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1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
JIMHKOJIM I, 250 mr, KancyJsl.

2. KAYUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

JelicTByroliee BEMECTBO: JIMHKOMHUIIUH.

Kaxxnas kancyna comepxut 250 Mr TMHKOMHIIMHA (B BUJIE TUAPOXJIOPUIA MOHOTHAPATA).
BcmomorarenbHble BeliecTBa, HAJIMYHE KOTOPBIX HAJO0 YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
Ipernapara: caxapo3a, KpaCUTelIb COJTHEUHBIN 3aKaT >KeNThId (M. pa3zaensl 4.3, 4.4).

[TonHbIi mepedeHb BCIIOMOTATENbHbBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kancynsr.
TBepablie xenaTHHOBBIE Karcysbl Ne( ¢ GebIM KOPITycoM U KenToi Kpblimedukoid. Comepkumoe

KarcyJs — MOPOIIOK OEJIoro IBETa.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

e bakrepuanbHble  MHQEKUIUHM,  BBI3BAHHbIE  YYBCTBUTEIBHBIMM K  JIMHKOMHULUHY
MHKpoOpranusmamu (mpexnae Bcero Staphylococcus spp. n Streptococcus spp., 0COOEHHO
MHUKPOOpPIaHU3MaMH, YCTOHYMBBIMM K NEHULWIIMHAM, a TaKkKe MpU aulepruu K

MEeHUIIWITMHAM )

CEIICHC;
— MOJOCTPBIM CENTUYECKUHN YHAOKAPIUT;

— alcIecc Jerkoro;

— DMIIHMEMA IIJIEBPBI;

— IUIEBPUT;

— OTHUT;

—  OCTEOMHENUT (OCTPBII U XPOHUUECKUIA);

— THOWHBIA apTPUT;

— TIOCIIEONEPAllMOHHBIC THOWHBIE OCI0KHECHMS;
— paHeBas UH(EKIIHS;

— MH(EKIHU KOXU U MATKUX TKaHeH (muoaepmus, GypyHKyIies, ¢pierMoHa, poxa).
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4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMeEHeNM s

PexxuM 103upoBaHus

Bspocnvie
CyrouHas no3za mnga B3pocibix — 1-1,5T, pazoBas — 0,5 r. Ilpumensitor 2-3 pasza B A€Hb C
uHTepBajgoM 8—12 yacoB. [Ipo0KUTEIEHOCT JICYCHHS B 3aBUCUMOCTH OT (DOPMBI U TSDKECTH
3a0osieBaHus cocTaBisieT 7—14 aHeil (mpu ocTeoMuenuTe — 3 Helelnu u oomee).

eTu
Jlemu cmapwe 12 nem
Pexxum no3upoBanus 1is gereid ot 12 go 18 ner He oTamyaeTcs OT pexuma J03UPOBAHUS ISt
B3POCJIBIX.
Jlemu om 3 nem 0o 12 nem (c maccou mena om 20 ke 0o 40 ke)
Cyrounas no3a — 30—60 mr/kr. [Ipumensitor 2—3 pa3a B ieHb ¢ HHTEpBajIoM 8—12 4acoB.
[TpoaomKUTENEHOCTD JIEUEHUS B 3aBUCUMOCTH OT (POPMBI U TSXKECTH 3a00JIeBaHUSI COCTABIISET
7—-14 nueit (mpu octeoMuenute — 3 Henenu U Oonee).

Cnooco0 nnpuMeHeHus

BnyTtpsb.

3a 1-2 yaca 10 easl uin yepe3 2—3 yaca mociie e/bl, OOMIBHO 3aIuBasi BOJIOM.

4.3. llpoTuBONOKA3aHUSA

- ['umepuyBCTBUTENHHOCT, K JIMHKOMUIIMHY, K KIMHIAMUIUHY WIH K JIOOOMYy U3
BCIIOMOTaTEJIbHBIX BEIIECTB, MEPEUNCICHHBIX B pa3nene 6.1.

- Tspkenast meueHOUHAs W/WIIH MTOYE€YHAs HEIOCTATOYHOCTb.

