTBHe ¢ JPYTHMH JICKAPCTBEHHBIMH IpenaparamMM M JApyrue BHABI
B3aHMO/1eiCTBUA

AHTaroHu3M — C DJPUTPOMHULHUHOM, XJOpaM(PEHUKOJIOM, aMIOUIIIMHOM U APYTUMHU
OaKTepUIIMIHBIMU AaHTUOMOTUKAMHU, CHHEPTU3M — C AMUHOTJIMKA3HIaMH.

[TpoTuBOAMAapeiiHbIe JTEKAPCTBEHHBIE CPEJCTBA CHIDKAIOT PUCK AP PEKT TUHKOMUIIMHA (MHTEpBaJ
MEXly X TPUMEHEHUEM JI0JKEH COCTaBJISATh HE MeHee 4 4acoB).

YcunuBaer HeﬁCTBHe JICKAPCTBCHHBIX CPEACTB MJIA MHTAJIHMOHHOTO HAPKO3a, MUOPECIaKCAHTOB
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JIBIXaHUS.

[Tpu 0THOBpEMEHHOM NMPUMEHEHUH C TMHKOMUIIMHOM, HHTHOUTOpOM u3odepmentoB P450, cuna
NefcTBUs TeOPUIUIMHA MOKET yBEJIMYMBaThCs. B TakoMm ciydae TpeOyeTcs CHMXKEHHE J103bl
TeopUIUTHHA.

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTD M JIAKTALMSA

bepemenHoOCTD

[TockonbKy faHHbIe 0 6€30M1aCHOCTH IpenapaTa JUls IU101a OTCYTCTBYIOT, IPUMEHEHHE Ipernapara
BO BpeMsi OEpEMEHHOCTH BO3MOYKHO TOJIBKO B TOM CJlydyae, €CiM 10JIb3a JUIsl MaTepy MPEBbIIIACT
MOTEHUUAIBHBIA PUCK JUIS IUIOJA.

JlakTanus

B nepuon rpyaHoro BcKapMIIMBaHUS CJENyeT PELIMTh BONPOC O NPEKpalleHUH IPyJHOTrO
BCKapMJIMBaHMs HA BpeMs JICUEHUs IpenapaToM.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJAATH TPAHCHOPTHBIMH CpeJICTBaAaMH M padorarh ¢
MeXaHH3MaMH

[Tpy npuMeHEeHUH JIMHKOMMLIMHA HEJlb3s1 UCKIIIOUUTh BEPOSTHOCTD MOSBIECHUS TOJOBOKPYKEHUS
U pacciiabiieHus CKeJIETHON MYCKYJaTyphl, IO3TOMY BOXAEHUE aBTOTPAHCIOPTA U JPYTrue BUIbI
NeSITeIbHOCTH, TPEOYIOIINE TOBBIIICHHOTO BHUMAHUS M CKOPOCTH PEAKIIUH, HE PEKOMEHIYIOTCS.
4.8. HexenarejibHbIEe peakuuu

Pe3roMe HexkenaTeIbHBIX PeaKIUN

Hapywenus co cmopoust Kposu u Jaumgamuueckou cucmemvl. OOpaTUMble JIEHKONEHHUS,
TPOMOOLIUTONIEHNYECKas Myprypa, HEUTPONEHMs, arpaHyJIOLUTO3, aIulacTUYecKass aHeMUus U
MaHIUTONCHUSI.

Hapywenus co cmopoHbl UMMYHHOU CUCHeMbl: aHTHOHEBPOTUYECKUN OTeK, aHa(pUIaKTHUECKHUH
IIOK, CBIBOPOTOYHAs 0OJIE3Hb.

Hapywenus co cmoponvl opeana ciyxa u 1abupurnma. IIyM B yIIax, BEPTUTO.
Kenyoouno-kuweunvle Hapywienus: TOIIHOTA, PBOTA, Auapes, OOIb B KHMBOTE, 3yJ aHyca,
IJIOCCUT, CTOMATHUT; TIPU JJIUTEIBHOM IIPUMEHEHUH — KaHINUI03 JKEIIyJ0YHO-KUIIIEYHOI'O TPAKTa,
NICEBIOMEMOPaHO3HBIH KOJIHT.

Hapywenusi co cmopoHbl neuenu u JHCenuesulgooAwux nymei: SKEIATyXa, TPaH3UTOpPHAs
rUNepOMIUpyOMHEMHUS, TOBBIILIEHUE AKTUBHOCTH «II€YE€HOYHBIX» TPAHCAMUHA3.

