COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 28.01.2026 N= 1404

OBIIASI XAPAKTEPUCTHKA JEKAPCTREHHOTO TIPEAAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Hetramun, 0,3 %, xarmiu ria3Hele.

2. KAUECTBEHHBIN U1 KOJIUYECTBEHHBIN COCTAB

JlelicTBytolI€€ BEUIECTBO: HETUIIMUIIMH.

100 mn pactBopa comepxutr 0,455r HerwnMunmHa cynbdara (uto coorBerctByer 0,300 T
HETUJIMHUIIUHA).

BcmomoratenbHbIe BeNIECTBa, HAIWYHE KOTOPBIX HAJAO YYHTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npemnapara: OeH3aJIKOHUs XIopu (cM. pasaen 4.4).

[TonmHblii mepeueHb BCIIOMOTaTeNbHbBIX BEIIECTB MPUBEIEH B paszene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Karmu riiazuele.

[Ipo3paunblii GeCLIBETHBII WU CIIETKa JKEITOBATOTO I[BETa PACTBOP.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K MPUMEHEHH IO

[Ipenapar Hertannx nokasaH K MPUMEHEHHIO Y B3POCIIBIX U JIETEeH B BO3paAcTe OT 3 JIET ISt MECTHOTO
IpUMEHEHHUs Uil JieuyeHUs MH(QEeKUMH BeK U HapyKHBIX OTAEJIOB IJla3a, BBI3BaHHBIX
YYBCTBUTEJIbHBIMU K HETWIMHUIIMHY MUKPOOpPraHU3MaMHu.

4.2. PexxuM 103UPOBAHUS M CIIOCO0 MPUMEHEHUA

PexxuM o3upoBaHusa

Pexomennyemas no3a coctaBnsier 1-2 xaruu 3 pasa B JieHb B IOpa)KEHHBIN T71a3 (T1aza).
eTu

Pexxum no3upoBanus s mereid or 3 g0 18 €T He OTIMYAaeTCs OT peXuUMa JIO3MPOBAHUS IS
B3POCIIBIX.

Cnoco0 IIPUMCHCHUA

MectHO. 3aKanbslBaTh B KOHBIOHKTHBAJIBHBINA MEIIOK MMOPaXCHHOI'O T'JIas3a. He A0IMYCKAaTb KOHTAKTa
KOHIIa (bHaKOHa'KaHeJ'IBHI/IHBI C I'71a30M MJIHA KaKoH-1100 I[perﬁ IMOBCPXHOCTLIO.

4.3. IlpoTuBoONOKAa3aHUS

e [UNepYyBCTBUTEIHLHOCTh K HETWJIMULIUHY, WIH APYTUM aHTHOMOTHKAM-aMHUHOTIUKO3HUIaM HIIHA
K TI000MY M3 BCIIOMOTAaTEIbHBIX BEIIECTB, IEPEYUCICHHBIX B pa3zaene 6.1.

e Jlerckuii BO3pact A0 3 JeT.

L4 EepeMeHHOCTB W JJaKTalusd.



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 28.01.2026 N= 1404

4.4. OcoOble yka3aHusl M Mepbl NPeI0CTOPOKHOCTH IIPH nﬂMﬁe UBATENBHOCTE 0001)

JlmuTenpHOE  MECTHOE  NPUMEHEHHUE  aHTHOMOTMKOB  MOXET  BBI3BATH  PE3UCTEHTHOCTh
MHUKPOOPI'aHW3MOB MJIM BOSHUKHOBEHHE BTOPUYHON TPHOKOBON MH(EKITHH.

B ClIydac OTCYTCTBHA KIMHHUYCCKOI'O YIYUIICHHSA B TCUCHUC OTHOCHUTCIBHO KOPOTKOI'o Ie€puoaa
BpPpCMCHU HJIM B CJIy4dac IMOABJICHHA INMPHU3HAKOB pa3ApaKCHHUA HIIN CCHCI/I6I/IJII/I33LII/II/I IMPUMCHCHUC
Ipcliapara HCO6XOI[I/IMO IMPEKPAaTUTh U HAYaTb COOTBETCTBYIOIICE JICUCHUC.

BcrnomorarensHble BEIECTBA

[Ipenapatr Herranun conaep>XuT OEH3aIKOHUS XJIOPHUA, KOTOPBI MOXKET M3MEHSATH LIBET MSTKHX
KOHTaKTHBIX JIMH3. CleayeT u30eraTh KOHTAKTa ¢ MSITKMMH KOHTAaKTHBIMH JHH3aMu. [lalnueHTsl,
WCIIOJIb3YIOIUE KOHTAKTHBIC JIMH3BI, JOJKHBI OBITH MPOUH(DOPMHPOBAHBI O TOM, YTO MEpel
MIPUMEHEHUEM IIpernapara clie/lyeT CHATh KOHTaKTHBIC JJUH3bI U HE paHee ueM yepe3 15 MuHyT nocie
MIPUMEHEHHUS TIpernapaTa HaJleTh UX 00paTHo.