- Heduuut caxapaspl/m3oMalibTa3bl, HEMEPEHOCUMOCTh (DPYKTO3BI, TIFOKO30-TaJaKTO3HAs
MababCcopOIHs (Tak Kak Mpernapar COICPKUT caxaposy).

- bepemeHHOCTh (32 MCKIIFOUEHUEM CIIy4aeB, KOTJAa 3TO HEOOXOIUMO IO <OKU3HEHHBIM)
TTOKA3aHUSIM).

- [lepron rpyIHOTO BCKapMITUBAHUS.

— Herckuii Bo3pact no 3 yer u macca tena meHee 20 Kr (i TaHHOW JIEKAPCTBEHHOM
dbopmsb).

4.4. OcoOble ykazaHusl M MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

- ['pubkoBbIe 32001€BaHNS KOXKH, CITU3UCTON 000JIOYKHY MOJIOCTH PTa, BIIaraJIMIIA.
- CaxapHblii 1uader.
- HequO‘IHaH/HO‘Ie‘IHaH HEAOCTAaTOYHOCTH CpeHHeﬁ CTCIICHU TSXKECTU.

- 3abomneBaHus KeTyJOUHO-KUIIEYHOTO TPaKTa, 0COOEHHO KOJIUTHI, B aHAMHE3e€.
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— MuacteHusl.

- OpHOBpeMEHHOE MPUMEHEHHE C JIEKApCTBEHHBIMHM TIpernaparaMu, OJOKUPYIOIIHUMU
HEPBHO-MBILICYHYIO TPOBOAUMOCTD.

Oco0ble yKa3zaHus

[Ipy mnpuMeHEeHHMM JUHKOMHUIIMHA CJIEAyeT YYHUThIBaTh OQHIMAJIbHbIC HAlMOHAIbHbIC
PEKOMEHAALMU T0 HaJJIeXalleMy NPUMEHEHUIO aHTHOAKTepHaJbHBIX IPEMapaToB, a TaKxkKe
YYBCTBUTEIHHOCTDH MMaTOT€HHBIX MUKPOOPTaHU3MOB B KOHKPETHOM cTpaHe.

Ha (¢one panuTenbHOro JjedeHuss HEOOXOAUM MEPUOJUYECKHI KOHTPOJIb aKTHUBHOCTHU
«MIEYCHOYHBIX» TpaHCaMWHA3 M (QYHKIUM To4YeK (MpU BBIBICHUU HApPYIICHWH CIeayer
paccMOTpeTh BO3MOKHOCTh OTMEHBI perapara).

Haznauyenue nanueHtaM ¢ e4eHOYHON HEJOCTaTOYHOCTHIO JOMYCTUMO JIUIIb MO «OKU3HEHHBIM)
MOKAa3aHUSIM.

JIMHKOMUIIMH CJEIyeT C OCTOPOXKHOCTBIO TPUMEHATh Yy TAalHMEeHTOB ¢ 3a00JeBaHUSAMHU
JKCITYJOYHO-KHUIICYHOI'0 TPAKTa, OCO6GHHO KOJIUTaMH, B aHAMHEC3C€. HpI/I MOsABJICHUHA MIPU3HAKOB
MICEBAOMEMOPAHO3HOTO KOJIHUTA (Iuapes, JIEHKOIUTO3, JINX0paaKa, 001b B )KUBOTE, BHIJCIICHUE C
KaJIOBBIMH MaccaMH KPOBH M CJIHM3M) B JIETKUX CIIydasx JOCTaTOYHO OTMEHBI Npernapara u
Ha3HaA4YCHUC I/IOHOOGMGHHBIX CMOJI (KO.HGCTI/IpaMI/IH), B TSKCIIBIX CJIYYadX IMOKA3aHO BO3MCIHICHUC
MOTEPH KHUJKOCTH, HIEKTPOIUTOB U Oelika, BAHKOMUIIMH — BHYTPb, B CyTOYHOU 03¢ 0,5-2 1 (32
3—4 npuema) B Teuenun 10 aHe# wm OanutparuH. [IpoTuBonoka3zano npuMeHEHUE TPENapaToB,
TOPMO3AIIUX MEPUCTATBTUKY KUIICYHHUKA.

