COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 01.12.2023 N= 25386

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1002

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPETTIAPATA

JIOPAHI'UH, 0,255 mr/no3a, cripeit 1Jis MECTHOTO TPUMEHEHHUS I03UPOBAHHBIIN

2. KAMECTBEHHBIN U KOJIMYECTBEHHBII COCTAB
JleiicTByro1IIee BEIIECTBO: OCH3UIAMUH.
1 no3a npemnapara cogepkut 0,255 mr 6eH3uaamMuHa (B BH/IE THAPOXJIOPUIA).

100 M1 cipest A1 MECTHOTO TIPUMEHEHUs T03upoBanHoro coaepkar 0,15 r 6ensupamuna (B BuIe
THJIPOXJIOPHIA).

BcnomoratenbHble BelecTBa, HAJMUYKWe KOTOPBIX HAJO YUUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
mpernapara: MeTUINaparuIpokCcuOeH30ar, 3Tanou (cM. paszaen 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Crpeii 1151 MECTHOTO IPUMEHEHUS JO3UPOBAHHBIN.

becuBeTHBIN MPO3payHblil paCTBOP C XapaKTEPHBIM 3aI1aXOM MSTHI.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K NPUMEHEHH IO

CumnromaTtrueckas Tepanus 60JeBOro CHHAPOMa BOCHAIUTEIbHBIX 3a00€BaHUM MTOJIOCTH pTa U
JIOP-opranoB (pa3au4HOM 3THOJIOTUH) Y B3POCIbIX U AETEN OT 3-X JIET:

® TUHTHBUT, IJIOCCUT, CTOMATHUT (B T.4. MOCIIE JTYYSBOW U XUMHOTEPAIIHH);

e (hapuHTUT, JTAPUHTUT, TOH3UIUIUT;

® KaHJWJO3 CIIU3UCTON 00OJIOYKH TOJIOCTH PTa (B COCTaBE KOMOMHHPOBAHHOW TEPAITHH);
® KaJIbKYJIE3HOE BOCIAJICHHE CIIFOHHBIX JKEJe3;

® [I0CJIC ONIEPATUBHBIX BMEIIATEIBCTB U TPABM (TOH3UIUIPKTOMHUS, TIEPEIIOMBI UEITFOCTH ),
® [I0CJIC JICYCHUS U yAaJIeHUs 3y00B;

® [apOJIOHTO3.

[Tpy MHQEKIUMOHHBIX U BOCHAIUTENbHBIX 3a00J€BaHMSIX, TPEOYIOIIMX CHUCTEMHOIO JIeYeHUS,
Heobxoaumo npumenenne npenapara JJOPAHI'MH B coctaBe KOMOMHUPOBAaHHOM Teparuu.

4.2. Pe:kum 103MPOBaHNS M CIOCO0 MPUMeEHEHUs!

PexuMm no3upoBaHus

OpnHa 1o3a (0AHO BIPBICKMBaHUE) cOOTBETCTBYET 0,255 MI OeH3UIaMHHA THIPOXIIOPHIA.
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Bspocnvie
B3pocnbeiM (B T.4. TanMeHTaM MOKUIIOTO Bo3pacTa) 1o 4-8 BupbICKMBaHUN 2-6 pa3 B CyTKH.
eTH
Pexxum no3upoBanus Ui 1etei crapiue 12 et aHaJlornyeH pexxuMy 103UpOBaHMsI 171s1 B3POCIIbIX.
Hetsim ot 6 10 12 et — o 4 BrpbickuBaHus 2-6 pa3 B ICHb.

Hetssm ot 3 o 6 nmetr — mo | BOPBICKMBAHWIO Ha KaxKaple 4 Kr Macchl Teja, HO He OoJiee
4 BpbICKMBaHUM (MakCUMaJIbHAs pa3oBas 103a) 2-6 pa3 B JICHb.

BbezomacHocth u 3dexTuBHOCTE y mereit B Bozpacte oT 0 10 3 neT He ycTaHOBIEHBI. JlaHHBIE
OTCYTCTBYIOT.