B cBs3u ¢ HaNMYMEM B cocTaBe IpemnapaTta OCH3aIKOHUS XJIOpUIa BO3MOXKHO PAa3BUTHE TOUCUHOU
WJIU SI3BEHHOM TOKCUYECKOM KepaTONaTUX IPH JUINTEIbHOM IIPUMEHEHUH TIperapaTa NalueHTaMH C
COMYTCTBYIOIIMMH 3a00JIEBaHUSIMU POTOBUIIBI M CHHAPOMOM «CyXOro» riasa. TpebOyercs
TUIATEJIbHBIA KOHTPOJIb COCTOSIHUSL POTOBUIIBI B TIEPUO/] JIEUEHHUS [IPENAPaTOM.

4.5. B3aumojaeiictBie ¢ JAPYrUMH JIEKAPDCTBEHHBIMH TMpenapaTaMd ¥ Jpyrue BH/bI
B3alUMOJAEHCTBUSA

[Tpu MmecTHOM pUMEHEeHNH nipenapaTta Herranun ¢papMakosoruyeckrue B3auMOACHCTBHS C IPYTHMHU
rpenaparaMy HE3HaYUTEIbHBL.

CoBMEeCTHOE MECTHOE U OCOOCHHO BHYTPUIIOJIOCTHOE NPUMEHEHHE C JPYTMMU aHTUOMOTUKAMH,
obnajaromuMi HePOTOKCUYHBIM M OTOTOKCHYHBIM MOTEHIMAJIOM, MOXXET YBEJINYMBATH PHUCK
HEXeJlaTeIbHbIX SIBJICHUH.

VYBenuyeHno HehpOTOKCUYHOCTH aMMHOTJIIMKO3MJ0B CIIOCOOCTBYET COBMECTHOE WIIM JUIUTEIIBHOE
MPUMEHEHHE C APYTUMH MOTEHIIUAIEHO He(POTOKCUIHBIMHE TpeTapaTaMu, TAKUMHU KaK IIUCIUIaTHH,
MOJINMUKCHUH B, KONMCTHH, BUOMHIIMH, CTPENITOMUIINH, BAHKOMUIIMH, JPYTUMH aMUHOTJIIMKO3UAaMH
U HEKOTOpbIMU LedanocnopuHamMu (uedasopuauH) WM CUIBHOACUCTBYIOIIUMH JWYpPETHKAMH,
TaKUMHU KaK 3TaKpUHOBas KUCJIOTa U PypoCceMUI.

4.6. ®epTUIBLHOCTDb, 0€peMEeHHOCTDb M JIAKTALMA

bepemMeHHOCTh

HpI/IMCHCHI/IC pu 6epeMCHHOCTI/I MMPOTHUBOIIOKA3aHO.

JlakTamnms

HpI/I HAa3HAYCHUU B MICPUOM JIAKTALIUN I'PYAHOC BCKAPMIIMBAHUC CICAYCT NPCKPATUTD.

4.7. BiusiHue HAa CHOCOOHOCTHb YNPAaBJATH TPAHCNOPTHBIMH CpeACTBAMM M padoTath ¢
MeXaHHU3MaMH

[Ipenapar Herranmun He oKa3blBaeT BIUSHUE Ha CIIOCOOHOCTH YIPABISATh TPAaHCIOPTHBIMU
CpeICTBaMU M paboTaTh C MEXaHU3MaMHU.

BpemenHnoe 3aTyMaHnBaHKE 3peHUSI MOXKET BOSHUKHYTH IOCIIE 3aKanbIBaHus npenapara Herramu.
B atom citydae nepes ynpaBieHHEM TPAaHCTIOPTHBIMU CPEJICTBAMU U paboTe C MEXaHU3MaMHU TAIlHECHT
JIOJKEH OKIAThCsl BOCCTAHOBIICHUSI YETKOCTHU 3PEHHUSL.
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(MOCNEOCBATENEHDCTE 0001)

4.8. HexkesaTeJIbHbIE peaKnu

Pesrome mpoduias 6e3onacHoCTH

HexxenarenbHble peakiuy HabI0AaIMCh MEHee YeM y 2 % MaIeHTOB.

