COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 23.07.2025 N= 18330

OBIIASI XAPAKTEPUCTUKA JEKAPCTBEHHOTO TIPEAAPATA" "

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Metunypauun, 10 %, Ma3b 1151 MECTHOTO M HAPYKHOTO IPUMEHEHMUSL.

2. KAUECTBEHHBIN ¥ KOJIMYECTBEHHBII COCTAB

JlencTByO1Iee BEMECTBO: JUOKCOMETHITETPArHAPOITUPUMUIH.
Kaxnpie 100 r maszu comgepkar 10 r AHOKCOMETHUITETPAaruAPONUPUMHUINHA (METHITYPAITHIIA).

BcniomorarenbHbIe BCIIICCTBA, HAJIMYHUC KOTOPBIX HAJA0 YYHUTHIBATL B COCTABC JICKAPCTBCHHOI'O
npenapara: JJaHOJIuH (cM. pasnen 4.4).

[TonHbIii MepeyeHs BCIIOMOTaTeIbHbIX BEIIECTB NMPUBEIEH B pasaene 6.1.

3. JEKAPCTBEHHASA ®OPMA

Ma3sp AJIL MECTHOTO U HAPY’KHOI'O IPUMCHCHMU .

OnHoponHas Ma3b OT O€J0ro € KEITOBAaTBIM OTTEHKOM JI0 CBETJIO-XKEITOIO IBETA C XapaKTEPHBbIM
3aMaxoM.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHusl K NPUMEHEHHIO

B cocraBe KOMIIJIEKCHOM Tepanuu.

Bsano3axuBatomue pasbl, 0xoru, ¢poronepmatut. [Ipopunaktuka peakmii KOxXu MpH 00TydeHUN
HOBOOOpAa30BaHUN C HEBBICOKOHN PaJMOUyBCTBUTEILHOCTHIO, YMEHBIIEHUS CHUMIITOMOB JIY4€BOI'O
JepMaTUTa U MO3JHUX CPAIICHUH CTEHOK (OKKIIO3Wil) BIarajiuina — B CIy4ae Jy4eBOW Teparmuu
HOBOOOpa30BaHMI I'eHUTATHH.

4.2. Pesxum 103MpOBaHUS U cNIOCO0 MPHMMEHEHHUS

PexxuM 103upoBaHus

Ma3b eXeTHEBHO HAHOCAT Ha MOPa)KEHHBIE YYaCTKU TOHKUM cJ10eM B KonuuecTBe 5—10 1 B TeueHue
15-30 nmmueii. Ilepen mpuMeHeHHEM paHy cieayeT oOpaboTaTh aHTHUCENTHKOM M yIadUTh OCTATKH
HEKpPOTHYECKUX TKaHel. B ciydae mydeBod Tepamuu HOBOOOpPA30BaHMM TEHHUTAIWN IS
HpO(bI/I.HaKTI/IKI/I W JICUCHUA PAAUOINUTCINNUTA Ma3b UCIIOJIb3YIOT B PBIXJIBIX TAMITOHAX.

Kypc nedenus nnauBuayaieH.
eTu

Pexxum no3upoBanus y AeTel B Bo3pacTe OT 3-X A0 18 JeT COOTBETCTBYET PEKUMY H03UPOBAHUS IS
B3POCIBIX.

be3onacHocth u 2 pexTuBHOCTD mpemnapata MeTuinypanun y aereid B Bospacte oT 0 1o 3 et He
YCTaHOBJICHBI. [laHHBIE OTCYTCTBYIOT.
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Cnoco0 mpuMeHeHust

Hapyxxno. MecTHO.
4.3. IIpoTuBONOKA3AHUSA

® TUINEPYYBCTBUTEIBHOCTh K JAUOKCOMETHITETPArHAPONMUPUMUAMHY W/HWIM K JI000My H3
BCIIOMOTaTeNbHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3zene 6.1;
¢ 130BITOYHOCTh TPAHYJISIUN B paHe.

