COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 10.06.2024 N2 11516

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

®dap6enTymM, 0,255 mMr/no3a, cripeit y1sl MECTHOTO MPUMEHEHUS JIO3UPOBAHHBIH.

2. KAUECTBEHHBIN U KOJIMMECTBEHHBIN COCTAB

JeticTBytollee BE1IeCTBO: OCH3UJaMUH.

Kaxxnas no3a npenapara coaepkut 0,255 mMr 6eH3u1aMuHa ruIpoxaIopuaa.

BcriomoratenbHble BelecTBa, HaJM4We KOTOPBIX HATO YUUTHIBATh B COCTABE JIEKAPCTBEHHOIO
nperapara; MeTHIIaparuapokcubensoar, stranon 95 % (cm. paznen 4.4).

[TonHbIN TepevYeHb BCIOMOTATEIBHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

Crpeit 11 MECTHOTO IPUMEHEHUS JO3UPOBaHHbIN.

EGCHBCTHaH HJIM CBCTJIO-KCJITOI'O IBETA MPO3pavdHas ) XUAKOCTb, C XapaKTCPHBIM 3allaXOM.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

[Tpenapat ®apOeHTyM MOKa3aH K NPUMEHEHHUIO B3POCIBIM M JIeTSIM € 3 JIeT B KayecTBe
CUMITOMATUYECKON Teparnuu 60J€BOro CUHAPOMA BOCHAIUTEIbHBIX 3a001€BaHUM MTOJIOCTH PTA U
JIOP-opranoB (pa3au4HOMN 3THOJIOTHUHN):

® TUHIHBHT, IJIOCCUT, CTOMATHUT (B T.4. IIOCJIE JIy4€BOW U XUMHOTEPAIINH);

e (apuHTHT, TAPUHTUT, TOH3UILIHT;

® KaHJUJ03 CIM3UCTON 000JIOUKH MOJIOCTH pTa (B COCTaBe KOMOMHUPOBAHHOM TEPAINH ),

® KaJIbKYJIE3HOE BOCHAJIIEHNE CIIIOHHBIX JKEJE3;

® [I0CJI€ ONEPAaTUBHBIX BMEIIATEILCTB U TPABM (TOH3MIUIPKTOMMS, TIEPEIIOMBI YEIIIOCTH);

e [I0Cje JEUCHMS U yJaleHus 3y00B;

® [apOJIOHTO3.

[Tpy MHQEKIMOHHBIX U BOCHAIUTENbHBIX 3a00J€BaHMSIX, TPEOYIOIIMX CHCTEMHOIO JIeYeHUS,

HEo0X01uMo puMeHeHue npenapata PapOeHTyM B cocTaBe KOMOMHUPOBAHHOM TEpaIHH.
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4.2. PesxuM 103MPOBAHMS H CNIOCO0 NPHMeHeHHs (NOCNEOCQBA

PexxuM 103upoBaHus

B3pociibiM (B T.4. nangeHTaM MOXKUIOro Bo3pacTta): 1o 4-8 BOPbICKUBAHUN 2-6 pa3 B CYTKHU.

eTu
[Togpoctkam ot 12 g0 18 5er: pexxuM J03UPOBAHUS COOTBETCTBYET PEKUMY JI03UPOBAHUS Y
B3POCJIBIX.
Hetsim ot 6 10 12 net: 1o 4 BpeickuBaHusi 2-6 pa3 B JICHb.
Hetssm ot 3 g0 6 yer: mo | BIPBICKMBAHHWIO HAa KaXable 4 Kr Macchl Teia, HO He Oonee 4
BIIPBICKMBAHUM (MakcHMalbHas pa3oBasi 103a) 2-6 pa3 B CHb.

Cnooco0 nnpuMeHeHus

MectHO, TOCIIe eabl.

Opna no3a (oAHO BIpbICKUBaHKE) cOOTBETCTBYET 0,255 Mr 6eH3uaaMuHa.

4.3. IIpoTBONOKA3aHUSA
® TUIEPYYBCTBUTEILHOCTh K OCH3MJAMHUHY H/HIU K JIOOOMY M3 BCIIOMOTAaTEIbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pa3zene 6.1;

® JIETCKHUM BO3paCT 0 3 JIET.

4.4. OcoOble ykazaHMsl M1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

JlnurenbHOEe NMPUMEHEHHE MOXKET BbI3BaTh TMIEPUYYBCTBUTEIBHOCTh. B 3TOM ciywae ciemyer
IIPEKPaTUTh IPUEM IIpernapara.