PesroMme HexenaTeabHbIX peaKIui

YacToTa BCTpEYaeMOCTH OIpeIesieTcs cleAyomuM oopa3om: odeHs yacto (>1/10), gwacto (>1/100,
Ho <1/10), mewacro (=1/1 000, HO <I1/100), penko (>1/10 000, wOo <I1/1 000), oYeHL peaKO
(<1/10 000), yacrora HeM3BecTHA (HA OCHOBAHUM MMEIOIIMXCS TAHHBIX OLICHUTh HEBO3MOYXKHO).

Hapywenus co cmoponwl opeana 3penus

Yacro: JKIKCHHUC, 3y B IJia3dy, HOKPpACHCHUC KOHBIOHKTUBEI I'Jla3a.

COO6H_I€HI/IG 0 IMOJ03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0mars O NOA03pEBAaEMbIX HEXKENATENbHBIX PEAKLUUSAX I0CIE  PETUCTPALUH
JIEKapCTBEHHOT'0 Iperapara ¢ Leiblo 00ecreueHHsl HeNpepbIBHOIO MOHMTOPUHIA COOTHOLICHUS
«I10J1b3a — PHUCK» JIEKQpCTBEHHOro IpernapaTta. MeIUIMHCKUM pa0OTHUKAM pPEKOMEHIYEeTCs
coo0LIaTh O JHOBIX M0103PEBAEMBIX HEXEIATEIbHBIX PEaKIHIX JEKapCTBEHHOI'O MIperapara yepes
HAIlMOHAJIbHBIE CHUCTEMBI COOOIIEHHS O HEXKENATeNbHbIX pPEaKUUsAX TOCYAapCcTB — UJICHOB
EBpa3uiickoro 5KOHOMHUYECKOI'0 CO3a.

Poccuiickas @enepanys

®denepanbHas ciyx0a 1mo Haa3opy B cdepe 3apaBooxpaneHus (Poc3apaBHanazop)
Anpec: 109012, r. MockBa, CnaBsiHCKas Tuiomans, a. 4, crp. 1

Temn.: +7 800 550 99 03

OnektponHas mouta: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru
CaiiT: www.roszdravnadzor.gov.ru

4.9. llepeno3npoBka

CaeneHusi 0 mepeio3npoBKe Mpenapara OTCyTCTBYIOT.

5. DPAPMAKOJIOTUYECKUE CBOMCTBA
5.1. dapmakoauHaMHYeCKHe CBOHCTBA

CDapMaKOTCpaHeBTI/I‘-ICCKaSI I'pymnma: CpCAcCTBa, MMPUMCHACMBIC B O(pTaJ'IBMOJ'IOTI/II/I;

MIPOTUBOMHUKPOOHBIC CPEJICTBA; aHTHOUOTHKH.
Kong ATX: S01AA23.

Mexauusm IelcTBUs

Herunmunus sBisieTcs HoJIyCHHTETUYECKUM aHTUOMOTUKOM-aMHUHOTIIMKO3U0OM IIHPOKOTO CIEKTPa
JENUCTBUSI, KOTOpBIM cBsi3biBaeTcss ¢ 30S cyObenuHuied puOOCOM W HapyllaeT CHHTE3 Oelika,
MPETATCTBYsl 00pa30BaHUIO KOMILIEKca TpaHcrmopTHOH u wuHpopmarmonHoi PHK. Ilpu stom
MIPOUCXOUT HapyIIeHHWE CUYUTHIBAHUS T€HETHMUYECKOTro Koja M oOpa3oBaHHE HE(YHKIIMOHAIBbHBIX
OCJIKOB; TTOJIUPUOOCOMBI PACIICTIISIOTCS ¥ TEPAIOT CIOCOOHOCTH CHHTE3UPOBATh Oeslok. B 6ompimx
KOHIIEHTPALUAX HETWIMUIIUH CHIDKAeT OapbepHble (YHKIIMHM KIETOYHBIX MEMOpaH M BBI3BIBACT
rudenb MUKPOOPraHU3MOB.

Kinanueckas 3¢ heKTUBHOCTD

BBICOKOAKTHBEH B OTHOIIICHUH I'PaMOTPHUIIATEIBLHBIX MHKPOOPTraHU3MOB: Pseudomonas aeruginosa,
Escherichia coli, Klebsiella spp., Serratia spp., Providencia spp., Enterobacter spp., Proteus mirabilis,
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Proteus vulgaris, Citrobacter spp., Morganella morganii, AeH&ﬁ%nMﬁENgE%thﬁcﬁrﬁoﬁé

Salmonella spp., Shigella spp.

