COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 10.03.2026 N= 4711

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIOFO TIPETAPATA “0°)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

[Tantenoncnopeit, 4.63 %, nexHa st HAPYKHOTO TPUMEHEHUSI.

2. KAYMECTBEHHBINA U1 KOJTMYECTBEHHbBINA COCTAB

JelicTBytolliee BENIECTBO: I€KCITAHTEHOJI.

100 r nensl conepkut 4,63 T TEKCIaHTEHOIA.

BcnomorarenbHbie BelllecTBa, HaTUYUE KOTOPBIX HAJO YUYUTHIBATH B COCTaBE JIEKAPCTBEHHOIO
npernapara: LIeTOCTeapuIOBbIi criupT (cM. paznen 4.4.).

[TonHbIM IepeyeHb BCIOMOTaTeIbHBIX BEUIECTB MPUBENIEH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA

[lena nyst Hapy»KHOTO TPUMEHEHUSI.

Benas meHa co cnaObIM KHCTIOBATHIM 3aMaXoM.

4. KIMHUYECKUE JAHHBIE

4.1. [loxka3zanusi K NPUMEHEHUIO

[TanTeHONCIIPEN MOKA3aH K IPUMEHEHUIO Y B3POCIIbIX U JETEH.

[Tpu mpodunakTHKe ¥ TICYEHUN CYXOCTU KOXKH.

[Tpu HapylIeHUH LETOCTHOCTH KOXHBIX MOKPOBOB: 3a)KHUBJIEHHE PaH U 0XKOTOB (COJHEYHBIX U
TEPMUYECKHUX ).

[Ipu npodunakTUKe U JIEYCHUU JIEPMATHTOB; TPOJEKHEH; OMpEeNoCTel; acenTHYECKUX
MOCJICONEPAIIMOHHBIX PaH; MIOX0 MPUKUBAIOIIUXCS KOXKHBIX TPAHCIUIAHTATOB.

Jns yxoma 3a MOJIOYHOM JKENIe30M B TEPUOJ JIAaKTaluu (TPEIIMH W BOCIAJICHUH COCKOB
MOJIOYHOM JKeJe3bl).

Jis yxona 3a TPYAHBIMU JEThbMH: MPO(HUIAKTHKA M JICUEHUE OMPEJIOCTU Yy TPYIHBIX IETEi;
AKTUBU3ALIMS MPOLECCA 3KUBJICHUS KOXKH MPU MEJTKUX MOBPEXKICHUSIX, IPUTEMBI OT MEJICHOK.
4.2. PexxuM 103MpPOBaHNs U C1IOCO0 MPUMEHEHUs!

PexxuM 103upoBaHus

Bspocisle 1 netn

OavH WM HECKOJIBKO pa3 B CYTKM IyTeM pacmbuUieHHs ¢ pacctostHus 10-20 cM Tak, 4yToOBI
MOBPEXKICHHAS IOBEPXHOCTH ObLJIa TOKPHITA MIPEMapaTOM.

[Tpo10KUTENBHOCTD JICUCHUSI 3aBUCHT OT TSHKECTH 3a00JICBAHMS.

Kypc nedenus B 3aBUCMMOCTH OT BHJA MATOJIOTUM MOKET COCTaBIISITH OT 2-3 nHer no 3-4

HCACIIb.
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BTUPAIOT B IIOPAXECHHYIO IIOBEPXHOCTh [0 BIWTHIBaHMS Iipenapata B Koxy. IIpemapar
IPUMEHSIIOT 3-4 pa3a B CyTKH.
[Ipy nedeHny TPaHYIHMPYIOUIUX OKOTOB, paH U TPOPUUYECKUX S3B CO ClHabOW dKCCymanuen
paHEBYI0 TMOBEPXHOCTh Iepel MPUMEHEHHEeM Ipenapara OYMINAIOT OT JKccyjaaTa |
HEKPOTHUYECKUX TKaHEU, MPOMBIBAIOT PACTBOPOM IEpEKHCcH Bogopoaa, ¢pypaunirnaa 1:5000 nmm
xyoprekcuauHa ourmokonara 0,05% wu mpocymmBaioT. I[leHy HaHOCSAT paBHOMEPHBIM CIIOEM
tommuuaon 1,0-1,5 cM Takum oOpazoM, 4TOOBI BCs MOpaKeHHas MOBEPXHOCTh ObLIa MOKPHITA
MEHOM, U HAaKJIaJbIBAIOT CTEPUIILHYIO MAPJIEBYIO MOBSI3KY. CMEHY MOBSI30K MPOBOAAT 1 pa3 B 1-2
CYTOK TIpU JICYEHUH OKOroB M | pa3 B CyTKM NpH JICYEHUU paH U Tpoduueckux s3B. [Ipu
OTKPBITOM CHOCOOE JICUEHHUS 0XKOTOB IEHy HaHOcAT 1-2 pa3a B AeHb. lIponomkuTenbHOCTD
JIeUYEHUs OTpeAeNsAeTCsl AMHAMUKON AMUTEIU3alluu PaH.
[Ipu yxoze 3a MOJOYHBIMH >KE€J€3aMH KOPMSAILIUX MaTepeil IMeHy HAHOCAT Ha COCKH IOCIie
KaX/I0T0 KOPMJICHUSI U BTUPAIOT MAaCCAXHBIMH JABIKEHUSIMU. [IeHy HaHOCAT pU KaXKA0H CMeHe
NOAry3HUKa/mamrepca (TeJICHKH).