.HI/IHKOMI/II_[I/IH HC TIOKa3aH i TEpallkud MCHHUHIUTA, IIOCKOJIbBKY C€r0 KOHICHTpalusa B
CIIMHHOMO3T'OBOU KUAKOCTHU HEAOCTATOUYHA AJIA JICUCHUA MCHUHTHUTA.

He pekomenayercs mOpUMEHSTh JUHKOMHUIMH Y TNAIMEHTOB C CaxapHbIM JauabeToM 3a
UCKJIIOYCHHEM CIIy4aeB OTCYTCTBHUSI albTEPHATUBHOIO JIEYEHHS, MOCKOJIbKY OTCYTCTBYIOT
AZICKBATHBIC JAHHBIC O TCpAIlUMKU IMAIIUCHTOB C OSHAOKPUHHBIMHU WA MeTaGOHI/I‘-IGCKI/IMI/I
3200JICBaHUSIMH.

Hepnoz[ MOJIYBBIBCACHUSA JIMHKOMHUIIMHA MOXKCT GBITB YBCJIMWYCH Y MAIIUCHTOB C HAPYIICHUAIMU
GYHKIIMM TEYeHH U MO0YEeK, IMOITOMY CJIeAyeT COOII0JaTh OCTOPOXKHOCTh MpPU HAa3HAUYEHUU
JUHKOMHIIMHA TMalueHTaM C MEeYEHOYHON/TIOYeYHOH HEeAOCTATOYHOCThIO CpelHEd CTelneHU
TAKCCTU U KOHTPOJIMPOBATH KOHICHTPAIIHUIO INHKOMUIIMHA B KPOBH BO BPCMs TCPAIIMU BLICOKMMU
J03aMU JIMHKOMUIIUHA. VY Takux ManueHTOB CICAYCT PACCMOTPCThL BO3SMOXKXHOCTL YMCHBUICHUA
4acTOTBHl BBEJICHHMS Tmpemnaparta. [lpuMeHeHWe TIpH  TSODKENOH  MEYeHOYHOM/TOYeUHOM
HEJ0CTAaTOYHOCTU POTUBOIMOKA3aHO.

Kak u npu mnpuMEeHEHUH [pPYTUX MPOTUBOMUKPOOHBIX IMPENaparoB IpH MPUMEHEHHH

JJUHKOMMIINHA, 0COOEHHO AJIUTCIIBHOM, BO3MOKHO pPa3BUTUC BTOpI/I‘IHOfI I/IHq)eKI_II/II/I, CBSI3aHHOM C
3
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POCTOM YCTOIYHBEIX K MpEMapaTy MUKpooprafu3Mon (OUo6enmo. rp6bs), fis nokodentis

MOJATBEPKJIEHUS KOTOPOH CIEAYET IPOBOAUTH IOBTOPHYIO OLIEHKY COCTOSIHMS nanueHTa. Eciu Bo
BpeMs Teparnuy BO3HUKAECT BTOPUYHAS MH(MEKLUs, CIeayeT NMPUHITh HEOOXOIUMBbIE MEPHI 110 e
JICUYEHUIO.

JIMHKOMUIIMH CJelyeT MPUMEHSTh C OCTOPOKHOCTHIO Y AIIUEHTOB C UMEIOIIUMUCS TPUOKOBBIMU
3a00JIeBaHUSAMH, TAKUM MAIIMEHTaM CJIeyeT Tak)Ke Ha3HayaTh MPOTHBOIPUOKOBYIO TE€PAIIHUIO.
[Ipu npuMeHeHNH TMHKOMHUIIMHA COOOIIAIOCh O PA3BUTUH TSDKENBIX OYIJIE3HBIX peakIfii, TaKuxX
kak cuHapoMm CtuBeHca-/[xoHcoHa. [lammeHToB criemyeT WHGOPMHPOBATH O TOM, YTO TMPHU
Pa3BUTHUU KOXKHBIX PEaKIU W/WIM MOPaKEHUH CIAU3UCTHIX 000JI04eK, HEOOXOAUMO HEMEIJIEHHO
IIPOKOHCYJIBTUPOBATHCS y Bpaya MPEk/e, UeM IPOAOKATh JIEUEHUE JINHKOMULIMHOM.