Hapywenusa co cmoponbl Kodicu U NOOKOJCHBIX MKaHeu: 3yJll, KpaluBHHULA, CbIIb,
9KC(HOIMATUBHBIA WM BE3UKYJIOOYJUIE3HBIH JepMaTHT, MHOro(opMHas spuTemMa (CHHAPOM

Crusenca-/>xoHcoHa).
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Hapywenus co cmoponvt nouvex u Moqeebzeoaﬂu;ux':m;%&%%ﬁﬂ%%;%&ﬁ&ﬁ: Utduex

(a3oreMusi, OIUTYpHUsl, IPOTEUHYPHS]).
Hapywenus co cmoponst penpooyKmueHotl cucmembvl U MOJIOYHBIX dcesie3: TPUOKOBbIe MH(EKIINN
TEeHUTAIBLHOTO TPAKTa, BATUHUT.

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmare 0 TOJ03PEBACMBIX HEXKENATENBHBIX PEAKIUSAX IOCIIe PETUCTPalluu
JICKapCTBEHHOTO TIperapara ¢ meibio 00eCrevYeHrss HeMPEPhIBHOTO MOHUTOPHHTA COOTHOIIICHHUS
«I0Jb3a — PHUCK» JIEKAPCTBEHHOIO mpemnapara. MeauIMHCKUM pabOTHUKAM pPEeKOMEHAYETCs
coo0IaTh O JIIOOBIX MOJI03PEBACMbIX HEXKENATEIbHBIX PEaKIUAX JEKapCTBEHHOTO Ipernapara
Yyepe3 HalMOHALHBIC CUCTEMBI COOOIICHHS O HEXKEIATeNbHBIX PEAKIIMSIX TOCYAapCTB — YICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickas ®@eoepayus

OenepanbHas ciryx0a 1Mo Haa30py B cdepe 3npaBooxpanenus (PocsnpaBuaazop)

109012, r. Mocksa, CraBsiHCKasl IIIomiaab, 1. 4, crpoenue 1

Ten.: +7 (800) 550-99-03

e-mail: pharm@roszdravnadzor.gov.ru

Wurepuer-caiit: https://roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CuMITOMBI

Ycunenue BhIpaXEHHOCTHU TIPOSBICHUH 10303aBUCUMBIX HEKENATEbHbBIX PEaKIIHi.

Jleuenue

[TpoMbIBaHME IKemynKa, TPUEM AaKTHBUPOBAHHOTO VIS, CHMIITOMATHYECKas Tepartusl.
Crnenuduyeckoro aHTUI0Ta HET.

IInoxo YAAIACTCS IpHU TE€MO- U IICPUTOHCAIIBHOM OHUAJIU3C.

5. DPAPMAKOJIOTMYECKUE CBOHMCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOiicTBA

dapmakoTepaneBTHUECKasi TpyIHa: aHTUOAKTEepHaJbHBIC IpernapaTrbl CUCTEMHOTO JEHCTBHUSA;
MaKpOJIHIbL, JIMHKO3aMHU/Ibl U CTPENTOTPAMUHBL; JIMHKO3aMHUIbI.

Kox ATX: JO1FF02

MexauusM JencTBus U hapMakoauHaMmudeckue YO EKTE

AnTHOHOTHK, TpoayuupyeMsiii Streptomyces lincolnensis, oka3siBaeT OakTEepHOCTaTHYECKOE
nevicteue. [lonaBisier OEIKOBBIA CHHTE3 OaKTepHid BCIEICTBHE 00paTUMOro cBsi3biBaHus ¢ S0S
cyObenuHuIIe pudocoM, HapyIIaeT 0Opa30BaHUE METTHIHBIX CBSI3EH.

YyecrButenbHbl N Vivo:  Staphylococcus aureus (MeHHUIMIIMHA30MPOAYLHHUPYIOIIME |


mailto:pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/

COOTBETCTEYET 3KI(
ot 18.12.2023
HempoayuupyroIre mrammel), Staphylococcus npldermlmé-' Sﬂ%ﬁ%ccﬁgk&;@é&de 01

YyBCTBUTENBHBI IN VItro: a’spoOHBbIE TPaMIOIOKUTEIbHBIE MUKPOOPraHu3Mbl — Streptococcus
pyogenes, Streptococcus spp., rpymmbl viridans, Corynebacterium diphtheria; anaspoGHbie
IpaMIIOJIOKHUTENbHBIE MHKpoOopranm3mel — Propionibacterium acnes, Clostridium tetani,
Clostridium perfringens.

