COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 10.03.2026 N= 4703

(NOCNEQCBATENEHOCTE 0006)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

V JlaHHBIi JTeKapCTBEHHBIN Mpenapar MOAJIEKUT JOMOIHUTEIFHOMY MOHUTOPUHTY. DTO TO3BOJIUT
OBICTPO BBISIBUTH HOBYIO HHGpOpMaIuio 1o Oe3omacHOCTH. MbI oOpamaemcsi K CHeraInucTam
CUCTEMBI 3JPaBOOXPAHEHHS C MPOCHOO coo0IaTh O JIFOOBIX MOJ03PEBAEMBIX HEXKeIaTeIbHBIX
peaknusax. [Topsaok cooOmeHus 0 HeXKeIaTeIbHBIX PEAKIUAX IPEICTaBIIeH B pasnene 4.8.

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Jloremakcuy, 0,5 %, xariu ria3Hele.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHbBIN COCTAB

JleiicTBy1oIIIee BEMIECTBO: JOTEIPEIHOIIAa STA0OHAT.
Kaxapiit M1 COIEPIKHUT 5 MT JIOTENpeIHOIA 3 Ta0OHATA.
Kaxxnas xams comepxut 0,19 Mr totenpeanosna 3TaboHara.

BemecTBa, Hanmune KOTOPHIX HAJO0 YUYUTHIBATh B COCTABE JIEKAPCTBEHHOTO IIperapara: OCH3aIKOHUS
xyopup (cM. pazaen 4.4).

[Tonublii MepeyeHs BCIIOMOTaTeIbHbIX BEIIECTB MPUBEIEH B pasaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kamnu rima3zusie.

CycrieH3ust 6e510T0 WU TIOYTH OEJIOTo IBETA.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusl K IPUMEHEHHUIO

JloTemakcuH mmokasaH AT TPpUMCHCHUA Y B3POCIIbIX IJIs:

¢ JICUCHUA aJlJICPTUYCCKOIO KOHBIOHKTHUBUTA, IICPCAHCTO YBCUTA,

® [IPOTHBOBOCHAIMTEIBHOM TEPANUK B MOCIEONEPAL[IOHHOM MEPUOIE IKCTPAKLIUU KaTapaKThl.
4.2. Pe:kxuM 103MPOBAaHNUSA M CI0CO0 MPUMeEHEHUs!

PexxuM 03upoBaHus

Jleuenue aulepcudecKkoco KOHvIOHKmusuna

ITo 1 xamie B KOHBIOHKTUBAJIBHBIM MEIIOK KaXA0ro ria3a 4 pasza B CyTKd. [IpomomKuTeTbHOCTD
JICYCHHA HC NOJIKHA NPCBBLIIIATH 6 HEACIIb.

Jleuenue nepeonezo yseuma

ITo 1 karyie B KOHBIOHKTHBAIBHBIN MEIIIOK KaX10T0 T1a3a 8—16 pa3 B cyTku (kaxkapie 1-2 4 B mepro
00pCTBOBaHUS) B T€UCHUE MEPBBIX 7 AHEH, 6—8 pa3 B cyTku a0 1HA 14, 3aTeM 4 pa3a B CyTKH J0
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JICYCHHA HC NJOJI’KHA NPCBBLIIIATH 6 HEACIIb.
Hpomueoeocnaﬂumeﬂbnaﬂ mepanust 6 nocjileonepayuoOHHom nepuode IKCmpaxkyuu kamapaxkmal

[To 1 kamnse B KOHbIOHKTUBAJIbHBIA MEIIOK ONMEPUPOBAHHOTO Tiaza 4 pa3a B CyTKH uepe3 24 yaca
ocJie OTepalyy U Jajiee B TeUeHUe MepBhIX 2 HeJleb OCIe0NepaliOHHOr0 MepHo/a.

HpO,Z[OJDKI/ITeJIBHOCTB JICYCHHA HC NOJI’KHA NPCBBLIIIATH 2 HCIOCIIb.
€TH

bezonacHocts u 3¢ dexTuBHOCTH Mpenapara JloremakcuH y neteid B Bo3pacte oT 0 mo 18 ner He
yCTaHOBJIEHBI. JIaHHBIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

Tonpko A 0PTATEMOIIOTUYECKOTO TPUMEHEHUS.
[Ipenapar npuMeHsieTCs1 MECTHO, B BUI€ MHCTHIUISILUNA B KOHbIOHKTUBAJIBHYIO MOJIOCTb.