eTu
Pexxum nos3upoBanust y nereit B Bo3pacte or 0 go 18 jer He oTiauyaercs OT pexuma
JIO3UPOBaHUs AJIs1 B3POCIIBIX.

Cnooco0 nnpuMeHeHus

HapyxHo.

4.3. [IpoTuBONOKA3aAHUS

[loBbIIeHHast YYBCTBUTENIBHOCTh K JEKCIIAHEHONY WM K JIOOOMY M3 BCIIOMOTaTeIbHBIX
BELIECTB, [IEPEUNCIIEHHBIX B pa3eine 6.1.

B cnydae TskenbiX, TiIyOOKUX WM CUIIBHO 3arps3HEHHBIX paH (Takue MOBPEXIEHUS TPeOyioT
BpayeOHOT'0 BMEIIATEIIbCTBA).

4.4. OcoOble ykazaHHMsl M Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

[epen npuMeHeHnEM HEOOXOAUMO TIIATEIBHO BCTPSIXHYTh (DIIaKOH.

bamnonunk Haxomutcs non nasiaeHueM. Odeperath OT MMONaAaHUs NPSIMBIX COTHEYHBIX JTy4yel u
temriepatypbl cBbime S0 °C. Ilocie oxoHYaHHS MPUMEHEHHS OaUIOHYMK HE BCKPBIBATH C
NpUMEHEHHEM CWJIBI W HE CXuraTb. He pacnbuisiTh BOJM3M OTKPBITOTO OTHS WJIM Ha
packajieHHbIE TpenMeThl. XpPaHWTh BAATM OT MCTOYHUKOB BOCIUIAMEHEHUS, obOeperaTb
OaJJIOHYHMK OT YAApOB U MaJCHHUII.

HeoOxoaumo n3berars nonaganus neHsl B riasa. [Ipu ciayyailHoM nomnagaHuy MeHbl B T1a3a UX

CIEAYET IPOMBITH BOJOM.
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(mpu mpueMe Mo omMOKe OONBIIUX KOJUYECTB BHYTPH CIEIyEeT cpa3dy OOpaTUTHCA K Bpauy).
Bonpive mo miomaam, CUIIbHO 3arpsi3HEHHBIE U TIyOOKHE paHbl, a TaKkKe KyCaHble U KOJOThIC
paHbl TpeOYIOT BpadyeOHOro0 BMeEMIATENhCTBA (OMACHOCTH CTONOHsKA). Ecnm pa3Mepsl paHbl B
TE€YEHHE HEKOTOPOT0 BPEMEHU OCTAIOTCS HEU3MEHHO OOJbIIMMU, WIM paHa HE 3aKHUBAaeT B
teueHue 10-14 nHeid, TO B 3TOM ciy4ae cleAyeT oOpaTUThCS K Bpady. JTO HEOOXOAHWMO U B
ciydae, eCH Kpasl paHbl CHIIBHO THIIEPEMHUPOBAHBI, paHa HEOXHUJTAHHO OTEKAET U TMOSBISIOTCS
CUJIbHBIC 00U WM TIOBPEKIECHUE COMPOBOXKIACTCS JTUXOPAAKOH (omacHOCTh cercuca). Yacroe
HAHECEHHE HAa OJUH M TOT K€ YYacTOK KOKM MOKET MPHUBECTH K MOSIBICHUIO Pa3/Ipa’keHUs.
[Ipenmapatr mnpenHasHaueH st oOpaOOTKM W JieYeHUs HEOONBIINX paH, CIeayeT u30erarb
HaHECeHMsI B OONbIIUX KonudecTBax. [lepen KakapiM MPUMEHEHHEM HEOOXOIUMO SHEPTUYHO
BCTPSIXHYTh (DJIaKOH, OCOOEHHO €cli MperapaT He HUCHOJIb30BalM AjuTelnbHOoe Bpems. [lpu
NpUMEHEHHH B o0JacTu Julla mpenapar He pa3OpbI3rMBaTh HEMOCPEACTBEHHO Ha JIMIIO,
pPEKOMEHIyeTCsl CHavaja HaHeCTH Ha PYyKy, 3aTEM PACIPEACTUTH MO MOBPEKICHHOMY YUYaCTKy
KOXKH JTUIIA.