D¢ dexTuBeH B otHoteHnu Staphylococcus spp., yCTONYUBBIX K MEHULMLIMHY, TETPALUKIUHY,
xJIopaM(pEHHUKOITY, CTPEITOMUIIUHY, Iedanocnopunam (30 % Staphylococcus spp. ycToiuuBbIx K
SPUTPOMUIIMHY, UMEIOT NIEPEKPECTHYIO YCTONYUBOCTD K THHKOMUIIMHY).

He neiicteyer na Enterococcus spp. (B t.u. Enterococcus faecalis); Neisseria gonorrhoeae,
Neisseria meningitidis, Haemophilus influenzae u np. rpaMoTpuIlaTeIbHbIC OAKTEPHUHU, a TAKKE
rpuObl, BUPYCHI, IPOCTEHININE.

OntumyM JIeiicTBHsI HAaXOUTCS B 1ieaouHoi cpenae (pH 8-8,5).

YCTOWYMBOCTh K JIMHKOMHUIIMHY pa3BUBACTCS MEIUIGHHO. B BBICOKHMX J03ax oOiamaer
OaxTepunuIHbIM 3 dexTom.

CyliecTByeT MepeKpecTHass pe3UCTEHTHOCTh MEXTy JIMHKOMHUIIMHOM U KITMHIAMUIITHOM.

5.2. ®apMaKoKHHeTHYECKHE CBOHCTBA

AGcopbuus

Abcopomust — 3040 % (mpuem mHIIM 3aMeIUIsIeT CKOPOCTh M CTENEHb BcachiBaHWs). Bpems
JOCTH)KEHUSI MAKCUMAJIBHOM KOHIICHTpanuu npenapara B miasMe (TCmax) — 2—3 daca.

Pacupenenenue

Xopol1o NpOHUKAaeT B TKaHM JIETKUX, MIEYEHH, TIOUEK, Yepe3 IUIAleHTapHbIi Oapbep, B IpyAHOe
MOJIOKO. B BBICOKMX KOHIIEHTpalMsX OOHapy>KMBaeTcs B KOCTHOMW TKaHM M cycTaBax. Yepes
reMato’HIepaInyecKuil Oapbep JIMHKOMMIMH TNPOHUKAET HE3HAYUTENIbHO, NPU MEHUHTUTE
IPOHMIIAEMOCTh TMOBbIIaeTcs. OJHAKO KOHIEHTPALMM JUHKOMUIIMHA B IepeOpOCIUHAIbHON
JKUJKOCTU HEAOCTATOYHBI JUIs JICYEHUSI MEHUHTUTOB.

buorpancdopmarms

MeTtabonu3upyercs B IE€UEHHU.

DJIMMUHALNS

BeiBoauTCS B HEM3MEHEHHOM BHJIE€ M BUJIE METAOOJIMTOB Yepe3 JKeTyA0UHO-KHUILIEUHbIH TPAKT U ¢
Mouoi. [lepros momyBBIBEIEHHUS COCTABIISET OKOJIO 5 4acoB. BEIBOIUTCS B HEM3MEHEHHOM BHUJIC
U B BHJIE META0OJIUTOB C JKETUBIO U TIOYKAMHU.

IToyeyHas ¥ IeYEHOYHAs HEIOCTaTOYHOCTh

HpI/I 3a00JICBaHUSAX IIEUCHH M II0YCK nepuoa IMOJYBBIBCACHHUA YBCIMYNBACTCSA, OTMCHACTCA
SHAYUTCJIIbHAad HWHAWBUAYyaJIbHasd BapI/Ia6eJ'H)HOCTI) AWHAMHWKHW KOHLOCHTpaluW JIMHKOMHIIMHA B

miasmMe KpoBu. [lpm moueyHOW HENOCTaTOUYHOCTH (TepMUHANbHAs CTagusl) MEPHOJ



COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 18.12.2023 N= 26508

nonyBbIBeeHHs paBeH 10—20 yacoB, pu HapylIEHUSIX %ﬁﬂﬁ%&éﬁﬂ Elgbpafal e 007]

JInna mosKuJioro Bo3pacra

dapMaKOKHHETUKA y JUI] MOXHJIOTO BO3pacTa ¢ HOpMalbHOW (YHKIMEW MEYeHH M IOYeK

COOTBETCTBYET (bapMaKOKI/IHeTI/IKe B3POCJIBIX ITAIUCHTOB.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BelIeCTB

CoiepKMMO¢E KaIlCyIbl

Kpaxman kaprodenbHbiit
Caxapo3sa (nmyapa caxapHasi)

000J10YKa KACYJIbI

Kpviweuxa kancynvi

Kematun

CoIHEYHBIN 3aKaT >KSITHIN

XWHOJIMHOBBIHN JKEIITHIN

Twurana nuokcun

Kopnyc kancynvi

Kematun

Turana quokcu

6.2. HecoBmecTHMOCTH

He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs )

3 rona.