Ilepen npuMeHEeHHEM SHEPTUYHO BCTPAXHYTh (puiakoH. Cpasy mocie NpuMEeHEHUs 3aKpbITh HACAIKY-
KaIeJIbHUILY NTPUIAraroliencs KpbIIKOU.

[Ipenmapar crepusieH B HEBCKphITOM (uiakoHe. He ciemyer mpukacatbcss KOHYMKOM HAcaiKu-
KaIll€JIbHUIIbI K KaKOﬁ-HHGO IMOBCPXHOCTH, ‘ITOGBI I/I36€)KaTI> 3arpsA3HCHUA HACaAAKW-KAIICIIbHULIBI U
COJIepKUMOTO0 (hIIaKoHa.

4.3. IlpoTuBoOMOKA3aHUS

e [ 'unep4yyBCTBUTEIBHOCTh K JOTENPEAHOIA 3TA00HATY WM K JIFOOOMY M3 BCIIOMOTATENbHBIX
BELICCTB, IEPEUNCIICHHBIX B paszeie 6.1, niau K ApyruM KOpTUKOCTEPOUAAM;

e 3a00JIeBaHUS POTOBUIIBI U KOHBIOHKTUBBI BUPYCHOM 3THOJIOTHH, BKJIIOYAs I'epHeTHUYECKUM
SMUTENNAIbHBIA KEpaTUT, BBI3BAHHBIM BHPYCOM IPOCTOrO Teprieca, BETPSHYIO OCIy H
MOCTBAKIIMHAIBHYIO PEAKIIUIO;

® OCTpble THOWHBIEC U Mapa3uTapHble HH(EKINH B 0(TaIbMOIOTHH, TPH KOTOPHIX TPUMEHEHHE
KOPTUKOCTEPOUIOB MOKET CIIOCOOCTBOBATH X PA3BUTHIO MM MACKHPOBATH UX MPOSIBICHUS.

4.4. Ocodble ykazaHusi 1 MepPbl MPEI0CTOPOKHOCTH MPH NMPUMEHEHUH

[TareHTaM peKOMEHI0BaHO HEMEIJICHHO OOpaTUTHCS K Bpady, €ciii Ha (poHE JeYeHHUs BOSHUKHET
00J1b, YCUIIUTCS IOKPACHEHHE, 3y WIIN BOCIIAJIEHUE.

Pemenne o Ha3HaueHWM JIEKApCTBEHHOTO IMIperapara W TPOJUICHUH Tepanuud Bpad JIOJKEH
MPUHUMATD TOJIBKO IOCIIE 00CIeI0BAHUS IJ1a3a MAMEHTa C TPUMEHEHUEM YBETHUUTEIbHONU ONTHKH,
HarpuMep, OWOMHUKPOCKONUU (MCCIENOBAaHWE C TIOMOIIBIO IIEJEBOM JIaMMbl) M, B Cclydae
HE00XOIMMOCTH, OKpAIIMBaHUS PacTBOPOM (hIyopeclerHa.

He momyckaercss mpuMeHeHnne mpernapata Oonee 14 mHeir 6e€3 MOBTOPHOTO OCMOTpa MAIMEHTA C
HCII0JIb30BAaHUEM BBILIEYKAa3aHHOTO METO/1A.

Ecnu uepe3 2 nus Ttepanuu npenaparoMm JloTeMakCHH NMPU3HAKK M CUMITOMBI HE YMEHBIIAIOTCH,
MaryeHTa CIeayeT MOBTOPHO 00CIIEIOBATh U IEPECMOTPETh TAKTUKY JICUCHHSI.

[Ipumensarp mpenapar B TeueHue 10 gHelt wunm Oonee cieayeT TOJABKO TIOJ KOHTPOJEM
BHYTPHUIJTIA3HOT'O AABJICHUA, B TOM 4YHUCIIC HaXXC CCIIM 3TO 3aTPYAHUTCIIHHO (y HEKOHTAKTHBIX
narenToB) (cM. pasaenst 4.8 u 5.1).
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IloBhIIIEHNE BHYTPHUIIA3HOTO JIABJICHHS

COOTBETCTBYET ZKCNEPTHOMY OTUETY

JUinTenbHOE NMPUMEHEHHE KOPTUKOCTEPOMIOB MOKET IMPHUBECTH K IOBBIILIEHUIO BHYTPUIJIA3HOTO
JABJICHUS U Pa3BUTHIO TJIAYKOMBI C MOBPEXKIACHHEM 3PHUTEIHLHOTO HEpBa, HAPYLUIEHHEM OCTPOTHI
3peHHs], Cy>)KEHHEM TPAHUIL MOJICH 3pEeHus, a TAKKe K Pa3BUTHUIO 3aIHECYOKAINCYIAPHON KaTapaKThl.
VY nanueHToB ¢ riayKoMoi KOPTUKOCTEPOUIbI CIEAYET MPUMEHSITH C OCTOPOKHOCTHIO.

