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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1002

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPETTIAPATA

bensunamun, 0,255 Mr/mo3a, cupeid 11 MECTHOTO IPUMEHEHUS JO3UPOBAHHBIN

2. KAUECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JleiicTBytoO1IIEE BEIIECTBO: OCH3UIAMUH.
1 mo3a nmpenapara coaepxut 0,255 Mr GeH3uIaMIHa THIPOXIIOPU/IA.

BcmomorarensHbIC BCIICCTBA, HAJIMYMUC KOTOPLIX HAJA0 YUYUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npernapara: MeTHIaparuIpokcuoensoar, stanoin 95 %, nponuneHrmmKonb (cM. pasnen 4.4).

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIECTB MPUBEICH B pa3jerie 6.1.

3. JEKAPCTBEHHAS ®OPMA
Crpeit 11 MECTHOTO IPUMEHEHUS JO03UPOBAHHbIN.

becuBeTHBIN MPO3payHbIid PACTBOP C XapaKTEPHBIM 3al1aXOM MSATHI.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusl K NPUMEHEHH IO

CumnromaTrueckas Tepanus 00JeBOro CHHAPOMA BOCMATUTEIbHBIX 3a00JI€BaHU MOJIOCTH PTa U
JIOP-opranoB (pa3au4HOM 3THOJIOTHH) Y B3POCIHBIX U JeTel OT 3-X JIeT:

® THUHTUBUT, ITIOCCUT, CTOMATHUT (B T.4. MOCJIE JTYyYEBOU U XUMHOTEPAIINN );

e (apuHIUT, JAPUHTUT, TOH3UILIUT;

® KaHJUA03 CIU3UCTON 000JIOUKH MOJIOCTH pTa (B cOCTaBe KOMOMHUPOBAHHOM Tepanum);
® KaJIbKYJIE3HOE BOCIAJICHHUE CIIIOHHBIX JKEJE3;

® JIOCJIC OINICPAaTUBHBIX BMEIIATCILCTB U TPaBM (TOHSI/IJ'IJ'IBKTOMI/ISI, MEpCIOMBbI T-IeJ'IIOCTI/I);
® [I0CJIE JICYEHUS U yaleHus 3y00B;

® I1apOJIOHTO3.

HpI/I I/IH(I)eKI_[I/IOHHLIX 1 BOCIIAJIUTCIIbHBIX 3a6OHeBaHI/I5{X, Tpe6y10m1/1x CUCTCMHOTI'O JICUCHUA,
HCO6XO,Z[I/IMO IMPUMCHCHUC IIpCIiapara bensumamuH B cocTaBe KOM6HHHp0BaHHOﬁ TCpaIruu.

4.2. Pe:kuM 103UPOBAaHNS M CIIOCO0 MPUMEHEHUSI

Pexum go3upoBaHus

Onna no3a (ogHO BOpBICKHBaHKE) cooTBeTCTBYET 0,255 Mr OeH3u1aMrHa THIPOXIOPUIA.
Bspocnvie

B3pocapiM (B T.4. manMeHTam MOXHIOTo Bo3pacTta) o 4—8 BIphICKUBaHUM 2—6 pa3 B CYTKH.
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Pexxum no3upoBanus uis geTei crapiie 12 et aHaIorMueH pexxuMy JO3UPOBAHUS 1J1s1 B3POCIIBIX.
Hetsm ot 6 10 12 net — mo 4 BupbICKUBaHUs 2—6 pa3 B JICHb.

Hetsim ot 3 1o 6 yer — no 1 BOpPHICKMBAaHHIO HAa KaxJple 4 KI' Maccel Tejla, HO He Ooiee
4 BrIppICKMBaHMM (MakCHMabHas pa3oBas 103a) 2—6 pa3 B I€Hb.

be3onacHocTh u 3¢ deKTUBHOCTD y nerel B Bo3pacTte oT 0 10 3 et He ycTaHOBJeHBI. J[aHHbIe
OTCYTCTBYIOT.

HpOI[OJ'DKI/ITeJ'IBHOCTB JICYCHUS HE NOJIKHA IMMPEBRINIATH 7 HHeﬁ.

Croco0 rIpuMeHeHus

MectHO, ToCiIe eabl.
Bo Bpemst BIpbICKUBaHUS CIEAYET 3a/IePKaTh AbIXaHHE.
4.3. IlpoTuBONOKA3aHUS

® THUIEPYYBCTBUTEIHFHOCTh K OCH3WJAMHHY WM K JIOOOMYy M3 BCIIOMOTaTEIbHBIX BELIECTB,
IIEPEYUCIICHHBIX B pa3zaene 6.1.