HpOI[OJ'DKI/ITeJ'IBHOCTB JICUCHUA HC NOJKHA IIPCBLINIATD 7 I[Heﬁ.

Cnoco0 nnpuMeHeHus

MectHo, nocine enpl. [lepen nepBbIM MpUMEHEHHEM ClieyeT YOeauTbcs B HaJIe)KHON (PUKCAITUU
BEPXHEH KPBIIIKK PAaCIbUIMTEILHON HACAIKH, IIPU HEOOXOIUMOCTH 3aUKCHPOBATh €€ M HaXaTh
Ha Hee HECKOJIbKO pa3 i aKTUBALIUU PACTIBUIATEIIS.

Bo Bpemst BIpbICKUBaHUS CIEAYET 3a/IePKaTh AbIXaHHE.
4.3. IlpoTuBONOKA3aAHUS

® TUIICPUYBCTBUTCIIBHOCTL K 6GH31/II[aMI/IHy HIIM K JHO6OMy U3 BCIIOMOI'aTC€JIbHBIX BCIICCTB,
IIEPEYUCIICHHBIX B pa3zaene 6.1.

4.4. Ocolble yka3aHus U Mepbl MPeI0CTOPOKHOCTH MPHU NPUMeHEeHHH

[ToBbilIeHHAs] YyBCTBUTEIBHOCTh K all€TUJICATIMIMIOBON KHUCIOTE WIN JIPYTUM HECTEPOUIHBIM
IIPOTUBOBOCTIAJIUTENbHBIM IIpenapaTam, OpoHXHallbHas acTMa (B T.4. B aHaMHE3e).

ITpn [IPUMEHEHUH rperapara JIOPAHI'MH BO3MOXHO pa3BUTHE peaxuuii
TUIIEPUYBCTBUTENBHOCTU. B 3TOM cilydae pekoMeHIyeTcsi OTMEHUTh JiedeHHue OCH3UIaMUHOM U
Ha3HA4YUTh COOTBETCTBYIOLLYIO TEPAIIUIO.

vy OrpaHUYCHHOI'0 YuCJjia MAalUCHTOB MMPHUCYTCTBUC A3B B I'OPJIC U IMMOJIOCTHU PTAa MOXKCET YKa3bIBaTb
Ha Hajnuue Oosiee cepbe3Hol narosoruu. Eciy cuMOTOMBI HE MPOXOJAT B TeUeHUe Oonee 3 nHEeH,
HE00X0IMMO MEPECMOTPETh HA3HAYCHHOE JICUEHHE.

BcrnoMmorarensHble BellecTBa

[Ipenapatr JIOPAHI'MH conepxut MeTuimnaparugpoKcuOeH30aT, KOTOPhIM MOXET BBI3bIBATH
JJIepruyeckre peakiuuu (B TOM YHcie, OTCPOUCHHBIE).

JlaHHBIN JEKapCTBEHHBIN Tpenapar COJAEPKHUT HEOONBIIOE KOJWYECTBO ITaHOJA (AJIKOTOJs),
MeHee yem 100 Mr Ha 103y.
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4.5. B3anMojeiicTBMe C JAPYrHMH JIeKAPCTBEHHbIMH TMpenapaTaMy W JApPyrde BH/bI
B3aHNMOJAEeHCTBUSA

HccenenoBanuil B3aMMOIEHCTBYS C IPYTHMH JIEKAPCTBEHHBIMHU IIperiapaTaMyu He IIPOBOJUIIOCH.
4.6. DepTUIBLHOCTH, 0€PEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

[Tpenapat JIOPAHI'MIH He crnenyeT NnpuMeHATh Ipu OepeMEeHHOCTH.
Jlakranus
[Tpenapat JIOPAHI'MIH He cienyet npuMeHATh B IEPUOJL TPYIHOTO BCKapMJIMBaHUS.

