COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 17.01.2025 N= 834

OBLIASI XAPAKTEPUCTHKA JEKAPCTBEHHOPO TIFERAPATA 7004

1. HAMUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

DOAPUHOPM benzunamun, 0,255 mr/mo3a, cripeit 111 MECTHOTO TPUMEHEHHUS I03UPOBAHHBIH.

2. KAUECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JeiicTByroliiee BEIECTBO: OEH3UIaMUH.
1 mo3a nmpenapara coaepxut 0,255 Mr GeH3uaaMuHa THIPOXJIOPU/IA.

100 mn cmpest uis MECTHOTO HPUMEHEHHUs IO3UPOBAHHOTO cojnepxkar 150 mMr OeH3umamuHa
THIPOXJIOPUAA.

BcnomoratenbHble BelecTBa, HaJMYKWe KOTOPBIX HAJ0 YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
mpernapara: MeTUJINaparuIpokcuOeH30aT, 3TaHoI, HaTpul (cM. pazaen 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Crpeii 1151 MECTHOTO IPUMEHEHUS JO3UPOBAHHBIN.

ECCHBGTHaH Impo3pavyHas ) XKUAKOCTb C XapaKTCPHBIM 3allaXOM MSTHI.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K NPUMEHEHH IO

CumnromaTtrueckas Tepanus 600JeBOro CHHAPOMA BOCHAIUTEIbHBIX 3a00I€BaHU MTOJIOCTH pTa U
JIOP-opranoB (pa3au4HOM 3THOJIOTUH) Y B3POCIBIX U A€Tel OT 3-X JIeT:

® TUHTUBUT, [NIOCCUT, CTOMATHUT (B T.Y. IOCJIE JTy4eBON U XUMHOTEpAInN);

e (apuHTUT, JTAPUHTUT, TOH3UIUINT;

® KaHAU03 CIU3UCTON 00OJIOYKH MOJIOCTH PTa (B COCTaBE KOMOMHUPOBAHHON TepaIum);

® KaJIbKYJIE3HOE BOCIAJICHHUE CIIIOHHBIX JKEJE3;

® [I0CJIC ONEPATHBHBIX BMEIIATEIBCTB M TPABM (TOH3UILIIKTOMHUS, IEPETIOMBI YEITFOCTH);

® [I0CJIE JICYEHUS U yaleHus 3y00B;

® TIapOJOHTO3.

[Tpy MHQEKIUMOHHBIX U BOCHAIUTENbHBIX 3a00J€BaHMSIX, TPEOYIOIIMX CHUCTEMHOIO JIeYeHUS,

Heobxoaumo npumeHenune npernapata ®APUHOPM bensumgamun B cocTaBe KOMOMHUPOBAHHOM
Teparnuu.

4.2. Pe:kum 103MPOBaHNS M CIOCO0 MPUMeEHEHUs!

PexuMm no3upoBaHus

OpnHa 103a (0AHO BIPBICKMBaHUE) cOOTBETCTBYET 0,255 MI OeH3UIaMHHA THIPOXIIOPHIA.
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B3pocnbeiM (B T.4. manueHTaM MOKUIIOTO Bo3pacTa) 1o 4—8 BnpeICKUBaHUi 2—6 pa3 B CYTKH.

eTH
Pexxum no3upoBanus 11 qetei crapiie 12 et aHaJIOru4eH peskuMy JI03UPOBAHUS JI B3POCIIbIX.
Hetsm ot 6 10 12 net — mo 4 BupbICKUBaHUs 2—6 pa3 B JICHb.

Hetssm ot 3 no 6 ner — mo | BOPHICKMBaHMIO Ha KaxkIple 4 KI Macchl Tela, HO He Oojee
4 BrIpbICKMBaHMM (MaKCHUMabHas 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.

HpOIIOJDKI/ITeJIBHOCTB JICUCHUS HC NOJIKHA MPCBLIIATH 7 HHeﬁ.

Cnoco6 IIPUMCHCHUA

MectHo, niocie ensl. [lepen nmepBsIM NPUMEHEHUEM CIIEAyeT YOeIuThCS B Ha)KHOW (hUKCAITUH
BEPXHEH KPBIIIKK PACTIbUTUTEILHON HACAIKU, IPU HEOOXOIMMOCTH 3a(hMKCUPOBATh €€ U HAXKATh
Ha Hee HECKOJIbKO pa3 U1 aKTUBALUU PACIIBLIATEI.

Bo Bpemst BOpBICKMBaHUS CIEAYET 3aJA€PiKaTh JbIXaHUE.
4.3. IlpoTuBONOKA3aAHUS

® TUINEPUYYBCTBUTEIBHOCTh K OCH3MJAAMUHY WU K JIIOOOMY W3 BCIIOMOTATENIbHBIX BEIIECTB,
MepeUYrCIECHHBIX B pasjene 6.1.

