COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 01.06.2026 N= 10812

OBIIAST XAPAKTEPHCTHKA JTEKAPCTBEHIOFPO TIPEITAPATA U011

1. HAMMEHOBAHMUME JIEKAPCTBEHHOTI'O IIPEITAPATA

benanren, 5 %, kpem 1151 HApY>)KHOTO IPUMEHEHUS

2. KAUECTBEHHBIN U1 KOJIUYECTBEHHBIN COCTAB

JelicTBytoliee BeNIeCTBO: JleKCraHnTeHoII.
B 1 r kpema conepxkurcs 50 Mr IeKCIaHTeHOJIA.

BcnomorarensHble BEIIECTBA, HAIMYNUE KOTOPBIX CIEIYET YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npernapara: HEeTHWIOBbIM COUPT, CTEAPWJIOBBIM CHMPT, JAHOJIMH, IPONWICHIVIUKOIbL (CM. pa3aeln

4.4).

[TonHbIi epeyeHs BCIIOMOTATENbHBIX BEIIECTB MPUBECH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kpewm nnst Hapy>XKHOTrO IpUMEeHEHUs

MSTKHii 51aCTUYHBIN TOMOT€HHBIM MaTOBBIN KpPeM OT O€JI0r0 /10 OEJI0T0 € JKENTOBATHIM OTTEHKOM

I[BETA CO CJIA0BIM CIEIU(DUUECKUM 3aMaXOM.

4. KIMHUYECKUE JAHHBIE

4.1. [loka3zanusi K NPUMEHEHUIO

[Ipenapar benanTeH npuMeHseTCs y B3POCIBIX U ACTEU C POKICHHUS 110 ITOKA3aHUSIM:

[Tpu HapylIeHUH IETOCTHOCTH KOXHBIX MOKPOBOB: 3a)KHBJICHUE OXKOTOB (B T. Y. COJIHEYHBIX),

MEJIKUX MOBPEKICHUHN KOXKU (CCAIMHBI, TOPE3bI, TPCIIUHBI U TIP.).

[TpodunakTrka 1 JeueHue CyXoCTH KOXH, B TOM YHCIIE U KaK CJIEJICTBUE IE€PMATUTOB Pa3InYHOTO
reHesa (IPOSBIISAIOIINXCS HISTyIIEHUEM, IOKPACHEHUEM, Pa3ApaKeHUEM, YyBCTBOM CTSIHYTOCTH),
a TakXke €XETHEBHBIH yXOJ 3a y4acTKaMH KOXXHBIX ITOKPOBOB, IMOJBEPKEHHBIX HAHOOIbIIEMY

BO3/CUCTBUIO BHEIIHUX (PAKTOPOB (JIUIO0, PYKH).

Jns yxoma 3a MOJIOYHOHM KEJNe30i B TMEpPUOJA JIAaKTalMu (TPEUIMHBI M TOKPACHEHHUS COCKOB

MOJIOUHOM KeIe3bl), sl yX0/1a 3a IEThbMHU U MJIa/ICHIIaMU (OTIPENIOCTh, KIIETICHOYHBIIN IePMATHT).
4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHM I

PexxuM 103upoBaHus

[IpodunakTrka U JEYCHUE CYXOCTH KOXKH: KPEM HAHOCAT TOHKHUM cjoeM 1—2 pa3a B JeHb (mpu

HEOOXOIUMOCTH Yallle) U CJIeTKa BTUPAIOT.
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[lopakeHHBIH y9aCTOK KOXKH: HAHOCST 1—2 pasalB aeHb ( %Eﬁg&;gﬁ'ﬁ]&ﬂ*l‘f{ﬁe)—r o 0017

YX01 3a MOJIOYHEIMH JKEJIe3aMM: HAHOCAT Ha IMOBEPXHOCTH COCKOB ITOCJIC KAXXKA0I'0 KOPMJICHUA.

YX0/ 3a IETbMU: HAHOCAT IIPU KaKJI0M CMEHE NOATY3HHUKA.

Cnooco0 nnpuMeHeHus

HapyxHo.

