COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 05.09.2024 N= 183802

OBIIAS XAPAKTEPUCTHKA JEKAPCTBEHHOFOTIPERRPATA 1704

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

AHECTOIXET, 0,255 mr/mo3a, cripeit A MECTHOTO IPUMEHEHUS JO3UPOBAHHBIN

2. KAUECTBEHHBIN U KOJIMYECTBEHHBINA COCTAB
JlelicTBylOIII€€ BEIIECTBO: OCH3MIAMHH.
1 no3a mpenapara coxepxut 0,255 mr 6eH3unamMuHa (B BUJE THAPOXIIOPUAA).

100 M1 cipest 411 MECTHOTO IIPUMEHEHUS TI03UPOBaHHOTO coaepikar 0,15 r 6eH3umpamuna (B BUIe
TUAPOXJIOPHUIA).

BcnomorarenbHble BEmIECTBa, HAIMYNE KOTOPHIX HA/JO YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npernapara: MeTHINaparuIpoKkCuOeH30aT, TaHo (cM. paszen 4.4).

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pazaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Crpeit 11 MECTHOTO IPUMEHEHUS JO3UPOBAaHHBIM.

becuetHas mpo3padHas KUAKOCTb C XapaKTEPHBIM 3aM1aXOM MSTHIL.

4. KIMHUYECKUE JAHHBIE
4.1. IToka3aHus1 K NPUMEHEHHUIO

CuMnToMaTHuecKas Teparus 00JIeBOro CHHIPOMa BOCTIATUTENbHBIX 3a00JI€BaHUH TTOJIOCTH PTa U
JIOP-opranoB (pa3nu4HON ATHOJIOTHH) Y B3POCIIBIX U IeTeH OT 3-X JIeT:

® TUHTUBUT, INIOCCUT, CTOMATHUT (B T.4. ITOCJIE Ty4eBON U XUMHOTEPAIIHH);

e (apuHTUT, TAPUHTUT, TOH3UIUINT;

® KaHJAWI03 CIU3UCTON 000JOYKHU MOJOCTH PTa (B COCTaBE KOMOMHUPOBAHHOM TEpAIUM);
® KaJIbKYJIE3HOE BOCIIAJICHHUE CIIIOHHBIX JKEJe3;

® [10CJIC ONIEPATUBHBIX BMEUIATEIbCTB U TPABM (TOH3WUIPKTOMHUS, TIEPEIIOMBI YEITIOCTH);
® [10CJIC JICYCHUS U yAAJICHUS 3y0O0B;

® [apOJIOHTO3.

[Ipy WHQEKIMOHHBIX M BOCHAJIUTEIbHBIX 3a00JI€BaHUAX, TPEOYIOIIUX CHUCTEMHOTO JICUCHHUS,
Heooxoaumo npumenenue npenapata AHECTO/[DKET B coctaBe KOMOMHUPOBAHHOM TEpaITH.

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 MPUMEHEeHUs!

PexxuM 103upoBaHus

OpnHa 1032 (0AHO BIPBICKUBaHUE) cOOTBETCTBYET 0,255 Mr OeH3uIaMuHa THAPOXIOPHIA.
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Bspocnvie (MOCNEOOQBATENBHOCTE 0004)

B3pocabiM (B T.4. marueHTaM MoKHIJIOro Bo3pacTta) 1o 4-8 BOpbICKUBAaHUH 2-6 pa3 B CYTKHU.

eTu
Pexxum o3upoBanus 11 aeTei ctapiie 12 JeT aHaloru4eH pexkumMy JO3UPOBAHUS JI B3POCIIbIX.
Hetsm ot 6 1o 12 ner — o 4 BrpsickuBaHus 2-6 pa3 B I€Hb.