4.4. OcoOble ykazaHMsl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

IToBeIICHHAS YYBCTBUTCIIbBHOCTb K allCTHICATUIIAIOBOM KHUCIOTE WM APYIruM HECTCPOUIHBIM
MMPOTHUBOBOCIIAINTCIBHBIM IIPCIIapaTam, 6p0HXI/IaJ'IBHa$I aCTMa (B T.4. B aHaMHe3e).

[Ipu npumenenun npenapata DPAPUHOPM ben3unaMuH BO3MOXKHO pa3BUTHE peakUuil
TUIIEPUYYBCTBUTEIBHOCTH. B 3TOM cilydyae peKOMEHAYeTCs MpPEKPATUTh JIEYEHUE U
IIPOKOHCYJIETUPOBATHCS C BPA4OM JUIsl HA3HAYEHUSI COOTBETCTBYIOLIEH TEPAIIHH.

Y orpaHMuYeHHOro0 4Kcia MalMEeHTOB IPUCYTCTBHUE 3B B TOPJIE€ U MOJIOCTH PTa MOXKET yKa3bIBaTh
Ha HaJIn4Me OoJiee cepbe3Hoi narosoru. Eciay cuMITOMBI He TPOXOAST B TeueHue bonee 3 qHei,
HE00X0JUMO MTPOKOHCYJIbTUPOBATHCS C BPAUOM.

BcrnoMmorarensHble BellecTBa

[Tpenapatr ®PAPHOPM ben3unaMuH coaepKUT METUIINAParuApOKCUOEH30aT, KOTOPBI MOXeT
BBI3bIBATh AJUIEPIUYECKUE PEAKIINH (B TOM YHCIIE, OTCPOUYCHHBIE).

JlaHHBIN JEeKapCTBEHHBIM Mpenapar COACPKUT HEOOJBIIOE KOJIUYECTBO STaHONA (aJIKOTOJS),
Menee yem 100 mr Ha 103y .

JauHubIil mpenapaT cofepkut MeHee 1 mMMonb (23 Mr) HaTpus Ha 703y, TO €CTh, 10 CYTH, HE
COIEPKUT HATPUS.
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4.5. B3aumMmojeilicTBMe C JAPYTrHMH neKapcheHHbl'iJ;lpr' ﬂ})@éﬁtﬁ'r;ﬁﬂlthl-up@fne“ﬁhnm

B3auUMOeliCTBUA
Uccnenoanuii B3aUMOICUCTBUS C IPYTUMU JIEKAPCTBEHHBIMU ITperapaTaMy HEe TPOBOAMIOCH.
4.6. DepTHIBLHOCTD, 0€PEMEHHOCTD U JIAKTALHSA

bepemeHHOCTD

[Ipenapar ®APUHOPM ben3ugamun He clieyeT MPUMEHATh IPH OEPEMEHHOCTH.

JlakTanms

[Ipemapar PAPHMHOPM bensugamMmuH He cleayeT IMPUMEHSATh B IEPUOJ TPYAHOTO
BCKapMJIMBAHHS.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeICTBAaMH H PadoTaTh ¢
MeXaHMu3MaMH

He oka3biBaeT BIMAHUSA HA CIOCOOHOCTB YIIPABIATH TPAHCIIOPTOM M pabOTaTh ¢ MEXaHU3MaMH.
4.8. Hexkes1aTelbHbIE peaKIUH

Pe3roMe HekenaTebHBIX PeaKIUN

HexenarenpHble peakIUy pacpe/IeICHbl B 3aBUCHMOCTH OT YaCTOTHI MX BOZHUKHOBEHUS: OYCHb
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 peako (<1/10 000), yacroTa HeM3BeCTHA (HA OCHOBAHUM UMEIOIIMUXCS JAaHHBIX
OILICHUTHh HEBO3MOXHO).

Hapywenus co cmoponsl umMmyHHOU cucmemul. peAKO — peaKLUy THIepYyBCTBUTEIBHOCTH; OUEHb
PEAKO — aHTHOHEBPOTHUICCKHIA OTEK; YaCTOTA HEM3BECTHA — aHA(DUIAKTUICCKUE PEAKIIHU.

Hapywenus co cmopoHnvl 0bixamenbHOU cUCmeMmvl, 0p2ano8 cpYOHOU KIemKU U CPeoOOCmeHUs..
OYEHb PEIKO — JIAPUHIOCIIA3M.