[Ipu mpuMeHeHHN TUHKOMHUIIMHA COOOIIAIOCh O Pa3BUTUM AIJICPIrHUECKUX pPEaKLUil, KOTOpbIe
MOTYT TPOrPEeCCHUpPOBaTH N0 JKU3HEYTPOXKAIOUIETO COCTOSHUA. B 3TuX ciydasx cruegyer
MPEKPATUTh IPUMEHEHHUE JINHKOMULIMHA ¥ HaYaTh MPOBEICHUE COOTBETCTBYIOIIETO JEUEHUS.
JIMHKOMUIIMH XapakTepu3yercs: OJOKUPYIOUIe HEPBHOMBIIIEYHOE MPOBECHUE aKTUBHOCTHIO U
MOYET YCHJINBaTh MBIIIEYHYIO cIa00CTh Y MAIlMEHTOB C ICEBAONAPATUTUYECKON MUACTEHUEH.
[IpyMeHeHre TMHKOMULIMHA Y MTAIIUEHTOB C YCTAHOBJICHHBIM IMarHO30M IICEBAONAPATUTHIECKON
MHUACTEeHUH HE PEKOMEHyeTCSl.

Coobmanoch 0 ciydasx pa3BUTUS HEUTPONCHMM W/WIM JIEWKONEHMH Ha (OHE JIeYeHHUs
JMHKOMMIIMHOM, I03TOMY BO BpEMS TEpAIIMU PEKOMEHYETCS IEPUOANUECKUI KOHTPOJIb aHAJIN3a
KPOBH.

BcnoMorarenbHEIC BEIISCTBA

Caxaposza
[TariueHTaM C peaKko BCTPEUAIOUICHCS HACIEACTBEHHOW HEMEPEHOCUMOCTBIO  (PYKTO3HI,
TJTFOKO30TaJIaKTO3HON ManbabcopOruent wim neUIMTOM caxapa3bl-u30MalIbTa3bl HE CIEAYyeT
NPUHUMATD 3TOT Ipemnapar.
Onna kancyna coaepxut — 0,004375 XE. [Ins B3pocnbixX U aerer crapuie 12 net MakcuMaibHas
cyrouHas go3a — 1,5 r conepxut 0,02625 XE. s nereit ot 3 et 1o 12 (¢ maccoit Tena ot 20 Kr
1o 40 xr) MmakcuMaibHas cyTouHas jo3a — 2 T coaepxkut 0,0035 XE.
Kpacumenv conneunwiii 3axkam scenmwiii
Mo:keT BbI3BaTh aJUIEPrUUECKUE PEAKIIUH.

eTu
bezonacHocth u 3pdexruBHOCTh Ipenapara JIMHKOJIN] y neteit B Bo3pacte ot 0 10 3 jeT He
yYCTaHOBJIEHBI. JJaHHBIE OTCYTCTBYIOT.
4.5. B3amMmopeiicTBHe ¢ JPYTMMH JICKAPCTBEHHBIMH IIpenapaTamMM M JApyrue BHABI

B3auMOeliCTBUA
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AHTArOHH3M — C SpUTPOMHIMHOM, xnopambennkoidy, = Mmnhimhimon - 1 Abyruvm

OaKTepUIIMIHBIMU AHTUOMOTUKAMHU, CHHEPTU3M — C AMUHOTJIMKO3UIAMH.

[IpoTuBOaMapeiiHbIe TeKapCTBEHHBIE CPEICTBA CHUKAIOT PUCK 3D ()EKT TMHKOMUIIMHA (MHTEPBaT
MEXly X TPUMEHEHHEM JO0KEH COCTaBISATh HE MeHee 4 4acoB).