Hetsim ot 3 1o 6 nmer — mo 1 BOpPHICKMBaHWIO Ha KaXKIble 4 Kr Macchl Tela, HO He Ooiee
4 BIPBICKUBAaHMK (MaKCUMalbHas pa3oBas 103a) 2-6 pa3 B JACHb.

be3onacHocTh 1 3 heKTUBHOCTE y nerel B Bo3pacTe oT 0 10 3 jeT He ycTaHOBIEHHI. J[aHHbBIE
OTCYTCTBYIOT.

[IpoaoKUTENBHOCTD JICUEHUS HE JI0JKHA MTPEBBIIIATD 7 JTHEH.

Cooco0 nnpuMeHeHus

MectHo, niocne ensl. [lepen nepBsIM NPUMEHEHUEM CIEAYET YOSAUTHCS B HAJIGKHOH (pUKcaIuu
BEPXHEH KPBIIIKK PacTIbUTUTEILHON HACAIKU, IPU HEOOXO0AUMOCTH 3a(h)UKCUPOBATh €€ U HaXaTh
Ha Hee HECKOJIbKO pa3 Ul aKTUBALIMK PACIIBUIMTEIIS.

Bo Bpemst BIpbICKUBaHUS CIIEIYET 3aep>KaTh AbIXaHUE.
4.3. [IpoTuBONOKA3aAHUS

® TUNEPYYBCTBUTEIHHOCTh K OCH3WJAMUHY HJIM K JIIOOOMY M3 BCIOMOTATENbHBIX BELIECTB,
IIEPEYUCIICHHBIX B pazzaene 6.1.

4.4. OcoOble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUN

[ToBbIICHHAsT YyBCTBUTEIBHOCTD K ALIETUICAIULMIOBON KHCIOTE WINA APYrMM HECTEPOUIHBIM
IPOTHBOBOCTIAJMTEIBHBIM IIperapaTam, OpoHXualbHas acTMa (B T.4. B aHAMHE3e).

IIpu  npumenenun  npenapara AHECTOJDKET  BO3MOXHO  pa3BUTHE  peakLUMi
THIIEPUYBCTBUTEIBHOCTU. B 3TOM cilyuae peKOMEHIyeTcsi OTMEHUTH JieueHUue OCH3MIaMUHOM H
Ha3Ha4YUTh COOTBETCTBYIOLIYIO TEPAMHUIO.

Y orpaHMuYEHHOTO YKcia MAMEeHTOB MPUCYTCTBHUE 3B B TOPJIC U MOJOCTH PTa MOXKET yKa3hIBATh
Ha HaJIM4re 00Jiee cephe3HOM maToyIoruu. Eciiy cuMIITOMBI HE TPOXOIST B TeUeHHE OoJiee 3 THEH,
HEO0OXOMMO MEPEeCMOTPETh HA3HAYECHHOE JICUCHUE.

BcnoMorarenbHEIC BEIECTBA

[Tpenapar AHECTOJIXKET comepuT MeTHIaparuipoKCu0eH30aT, KOTOPBIM MOKET BBI3bIBATH
aJUIeprUYecKue peakiuy (B TOM 4uciie, OTCPOUCHHBIC).

JlaHHBIN JIEKapCTBEHHBIM Tpemnapar COJAEPKUT HEOONBIIOE KOJUYECTBO ITaHOJA (AJIKOTOJS),
Menee yem 100 mr Ha 103y.

4.5. B3amMmopeiicTBHe ¢ JPYTMMH JICKAPCTBEHHBIMH IIpenapaTamMM M JApyrue BHABI
B3aNMOJAEHCTBUSA

HccnenoBanuii B3auMOAECUCTBUSA C IPYTHUMHU JIEKAPCTBEHHBIMU IIPENapaTaMy He ITPOBOIUIIOCS.
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4.6. ®epTHIILHOCTD, 0EPEMEHHOCTD U JIAKTALUS (NOCNENCQBATENEHOCTL 0004)

bepemeHHOCTD
[Ipenapar AHECTOJIKET He cnenyet npUMEHSTh IPH OEPEMEHHOCTH.