4.7. BausiHde HA CNOCOOHOCTH YIPABJISATHL TPAHCHOPTHBIMHM CpPeICTBAMH H PadoTaTh C
MeXaHU3MaMH

He OKa3bIBACT BJIIMSIHUA HA CHOCO6HOCTB ynpaBJ’IﬂTI) TpaHCHOpTOM nu pa6OTaTI> C MCXaHU3MaMM.
4.8. HexkesiaTesIbHbIE PeaKIIHU

PesroMe HexxenaTeabHbBIX PEAKIU

HesxenarenbHbIe peakiiy pacipeiesieHbl B 3aBUCUMOCTH OT YaCTOThI MX BOSHUKHOBEHHSI: OYCHb
gacto (>1/10), gacro (>1/100, vo <1/10), Hewacto (>1/1 000, HO <1/100), penko (>1/10 000, HO
<1/1 000), ouens peako (<1/10 000), gacTora Hen3BecTHA (HA OCHOBAHUH MMECIOIIMXCS TAHHBIX
OLICHUTh HEBO3MOKHO).

Hapywenus co cmoponsl umMmyHHOU cucmembl: PeIKO — peaKIIMK TUIIEPYyBCTBUTEIILHOCTH; OYEHb
PENKO — aHTHOHEBPOTHUECKUN OTEK; YaCTOTa HEM3BECTHA — aHA(DUITAKTUUYECKHUE PEaKIUH.

Hapywenus co cmoponvl OvixamenbHOU cucmemvl, 0p2anos cpyOHOU KIemKU U CPeOOCmeHUsL:
OUYEHb PEJIKO — JAPUHTOCHAa3M.

Hapywenus co cmopoHbl Kodcu u NOOKONMCHBIX MKaHeu: He4yacTo — (OTOCEHCUOUIN3AlMS; OYeHb
peaKo — 3y, KpalluBHUIIA, KOJKHAs ChIIIb.

051/(/[146 HAPpYUWeHUs U peakyuu 6 mecme 66e0eHusl. PEAKO — CYXOCTh U JKIKCHUC BO PTY,; 4aCTOTa
HCEHU3BCCTHA — YYBCTBO OHCMCHUA B pOTOBOfI ITOJIOCTH.

COO6H.ICHI/IC 0 TOAO03PECBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

Baxno COO6HIaTB 0 IOAO3PCBACMBIX HEKECIATCIbHBIX PCAKIHAX ITOCJIC PETUCTpalH IIperiapara C
18(SA18:Y10) obecreyeHus HCIIPCPLIBHOI'O MOHHUTOPHUHIA COOTHOLICHUSA  «I10JIb3a — PHUCK»
JICKApCTBCHHOTO IIpCriapara. MeauuuHCKUM pa6OTHI/IKaM PCKOMCHAYCTCA COO6H_IaTB 0 IIHOOBIX
MMoAO3pCBACMBIX HCKCIIATCIIbHBIX PCAKIUAX JICKAPCTBCHHOI'O IIPCIapara 4Cpe3 HAIIMOHAJIBbHBIC
CHUCTCMBI COO6H_ICHI/I$I 0 HCKCJIATCJIBHBIX PCAKIUAX TOCyAapCTB — YJICHOB EBpasnﬁcxoro
9KOHOMHUYECCKOIo COro3a.

Poccuiickas @enepanus.
OenepanbHas ciryx0a 1Mo Ha30py B chepe 31paBOOXpaHEHUSI.

Anpec: 109012, r. MockBa, CraBsiHCKasl TUIOIIAab, 1. 4, cTp. 1
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Tenedon: +7 800 550 99 03

DnekTponHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOpPMAIIMOHHO-TEJICKOMMYHHUKALIMOHHOM ceTH «VIHTepHET» !
https://roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

B nHacrosee Bpems o ciydasx nepeao3upoBku npenaparom JIOPAHI'MH He coobimanocs.
CuMnTOMBI

[Tpu mpuMeHeHuu Tpernapara B COOTBETCTBHM C MHCTPYKIUEH 110 MPUMEHEHHIO MEePEeI03UPOBKa
ManoBeposaTHa. [Ipu ciydaifHOM nporiaTeIBaHUU MIperapaTa BO3MOXHBI CIIEIYIOIIHEe CUMIITOMBI:
PBOTA, CIIa3Mbl B )KUBOTE, OECIIOKONCTBO, CTPaXx, TAJUTFOIUHALINH, CYJJOPOTH, aTaKCHUs, TUXOPaJIKa,
TaxuKap/usi, yrHETCHUE JbIXaHUS.