[Ipenapar He ciaeayeT HAaHOCUTD Ha PaHbl ¢ OOMIILHON THOWHOM dKCCyaIuei.

JledeHue Mmaoxo 3a)XHBAIOUIMX KOXKHBIX TPAHCIIAHTATOB M TPO(PUYECKUX SI3B MPOBOJIUTCS IMOJ]
HaOII0/ICHUEM Bpaya.

[ManmenTam, cTpajarmUM OpPOHXHABLHOW aCTMOM WM OpPOHXOJETOYHBIME 3a00JICBaHUSIME, HE
CJIeIyeT BABIXaTh Mapbl PaCHbUTUTEINS, IIOCKOIbKY 3TO MOXKET BbI3BATh Pa3ApakKCHHUE CIU3UCTHIX
000J109€K U CIIPOBOITUPOBATH MPUCTYI OPOHXUAITBHONW aCTMBI.

BcrnoMorarenbHBIE BEIIECTBA

Bxopsimuii B coctaB mpenapara LIETOCTEAPUIIOBBIM CIIUPT MOYXKET BbI3bIBATb MECTHBIE KOXKHBIE
peakiuu (HanpuMmep, KOHTAKTHBINA JEPMATHT).

4.5. B3aumopaeiicTBMe ¢ [PYrHMH JIEKAPCTBEHHbIMH MNpenapaTtaMM W JApyrue BHAbI
B3aMMO/eHCTBUA

Bzanmopericteue npenapara [lanTeHoncnpen ¢ IpyrMMM JIEKAPCTBEHHBIMU IIpenapaTramu HeE
BBISIBJICHO.

OnHOBpEeMEHHOE HCIIOJIB30BAHME IIPE3€pBATUBOB U IeHBl Ipenapara IlanTeHoncmpes,
HAaHOCHMOM B OOJIACTH T€HUTAJIMI WIM B aHAIBHOW 00JIACTH, MOXKET YXyAUIHUTh 3(PPEKTUBHOCTD
IIPE3EPBATUBOB, IIOCKOJIBKY HMX IIPOYHOCTh Ha pACTSDKEHME MOXKET YMEHBIIUTBCA U3-3a
cojepxarierocs napaguHa.

4.6. DepTUIBLHOCTH, 0EPEMEHHOCTb U JIAKTALMS

[Ipenapar [TanteHoncnpeit MOXKHO MPUMEHSATH BO BpeMst OEpEMEHHOCTH U B MEPHOA TPYAHOTO

BCKapMJIMBaHHA. OI[HaKO CJICOyCT n30eraTh €ro IMPUMCHCHUSA Ha OOJIBIINX IMMOBCPXHOCTAX KOXKHU.
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4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH M padoTath ¢
MeXaHM3MaMH

[Ipenapatr He BiMseT Ha CHOCOOHOCTh YNPABIATH TPAHCIOPTOM WM 3aHUMAThCS APYTHUMH
NOTCHIUAJIBHO OIIACHBIMHU BUJaMH ACATCIIBHOCTH, TpGGYIOH_II/IMI/I MOBBIIIICHHOM KOHICHTpAaLuu
BHUMAaHUA U OBICTPOTHI ICHXOMOTOPHBIX PEaKIUil.

4.8. HexkennaTeibHbIe peakuuu

Pe3roMe HexxenaTeabHbIX PEAKIINN

YactoTa BO3HUKHOBEHHS TIOOOYHBIX peaKIuil KiaccHPUIMpOBAaHA B COOTBETCTBHH C
pexomenmanusmu Bcecemupnoit Opranusanuert 3apaBooxpanenus (BO3), mobounbie 3¢ ¢heKTh
KJaccu(uImpoBaHbl 0 YacTore: odeHb 4yacto (> 1/10), wacro (= 1/100, vHo < 1/10), Hewacto
(> 1/1000, Ho < 1/100), peaxo (= 1/10000, vHo < 1/1000), ouenp peaxo (< 1/10000), gactora

HCU3BCCTHA (Ha OCHOBAaHHMHM UMCIOIIUXCA JAaHHBIX OLICHUTH HGBO3MO)KHO).