4.4. OcoOble yka3aHus U MepPbl NPeIOCTOPOKHOCTH NPH NPUMEHEHUH

[ToBbilIEHHAs] YyBCTBUTEIBHOCTh K allETUJICATIMIMIOBON KHUCIOTE WIN JIPYTUM HECTEPOUIHBIM
IIPOTUBOBOCIIAJIUTENbHBIM IIpenapaTaM, OpoHXHallbHas acTMa (B T.4. B aHaMHE3e).

[Tpu MPUMEHEHUU npernapara bensunamuu BO3MOYKHO pasBuTHe peaxiuit
TUTIEPUYYBCTBUTEIBHOCTU. B 3TOM cilydae pekoMeHAyeTcs TMPEeKpaTUTh JIEUEHUE U
MIPOKOHCYJIBTUPOBATHCS C BPAUOM JIsl HA3HAYEHHUSI COOTBETCTBYIOIICH TepaIrum.

VY or PAHUYCHHOTO YHCJIa TAaIUCHTOB IIPUCYTCTBHUEC 3B B TOPJIC U IOJIOCTU pTa MOKET YKA3bIBATH
Ha Hajau4ue Oolee Cepbe3H0ﬁ naTojioru. Eclii CHMIITOMEI HE MpoxXoJdAT B TCUHCHHUC ooiee 3 ,Z[HCI\/’L
HCO6XOI[I/IMO IMPOKOHCYJIbTUPOBATHCA C Bpa4UOM.

BcrnoMmorarensHble BellecTBa

HpenapaT ben3zugamun COACPIKUT MCTI/IJ'IHapaI‘I/I)IpOKCI/I6CH303T, KOTOpHﬁ MOXKET BbI3bIBATb
AJUICPruieCKrue peakunuunu (B TOM YHCIIC, OTCpO‘IeHHHe).

JlaHHBIN JeKapCTBEHHBIN Tpemnapar COIAEPKUT HEOOJIBIIOE KOJUYECTBO ATAaHOJA (AJIKOTOJs),
Mmenee yem 100 mr Ha 103y .

JlaHHBIH penapaTt COASP>KUT MPONUIICHIJIMKOIb, KOTOPBIA MOXET pa3/ipakaTh KOXY.

4.5. B3amMmopeiicTBHMe ¢ [PYTHMH JIEKAPCTBEHHBIMHM MpenaparaMu H JApyrue BHIbI
B3aUMOAEliCTBUA

HccnenoBanuii B3aUMOISUCTBUS C APYIruMH JICKapCTBCHHBIMU IIpCriapaTaMy HEC MIPOBOANUJIOCE.
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4.6. DepTHIBLHOCTH, 0€PEMEHHOCTH U JIAKTALMS

bepeMeHHOCTD

[Ipenapar bensunamMun He caeayeT MIPUMEHATh MPU OEPEMEHHOCTH.
JlakTanms
[Ipenapar bensunamMun He ciaeayeT MPUMEHATH B MIEPUOJ] TPYTHOTO BCKAPMIIMBAHUS.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeICTBAaMH H pPadoTaTh ¢
MeXaHU3MaMH

He oxa3piBaeT BIMSIHUS HA CIOCOOHOCTH YIPABIIATH TPAHCIIOPTOM U pabOTaTh C MEXaHU3MaMH.
4.8. Hexenare/ibHbIE peaKINU

Pe3ioMe HexxenaTeabHbIX DEAKIINN

HesxenarenbHble peakiiuy pacipeIeieHbl B 3aBUCUMOCTH OT YaCTOTHI MX BOSHUKHOBEHHSI: OUYCHb
gacto (>1/10), gacto (>1/100, Ho <1/10), Hewacto (>1/1 000, vHo <1/100), peaxo (>1/10 000, HO
<1/1 000), ouens peako (<1/10 000), gacTora Hem3BecTHA (HA OCHOBAHUH MMCIOIIMXCS TAHHBIX
OLICHUTh HEBO3MOKHO).

Hapywenus co cmoponsl umMmyHHOU cucmemul. peAKO — peaKLUy THIepYyBCTBUTEIBHOCTH; OUEHb
PEAKO — AHTHOHEBPOTHUICCKHIA OTEK; YaCTOTA HEM3BECTHA — aHA(DUIIAKTUICCKUE PEaKIIHH.

Hapywenus co cmopomnst ovixamenvbHol cucmemsl, OpeaHo8 2pyoHOU KIemKu U cpedoCmeHus.
OYEHB PEIKO — JIAPUHIOCIIa3M.

Hapywenus co cmopoHbvl Kodcu U ROOKOJNCHbIX MKaHell. HedacTo — (POTOCEHCUONIN3AINs; O9eHb
peIKo — 3y/1, KpallMBHUIIA, KOKHAS CHITIb.