4.4. OcoOble yka3aHHus ¥ MepPbl PeI0CTOPOKHOCTH NPH NPUMEHeHUH

[Tpenapar ciemyer MpUMEHSTH C OCTOPOXKHOCTBIO: TPU OEPEMEHHOCTH, B IEPUOJ] JTAKTAINH, Y ACTCH
B BO3pacTe 10 3-X JIET.

Oco0sle yKa3zaHus

[Tpumenenue y aereil 1o 3-x jer, mpu OSPEeMEHHOCTH M B MEPUOJ JIAKTAI[MH PEKOMEHIYETCs
IIPOBOAMTH 11O KOHTPOJIEM Bpaya.

BcnoMorareanHble BEIECTBA

[Tpenapat conep>KUT JTaHOJINH, KOTOPBII MOKET BbI3bIBaTh MECTHBIE KOKHBIE peakuu (HarpuMep,
KOHTAKTHBIN 1€PMATHUT).

4.5. BzaumoneiictBue ¢ JIpPYrdMHM JIEKAPDCTBEHHBIMM IpenaparamMim W Jpyrue BH/bI
B3aMMOAeHCTBUSA

[IpemapaT cCOBMECTHMM C HapyXHBIMHU AaNIUIHKAIMSIMUA aHTHOAKTEPUATBHBIX M aHTHCENTHYECKUX
CPEICTB.

4.6. PepTHIBHOCTD, 0€PEMEHHOCTb U JAKTALUS

bepemeHHOCTD

HpI/IMeHeHI/Ie BO3MOXHO TOJIBKO B TOM CJIy4daec, Koraa oxujgacmas 110Jib3a IPUMCHCHUA JJI1 MaTCPU
MMPCBLIIACT MMOTEeHIIHAIbHBIN PUCK OJid IJ1044.

JlakTamus

[Tpu HEOOXOIMMOCTH Ha3HAYEHUS MpernapaTa B Iepro/I JJAaKTAllMK TPYAHOE BCKAPMIIMBAHUE CIETYET
[IPEKPATUTD.

4.7. BiusiHue Ha CHOCOOHOCTH YNPAaBJATH TPAHCNOPTHBIMHM CpeACTBAMH H padorarh c
MeXaHM3MaMH

IIpuMeHeHHe mpenapata HE OKA3bIBAaeT BIIMSAHUSA Ha YIPABICHHUE TPAHCIOPTHBIMU CPEACTBAMU,
paboTy C MEXaHU3MaMU U BBIITOJHEHHE MOTEHIMAIBLHO ONACHBIX BUIOB AEATEIBHOCTH, TPEOYIOIUX
MOBBIIIEHHON KOHIIEHTPAIIUN BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEaKLIUH.

4.8. HexxenaTeibHbIE peakmum

Pe3romMe HexenaTenbHBIX PEAKIINi

Annepruyeckue peakliiy B BUJIE 3y/1a, TUIIEPEMHUH U KPaTKOBPEMEHHOTO HOKEHUS.

COO6H.I€HI/I€ 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno cooOmare O TMOJ03pEBAEMBIX HEXKETATENBHBIX PEAKIUSIX IIOCJIE  PErHCTpPAlNH
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«oJIb3a — PHCK» JIEKAPCTBEHHOTO Tpernapara. METUIIMHCKUM pa0OTHUKAM pPEKOMEHIYeTCs
CO00IIaTh O JIOOBIX MOI03PEBAEMbBIX HEXENATEIbHBIX PEaKIHIX JIEKAPCTBEHHOTO Mpernapara uepes
HAaIlUOHAJIBHBIC CUCTEMBI COOGH_IGHI/IH 0 HCXKCIATCIIbHBIX PCAKOUAX TOCydapCTB — YJIICHOB
EBpa3uniickoro 3kOHOMHUYECKOT0 COI03a.