Hapywenus co cmopoHul Kodtcu u NOOKONMCHBIX mMKaHell: He4acTo — (POTOCEHCHOMIN3alysl; OUYeHb
penKo — 3y, KpaluBHUIIA, KOKHAS CHITIb.

Obwue napywenus u peakyuu 6 mecme 86e0enus. pelIko — CyXOCTb U X#OKEHHE BO PTY; 4acTOTa
HEU3BECTHA — UyBCTBO OHEMEHUS B POTOBOM ITOJIOCTH.

Coo011eHne 0 moI03pEBAEMBIX HEXKEIIATEIbHBIX PEAKIIHIX

BaxxHo coo01maTh 0 1o/103peBaeMbIX HEKENATENIbHbIX PEaKIUsIX OC/Ie pErucTpaliy mpenapara ¢
LEeNbl0 O0ECreueHus] HENpPEepPHIBHOIO MOHUTOPUHIA COOTHOILIEHUS «I0JIb3a — PUCK»
JIEKapCTBEHHOI'0 Npenapara. MeIuuHCKUM pabOTHUKAM PEKOMEHIYeTCs cOOOIIaTh O JIF0OBIX
M0JI03PEBAEMBIX HEXKENAaTeIbHBIX PEaKLUIX JIEKAPCTBEHHOTO Ipernapara uyepe3 HalMOHaIbHbIE
CHUCTEMBI COOOILEHUS O HEXKeJIaTeNbHbIX pPEaKIUsIX TrocyAapcTB — ujeHOB EBpasuiickoro
SKOHOMMYECKOTO COI03a.

Poccniickas @enepanvs

®denepanbHas cnyx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUS
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Azpec: 109012, r. Mocksa, CiaBsiHcKast miomajip, 1. 4, i;{::i-_lE-':l-': BATENBHOCTE 0004)

Tenedon: +7 (800) 550-99-03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

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

4.9. Ilepeno3npoBka

B Hactosimiee Bpemsi o ciyvasix nepeno3upoBku npernapatrom @APMHOPM bensugamun He
€000111a710Ch.

CUMOTOMBI

[Tpu mpuMeHeHUU Tpernapara B COOTBETCTBHM C MHCTPYKIUEH 110 MPUMEHEHHIO MEPEeI03UPOBKa
ManoBeposaTHa. [Ipu ciy4yaifHOM mporiaTeiBaHUU MIpernapaTa BO3MOXHBI CIIEIYIOIIHE CUMIITOMBI:
PBOTA, CIIa3Mbl B )KUBOTE, OECIIOKONCTBO, CTpaX, TaJUTIOIIMHALINN, CYAOPOTH, aTaKCHUsl, TUXOPAIKa,
TaxuKap/us, yTHETCHUE JbIXaHUS.

Jleuenue

CHMHTOM&TI/I‘IGCKOG; OYHCTUTBH KCIIYAOK, BBI3BAB PBOTY, WJIM HPOMBITH KCITYIOK, HWCIIOJb3YA
KENMyIOYHBbIA 30HA (TOA HaONOJeHHEM Bpada); 00eCHeunTh METUIIMHCKOe HaOIroIeHue,
HOJJICPKUBAIOIIYIO TEPAIHIO ¥ HEOOXOIUMYIO THIPaTALUIO.

AHTI/II[OT HCU3BCCTCH.

5. PAPMAKOJIOTUYECKHUE CBOMCTBA
5.1. ®apmakoaMHAMHYeCKHE CBOICTBA

CDapMaI(OTepaHeBTI/I‘IGCKaSI rpymia: npenaparbl, IMTPHUMCHIACMBIC B CTOMATOJIOTHH; JOpPYTUC
npenaparsl Jist MECTHOTO JICUCHUA 3a00JIeBaHUH ITOJIOCTH pTa.

Koxg ATX: A0O1ADO02

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

beH3unaMuH sBIsSETCS HECTEPOUAHBIM MPOTUBOBOCIAIUTEIBHBIM MIPENapaTOM, IPUHAICKUT K
rpymnme uHAa3010B. OKa3bIBacT IPOTUBOBOCHIAIUTEILHOE U MECTHOE 00€300IMBAOIIEE NEHCTBHE,
o0jasaeT aHTUCENTHYECKUM JAEWCTBUEM MPOTHB UIMPOKOTO CIEKTpa MHUKPOOPTraHU3MOB.
Mexanu3m JeiicTBUsl Ipemapara CBsi3aH CO  CTa0WJIM3allMed KJIETOYHBIX MeMOpaH U
MHTUOMPOBAHUEM CHHTE3a MPOCTarjaHIuHOB. beH3uJaMHMH OKa3bIBaeT aHTHOAKTEPHAJIbHOE U
cneurduyeckoe aHTUMUKPOOHOE IEHCTBHE 3a cYEeT OBICTPOTO MPOHUKHOBEHUS Yepe3 MeMOpaHbl
MHUKpPOOPTraHU3MOB C IOCJIEAYIOIIMM TIOBPEXACHUEM KJIETOYHBIX CTPYKTYp, HapylIEHHEM
METa0O0IMYECKUX MPOLIECCOB U JTU30COM KIIETKH.