AXTHBEH B OTHOILICHHH HEKOTOPBIX TPaMIIOJIOKUTEIBHBIX MEUKpoopranu3moB: Staphylococcus spp.
(B TOM yMCIIe YCTOMYMBBIX K APYTUM aMUHOIVIMKO3UAaM, IEHULUIMHY, METHLIMIUIMHY, HEKOTOPBIM
nedanocrnoprHaM), HEKOTOPBIX ITaMMOB Streptococcus Spp.

5.2. dapMaKOKHHeTHYECKHE CBOHCTBA

[Ipu MeCTHOM NPUMEHEHNH HETHIMHUIIMHA CHCTEMHast aOCOpOIHs HU3KasL.

[IpoBeneHHBIC MCCIEIOBAHUS TIOKA3bIBAIOT, YTO MOCIIE OJHOKPATHOTO MPUMEHEHHS KOHIICHTPAIIHS
HETWIMHIIMHA B CIIE3HOHM >KHIKOCTH COCTaBIseT: 256 MKr/mi depe3 5 munHyT, 182 Mxr/mn gepes
10 munyT, 94 Mxr/mi yepe3 20 MuHYT U 27 MKT/MIT yepe3 | yac.

5.3. JlaHHbBI€e TOKJIMHUYECKOI 0€30IacHOCTH

B noximMHMYECKUX TaHHBIX, TOJYYCHHBIX 110 pe3yJibTaTaM CTaHIAPTHBIX UCCIIEOBAaHUN Ha KPHICAX,
co0akax, MOPCKMX CBHHKAax, KOIIKaxX, KpOJIWKax W 00e3bsHaX, OCOOBIH Bpen IJIs 4YeloBeKa He
BBISIBJICH.

6. PAPMAIIEBTUYECKHE CBOVCTBA

6.1. IlepeyeHb BcrioMoraTeibHbIX BelllECTB
Harpus xiopun

benzankonus xiaopuj

Bopa ounmennas

6.2. HecoBMecTHMOCTE

He npumenunmo.

6.3. Cpok rogHocTH (CPOK XpaHeHMHsl)

HeBckpoIThlil haakoH

3 roxa.

Tlocye nepBoro BCKPBITUS

[Tocne BckphITHS hiakoHa Ipemnapar ciaeAyeT UCIIOIb30BaTh B TeUeHne 28 mHEH.
6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTh IIpu Temneparype He Boime 25 °C.

6.5. XapakTep u cofep:KaHHe NEPBUYHOI YIAKOBKH

ITo 5 mn mpemapaTta BO (pyiakOH-KaneNbHUIYy W3 MOJTMATHIICHa HU3KOW IUIOTHOCTH, YKYHOPEHHBIN
MOJTUCTUPOIOBBIM KOJITAYKOM C IIPOOOHHUKOM.
[To 1 dpnakoHy BMecCTe ¢ TMCTKOM-BKJIQJIBIIIEM IOMENIAIOT B MAYKy KaPTOHHYIO.
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6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH YTHIH3ALUH %Ebﬂﬂgd%;ﬁﬁow%ﬂz;ﬂt}—ﬁenm

npenapara WM OTXO0J0B, MOJYYEHHBIX MOcJe NMPUMeHeHHsl JeKAPCTBEHHOro mpenapara, u
Apyrue MaAaHUMYJSIIHUHU ¢ IPenapaTomM

Oco0ble TpeOoBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Wramus / 1taly

CHU®U C.ILA./SIFIS.P.A.

Bua Dpkone Ilarty, 36, 95025, Aun Cant Autonuo (KT) / Via Ercole Patti, 36, 95025, Aci Sant’
Antonio (CT).

7.1. IlpeacTaBUTENb A€PKATE/ISI PETUCTPALMOHHOIO Y10CTOBEPEHHUS

[Iperen3un noTpeduTeeil HAPABIATH 110 ATPECY:

Poccuiickas @enepanus

000 «baym Xenc»

115093, r. Mockaa, yiu. [TaBnoBckas, a. 7, ctp. 1, moment. 1H
Tenedon: +7 (495) 510-28-79

DnexrponHas noyta: office.ru@bausch.com

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEHHBIH Mpenapat OTHOCUTCS K KATETOPUU OTITyCKa MO PEIenTy.

OO0mass xapakTepuCcTHKa JIEKapCTBEHHOro mpenapata HerranuH 1oCcTynmHa B €IMHOM peecTpe
3apCTUCTPUPOBAHHBIX JICKAPCTBCHHLIX CPCIACTB EBpaBHﬁCKOFO 3KOHOMHWYECKOIo COm3a MW Ha
ounmansHOM caire YIIOJIJHOMOYEHHOTO opraHa (3xcniepTHOM OpraHH3aliN)
https://Ik.regmed.ru/Register/EAEU_SmPC.