Y HEKOTOPBIX MAIEHTOB S3BbI B FOPJIE U MTOJIOCTH pPTa MOTYT ObITh IPU3HAKOM 00JIee Cepbe3HbIX
naronoruii. Ecim cuUMOTOMBI HE MpOXOAAT B TedeHue Oonee 3 JHEH, HEOOXOIUMO
IIPOKOHCYJIBTUPOBATHCS C BPAYOM.

[Ipumenenue OeH3uJaMUHA HE PEKOMEHJAYeTCs NalleHTaM C THIEepYyBCTBUTEIBHOCTBIO K
ALETWICATMIMIOBON KUCIIOTE WIH IPYTUM HECTEPOUAHBIM IIPOTHBOBOCTIAIUTENIBHBIM CPEJICTBAM.
[Tpenapar @apOeHTyM cieqyeT C OCTOPOXHOCTbIO TNPUMEHATh JIMLAM, [E€PEHECIIUM
OpOHXHAJBHYIO aCTMY, TaK KaK Y JAHHBIX MMAllUEHTOB €CTh PUCK BOSHUKHOBEHUs OpOHXOCMa3Ma.

BcnomMorarennHble BelecTBa

[Ipemapatr ®apOeHTYM COAEPKHUT METUINAPArHAPOKCHOCH30aT, KOTOPBIH MOXKET BBI3BIBATH
alIepruyeckue peakiuu (B TOM YHCIIe OTCPOUYCHHBIE).
[Ipenapar ®apOeHTYM COIEPKUT HEOOJBIIOE KOJWYECTBO ATaHOJIA (QJIKOTOJIA), MEHEEe YeM

100 mr Ha 1 no3sy.
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BennbIMN- mpemapatau | Sil Stpyrae Jahnr

4.5. B3aumojeiicTBue ¢ JAPYrUMH JIeKapC]

B3aNMOeiCTBUA

I/ICCJIGI[OBaHI/Iﬁ B321HMOI[€fICTBPI$I C APYTMMHU JICKAPCTBCHHBIMU IIPCIiapaTaMu HE IIPOBOJUIIOCH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JIAKTAIIHSA

bepemeHHOCTD

[Ipenapat HE ciieayeT NPUMEHATH IpU OEPEeMEHHOCTH.

JlakTamus

[Ipenapat He cienyeT NPUMEHSTH B IEPUOJI TPYIHOTO BCKaPMIIMBAHUS.

4.7. BiusiHue Ha CrnocoOHOCTH YNPaBJATH TPAHCIOPTHBIMHM CpeJcTBaMH M padorarh ¢
MeXaHMu3MaMH

He oxa3spiBaeT BIMSHHA Ha CIIOCOOHOCTH YIIpaBJIATh TPAHCIIOPTOM U pa60TaTL C MCXaHU3MaMHU.

4.8. Hexkes1aTelbHbIE peaKIUH

TabanuHoe pE3IOME HEKENATEILHBIX PEaKIUH

HesxenarenbHbie peakiiy pacipeesIeHbl 10 CHCTEMHO-OPTaHHBIM KJIacCaM ¢ YKa3aHUEM YaCTOThI
UX BOSHHKHOBEHUS: oueHb uacmo (> 1/10); wacmo (= 1/100 mo < 1/10); neuacmo (= 1/1000 no
< 1/100); peoko (= 1/10 000 go < 1/1000); ouens peoxo (< 1/10 000); vacmoma neuzéecmna (ne

MOJKET OBITH OLICHCHA Ha OCHOBC NMCHOIIINXCA ,I[aHHBIX).

CI/ICTCMHO'OpFaHHHﬁ KJ1accC YacToTa BO3HUKHOBEHHUS

Hapywenus co cmoponvl ummynnot cucmemul | Peqxo: peakuysi runepyyBCTBUTEILHOCTH

YacToTa HEH3BECTHA: aHa(l)I/IJIaKTI/I‘IeCKaH

peakuus
Hapywenua co cmoponvl  Ovixamenvhotl | O4eHb PeIKO: JAPUHTOCTIA3M
cucmemsl, O0peaHo8 2cpyoOHOU KIemKu U
cpedocmenust

JKenyoouno-kuwieunvie HapyueHus

Penko: cyxocTh ¥ JKEHHUE BO PTY

HapymeHu}z CO CMOPOHRbL KOJHCU U NOOKOJCHBIX

mraneu

Heuacto: ¢poTocencubummzanms
OdYeHb PEIKO: AHTMOHEBPOTHUYSCKHU OTEK,

3y1d, KpalliBHUIIA, KOKHAA ChIIIb

COO6HI€HI/I6 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

Baxno COO6H_IaTB 0 IOAO3PCBACMBIX HECKCIIATCIBHBIX PCAKIUAX IIOCJIC PCrucTpanmuun