JlakTanus
[Ipenapatr AHECTO/DKET He cnenyeT NpuMeHATh B IEPUOJ IPYAHOTO BCKAPMIIMBAHMSL.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH M padorarh ¢
MeXaHM3MaMH

He oka3biBaeT BAMSHMA HA CIIOCOOHOCTD YNPABIIATH TPAHCIIOPTOM U pabOTaTh ¢ MEXaHU3MaMHU.
4.8. HexkenaTeibHbIe peakuuu

Pes3roMe HexxenaTeabHbIX peaKIIni

HesxenarenbHbIe peakiuy pacrpeieiCHbl B 3aBUCMOCTH OT YaCTOThI UX BO3BHUKHOBEHUS: OUCHb
gacto (>1/10), gacto (>1/100, Ho <1/10), Heuacto (=1/1 000, Ho <1/100), peaxo (>1/10 000, HO
<1/1 000), ouens peaxo (<1/10 000), gactora HEM3BeCTHA (HA OCHOBAHUH MMEIOIIUXCS JAHHBIX
OIIEHUTHh HEBO3MOYKHO).

Hapywenus co cmoponvl ummyHHOU cucmembl: pEAKO — pEaKLIMY TUIIEPUYBCTBUTEIBHOCTH; OUEHD
PEeAKO — aHTHOHEBPOTHUYECKHUM OTEK; YaCTOTa HEM3BECTHA — aHA(UIAKTUYECKUE PEaKIIUU.

Hapywenus co cmoponsl OvixamenvHoli cucmemsl, opeaHo8 2pyoOHoU KIemKu U cpedoCmeHUs:
OYEHb PEJKO — JIAPUHTOCIIA3M.

Hapywenus co cmoponbvl kKodtcu u noOKO#CHbIX MKaHel: HedacTo — (POTOCCHCUOMITH3AIMS;, OUE€Hb
peaKo — 3y, KpanuBHUIIA, KOXKHAsI ChIIIb.

Obwue Hapywenus u peakyuu 6 mecme 88e0eHUs: PEIKO — CyXOCTh U O KEHHUE BO PTY; 4acToTa
HEU3BECTHA — YYBCTBO OHEMEHUS B POTOBOM MOJIOCTH.

COO6H_IGHI/IG O ITOAO03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BakHO c000IIaTh 0 MOI03PEBAEMBIX HEXKEIATEIBHBIX PEaKIUIX TOCIIe PErUCTPAIINH IIperapara ¢
IENbI0  O0ECIEYCHUsT HENPEPHIBHOTO MOHHUTOPHHIA COOTHOUICHHS «IIOJb3a — PHCK»
JIEKapCTBEHHOTO TIpenapara. MeIuIMHCKUM pabOTHUKAM PEKOMEHYEeTCS COOOIaTh O JIIOOBIX
MOJI03PEBACMBIX HEXKENATeIbHBIX PEAKIMSIX JICKAPCTBEHHOTO IMpernapara 4epe3 HallMOHATbHBIC
CHCTEMBI COOOIICHHS O HEXeNaTeNbHBIX peaKIHsIX TOCYAapcTB — wWIeHOB EBpa3zuiickoro
9KOHOMHYECKOTO COI03a.

Poccniickas @enepanys

denepanpHas ciyx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUS
Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomaib, 1. 4, ctp. 1
Tenedon: +7 (800) 550-99-03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru
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CaiiT B nH(pOPMALHOHHO-TeleKoMMyHHKaonEoii cetd WiTfrrdpaeny: - | ENTEHUCTE D004]

https://roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

B Hacrosiee Bpemst o ciydasx nepeno3upoBku npenapatom AHECTOXKET He coobmianocs.
CuMITOMBI

[Ipu npumeHeHun npenapara B COOTBETCTBUM C MHCTPYKLUEH 110 IPUMEHEHHUIO MEPEI03UPOBKA
MajoBeposATHA. [Ipu ciryyallHOM IpOIIIaTBIBAHUM IIperapaTa BO3MOXKHBI CIEAYIOIINE CUMIITOMBI:
pBOTA, CIIa3Mbl B )KUBOTE, OECITOKOWCTBO, CTpax, FAJUTIOLIMHALIMY, CYI0pOTHY, aTaKCHsl, JINXOPAJIKa,
TaxUKapJusl, yTHETEHUE JbIXaHUs.