CucremMbl 1 Oprasbl HexenaTenbHasi peakuus HYacrora
HapymieHusi co CTOpOHBI KOXKHU U |AJITIEPTHYECKUAN KOHTAKTHBIN
HewnssectHo

MOJIKOYXHOW KJIETYATKH NepMaTUT
Hapymenus co CTOpOHBI [Peakniuy runep4yBCTBUTENBHOCTH K |HensBecTHO
MMMYHHON CHUCTEMBI NECKCIAaHTCHOILY WIH Too0My

BCIIOMOTATEIIBHOMY BEILECTBY, B TOM

YKCIIE 3y UIIH ChIIb.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

Baxxno coo0miate 0 MOJ03peBaeMbIX HEXKENATENbHBIX pEeaKIUsAX I[0Clie PETUCTpaluu
JIEKapCTBEHHOI'0 Tperapara ¢ 1efbio 00ecredeHns] HePepbIBHOTO MOHUTOPUHTA COOTHOIICHUS
"monmp3a - pHCK" JIEKapCTBEHHOTO Mpernapara. MeTuIMHCKUM paOOTHUKAM pPEKOMEHIYyeTCs
coolmiare O JOOBIX MOJ03PEBAEMBIX HEKENATENbHBIX PEaKIHsIX JIEKapCTBEHHOIO Iperapara
yepe3 HallMOHAIbHbIE CUCTEMBbI COOOIIEHHUS O HEeXeNaTeIbHBIX PeaklUsX IoCylapCTB - YJICHOB
EBpa3zuiickoro 3KOHOMHUYECKOTO COH03a.

Poccuiickas @enepanus.

®denepanbHas ciry:x0a 1o Haa30py B cdepe 3ApaBOOXPAaHEHHUS.

Anpec: 109012, r. MockBa, CnaBstHcKast miomaisb, a. 4, ctp. 1.

Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru
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Pecniy6nuka Kazaxcran

010000, r. Acrana, paiion baitkonsip, yi. A. Umanoga, 13 (bL] «Hypcaynet 2»)
«HaruoHanbHbIM HEHTP SKCIIEPTU3HI JIEKAPCTBEHHBIX CPEICTB U METUIIMHCKUX H3/1ETHID»
Komurera MeguiHCKOro 1 (hapMareBTHUECKOro KOHTPoJsi MUHUCTEPCTBA 3IpaBOOXPAHEHHS
Pecny6ommku Kazaxcran

Tenedon: +7 7172 235 135

OnexTponHas noyra: farm@dari.kz

http://www.ndda.kz

4.9. Ilepeno3upoBka

[Ipu npumeHeHuu npenapara B COOTBETCTBUU ¢ MHCTPYKLHUEH 110 MPUMEHEHHUIO TIepe103UpOBKa
manioBeposaTHa. Ilpu ciy4aiiHOM nporjaTbIBAaHUM TIIpernapara IOKa3aHa CHMITOMAaTHYecKas
Tepamnusl.

5. PAPMAKOJIOTMYECKHWE CBOMCTBA

5.1. ®apmakoauHaMHYeCKHe CBOMCTBA

dapmakoTepaneBTHUECKasi TpyIna: TMpermaparbl JUIsl JICUEeHHs paH U 53B; Iperaparsl,
CIOCOOCTBYIOLIIME HOPMAJIBbHOMY pYOLIEBaHUIO; Jpyrue TNpenapaTbl, CIIOCOOCTBYIOIIHE
HOPMaJIbLHOMY PyOII€BaHHUIO.

Kon ATX: D03AXO03

5.2 @apmakoanHamMuueckne 3¢ ¢eKToI

JlexcrmaHTeHoNl — aKTHBHOE BelecTBO mpenapara llanTenoscnpei. Perenepanuu TkaHei
CTUMYJIATOP.

B opraHumsMe JAeKCIaHTEHON NEPeXOAMT B IAHTOTEHOBYIO KHUCIOTY, KOTOpas, SBISACH
coctaBHOH "acThio kohepmenTa A (Ko-A), urpaer BakHyro poJsib B IIpoleccax aleTHINPOBAHHS
U OKHCIICHHs, Y4acCTBYEeT B YIJICBOJHOM, >XMPOBOM OOMEHE M B CHHTE3€ aleTHIIXOJIMHA.
Oka3biBaeT cimaboe MPOTUBOBOCTIAIUTEIBLHOE ICUCTBHUE U YIIyUIIaeT pereHepaIiuio TKaHeH.