JIEKapCTBEHHOTO TIperapara ¢ 1elbio 00ecrnevyeHrss HeMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
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«TI0NTb3a — PHMCK» JIEKAPCTBEHHOTO IIPENapaTa. MendEHﬁﬁWbﬁ%%?%ﬁ I"ﬂeEO'_M'éHIIII}/éTCH

co00IaTh O JIIOOBIX TMOI03PEBACMBIX HEKENATEIbHBIX PEAKIUSAX JEKApPCTBEHHOTO IMpernapara
Yyepe3 HallMOHABHBIC CUCTEMBI COOOIICHHS O HEXKEIATeNbHBIX PEAKIUSIX TOCYIapCTB — YICHOB
EBpazuiickoro 3KOHOMHUYECKOTO CO03a.

Poccuiickas @enepanus

®denepasibHas Ciryx0a 1Mo Ha3OPY B chepe 3ApaBOOXPAHCHUS

Anpec: 109012, r. Mocksa, CiiaBsiHCKast Iiiomaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpMAIIMOHHO-TEJICKOMMYHUKAMOHHON ceTn «MHTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

B Hacrosiiee Bpemst 0 ciydasix epejo3upOoBKH IIperapaTa He CO00IIanoch.

CHMIITOMBI

[Tpu mpuMeHeHUU Tpernapara B COOTBETCTBHH C HMHCTPYKIIMEH MO MPUMEHEHHIO MePeI03UPOBKa
ManoBeposaTHa. [Ipu ciydyaifHOM mporiaTeIBaHUH MIpenapaTa BO3MOXKHBI CIEIYIOIIHE CUMIITOMBI:
PBOTAa, CIIa3MBbI B )KUBOTE, OECIIOKONUCTBO, CTPaX, TAJUTFOIIUHAIINH, CYJOPOTH, aTaKCHs, TUXOPAJIKa,
TaXWKapIus, yTHCTCHHUE JIbIXaHHUS.

Jleuenue

CuMnromMaTH4ecKoe; OYHCTUTH KEITYJIOK, BBI3BAB PBOTY WU MPOMBITH KEIYAOK, HCIOIb3Ys
JKETyJTOUYHBIA 30HA (TMOJ HAOII0JeHWeM Bpada); O0ECHeYuTh MEIUIIMHCKOE HaOII0ICHHE,

MOJIEPKUBAIOLIYIO TEPANIUIO M HEOOXOAUMYIO THIpaTaliiio. AHTUAOT HE U3BECTEH.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

®dapmakoTepaneBTUUYeCKas TIpynna: IMpenaparbl, MPUMEHSEMble B CTOMATOJOTHHU; JIpyrue
CpeICTBA AJIs MECTHOTO JIeUeHUs 3a00JIeBaHUM MOJIOCTH pTa.

Kox ATX: A0O1ADO02

MexauusM JaencTBus U hapMakoaruHaMudeckue YOO EKTHI

bensunaMuH sBIsE€TCS HECTEPOUAHBIM IPOTUBOBOCIAIIUTENIBLHBIM IIPENAPATOM, IPUHAIIIEKUT K
rpynne uHaa3oi10B. OKa3pIBaeT MPOTUBOBOCIIATUTENILHOE U MECTHOE 00e300uBatoIIee ACHCTBHE,
00J1a]aeT AaHTHUCENTHYECKUM JIEWCTBHEM TMPOTHUB IMHPOKOTO CHEKTPa MHKPOOPTAHH3MOB.
Mexanu3M JIEWCTBHS Tpermapara CBs3aH CO craOuiu3arueil KJIETOYHBIX MeMmOpaH U

MHTUOMPOBAHUEM CHHTE3a MPOCTArIaHJMHOB.
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c4eT OBICTPOrO TPOHUKHOBEHUS dYepe3 MeMOpaHbl MHKPOOPTaHM3MOB C TOCIEAYIOUTUM
MOBPEKACHUEM KJICTOYHBIX CTPYKTYp, HapylIICHHEM METaOOIMYECKUX IMPOLECCOB U JIM3UCOM
KJICTKH.