VYcunuBaer AeiicTBUE JIEKAPCTBEHHBIX CPEACTB JJISl HHTASIIIMOHHOTO HApK03a, MUOPEIAKCAaHTOB
U ONHMOUJHBIX AaHAIbIETUKOB, IOBBIIIAs PUCK HEPBHO-MBIIICYHOW OJOKagbl M OCTAaHOBKH
JIBIXQHUS.

[Ipy 0THOBpEMEHHOM NMPUMEHEHHH C JTHHKOMHUIIMHOM, HHTHOUTOpOM u3odepmentoB P450, cuna
neicTBUS TeopuIUIMHA MOXKET yBeluduBaThcs. B Takom cimydae TpeOyeTcsi CHMKEHHE O3Bl
TeouInHA.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JIAKTAUMS

bepeMeHHOCTh

[Tockonpky naHHbIE 0 OE30MACHOCTH IIperapara Jijis I0Ja OTCYTCTBYIOT, IPUMEHEHHE Mpernapara
BO BpeMsi OEpEMEHHOCTH BO3MOXKHO TOJIBKO B TOM CIIy4ae, €CIIU M0JIb3a JJIsl MaTepH MPEBBIIIAET
NOTEHLNAIbHBINA PUCK IS TUIOAA.

Jlakranus

B mepuon rpyaHoro BCKapMIIMBaHUS CIEAYeT PEIIUTh BOMPOC O MPEKpPalIeHUH TPYAHOTO
BCKapMJIMBaHUS HAa BpEMs JIEUEHUS IPENapaToM.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH M padorarh ¢
MeXaHHu3MaMH

[Tpu npUMeHEHNN TUHKOMUIIMHA HEJb3sl UCKIIIOUUThH BEPOSITHOCTD MOSBICHHS TOJIOBOKPYKEHUS
U pacciablieHus! CKeJIeTHOW MYCKYJIaTyphbl, TO3TOMY BOXKICHHE aBTOTPAHCIIOPTA U APYTHE BHJIBI
JeSITeIbHOCTH, TPEOYIOIINE OBBIIIEHHOTO BHUMAHUS M CKOPOCTH PEaKILIUHU, HE PEKOMEHIYIOTCS.
4.8. HexkennaTeibHbIe peakuuu

Pe3roMe HexxenaTeabHbIX PEAKIINN

Hapywenua co cmoponvl kposu u aumgpamuueckoti cucmemsl: 0oOpaTUMble JIEHKOIECHHUS,
TPOMOOLIUTONICHUYECKAs MypIypa, HEUTPOTCHHS, arpaHyloOlUTO3, arulacTUYecKas aHeMus H
HaHIUTONICHUSI.

Hapywenus co cmopoHvl ummynHoOU cucmemsl: 3yJA, KpanuBHUIA, aHTHOHEBPOTUYECKHI OTEK,
aHaUITAKTUYECKHIA IIIOK, CBIBOPOTOYHAST OOJIE3Hb.

Hapywenus co cmoponul opeana ciyxa u 1abupunma: UIyM B yIax, BEpTUTO.
Kenyoouno-kuuieunvie HapyuwieHus: TOUIHOTA, pBOTa, Auapes, O0lb B KUBOTE, 3yA aHyca,
TJIOCCUT, CTOMATUT, XKeJTyXa, TPAaH3UTOpPHAsl TUNEepOUIUpyOUHEMHUS, MOBBIIIEHUE aKTUBHOCTU
«IEYECHOYHBIX» TpaHCaMHUHa3; npu JUTUTEIIbHOM MPUMEHEHUHU — KaH/IHU]103

KeNyTOYHO-KUIIEYHOTO TPAKTa, ICEBAOMEMOPaHO3HBINA KOJUT.
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Hapyuienus co cmoponsi Kovcu u noOKoscHbix nianeii: Chtin, Siedho M MATHBHBIH HAT BEKyIo-

Oynne3Hblil 1epMaTuT, MHOroopmHuas sputema (cuaapom CtuBeHca-J[>KOHCOHA).
Hapywenus co cmoponbl nouex u Mouegvigo0sauux nymeti: TpuOKoBble HH()EKIUN F€HUTAIbHOTO
TpaKTa, BaTMHUT, HapyIIeHNE QYHKIMN TOYEK (a30TeMUs, OJUTYPHsl, TIPOTCHHYPHS).