PaccrpoiicTBa 3peHus

[Ipy MECTHOM M CHCTEMHOM NPUMEHEHHUU KOPTHUKOCTEPOMJIOB MOTYT OTMEYAaThCsl PacCTPOHCTBA
3peHus. IIpu MosABIEHMU CUMITOMOB CO CTOPOHBI 3p€HUs (3aTyMaHMBAHHE 3pPEHMSI WIN JIpYyrHe
HapylUIeHHs]) MMalueHTa CleAyeT HAIpaBUTh K OPTAIbMOJIOTY JJIsi OLIEHKH BO3MOXKHBIX MpHUrH. K
HUM MOXXHO OTHECTH KaTapakTy, IVIAayKOMYy WM peiKhe 3a00yieBaHUs, TaKHe KakK LIEHTpalbHas
cepo3Hasi xopuoperunonatuss (IICX), KoTopble perucTpUpOBaIUCh TIOCIEC MPUMEHEHUS
KOPTUKOCTCPOU OB It CUCTCMHOTO U MCCTHOI'O TPUMCHCHUS.

I/IH(beKHI/IOHHBIe OCJIOKHECHU A

ILJII/ITGJIBHOG MNPUMCHCHUC KOPTUKOCTCPOUAOB MOXKCT IOAABUTH I/IMMyHHBIfI OTBCT OpraHu3Ma H,
CIIEZIOBATENIFHO, TIOBBICUTh PUCK BTOPUYHOW WMHGeKIuu ria3. [Ipu 3a0ojeBaHUsX, BBI3BIBAIOIINX
MCTOHYEHHUE POTOBUIIBI MJIHM CKJIEPHI, U3BECTHBI Claydan HX mepdopanuu Ha (HoHE HMPUMEHEHHUS
MperapaToB KOPTUKOCTEPOHUIOB ISt MECTHOTO TpUMeHEeHHS. [Ipy OCTPhIX THOWHBIX MH(EKIHSX TJ1a3
KOPTUKOCTCPOUABI MOT'YT CHOCO6CTBOBaTB X Pa3BUTHIO, J'II/I60 MAaCKUpPOBATb UX MPOABJIICHHA Ha
(hoHe TKOOBI yITyUIlIEHUsI COCTOSTHHS TTAI[UCHTA.

Bupycuble nadexknuu rias

[Ipumenenne o0QTaIbMOJOTHYECKUX MPENapaToB, COAEPKAIMIMX KOPTHUKOCTEPOUJIbI, MOXKET
MIPOJUTUTH W TIOBBICUTH TSKECTh TEUECHUS MHOTUX BUPYCHBIX HH(EKIUH TI1a3 (BKII0OYast HHPEKIIUIO,
BBI3BAHHYIO BHPYCOM IIPOCTOTO Treprieca). Y MalMEeHTOB C HaJM4YMeM B aHamMHe3e HH(QEKIuH,
BBI3BAHHON BHMPYCOM IIPOCTOrO TepIlieca, JIEUEHUE IpenaparaMd KOPTUKOCTEPOUIOB CIEIYET
MIPOBOAUTH C OOJIBIION OCTOPOKHOCTHIO.

I'puOKoBEIe MHDEKIINHU

I'pubkoBasi uHGeEKIUs POrOBHUIBI PA3BUBAETCS NPU UIUTEILHOM MECTHOM IPUMEHEHHUH
KOPTUKOCTEPOUIOB 0COOEHHO 4acTo. BeposTHOCTh IpuOKOBOI MHBAa3HM CJeIyeT MPUHUMATh BO
BHUMaHHE B KaXIOM CIIy4yae CTOMKOTO SI3B€HHOTO MOPaXeHHsI POTOBHIIbI Ha (JOHE MPUMEHEHUS
KOPTHKOCTEPOUIOB.