5.3. ®DapmakoKMHeTHYECKHE CBOMCTBA

[Ipu Hapy>XHOM NPUMEHEHHH ObICTPO abCOpOMpyeTCsa KOXKEH U MpeBpamaeTcs B IaHTOTEHOBYIO
KHCJIOTY, CBSI3BIBAeTCSA C O€JIKaMy IJIa3Mbl KpOBH (IJIaBHBIM 00pa3oM ¢ OeTa-riioOyJInHOM H
anr0ymuaOM). KoHtienTparus ee B kpoBu - 0.5-1 Mr/mi, B CBIBOpOTKE KpoBH - 100 MKT/i.
[TanToTEeHOBAst KMCIOTa HE MOJBEPraeTcsa B OpraHu3Me Merabonausmy (kpome BKiIrodeHus B Ko-

A), BBIBOJUTCS] B HEUBMEHEHHOM BUJIE.

6. PAPMAIIEBTUYEKHUE CBOMCTBA
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6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

LIETOCTEAPUIIOBBIN CIUPT AIMYJIBIUPYIOIIMNA THI A

BOCK KUIKHI

napadyH KUJIKANA

HaJyKCyCHasi KUCIIOTa

IpONeIUIeHT (ITponaH, H-0yTaH, n300yTaH)

BOJ/Ia OUULICHHAS.

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHMs)

30 mecsues.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPH XPAHEHU U

XpaHuTh 1Ipu Temmepatype He Boie 25° C.

6.5. XapakTep u coaep:kaHue NePBUYHONH YIIAKOBKH

I[To 130 r mpemapaTta B aTIOMHUHHUEBBIM a’pO30JbHBIN OasioH, CHAOKCHHBIA KIAaHOM H
pacnbuIATEeNbHON Hacaakol. CBepxy 0ayuIOH 3aKPBIT KOJIMAYKOM U3 MOJIUIPONUJICHA.

bamion Bmecte ¢ HMHCTPYKIMEH IO NPUMEHEHHIO (JIMCTKOM-BKIIQJBIIIEM) MOMEIIAIOT B
KapTOHHYIO MAYKYy.

6.6. OcoOble Mepbl TNPEIOCTOPOKHOCTHM TNPH  YHUUYTOXKEHHH  HCIOJb30BAHHOIO
JIEKAPDCTBEHHOI'0  INpemapara WIH OTX0A0B, IOJYYEHHBIX [I0CJie MPHUMEHEHUs
JIEKAPCTBEHHOI'0 Npenapara u Apyrue MaHUIYJISALMHU € PenapaToM.

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA:

Poccuiickas @enepanus

000 «baym Xenc»

115093, r. Mockasa, yi. [TaBnoBckas, a. 7, ctp. 1, momem. 1H

Tenedon: +7 (495) 510-28-79

OnextponHas noyra: office.ru@bausch.com

7.1. IlpeacraBuTe/ib Aep:KaTesisi PeruCTPAIIMOHHOIO YA10CTOBEPEHU

[Iperen3uu noTpedbuTeneil HaNPaBIATH 1O aJPECy:

Ha tepputopun Poccuiickoit denepanmu

000 «baym Xenc»

Anpec: 115093, r. Mocksa, yi. [1aBnoBckas, a. 7, ctp. 1, moment. 1H
Ten./®akc: +7 (495) 510-28-79

DnekTpoHHas noyvra: office.ru@bausch.com
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Ha Tepputopun Pecriy6imku Kazaxcran

TOO «baym Xenc»
Anpec: A26T9GO0, r. Anmatsl, Meneyckuii paiion, yi. Xamku Mykana 22/5
Ten.:+77273 111 516

OnektponHas noyura: office.kz@bausch.com

8. HOMEP PETUCTPALIMOHHOT'O YOCTOBEPEHUS
JITI-Ne(004682)-(PT-RU)

9. JTATA NEPBUYHOM PETUCTPAIIMA (IIOATBEPXJIEHUSA PETMCTPAIIMU,
HEPEPEI'MCTPALINN)

[laTa nepBoii perucTpanyu:

20.02.2024

10. JATA IEPECMOTPA TEKCTA
OOmast  xapakTepuUCTHKa JIEKapCTBEHHOro mpemnapara [lanTeHoncrpeil JoCTynmHa Ha
UHPOPMALIMOHHOM TopTaie EBpa3suiickoro SKOHOMHUYECKOrO coo3a B HWH(POPMAIMOHHO-

KOMMYHHUKaIMoHHOM cetu «HTepHeT» http://eec.eaeunion.org/