COO6H_ICHI/IC 0 ITOAO03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0maTh 0 mo103peBacMbIX HEXKENATEIbHBIX PEAKIUAX MTOCIIE PErHCTPAIUH Ipernapara ¢
[ENbI0  O0ECIeUeHUs HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIIEHUS «II0JIb3a — PHUCK»
JIEKapCTBEHHOTO Tpenapara. MeIuIMHCKUM paOOTHUKAM PEKOMEHIYEeTCSl COOOIIaTh O JIFOOBIX
MI0JI03PEBACMBIX HEXKEJIATEIbHBIX PEaKIUsAX JEKApCTBEHHOTO Iperapara depe3 HaIl[MOHAIbHBIC
CUCTEMBI COOOINEHHUsT O HEXKeNaTeNbHBIX pPEaKIUsiX TOCYIapCTB — UIeHOB EBpasuiickoro
HKOHOMHYECKOTO COI03a.

Poccuiickas ®@eoepayus

109012, r. Mocksa, CnaBsiHCKas iomaasp, 1. 4, ctp. 1

®denepanbHas cryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBuanzop)

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

E-mail: pharm@roszdravnadzor.gov.ru

WNurtepuer-caitT: https://roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CuMITOMBI

B03MOXKHO ycuiieHue 10303aBUCHUMBIX HEXKENIATSIbHBIX PEaKITHIA.

Jleuenue

[IpoMbIBaHWE Kenlyaka, MPHEM AaKTUBUPOBAHHOTO VYIJs, CHUMOTOMATHYECKas Teparms.
Crennuueckoro aHTHIOTA HET.

[Tnoxo0 ynansiercst mpu reMo- U NEPUTOHEATTbHOM JTUATH3E.

5. DPAPMAKOJIOTTYECKUE CBOMCTBA

5.1. ®apmakoauHaMHYecKHe CBOHCTBA

®dapMakoTepaneBTUYECKas TpYIIa: aHTUOAKTepUaldbHbIE CPEIACTBA CHCTEMHOTO JIEHCTBUS;
MaKpOJIUIbl, INHKO3AMHUHBI U CTPENTOrPAMUHBI; TUHKO3aMU/IbI.

Kon ATX: JO1FF02

Mexanusm aeiictBus u dhapMakoauHaMudeckue 3O hEKThI

AHTHOUOTHK, TIponyIUpyeMbiii Streptomyces lincolnensis, oka3piBaeT 0aKTEPUOCTATHYECKOE
nericteue. [logaBnseT OENKOBBIA CUHTE3 OAKTEPHl BCIEICTBHE 0OpaTUMOTo CBsi3biBaHUs ¢ S0S

cyOobenuHuIIei pubocoM, HapylIaeT 00pa3oBaHUe MENTHIHBIX CBS3CH.
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UysctBuTeNnbHB in  vivo: Staphylococcus | aureus 'n(%&ﬁ%ﬁlgﬂbwﬁgﬁ%’nﬁé u

HENPOAYIUPYIOLIUE MTaMMbI), Staphylococcus epidermidis, Streptococcus pneumoniae.
UyBCTBUTENBHBI in Vitro: a3poOHBIE TPAMIIOJIOKUTEIBHBIE MUKPOOPTaHU3MEI — Streptococcus
pyvogenes, Streptococcus spp. tpynnsl viridans, Corynebacterium diphtheriae; ana’poOHBIE
TPaMIIOJIOKHUTEIIbHBIE MHKPOOPTaHu3Mbl — Propionibacterium acnes, Clostridium tetani,
Clostridium perfringens.

OddextuBen B otHomEeHUU Staphylococcus spp., yCTOMUUBBIX K NMEHUIWUINHY, TETPALUKINHY,
xJopaM(peHUKoIy, CTpeNTOMULIUAY, Hedanocnopunam (30 % Staphylococcus spp., ycTOMUNBBIX
K SPUTPOMHIIMHY, UMEIOT MEPEKPECTHYIO YCTONYNBOCTh K JIMHKOMHUIIUHY ).