KoHTakTHEIE TUH3EI

Kak u mpu nmpuMeHeHHH JIOObIX O(TaTbMOJIOTHYECKUX MpPEnapaToB, COACPIKAIIMX OCH3aJIKOHHUS
XJIOpHUJL, TALIUEHTAaM He cJeyeT HOCUTh MATKHE KOHTAKTHBIE JIMH3bI BO BpEMs JIEUEHUs IIpenapaToM
JloremakcuH (cM. oapasen «BcrmomMorareabHbIC BEIIECTBAY).

BcnomorarenpHBIE BEIISCTBA

benzankonus xnopuo

Jlanubril tekapctBeHHBIN npenapat coaepxkuT 0,0076 Mr OeH3ankoHUs XJIOpua B KaKION Karuie,
yto 3kBuBajIeHTHO 0,10 Mr/MmiI.

Msirkue KOHTaKTHbIE JIMH3BI MOTYT a0COpOMpOBaTh OEH3AIKOHUS XJIOPU] C U3MEHEHHEM UX I[BETA.
[lepen mnpuMeHeHWEM [AHHOTO JIEKAPCTBEHHOTO IMpenapara MalueHTaM HEOOXOAUMO CHSThH
KOHTAKTHBIE JIMH3bI U HAJETh 00paTHO cIycTs 15 MUHYT.

Coobmanocs 0 pa3apakeHuH IJ1a3, )Kaa00ax Ha CyXOCTb I71a3, BBI3BAHHYIO OCH3JIKOHUS XJIOPUIOM;
CIIOCOOEH WM3MEHSTH CIIE3HYI0 IUIEHKY W TOBEPXHOCTh POroBHIlBL. CIIEyeT C OCTOPOKHOCTBIO
MNPUMCHATH MAIUCHTAM C CYXOCTBIO I'Ia3 U MallUCHTaM C MMOPAKCHUEM POTrOBUIIBI.

[Ipu pyuTensHOM TPUMEHEHUU HEOOXOIMMO YCTAaHOBUTH HAOJIIOICHHE 32 TTAIMEHTAMHU.
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4.5. B3aumojaeiictBue ¢ JAPYrdMH JIeKAPCTBEHHBLIMH 'ﬁﬂéﬁ%ﬁﬁhﬂ_@%ﬂiv%ﬁ ’llII/IIIIIIlI

B3aNMOIeHCTBUA

IIpemapatsl, CHIDKAIOMIKME BHYTPUIJIA3HOC JABJICHHUC (HDeHaDaTBI C aHTHUXOJIMHEPTIHYCCKOM
AKTHBHOCTBIO CHCTEMHOI'0 ACHCTBHS)

[Tockonbky JoOTenpeaHONa 3TabOHAT HE OOHapy)XHUBAaeTCid B IUIa3ME KPOBHU IOCIE MECTHOTO
MpUMeHEeHHs Tpernapara JlorTeMakcuH, TO HE OKUIACTCS, YTO OH IMOBJIHSAET Ha (apMAKOKUHETHKY
JIEKAPCTBEHHBIX CPEACTB I CHCTEMHOro npuMeHeHus. OJHAaKo, IMOCKOJbKY IIPU MECTHOM
MPUMEHEHHH JIOTENPEAHO0IIa TA00HAT 001aJaeT MOTEHIIMAJIOM ITOBBIIIATH BHYTPUTIIA3HOE JaBlICHHE,
3TO MOXET OKa3aTb HEraTMBHOE BIUsAHHE Ha OJ(PQEKT JEeKapCTBEHHBIX CPEACTB C
AHTUXOJIMHEPTUYECKON aKTUBHOCTHIO Ul CUCTEMHOIO NIPUMEHEHHUA. Y IMALMEHTOB, MOJYYaroUINX
npenapaThl Al CHW)KEHUSI BHYTPUITIA3HOTO JaBieHMs, WX 3((EKT MOKET CHHU3UTHhCS Ha (oHe
MPUMEHEHHS JIOTENPEIHOIIA 3Tab0HAaTA.

IIpemapatsl, BEI3EIBAIOIINE MUKIOILJICTHIO

O,Z[HOBpeMeHHOG MPUMCHCHHUC JICKAPCTBCHHLIX CPCACTB, BbI3BIBAIOIUX MUKIIOIICTUIO, MOKCT
IMPHUBCCTHU K IMOBBIIICHHUIO BHYTPUIJTIA3HOT'O JABJICHUA.