4.3. llpoTuBONOKA3aHUS
['MnepuyBCTBUTENFHOCTh K JEKCIIAHTEHOJIY WM K JIFOOOMY W3 BCIIOMOTATEIbHBIX BEIIECTB,

MepEUYUCIICHHBIX B pazzaene 6.1

4.4. OcoOble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUN
[{eTnoBbIi CIUPT, CTEAPUIIOBBIN CIHPT, JJAHOJUH MOTYT BbI3BaTh MECTHYIO KOXKHYIO PEaKIUIO

(HampuMep, KOHTAKTHBIN JepMaTuT). [IpOnMuIeHTIMKOIb MOKET pa3ApaxkaTb KOXKY.

4.5. B3aumopaeiicTBMe ¢ JPYrHMH JIEKAPCTBEHHbIMH MNpenapaTtamMu W JApyrue BHAbI

B3alMOeliCTBUSA
JIaHHBIX O B3aMMOJEHUCTBUHU IIpeIapara Her.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JAKTALMS

benanTeH MOXHO MPUMEHSTH BO BpeMsi OEpEMEHHOCTH U B TIEPUOJI TPYIHOTO BCKapMIIMBAHUS.

Ecnu npenapar ucnonb3yercs A 00pabOTKU TPELMH COCKOB BO BpPEMs JIAKTAIlUH, OH JIOJKEH

OBITH CMBIT nepea KOpMJICHUCM TPYAbIO.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATHL TPAHCMOPTHBLIMH CPeACTBAMH M PadoTaTh €
MeXaHNU3MaMu
[Ipenapar benanTeH He OKa3bIBa€T BIAMSHUSA Ha CIOCOOHOCTH YIPABIATH TPAHCIIOPTOM U pabOTaTh

C ME€XaHHU3MaMMU.

4.8. He:xxenaTesibHbIE peaKIUU

A.HJIGpI‘I/I‘IeCKI/IG pCaK BO3MOKHEBI B OUCHb PCAKUX ClIyUasix.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIATCIbHBIX PCAKIINAX

Baxxno coo0mare 0 MOJ03peBaeMbIX HEXKENATENbHBIX peakIUsiX I[OClie pPETUCTpaluu
JIEKapCTBEHHOT'0 Tperapara ¢ 1elbio 00ecredeHnsl HeMPepbIBHOTO MOHUTOPUHTA COOTHOIICHHUS

«MO0JIb3a — PHUCK» JICKAPCTBCHHOI'O IIpcriapara. MG,Z[I/II_II/IHCKI/IM paGOTHI/IKaM PCKOMCHAYCTCA
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coo0Imare 0 JHOBIX IMoaA03pE€BACMBbIX HC)KCJ'I&"“CJ'IBHBIX(%%&MC@JMQ&EZ%%PI;ﬁaTa

4Cpe3 HAIUMOHAJIBHBIC CUCTCMBIL COO6H_[€HI/I}I O HCXKCJIATCIIbHBIX PCAKIUAX TOCYyAapCTB-HJIICHOB

EBpa3uiickoro 3K0HOMHU4ECKOr0 COI3a.

Poccuiickas Penepanus

109012, r. Mocksa, CraBsiHCKasl miiomaib, 1. 4, ctp. 1

denepanpHas cinyx0a mo Haa30py B chepe 3npaBooxpanenus (PocsnpaBaanzop)
Tenedon ropsaeit muauun: § 800 550 99 03

OnexTponHas noyra: pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/

PecnyOmnmka Kasaxcran

010000, r. Acrana, paiion baitkonsip, yi. A.lMmanoga, 13 (BL] «Hypcayner 2») «HannonanpHbIiA
LOCHTP SKCHCPTUIBI JICKAPCTBCHHBIX CPCACTB U MCAUTTUHCKUX HBHGHHﬁ)) Komurera MEOUIITUHCKOT' O
U apMaleBTUYECKOr0 KOHTpoIisi MunucrepcTa 3apaBooxpanenus Pecryonuku Kazaxcran
Tenedon: +7 7172 235 135