He netictByer Ha Enterococcus spp. (B 1.4. Enterococcus faecalis), Neisseria gonorrhoeae,
Neisseria meningitidis, Haemophilus influenzae u np. rpaMOTpHUIIaTEIbHbIC OaKTEPHUH, a TAKKE
rpuOBbl, BUPYCHI, TPOCTEHIINE.

OntumyM AeicTBUs HaxXoAuTCs B menouno cpeae (pH 8-8,5).

YCTOHYMBOCTh K JMHKOMHUIIMHY pa3BUBAeTCd MeEIUIGHHO. B BBICOKHMX J03ax oOnamaer
OaxkTepuIUIHBIM 3 exTom.

CymiecTByeT nepeKkpecTHasi pe3UCTEHTHOCTh MEX/Ty TUHKOMHUIIMHOM U KJIMHIaMULIUHOM.

5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopbuus

AbGcopoumst — 3040 % (mpuem mHIIM 3aMeUIsIeT CKOPOCTh M CTENEHb BcachiBaHwmsl). Bpems
JTOCTHKCHHST MAaKCUMaJIBHOW KOHIIeHTpanuu npenapara B mia3zme (TCmax) — 2—3 gaca.

Pacnopenenenue

Xopo110 NPOHUKAET B TKaHM JIETKUX, MIEUYCHH, TIOYEK, Yepe3 IUIAIeHTapHbI Oapbep, B TpyAHOE
MOJIOKO. B BBICOKHMX KOHIIEHTpPAILUsX OOHApY)KMBAaeTCsl B KOCTHOM TKaHM M cycTaBax. Yepes
reMaTosHIepanTnyeckuii 6apbep JIMHKOMUIMH IPOHUKAET HE3HAUUTENbHO, NPU MEHUHIUTE
IPOHMIIAEMOCTh MOBbIaeTcss. OJHAKO KOHLEHTPALUU JUHKOMHUIMHA B IepeOpOCIUHAIBHON
KUAKOCTH HEAOCTATOYHBI JJIs JICUECHUSI MCHUHTUTOB.

Buorpancdopmarus

Metaboau3upyercs B IEYCHH.

OIMMUHALKS

[lepuoa monyBBIBEICHHS COCTABIIAECT OKOJIO S Y.

BriBoauTCS B HEU3MEHEHHOM BHJIE U B BUJI€ META0OJIUTOB C JKEITYbIO U ITOYKAMH.

IloyeyHas HEAOCTATOUYHOCTD

HpI/I 3a00JIEBaHUIX ITOYEK nepruoa MOIYBBIBEACHUA YBCINMYHUBACTCSA, OTMCYACTCA 3HAYUTCIIbHAA

HHIUBHUOYyaJIbHAasA BapI/Ia6eJ'II)HOCTI) JUHAMHUKHU KOHIOCHTpPAIWW JIMHKOMHIMHA B IIIa3MC€ KPOBH.



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 14.071.2025 N= 451

[Ipu movyedyHol HETOCTATOYHOCTH (TepMHUHAILHAS CTa/:L"[ﬂI';' ﬁé{ﬁ%ﬁ? %Iﬁ'ﬂ-y%ﬂlégﬁgﬁﬂ-ﬂj&%gﬁ' 10—

20 yacoB, Ipu HApYUICHUAX PYHKUIUH MedeHn — 8—12 yacos.

IleuenouyHas HEJOCTATOYHOCTh

HpI/I 3a00/1eBaHNAX MT€YEHU NEprUOoa MOJYBBIBEACHHU YBCIUUYUBACTCA, OTMECUACTCA 3HAUYNTCIIbHAA
HHIUBHUOYyaJIbHasA BapI/Ia6eJ'IBHOCTB AWHAMHKW KOHOCHTpAIWHU JUHKOMUIMHA B IJIa3MC€ KPOBH.