Obwue Hapywienus u peakyuu 6 mecme 66e0eHus. PeKO — CyXOCTh U XOKEHHE BO PTY; 4acToTa
HEU3BECTHA — UyBCTBO OHEMEHUS B POTOBOM ITOJIOCTH.

Coo011eHne 0 mMoI03pEBAEMBIX HEXKEIIATEIbHBIX PEAKIIHIX

BaxxHo coo01maTh 0 10/103peBaeMbIX HEXKENATENbHBIX PEaKIUsIX OC/Ie perucTpaliy mpenapara ¢
LEeNbI0  O0ecreyeHus: HEeMpepbIBHOIO MOHUTOPHHIA COOTHOIIEHHUS «IOJdb3a — PHCK»
JIEKapCTBEHHOTO Ipenapara. MeIuIuHCKUM pa0OTHUKAM PEKOMEHAyeTcs COOOIIaTh O JIHOOBIX
MIO103PEBAEMBIX HEXKENATENBHBIX PEAaKIUAX JICKAPCTBEHHOI'O Ipernapara 4epe3 HalUuOHAJIbHbIC
CUCTEMBl COOOILEHUSI O HEXKeJIaTeJIbHbIX pEaKIUsAX TroCcyAapcTB — ujIeHOB EBpasuiickoro
HKOHOMHYECKOTO COI034.

Poccniickas @enepanvs

®denepanpHas cayx0a 1Mo Haa30py B cdhepe 3paBoOXpaHEHUS
Anpec: 109012, r. Mocksa, CrnaBsiHCKasl miiomaip, 1. 4, ctp. 1
Temedon: +7 (800) 550-99-03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru
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4.9. Ilepeno3upoBka

B Hacrosiiee BpeMs 0 citydasix mepeo3upoBKH npenaparoM bensunamun He co00IIanocs.
CuMITOMBI

IIpn npuMeHeHuH npenapara B COOTBETCTBUM ¢ MHCTPYKLMEHN 110 IPUMEHEHUIO IIEPEN03UPOBKA
MasoBeposTHA. [Ipu ciryyailHOM IporIaTbIBAaHUHU IIpenapaTa BO3SMOKHBI CIEAYIOIUE CUMIITOMBI:
pBOTA, CHa3Mbl B )KMBOTE, OECIIOKONCTBO, CTPax, FaJUTIOLUHALINY, CYyJOPOTH, aTaKCUs, TUXOpaIKa,
TaxuKapJus, yTHETEHUE JbIXaHHUs.

Jleuenue

CuMnromMaTH4ecKoe; OUYMCTUTH KENyIOK, BBI3BaB PBOTY, WJIU MPOMBITh KETYJIOK, HUCHOIb3YS
KENyAOYHBIA 30H7 (moj HaOmOJeHHEeM Bpaya); OOECHeYUuTh METUIIMHCKOEe HaOII0eHHeE,
NOJJICP’KUBAIONIYIO TEPAITHIO U HEOOXOAUMYIO THIPATAIHIO.

AHTHIOT HEM3BECTEH.

5. PAPMAKOJIOTMYECKUE CBOMCTBA
5.1. @apmakoauHaAMHYeCcKHe CBOiiCTBa

®apMakoTepaneBTUYeCKas Ipylna: Ipernaparbl, NPUMEHSEMblE B CTOMATOJOTHH; Jpyrue
Ipenaparsl A1l MECTHOTO JIEYEHHUs 3a00J1€BaHUI OJIOCTH PTa.

Kong ATX: AO1ADO2

Mexauusm nerictus U hapMakogrnHaMudeckKue YOO EKThI

beH3unaMuH ABISETCS HECTEPOUAHBIM IIPOTUBOBOCHAIMTEIBHBIM MIPENAPATOM, IPUHAJIEKUT K
rpymnie uHaa300B8. OKa3bIBaeT NPOTUBOBOCHATUTENFHOE U MECTHOE 00€3001Baro1ee 1eHCTBHE,
o0ajaeT aHTUCENTUYECKUM JeMCTBUEM NPOTUB IIUPOKOTO CIEKTpa MHUKPOOPraHU3MOB.
Mexanu3m JEUCTBUSL TIpemapara CBsi3aH CO CTaOWiM3anued KIETOYHBIX MEMOpaH u
MHIMOMpPOBAHWEM CHMHTE3a IpOCTarjaHAuHOB. beH3upaMuH oka3biBaeT aHTHOAKTEpHAIbHOE U
cnenupuiyeckoe aHTUMUKPOOHOE JIEHCTBUE 3a CUET OBICTPOTrO MPOHUKHOBEHUS Yepe3 MEMOPaHbI
MUKpPOOPTaHU3MOB C IMOCIEAYIOIIUM TOBPEXKIEHUEM KIIETOUHBIX CTPYKTYp, HapylIeHHEM
METa0O0JIMUECKUX MPOLIECCOB U JIU30COM KIIETKH.