Nurunburopsl uzobepmenta muroxpoma P450 (CYP) 3A., B TOM 4YuClE IIpenaparhl, COMEPKAIINE
KOOUIIKCTAT

CoBmectHoe mpuMeHeHue mnpernapara Jloremakcun c¢ unrubutopamu CYP3A, B ToM uucie ¢
Ipernaparamu, CoAepKalliMy KOOMIMCTAT, MOBBIIIAET PUCK PAa3BUTHS CUCTEMHBIX HEXeIaTelbHbIX
peaknwmii. ITomoOHON KOMOMHamMM cieayeT u30erarb, €CIM TOJNBKO IOJIb3a HE MPEBOCXOIUT
MOBBIIIEHHBI PHUCK Pa3BUTHSl HEKENATENIBHBIX PEAKUUH KOPTUKOCTEPOMIOB Al CHUCTEMHOTO
IpUMEHEHHs. B 3TOM ciyyae HamMeHThl JOJDKHBI HAXOAMTHCS IOJA HaOMIOJEHHUEM Ha MpeaMeT
HE)KEJATEeNbHbIX PEaKLUI CHCTEMHBIX KOPTUKOCTEPOHIOB.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTD U JIAKTALHSA

bepemeHHOCTH

JlaHHBIE O TPUMEHEHHUH JIOTENpeaHOoa 3TaboHaTa y OEpeMEHHBIX >XCHIIUH OTCYTCTBYIOT WIIU
OTpaHUYCHBI.

B wuccienoBaHusx Ha JKMBOTHBIX OOHapyKeHa PENpOAyKTHBHAs TOKCHMYHOCTH (cM. pazzen 5.3).
[ToTeHIMaNBHBI PUCK AJIS YeTOBeKa HEHW3BECTEH, NMOATOMYy mnpemnapar JIOTeMakCHH HeE ciemyeT
IPUMEHSATH BO BpeMsi O€peMEHHOCTH, 3a UCKIIIOUEHUEM CITy4aeB KpaiHel He0OXOUMOCTH.

JlakTamus

CBezieHHs O TOM, TPOHHUKAET JIM JIOTEMPEAHOIIA 3TA0OHAT (META0OIUTHI) MIPHU OPTATBLMOIOTHUECKOM
IIPUMEHEHUHA B TPYJHOE MOJIOKO 4YEJIOBEKa, OTCYTCTBYIOT. Takke HET HNAHHBIX JOKJIMHUYECKUX
MCCIIEIOBAaHHM, MTO3BOJISAIONIMX CYJUTh O IPOHUKHOBEHHUH JIOTENPEIHOIa 3TaboHaTa (METabOoIUTOB)
B TPYIHOC MOJIOKO JKMBOTHBIX. OIHAaKO W3BECTHO, 4YTO TIPU CHCTEMHOM IPUMEHCHHUH
KOPTUKOCTEPOUIbI (METAOOINUTHI) IPOHUKAIOT B TPYTHOE MOJIOKO YEJIOBEKa M MOT'YT MOABIISATh POCT,
HapyllaTh CUHTE3 SHIOICHHBIX KOPTUKOCTEPOUIOB U BbI3BIBATH APYrUE HEXKEIIATEIbHbIC PEAKIUH.

IIpenapar JIoremakcuH He cieqyeT NPUMEHATh B IIEPUOJ TPYAHOIO BCKAPMIIMBAHUS.

DepTUILHOCTD

KnuHuueckue naHHBIE O BIUSHUM JIOTENpPEAHONAa 3Tab0oHAaTa Ha (EepTHIBHOCTh YeJIOBEKa
OTCYTCTBYIOT. B WccienoBaHMAX Ha JKMBOTHBIX OOHApyKEHO, YTO NPHMEHEHHE JIOTEIpeIHOa
»TabOHAaTa y CaMIIOB U CAMOK KPBIC HE BIHIIO HA PepTHIBLHOCTH (CM. pa3zaen 5.3).
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4.7. BiusiHde Ha CHocOOHOCTH YNPaBJSATH Tpa CIIODTH[I:IIM'PI' %EBJNEPPW pa crraTr, c

MEXaHUM3MaMHU

HccnenoBanus 1o M3y4eHHIO BIUSHUS HAa CIIOCOOHOCTH yNPaBIATh TPAHCIIOPTHBIMU CPEICTBAMU U
paboTaTh ¢ MEXaHH3MaMH HE MPOBOIUIIHCH.