JInia mosKuJioro Bo3pacra

dapMakOKHHETUKA y JHUI[ MOXHJIOTO0 BO3pacTa ¢ HOPMAJIbHOW (YHKIMEH MEeYeHH U IOYeK

COOTBETCTBYET (hapMaKOKHHETHKE B3POCIIbIX MAI[IEHTOB.

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB
Kpaxman kapTodenbHbIi

Caxapo3za

Kamncyna xenatuHoBas

Kpvrueura

Kenatun

Kpacurens conmneunsrit 3akar sxentsiid (E110)

Kpacurens xuHommHOBBIHN sxenThiit (E104)

Turana quokcun (E171)

Kopnyc

Kenatun

Turana quokcun (E171)

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )

3 roga.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

B 3amuiieHHoM OT cBeTa MecTe Mpu Temiieparype He Bbie 25 °C.

6.5. XapakTep ¥ coaepkaHue NePBUYHON YIIAKOBKHU

5, 6, 10 xarcyn B KOHTYPHYIO SYEHKOBYIO YITAKOBKY U3 TUICHKU TOJTUBUHIIXJIOPUIHON U (HOJIBTU
AJIIOMUHHMEBOU I1€YaTHOM JIAKUPOBAHHOM.

5,6,10, 12, 15, 18, 20, 24, 25, 30, 35, 36, 40, 42, 45, 48, 50, 54, 60, 70, 80, 90, 100 kancyn B
0aHKy MOJMMEPHYIO U3 MOJUIPONWICHA WIM MOJUATHIEHA HU3KOTO NABJICHHS, YKYIIOPEHHYIO

HaTSATMBA€MOW WJIM HAaBUHYMBAEMOW KPBIIIKOW MOJMMEPHOM I JIEKAPCTBEHHBIX CPEICTB U3
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KOHTPOJISI, C YIJIOTHSIOIIUM 3JIEMEHTOM WU 6€3 Hero.

JIoMOMHUTENBHO JIONMYCKAETCsS WCIONb30BATh BAaTy MEIUIMHCKYIO0 TUTPOCKONMHYECKYIO WIH
aMOpTHU3aTOpP.

Ha GaHkM HaKJIENBAIOT STUKETKU CaMOKJIESIIUECS.

Kaxnyr 6anky, 1,2, 3,4, 5,6,7, 8,9, 10 KOHTYpHBIX SYCHKOBBIX YITAKOBOK C HHCTPYKIIHEH 1O
MPUMEHEHHUIO TOMEIAIOT B MAYKy U3 KapTOHA.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TPH YHUYTOKEHHMHM HMCHOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NpPHMEHEeHUs:
JIEKAPCTBEHHOI0 Mpenapara, u Apyrue MAaHUILYJISIIHHU ¢ PenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHUOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanvs

OO011ecTBO ¢ OrpaHUYECHHON OTBETCTBEHHOCTHIO «bpaiit Baii» (OO0 «bpaiit Baii»)
125239, r. Mocksa, yi. KonrreBckas, . 83, k.1, oduc 16.

7.1. [IpencraBuTeib AepKaTesl PErHCTPANMOHHOIO YA0CTOBEPEHUs

IIperen3uun norpeduTeiell HANPABIATS I10 AJIPECY:

Poccniickas @enepanys

OO011ecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapm»)
640008, Kypranckast 06:1., . Kypran, npocniekt Konctutynuw, 1. 11

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

E-mail: fsk@velpharm.ru

8. HOMEP PETUCTPAIMOHHOI'O YAOCTOBEPEHHUSA

9. IATA NEPBUYHOM PETMCTPAIIMA (IIOATBEPXKJIEHUA PETMCTPAIIUMN,
INEPEPETUCTPALIUN)

JlaTa nepBoii perucTpaiuu:

10. IATA IEPECMOTPA TEKCTA

O6mass  xapaktepucTuka JekapctBeHHoro mnpemnapara JIMHKOJIMI  gocrymna  Ha
uH(OPMAIIMOHHOM TmopTane EBpa3suiickoro SKOHOMHYECKOTO CO03a B HMH(DOPMAIMOHHO-

KOMMYHHKaIMOHHOH cetn «MHTepHeT» https://eec.eacunion.org.