Poccuiickas @enepanus

®denepanpHas cayx0a o Haa30py B cdhepe 3apaBoOOXpaHEHUS

Anpec: 109012, r. Mocksa, CiiaBsiHCKasl Iiioniaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas moyra: pharm@roszdravnadzor.gov.ru

Caitt B MH()OPMAITHOHHO-TEIEKOMMYHHUKAITMOHHOM ceTu «HTEpHET:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

Cnyuyaun nepeao3upoBKU IPY MECTHOM U HAapY>KHOM IIPUMEHEHUHU HE OIMCAHBI.

5. DPAPMAKOJIOTMYECKUE CBOMCTBA
5.1. ®apmakoanHaMH4YecKHe CBOICTBA

dapmakoTepaneBTHIYCCKas TPYIIA: Ipyryue mpenaparsl, IPUMEHSIEMbIE B ICPMATOIOTHH.
Kox ATX: DI1AX

MexaHusM aeiicTteus U hapMakoauHaMuueckue 3O HEKTHI

Obnanaer anabonn4Yeckol aKTUBHOCTHIO. HopMann3ysi HyKJI€HHOBBI OOMEH, YCKOPSET MPOLECCH
KJICTOYHOH pereHepanuy B paHaX, YCKOPSET POCT M TPAHYISAIHOHHOE CO3PEBAaHHWE TKAHU |
SMUTEIU3ALHIO.

[Tpu Hapy>kHOM NpUMEHEHHH 00J1aaeT (HOTONMPOTEKTOPHBIMU CBOWCTBAMHU.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeyenb BcnoMorareJibHbIX BellleCTB

Bazenun
JlaHOIMH
Bonma ounmiennas

6.2. HecoBmMecTHMOCTH

He nmpumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )

3 rona.

6.4. OcoObie Mepbl MPEAOCTOPOKHOCTH NMPU XPaHEHUU

XpaHuTh npu Temineparype He Boie 15 °C.
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6.5. XapakTep u coaepkaHue YNAaKOBKH

ITo 25, 30 r B TyOBI QIIOMUHUEBBIE.

OnHy TyOy BMecTe C MHCTPYKIMEH MO MEAMIMHCKOMY NPUMEHEHHIO MOMEIIAIOT B KapTOHHYIO
YIIaKOBKY (Ma4Ky).

6.6. OcoObIe Mepbl PETOCTOPOKHOCTH NPH YHUUYTOKEHUH UCIO0JIb30BAHHOTIO JIEKAPCTBEHHOT 0
npenapara WjiM OTX0A0B, MOJYYEHHBIX MOCJIe NMPUMEHEHHUsl JEeKAaPCTBEHHOI0 Npenapara u
Apyrue MaAaHMIYJSILMHU € IpenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIMOHHOI'O YIOCTOBEPEHMU S

Poccus
000 «ATomm»
445351, Camapckas 00:1., . XKurynesck, yn. ['uapoctpourenei, 1. 6.

7.1. IlpeacraBuTeib Aep:KaTesisl PperucCTPALMOHHOIO YI0CTOBEepeHUs

[Iperen3uu norpeduTeieil HanpaBIsATh O AJIPECY:

Poccus

000 «O30H»

445351, Camapckas 00:1., T.0. JXKurynesck, T. Kurynesck, yi. ['uapocrpoureneii, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA

JlexapcTBeHHBIN MpenapaT OTHOCUTCS K KaTerOpHH OTIYCKa MO PELenTy.

OOmrast XapaKTepUCTHUKA JIEKAPCTBEHHOTO IMpernapara MeThiypamnuia JOCTYITHA B €HHOM PEecTpe
3apEruCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB EBpa3miickoro SKOHOMHYECKOTO COK03a M Ha
opuIIMaILHOM caire YIOJTHOMOYEHHOTO opraHa (axcmiepTHOM OpTraHU3AIIHH )
https://eec.eaeunion.org/.