Jleuenue

CHUMITOMATHYECKOE; OUYUCTUTH XKENyJIOK, BBI3BAB PBOTY, WJIM HPOMBITh KEJIYIOK, HCIIOJIb3Ys
KENMyIOYHBbI 30HA (TOA HaONOJeHHEM Bpada); 00eCHeunTh MEIUIMHCKOe HaOIroIeHue,
HOJJICPKUBAIOIIYIO TEPAIHIO ¥ HEOOXOIUMYIO THIpaTaLUIO.

AHTI/II[OT HCU3BCCTCH.

5. PAPMAKOJIOTUYECKHWE CBOMCTBA
5.1. ®apmakoaMHAMHYeCKHE CBOCTBA

CDapMaI(OTepaHeBTI/I‘IGCKaSI rpymia: npenaparbl, IMTPHUMCHIACMBIC B CTOMATOJIOTUH; JOpPYTUC
npenaparsl st MECTHOT'O JICUCHUA 3a00JIeBaHUH ITOJIOCTH pTa.

Koxg ATX: A0O1ADO2

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/IC 3d)d)eKTLI

beH3unaMuH siBIsSeTCS HECTEPOUIHBIM MPOTUBOBOCHIAIUTENBHBIM MIPENapaToOM, IPUHAJICKUT K
rpymnie nHAa3010B. OKa3bIBaeT IPOTUBOBOCHAIUTENILHOE U MECTHOE 00€300I1BatOIIIEee NEHCTBHE,
o0jasaeT aHTUCENTHYECKUM JAEWCTBUEM MPOTHB UIMPOKOTO CIEKTpa MHUKPOOPTraHU3MOB.
Mexanusm JeiicTBusl Ipemapara CBsi3aH CO  CTa0WIM3alMed KIETOYHBIX MeMOpaH U
MHTUOMPOBAHUEM CHHTE3a MPOCTArjaHIuHOB. beH3uIaMuH OKa3blBaeT aHTHOAKTepUAIbHOE U
cneunduyeckoe aHTUMUKPOOHOE IEHCTBHE 3a cUEeT OBICTPOTO MPOHUKHOBEHUS Yepe3 MeMOpaHbl
MUKpPOOPTaHU3MOB C IOCJIEAYIOIIUM IIOBPEXKIECHUEM KIETOUHBIX CTPYKTYp, HapylIEHUEM
METa0O0IMYECKUX MPOLIECCOB U JTU30COM KIIETKH.

Ob6namaer mpoTUBOTPHOKOBBIM JeiicTBueM B otHomieHun Candida albicans. BreisbiBaer
CTPYKTYPHBIC MOJU(HUKAIIMHA KJICTOYHOW CTEHKU T'PUOOB M MX META0OJUYECKUX IETeH, TaKuM
0o0pa3oM, MPEMATCTBYET WX PENPOAYKIIMH, YTO SIBUJIOCH OCHOBAHUEM Ui TPUMCHCHUS
OCH3MIaMHHA TIPU BOCIIAIMTENIBHBIX MPOIIECCaX B POTOBOM IMOJIOCTH, BKIIOUYAsT HH()EKIIMOHHYIO
ATHOJIOTHIO.
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5.2. @apmMakoKMHeTHYECKHE CBOIiCTBA

AOGcopouus

[Ipu MecTHOM TpPUMEHEHHMH TpenapaT XOpoIIo adcopOupyeTcs Yepes3 CIM3HCThIe 00OJOYKH H
IPOHHKAET B BOCIHAJCHHBIC TKAHW, OOHAPYKHBAaeTCs B IUIa3Me KPOBH B KOJIMYECTBE,
HEJIOCTATOYHOM JIJIsl [IOJTyYCHUS] CUCTEMHBIX 3()(DEKTOB.