OnekTponHas noyta: farm@dari.kz

https://www.ndda.kz

Pecny6auka Benapycs

220037, r. Munck, ToBapuieckuii niep., 2a

PVII «lleHTp sKCIEpTU3 U UCHIBITAHUN B 3[PAaBOOXPAHEHUI
Tenedon: +375 17 242 00 29

DnekTpoHHas mouta: repl@rceth.by

https://www.rceth.by

Keipreisckas PecnyOmanka

720044, r. bumkek, yiu. 3-g Jluaus, 25

JlenmapraMeHT JI€KApCTBEHHBIX CPEACTB M MEIULMHCKUX U3AeIud Inpu MuHHCTEpCTBE
3npaBooxpanenust Keipreizckoit Pecryomiku

Tenedon: +996 312 21 92 78

OnektponHas novra: dlsmi@pharm.kg

http://pharm.kg

PecniyOonuka ApMmeHus

0051, r. Epesan, nip. Komuraca, 49/5
«lleHTp 3KCHEPTU3HI JIEKAPCTB U MEAULMHCKUX TexHoaoruii» ['HKO

Tenedons! ropsueit muaumn: +374 10 20 05 05, +374 96 22 05 05
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DnekTpoHHas rmoyrta: vigilance@pharm.am

http://pharm.am

4.9. Ilepeno3npoBka
YuuTeiBasg JIEKapCTBEHHYIO (OpMy, TO3MPOBKY M CIOCOO NPUMEHEHHs JIEKapCTBEHHOTO

npernapara, CrydaiHasi WiH IpeIHaMepeHHas IepeI03UPOBKA MAJIOBEPOSITHA.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoauHAMHYeCKHe CBOICTBA
dapmakoTepaneBTUyYeCKas Tpylmna: Ipenaparsl Ui JI€YEHUs paH U A3B; IIpelaparsl,
CIOCOOCTBYIOIIME HOPMAJIbHOMY  pyOIIeBaHWIO, JPYrHe TMpernapaThl, CHOCOOCTBYIOIINE

HOPMaJIbLHOMY PyOII€BaHUIO.
Kon ATX: DO3AXO03

Mexanusm aeiicteus u hapMakoauHaMudeckue 3O hEKThI

JIeKCTIaHTeHOI B KJIETKAaX KOXXKU OBICTPO IMpEBpaIlaeTcsl B MAHTOTEHOBYIO KHCIIOTY, KOTOpas
SIBIISICTCS. COCTAaBHOM YacThbIO KOSH3UMA A U UTPAET BAXKHYIO POJIb Kak B ((OPMUPOBAHUH, TaK U B
3KUBICHUM IOBPEXKICHHBIX KOXHBIX IIOKPOBOB; CTHMYJIHPYET PETEHEPALHIO  KOXKH,

HOpPMAJIM3YyEeT KJIETOYHBIA METaboIHn3M.

5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

[Ipu HapyXHOM TpUMEHEHHH OBICTpO abcopOupyercsi Kokel (OBICTpPO BIHUTHIBACTCS) U
MPEeBpAaIaeTCs B MAHTOTEHOBYIO KHCIIOTY, CBSI3BIBAETCS ¢ OeIKaMu TU1a3Mbl (TJIaBHBIM 00pa3oM ¢
Oera-rmoOynuHOM u anbOymuHOM). [laHTOTEHOBass KHWCIOTa HE MOJBEPraeTcs B OpraHU3Me

MeTa6OJ'II/ISMy " BBIBOJUTCS B HCU3MCHCHHOM BUJIC.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

DL-mmanTonakToH
DeHOKCUATAHOT

kanus uetungocdar (ampuzon K)
LETHJIOBBIA CIIUPT

CTEapUJIOBBIN CITUPT

JIaHOJIMH
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U30IPONUIMUPHUCTAT

MIPOTTHJICHTJTMKOJTh
BOJIa OYUII[CHHAS
KaJIAs TUAPOKCH/T

6.2. HecoBMecTHUMOCTD

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs )

3 rona.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPH XPAHEHU U

XpaHuTb Ipu TeMIiepatype He Boiie 25 °C.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKHU

ITo 3,5 1,301, 50 r unmu 100 r mpenapara B aTIOMMHUEBYIO TyOy C HOJIMITHICHOBBIM HOCHKOM,
3aKpBITBIM AJTIOMHUHHMEBOM MEMOpaHOW, 3aKpBITYI0 HABUHYHMBAIOIIUMCS TOJAIPONHICHOBBIM
KOJIMAYKOM C OCTpHEM Ui MpoKajabiBaHUS MeMmOpanbl. Kaxayio TyOy BmecTe C JIMCTKOM-

BKJIQABIIIEM IMOMEIIAIOT B IMTaYKy KapTOHHYIO.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTHM MNPH  YHUUYTOXKEHHMH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 MpenapaTa Hid 0TX0A0B, MOJYYeHHBIX MOCJe MPUMEeHEeHHs Npenapara, u
Apyrue MAaHUMYJISAIUH € TPeNapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPALIUOHHOI'O YJOCTOBEPEHUS

Poccus

AO «BAVEP»

107113, r. Mocksa, yn. 3-s Peibunckas, 1. 18, ctp. 2

JepskaTe/ib perucTpalMOHHOT0 yI10cTOBepeHusi Ha Tepputopun Pecnyosuku Ka3zaxcran,

Pecny0smmku benapycs, Pecydinkn Apmenusi u Keiproizckoii Pecny0oiiuku:

baiiep Koncsromep Kap Al Ilerep Mepuan Hltpacce 84, 4052 bazens, LlIBeiinapus.

Bayer Consumer Care AG, Peter Merian-Strasse 84, 4052 Basel, Switzerland.

7.1. IIpencTaBuTeENb JepKATEIsI PErHCTPANIMOHHOIO YI0CTOBepeHns Ha Tepputopuu Corw3a

IIperen3uun norpedbuTeiel HANPABIATS 10 AJIPECY:
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Ha Ttepputopun Poccuiickoii @exepauuu u Pecnvﬁnﬁﬂ&'gﬁlﬁ%'ﬁ]_'zﬂI:'H":: CTb 0011)

Poccus

AO «BAMEP»

107113, r. Mockaa, yiu. 3-s1 PeiOunckas, a. 18, ctp. 2, Poccust

Tenedon: +7 495 231 12 00

DJeKTpOoHHAas MoYTa: ru.communications@bayer.com

Ha Ttepputopun Pecnny0jimku ApMeHusi JONOJTHUTEJIBLHO MOKHO 00palIaThCs:
0015, r. Epesan, yn. [I3opamu 70/3, Apmenust

Tenedon: +374 11 20 15 50

DOnekrponHas nmouta: drugsafety.ch.am@agga.swiss

Ha repputopun Pecnyosiuku Ka3zaxcran u Kniproizckoi Pecnyoimku:
Kazaxcran

TOO «baiiep KA3»

050057, r. Anmarsl, yin. TumupsizeBa, 42, naBunboH 15, oduc 301, Kazaxcran
Tenedon: +7 727 258 80 40

DeKTpOoHHAas MoYTa: ru.communications@bayer.com

Ha Ttepputopun Pecny6inku benapycs:

bemapych

220089, r. MuHck, np. JI3epxxkunckoro 57, nomemienue 54, benapyce
Tenedon: +375 17 239 54 20

DneKkTpoHHas rmoyrta: ptc.belarus@bayer.com

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

9. IATA IEPBUYHOM PETUCTPAIIMU (HOATBEPXKJIEHUS PETUCTPALIUN,
INEPEPETUCTPAIIN)

JlaTa nmepBoii perucTpanuu:
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10. JATA IEPECMOTPA TEKCTA

OO6mras xapakTepUCTHKA JICKAPCTBEHHOTO npernapaTta benanTen noctymHa Ha HHGOPMAITMOHHOM

noprajc EBpaBHﬁCKOFO O9KOHOMHYECCKOI'0 COK3a B I/IH(I)OpMaI_II/IOHHO-KOMMYHHKaHHOHHOfI CETHU

«MuTepueT» https://eec.eacunion.org/
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