JleueHue

CHMIITOMATHYECKOE; OYHUCTUTH XKEIYJIOK, BBI3BAB PBOTY, WJIM MPOMBITH JKEIYIOK, HUCIOJIb3Ys
JKEMYTOYHBIA 30HA (MOJ HaOIIOJeHWEeM Bpada); O0eCHeYnTh MEIUIIMHCKOE HaOIOACHUE,
NOJICP’KUBAIOLTYIO TEPAIIHIO U HEOOXOAUMYIO THIPATaIHIO.

AHTHUIOT HEU3BECTEH.

5. DPAPMAKOJIOTTYECKUE CBOMCTBA
5.1. ®apmakoauHaMHYecKHe CBOMCTBA

@®apMakoTepaneBTUUYECKass TIpylmna: Ipenaparbl, IPUMEHSEMblE B CTOMAaTOJIOTUHU; Jpyrue
npenaparsl A1 MECTHOTO JIEYeHHs 3a00J1€BaHUI TIOJIOCTH PTa.

Kon ATX: AOTIADO2

MexaHusM aeiictBus 1 dhapMakoaruHaMudeckre YO hEKTHI

ben3nnamMuH sBiIsIeTCS HECTEPOUIHBIM MPOTUBOBOCHAINUTENIBHBIM IIPENapaToOM, MPUHAJIEKHUT K
rpymnme nHaa30510B8. OKka3bIBaeT IPOTUBOBOCHAIUTENILHOE U MECTHOE 00€300 I1BaroILee AeHCTBUE,
o0najaeT aHTUCENTUYECKUM [JEHCTBHEM NPOTHB IIHUPOKOTO CIEKTpa MHKPOOPTaHU3MOB.
MexanusM JeiicTBUA TpenapaTa CBsi3aH CcO cTaOwiM3amued KJIETOYHBIX MeMOpaH W
MHTUOMPOBAHNEM CHHTE3a MPOCTArjaHIuHOB. beH3unaMuH oOKa3blBaeT aHTHOAKTEpUAIBHOE U
cneunduyeckoe aHTUMUKPOOHOE AEHUCTBHE 3a CUET OBICTPOro MPOHUKHOBEHHS Yepe3 MEMOpaHbI
MHUKPOOPTaHU3MOB C IOCIEAYIOIIUM IOBPEXKACHUEM KJIETOUHBIX CTPYKTYp, HapylIICHHEM
METa0O0JIMUECKUX MPOIIECCOB U JTU30COM KIIETKH.

Ob6nanaer mnpoTUBOrpHOKOBBIM JeiicTBueM B otHowmeHun Candida albicans. Bbi3biBaer
CTPYKTYpHbIE MOAM(DUKAIIMU KIETOYHOH CTCHKH I'PUOOB M UX METAOOJIMYECKUX IICTei, TaKuM
00pa3oM, MpENSATCTBYET HUX PENpPOAYKIUH, YTO SIBUJIOCH OCHOBAaHHEM JUIs IMPHUMEHECHUS
OeH3MIaMUHA TIPU BOCIIAJIHMTENFHBIX MPOLIECCaX B POTOBOW IOJIOCTH, BKIHOYAsT HH()EKIIMOHHYIO
3THOJIOTHIO.
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5.2. ®apMaKOKHHETHYECKHE CBOICTBA (NOCNENCQBATENEHOCTL 0004)

AOGcopOuus

[Ipn MecTHOM NMPUMEHEHHH TMperapaT XOpomo adcopOUupyeTcs: uepes CIU3HCThIe 000JIOYKH U
NPOHHKAET B BOCHAJECHHBIC TKaHW, OOHApYXKHBAaeTCs B IUIa3Me€ KPOBH B KOJHYECTBE,
HEIOCTaTOYHOM JIJISI TIOJTyYEHHSI CHCTEMHBIX 3P EeKTOB.