Ob6namaer mpoTUBOTPHOKOBBIM JeciicTBueM B otHomieHun Candida albicans. BreisbiBaer
CTPYKTYPHBIC MOJU(PHUKAIIMKA KICTOYHOW CTEHKH I'PHOOB M MX METaOOIUYECKUX IETel, TaKuM
o0pa3oM, MpPEMmATCTBYET WX PENPOAYKIIMH, YTO SIBHJIOCH OCHOBAHHWEM JUIS MPUMCHEHUS
OeH3MIaMHHA TIPYU BOCMAIHMTEIBHBIX MPOIECCax B POTOBOM IMOJIOCTH, BKIIOYAs WH()EKIIMOHHYIO
STHOJIOTHIO.
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5.2. @apmMakoKMHeTHYECKHE CBOICTBA

AOGcopouus

[Ipn MecTHOM NMpHMEHEHHH Ipenapar XOopouio abcopOupyercsi yepe3 CIM3HUCTBIE 00O0JIO0YKH U
NPOHHKAET B BOCHAJICHHBIC TKaHW, OOHAPYXHMBAeTCS B IUIa3ME€ KPOBU B KOJHYECTBE,
HEI0CTaTOYHOM JIJISI TIOJTyYEHUS] CUCTEMHBIX 3P EKTOB.

OIUMUHALKSA

DKCKpelus mpernapara mporucXoIuT B OCHOBHOM OYKaMH, B BU/IE HEAKTUBHBIX META00IUTOB WIH
IIPOYKTOB KOHBIOTALINH.

6. PAPMAIIEBTUYECKHWE CBOMCTBA

6.1. Ilepeyenb BcnoMoraTe/ibHbIX BellleCTB

Oranon 95 %

['munepon

[Tonmucopbat 20

ApomMaTH3aTOp MEHTOJIOBBIH (CMECh MEHTOJIA M MTPOTHIICHTJIMKOJIA)
Merunnaparugpokcuden3oar

Hatpus caxapunara guruapar

Hatpus ruapoxapOonar

Bopa ouninennas

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHus )

4 rona.

[Tocne BckpbiTHS — 1 Mecs.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHUH
XpaHuThb 1pu Temieparype He Boime 25 °C.

6.5. XapakTep U coaep:kaHHe NEPBUYHOI YIAKOBKH

I[To 30 mn (176 no3) Bo (yakoH W3 TOJUATHICHA HHU3KOTO JaBJICHHUS C J103aTOPOM U
CKJIa/IBIBAIOIIIUMCS] HAKOHEUHUKOM.

Ha ¢bnakoH HakJIenBaOT STUKETKY M3 OyMaru CaMOKJISSIIEHCS.

drakoH BMECTE C JIMCTKOM-BKJIQABIIIEM ITIOMEIIAIOT B MMAYKY M3 KapTOHA.
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6.6. OcoOble Mepbl NPEIOCTOPOKHOCT npu' | Srittowenr | Gicnbmuiosattioro

JICKAPCTBECHHOI'O npemapartra HJIHN 0TX010B, MOJTYYE€HHBIX mocJjae NPUMCHCHUSA
JIEKAPCTBCHHOI'O IIpenapara, 1 Apyrue MaHunyJasiiuu € nmpemnapaTom

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHUSA
Poccniickas @enepanvs

000 «Dopmyina-DPy

109443, r. MockBa, Bonrorpaackuit mpocnekt, 1. 139, oduc 10

7.1. llpeancraBuTe b AepKaTesisi PerucCTPAIMOHHOTO YA0CTOBEPEeHUSA

[Iperen3un HOTD€6I/IT€HCI71 CJICAYCT HAITpaBJIATH 110 aApPECY:

Poccuiickas ®@enepanus
000 «®opmyna-OP»

109443, r. Mocksa, Bonrorpaackuit nmpocriekt, 1. 139, opuc 10

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUS

9. IATA NEPBUYHOH PEIMCTPAIIMM (IIOJATBEPXKJIEHHS PETHMCTPAIIAMH,
INEPEPETUCTPALIUN)

JlaTa nepBoi perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OO6miast ~ XapakTepHCTHKA  JIEKAPCTBEHHOTO  Tpemapara  beH3WIaMWH  JIOCTYIIHAa  Ha
UH()OPMAIIMOHHOM MopTane EBpa3suiickoro 3KOHOMHYECKOTO CO03a B HMH(MOPMAIMOHHO-
KOMMYHHKaIMOHHOM cetn «uTepHe™ https://eec.eaeunion.org/
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