6.4. Oco0ble Mepbl NPeIOCTOPOKHOCTH NPH XPAHEHUHU

B 3ammiieHHOM OT cBeTa MeCTe Mpu Temieparype He Bbie 25 °C.

6.5. XapakTep u coaep:kaHne NEPBUYHON YNAKOBKHU

10, 20 kancysn B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY U3 IJICHKU MOJTMBUHWIXJIOPUIHONW U (OJIBIH
AJIOMUHHUEBOM NI€YaTHOM JTAaKUPOBAHHOM.

10, 20, 30, 40, 50, 60, 70, 80, 90, 100, 120, 140, 160, 180, 200 xancyn B 6aHKY NOTUMEPHYIO U3
MOJIMITPOTIMJICHA WJIM TIOJIMATUJICHA HHM3KOTO JIaBJICHUSI, BBICOKOW IUIOTHOCTH, YKYMOPEHHYIO
HATSITMBAEMOW WJIM HABUHYMBAEMOW KPBIIIKOW MOJMMEPHOM JJIsl JICKAPCTBEHHBIX CPEACTB M3
MOJIUTIPONTMICHA MU TOJUATHIEHA C KOHTPOJEM TMEepPBOTO BCKPBHITHS WM 0e3 KOHTPOIs, C
VILUTOTHSIFOIIMM 3JIEMEHTOM WK 0€3 HeTo.

JIOTIOTHUTETFHO JTOMYCKAETCS HMCIIOJIB30BaTh BaTy MEAMITMHCKYIO TUTPOCKOMUYECKYIO WU

aMOPTH3aTop.



COOTBETCTEBYET ZKCNEPTHOMY OTUETY

(NOCNEOOBATENEHOCTE 0001)

Ha GaHKy HaKjIeHBarOT 3TUKETKY CaMOKJIESIIYHJCSI.

Kaxnayto Oanky, 1, 2, 3,4,5,6,7, 8,9, 10 KOHTYpHBIX SYEUKOBBIX YIAKOBOK C MHCTPYKIIMEH 10
MPUMEHEHHUIO MIOMEIIAIOT B MAYKy U3 KapTOHA.

6.6. OcolOble Mepbl TMPEIOCTOPOKHOCTH TPH YHUYTOKEHHHM  MCIOJIH30BAHHOTO
JIEKAPCTBEHHOI0  Mpenapara WIH OTXO0J0B, TMOJYYEHHBIX TOcCJe NpPHUMeHEeHUs:
JIEKAPCTBEHHOI'0 MPenapara, u Apyrue MaHUILYJISIHY ¢ IPenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanus

OO011ecTBO ¢ OTPaHUYECHHON OTBETCTBEHHOCTHIO «Benpapm» (OO0 «Bendapm»)
115184, r. MockBa, niep. O3epkoBckuid, a. 12, atax 1, momem. I, kom. 9

Ten.: +7 (3522) 48-60-00

e-mail: fsk@velpharm.ru

7.1. lIpeacTraBuTe/Ib AepKATeNs1 PeTHCTPALMOHHOTO Y/10CTOBEPEHHS

IIpereH3uu HOTDC6HT€JI€I>1 HaIrrpaBJIATH I10 aApECy.

Poccuiickas ®@enepanus

OO011ecTBO ¢ OTPaHUYCHHON OTBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapm»)
640008, Kypranckas o6u1., T. Kypran, npocriekt Koncturymuu, a. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

e-mail: fsk@velpharm.ru

8. HOMEP PETUCTPALHUOHHOI'O YAOCTOBEPEHUA

9. TATA NEPBUYHOM PETMCTPAIIMM (IIOATBEPXKJIEHHUS PETUCTPALIUH,
INEPEPETUCTPALIMN)

[lara nepBoii peructpanuu:

10. JATA IIEPECMOTPA TEKCTA

O6mas xapakrepuctuka nekapcrseHHoro npenapara JMHKOMUILIMH BEJI®APM nocrynHa Ha

I/IH(I)OpMaI_II/IOHHOM nopraje EBpaSHﬁCKOFO O9KOHOMHYCCKOI'0O COI3a B I/IH(I)OpMaI_II/IOHHO'

KOMMYHUKAIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/
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