DIMMUHALIUA

3KCKp€I_II/I}I nmpernapara mnpoucxoJuT B OCHOBHOM ITOYKaMHU, B BUJIC HCAKTHBHLIX MeTa0O0IUTOB WIN
IMPOAYKTOB KOHBIOTAllUH.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

Otanon 95 %

I'muuepon

MeTunnaparuapokcuoeH3o0aT

Apomartu3aTtop MEHTOJIOBBIN

Hatpus caxapunara nuruapat

Hatpus runpokapOoHar

[omucopOat 20

Bona ouninennas

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok rognocTu (CpOK XpaHeHHUs )

4 rona.

[Tocne nepBoro ucnoab30BaHust — 6 MECSALEB.

6.4. OcoOble MepbI MPEI0CTOPOKHOCTH MPHU XPAHEHU U
XpaHUTb B 3aIIUILIEHHOM OT CBETA MECTE IIpHU TeMiieparype He Bbiie 25 °C.
6.5. XapakTep u coaep:kaHue NePBUYHONH YIIAKOBKH

Mo 30 mn (176 mo3) Bo (hmakoH M3 MOJIMATHIICHA BBICOKOW IJIOTHOCTH C J03aTOPOM H
CKJIQJIIBAIOIIIUMCS HAKOHCUHHKOM.

Ha ¢nakoH HakJIeuBaIOT 3TUKETKY U3 OymMaru camoKJesieics.

®d1akoH BMECTE C JIUCTKOM-BKJIQABINIEM ITIOMCIIAIOT B MAYKY M3 KapTOHA.
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6.6. OcoOble Mepbl NPeETOCTOPOKHOCT npn':n'%ﬂﬁ%;éﬁﬂﬁnbﬂfkﬁggb%%gﬁﬁom

JIEKAPCTBEHHOI0  Mpemapara WIN OTX0J0B, TMOJYYEHHBIX [M0OCJe MPUMeHEHUs
JIEKAPCTBEHHOI0 Mpenapara, ¥ pyrue MaHuIMyJIsiiHU ¢ NpenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPALIMOHHOI'O YIOCTOBEPEHUSI
Poccuiickas @enepanus
000 «MPUC»

115162, r. MockBa, BH.TEp.I. MyHULIUNIAIbHBIN OKpYT JloHCKOH, yi1. LllyxoBa, nom 14, nomem. 1V,
ATaX Yepaak, Kom. 26

Ten.: +7 (495) 478-71-71
7.1. [IpencraBuTeib AepKaTeNsl PErHCTPALMOHHOIO YA0CTOBEPEHUS

IIperen3uun norpedbuTeiell HANPABIATS 10 AJIPECY:

Poccuiickas @enepanus
000 «MPUC»

115162, r. MockBa, BH.TEp.I. MyHULIUNIAIbHBIN OKpYT JloHCKOH, yi1. LllyxoBa, nom 14, nomem. 1V,
ATaX yepAak, Kom. 26

Ten.: +7 (495) 478-71-71

8. HOMEP PETUCTPAIIMIOHHOT'O YIOCTOBEPEHHUS
JITI-Ne(004336)-(PT-RU)

9. JATA NEPBUYHOI PETHCTPALIMM (TOATBEPKIEHUS PETMCTPALIMH,
MEPEPETMCTPAILINN)

Jlata nepsoii peructpaunu: 18 supaps 2024 r.

10. JATA IIEPECMOTPA TEKCTA

OObmas xapaktepuctuka JsekapctBeHHoro mnpemnapara AHECTOJIKET nocrynmna Ha
MH(POPMALIMOHHOM TopTaie EBpa3suilckoro SKOHOMHUYECKOro co3a B HH(GOPMAIMOHHO-
KOMMYHHKaIMOHHOH cetn «MHTepHeT» https://eec.eacunion.org/