Ob6namaer mpoTuBOrpHOKOBBIM JeciicTBueM B otHomieHun Candida albicans. BreisbiBaer
CTPYKTYPHBIC MOJU(PHUKAIIMHA KJICTOYHOW CTEHKU T'PUOOB M MX META0OJUYECKUX IETel, TaKuM
o0pa3oM, MPEMmATCTBYET WX PENPOIAYKIIMH, YTO SIBHJIOCH OCHOBAaHHUEM Ui TPUMCHCHUS
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iplai ._. . L4y
OeH3nIaMuHa IIpU BOCHAJIUTEIBHEIX IIpolieccay B pOTOkQPI‘ HM"B 'T/IH(]I—)CRT_ILFIO%IhyIO

STHOJIOTHIO.
5.2. ®apMaKkoKHHeTHYECKHE CBOHCTBA

AOGcopouus

[Ipy MecTHOM NPUMEHEHUU Ipernapar XOopomo abcopOMpyeTcss yepe3 CIMU3UCThIE 00O0JIOYKH U
IPOHUKAET 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 HCAKTHUBHBIX META0O0IMTOB HIIN
MMPOAYKTOB KOHBIOT'Al[UU.

6. PAPMAIIEBTUUECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeIbHbIX BellleCTB

Ortanon 95 %

['munepon

MetunmnaparugpokcuoeH3oar

ApomaTu3aTop MEHTOJIOBBIM

Hatpus caxapunata nuruapat

Hatpus runpokapboHaT

[Tommucop6at 20

Bona ounnennas

6.2. HecoBMeCTUMOCTh

He npumenumo.

6.3. Cpok roaHocTu (CpOK XpaHeHHSs )

4 rona.

[Tocne mepBOro MUCIOIB30BaHUS — 6 MECSIIEB.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NIPH XPAHEHUHU
XpaHuTh IpH Temnepatype He Boime 25 °C.

6.5. XapakTep U cofep:KaHHe MePBUYHOI YIAKOBKH

ITo 30 mut (176 mo3) umu 40 mut (235 103) BO UIakoH W3 MOJMATUIICHA BBHICOKOW TIOTHOCTH C
JI03aTOPOM U CKJIQ/IBIBAIONTIMCS] HAKOHCYHUKOM.

Ha ¢nakon HakenBalOT TUKETKY U3 OymMaru caMoKJIesencs.

d1akoH BMECTE C JIMCTKOM-BKJIQABIIEM ITIOMEIIAIOT B MTAYKy KAPTOHHYIO.
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6.6. OcolOble Mepbl MPeIOCTOPOKHOCT npu' yﬁﬂﬁ%&%&%ﬁ”hﬂﬁﬂ&%&ﬁ{ﬁdom

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 «¥OxDapm»

353821, KpacHonmapckuii kpaii, paiion KpacHoapmeiickuii, cT-ma MBaHoBckas, yiu. JlyOuHCKas,
a. 65

Tex.: +7 (86131) 5-35-65

dakc: +7 (86131) 2-28-28

E-mail: info@yuzhpharm.ru

7.1. IlpencraBuTelib AepKaTesisi perucTPAllHOHHOIO YA0CTOBEPEeHHUS

IIpereH3uu HOTDC6HT€JI€I>1 HAaImpaBJIATH I10 aApPECy.

Poccniickas @enepanys
000 «IOxdapm»

353821, Kpacnonmapckuii kpaii, paiion KpacHoapmeiickuii, cT-a MBaHoBckas, yn. JlyOuHCKas,
a. 65

Ten.: +7 (86131) 5-35-65
daxc: +7 (86131) 2-28-28

E-mail: info@yuzhpharm.ru

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHHUS
JITI-Ne(001529)-(PT-RU)

9. TATA NEPBUYHOW PETMCTPALIMH (ITOATBEPKIEHWSI PETMCTPAILINM,
MEPEPETMICTPALINN)

Jara nepBoii peructpauuu: 9 nexadbps 2022 r.

10. JATA HEPECMOTPA TEKCTA

OObmas xapakTepuctuka JiekapctBeHHoro npernapata ®APUHOPM bensunamus noctynHa Ha
UHPOPMALIMOHHOM TopTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALHMOHHO-
KOMMYHUKaIMoHHOM cetn «HTepHe https://eec.eaeunion.org/
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