Ob6namaer mpoTtuBOrpuOKOBEIM jeiicTBueM B ortHomenun Candida albicans. BeiseiBaer
CTPYKTYpHBbIC MOIU(DUKAIINK KIECTOYHOW CTCHKH T'PUOOB W MX METa0OJUYECKHX IICTICH, TAKUM
00pa3oM TPEMATCTBYET WX PENPOAYKIMU, UYTO SBUJIOCH OCHOBAaHHUEM Ui TMPUMEHEHHS
OCH3MIaMIHA TIPY BOCIIAJMTENIBHBIX MPOIECCaX B POTOBOH IMOJIOCTH, BKJIOYAs MHPEKIIMOHHYIO
STHOJIOTHIO.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopouus

[Ipu MecTHOM NPUMEHEHUU Iperapar XOopoiro adcoOpOMPYyeTcs Yepe3 CIU3UCThIE 0OOJIOYKH U
NPOHMKACT B BOCHAJICHHBIC TKaHW, OOHApPY)KMBAaeTCS B IUIa3ME€ KpPOBU B KOJIHMYECTBE,
HEJIOCTATOYHOM JUIS ITOJTyYCHHUST CUCTEMHBIX 3(DPeKTOB.

DJIMMUHALHS

DKCcKpelys mpernapara MporuCcX0IUT B OCHOBHOM TIOYKAMH, B BUJIC HEAKTHBHBIX META0OJIUTOB WIN

MMPOAYKTOB KOHBIOT'AlIUH.

6. PAPMAIIEBTUUECKHUE CBOMCTBA
6.1. Ilepeuenb BcoMoOraTe/ibHbIX BelIECTB

Oranon 95 %

I'mauepon

MerunnaparuapokcrudeH3oar

JleBomeHTON

Harpus caxapunat

[TonucopOat-20

Hatpus rugpoxap6onat

Bona ounmiennas

6.2. HecoBmecTuMOCTD

He npumennmo.

6.3. Cpok rogHocTH (CpOK XpaHEeHHUs )

3 roxa.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

Xpanutsb npu Temrneparype He Boie 25 °C.
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6.5. Xapakrep u coaepkaHue NePBUYHON YIIJKOBKH

[To 176 no3 (30 M) pacTBOpa BO (pr1akoH U3 KOPUYHEBOTO CTEKJIA WIIA ()JIAKOH U3 MOIUATHIICHA
BBICOKOM TUIOTHOCTH, YKYITOPEHHBIE HACOCOM TOPH30HTAIBHBIM C HAKOHEYHUKOM HJIM HacOCOM,
CHA0KEHHBIM HaXUMHBIM YCTPOWCTBOM C KaHIOJIEH.

Opnun rakoH BMecTe C MHCTPYKLKEH MO0 MEAUIIMHCKOMY MTPUMEHEHUIO TOMEIAI0T B KAPTOHHYIO
YIAKOBKY (I1aYKY).

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOXKEHUH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara MWJH OTXO0J0B, TMOJYYeHHBIX IOcJe TNpPUMEHEeHUs:
JIEKAPCTBEHHOI'0 MpenapaTa u Apyrue MaHUIYJISIUM C IPenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPALHUOHHOI'O YAOCTOBEPEHUA

Poccus
000 «ATomn»

445351, Camapckas 001., r. XKurynesck, yi. ['uapoctpourenei, 1. 6.

7.1. IlpencraBuTtenb AepakaTessi pericCTPALMOHHOIO YA0CTOBEPEHHSA

[Iperensnu morpedbUTEIEd HAIIPABIIATH 110 aAAPECY:

B cnydae n3roromieHus npenapara Ha nmpou3BoAcTBeHHOH miomaake OO0 «O30m»:
Poccus

000 «O308»

445351, Camapckas 0011., T.0. XKurynesck, 1. XKurynesck, yi. ['uapoctpoureneid, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

B cnyuae usroroBnenus npenapara Ha npou3BojicTBeHHo# iomnaake OO0 «O3o0n Dapmy»:
Poccus

00O «O30H Papm»

445043, Camapckas 0071., r.0. TonbsttH, Tep. O93 IIIIT, maructpans 3-1, 34. 11, ctp. 1.
Ten.: +79874599993, +79874599994

E-mail: ozonpharm@ozon-pharm.ru
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8. HOMEP PETUCTPAIIMOHHOI'O Y IOCTOBEPEHIs =MV T5 0007)

9. JATA TIEPBUYHOW PETMCTPALIMM (MMOATBEPKIEHUS
PETACTPAIIAU, TEPEPETVCTPALIAN)

JlaTa nepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmass  xapakTepucTUKa  JIeKapcTBeHHoro  mpemapara  @®apOeHTyM  JocTynmHa  Ha
uH(GOPMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHYECKOTO COr03a B HWH(OPMAIMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepuer» http://eec.eaeunion.org/.
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