DIMMUHALIUA

:‘)KCerllI/IH Imperapara mMpouCcxXoauT B OCHOBHOM IIOYKaMH, B BUJIC HCAKTHBHBIX META0O0IMTOB HIIN
MMPOAYKTOB KOHBIOTI'Al[UU.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeIbHbIX BellleCTB

Otanon 95 %

I'muuepon

MetunmnaparuagpokcuoeH3oar

ApomaTu3aTop MEHTOJIOBBIH

Hatpus caxapunata nuruapat

Hatpus runpokapboHaT

[Tommcop6at 20

Bona ounniennas

6.2. HecoBMeCTUMOCTH

He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs )

4 rona.

[Tocne mepBoro ucmonb30BaHus — 6 MecsIes.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NIPH XPAHEHUHU
XpaHUTh B 3aIIAIICHHOM OT CBETa MECTEe MPH TeMIieparype He Boie 25 °C.
6.5. XapakTep U cofep:KaHHe MEePBUYHOI YIAKOBKH

I[To 30 mn (176 mo3) Bo (hmakoH W3 MOJNUATHIIEHA BBICOKOW IUIOTHOCTH C J03aTOPOM U
CKJIQIBIBAIOIIMIMCST HAKOHEYHHUKOM.

Ha (pJ'IaKOHLI HaKJICUBAIOT 3TUKCTKU U3 6YMaFI/I CaMOKJICSIICHCS.

Ka)K}IBIfI (bJ'IaKOH BMECTC C JIMCTKOM-BKJIIAJBIIIEM IMOMCHIAIOT B IMMAYKY M3 KapTOHA.
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6.6. Oco0Oble Mepbl MNpPeIOCTOPOKHOCTH NPH YHUYTOKEHHH HMCIIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WM OTX0A0B, TMOJIYYeHHbIX IOcjde NpPHMEHEeHUus
JIEKAPCTBEHHOI0 Mpenapara, ¥ Apyrue MaHuMyJsiiHU ¢ NpenapaTom

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEP)KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
Poccuiickas @enepanus

000 «HAYYHO-ITPOMN3BOJCTBEHHOE OFbE/IMHEHUE ITEHTA TI'PYIIIT»
125367, r. MockBa, [Tonecckuii mpoesn, 1. 16, ctp. 1, moment. 9/1/3

Ten.: +7 (495) 741-46-47

7.1. [IpencraBuTenb IepKaTeNsi pEruCTPALIMOHHOTO YAOCTOBEPEHUS

[Iperen3uun norpedbuTENer HAOPABIATE 110 AAPECY:

Poccuiickas @enepanus
000 «HAYYHO-IIPOMU3BOJCTBEHHOE O BEJVMHEHUWE IIEHTA I'PYIIII»
125367, r. Mocksa, [Tonecckwuii nmpoes, a. 16, ctp. 1, moment. 9/1/3

Ten.: +7 (495) 741-46-47

8. HOMEP PETMCTPALIMOHHOI'O YIOCTOBEPEHUS
JITT-Ne(003919)-(PT-RU)

9. IATA NEPBUYHOH PEIMCTPAIIMM (IIOJATBEPXJIEHHS PETUCTPAILIUMH,
INEPEPETUCTPAIIN)

Jlara mepBoii peructpanuu: 6 nexadps 2023 r.

10. JATA HEPECMOTPA TEKCTA

OOmast  xapakrepuctuka JsekapctBeHHoro mpenapara JIOPAHI'MH  noctymna  Ha
UHPOPMALIMOHHOM TopTaie EBpa3uiickoro SKOHOMHUYECKOTO co3a B HH(POPMALMOHHO-
KOMMYHHKaIIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/
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