[Ipu nosiBIeHNN KaKUX-TUO0 BpEMEHHBIX HApYLICHUH 3pEHHS CIEYET N0K1aThCsl UX NCUE3HOBEHMS,
MIPEX/IE YeM CaIUThCS 3a PYJb WK padoTaTh ¢ MEXaHU3MaMH.

4.8. HexxennaTelbHbIE peakuu

Pesrome mpoduiist 6e300acHOCTH

HexenaTenbHBIMU peakUsIMU TpY IPUMEHEHUH TpenapaTa JloTeMakcuH SBJseTCs 3aTyMaHUBaHNE
3peHHUs], KOHbIOHKTUBAJIbHAS MHBEKLIUSL.

K peakuusm, cBS3aHHBIM C MPUMEHEHUEM O(PTATBMOIOTHYECKUX KOPTUKOCTEPOUIHBIX MTPEnapaTos,
OTHOCAT: TOBBIIICHUE BHYTPUTIA3HOTO JIABJICHUS, KOTOPOE C HEBBICOKON YacCTOTOM NMPUBOIUT K
MOBPEKICHHIO 3pUTEIBHOTO HEPBA, HAPYILIEHUIO OCTPOTHI 3PEHUS U CYKEHHIO TPaHUI] [T0JIeH 3pEeHuUs;
oOpa3oBaHHe  33JHECYOKamnCyJsIpHOW  KaTapakTbl; 3aMEMJICHHE TPOLECCOB  3a)KUBIICHUS;
MPUCOEANHEHNE BTOPUYHON HMH(EKIUH, OOYCIOBICHHON pa3IMYHbIMH BO30YIWUTEISIMH, B T. 4.
BHUPYCOM MPOCTOTO Tepreca; nephopaiuy Ipu HCTOHYCHUN POTOBUIILI UITH CKIICPHI.

TaOnu4yHOE pe3roMe HEXKENaTeIbHbIX DEAKIINNA

HexxenarenbHble peaknunu, MpCACTAaBJICHHLIC HUIKC, BBISABJICHBI B KIMHHUYCCKUX HCCICAOBAHUAX Y
MAIMEHTOB, KOTOPBIC TIOJyYaId TEPanmuio TJa3HBIMH KalUIIMH JIOTENpeIHONa ATaboHaTa,
MEPEYHCIICHBI B 3aBUCHMOCTH OT CHCTEMHO-OPTaHHOTO KJIAcCa, YacTOThI BCTPEUAEMOCTH, CTCTICHU
TshKecTH. YacToTa BCTPE4aeMOCTH ONPEIEIISIETCS CIETYIOIIM 00pa3oM:

oueHsb vacto (> 1/10);

gacto (> 1/100, uo < 1/10);

HedacTo (> 1/1 000, o < 1/100);

penxo (> 1/10 000, ro < 1/1 000);

oueHb penko (< 1/10 000);

YJaCcTOTa HEM3BECTHA (Ha OCHOBAHUM UMEIOIIUXCS JTaHHBIX OIIEHUTH HEBO3MOKHO).

Hapywenus co cmoponwl opeana 3penus

YacroTa HesxkenarenbHble peakuuu

4acTo neeKT pOroBHIBI, BBIACICHHUS M3 Tja3, OUIyIIEHHE AUCKOM(OpTa B
rJ1a3ax, CyXOCTb TJla3, CJIE€30TCYECHHE, OILYLICHHE WHOPOJHOIO Teja B
IJ1a3y, KOHbIOHKTUBAJIbHAS UHBEKLIUS U 3y IJ1a3

HeJyacTo HapylIeHHE 3pEHHs, XEMO03, KEepaTOKOHBIOHKTUBUT, KOHBIOHKTHBHT,
UpUT, pa3fpakeHue ria3, Oonb B Tja3axX, TUHEPTPOPHUS COCOUYKOB
KOHBIOHKTHBEI, CBETOOOSI3Hb M YBEUT

4acTOTa HEU3BECTHA | 3aTyMaHWBaHHE 3peHHs (cM. pasnen 4.4)

HexoTtopbie u3 3TUX peakiiii MOTM OBITh MPOSBICHUEM OCHOBHOTO 3a00JIeBaHHMSI IJ1a3.
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cue HeoatceiaameilbHbvle peaKkuuu, C6s4A3b KOmopwlx ¢ npenapg -IET; gﬁwa%w: yam H:eflllcf 7I(EZTK
Apy. peaxy D

BO3MONCHAA

CHCTeMHO-OPraHHbIil KJ1acc YacroTa HexenarenbHble peakumu

Nudexunn u nHBa3zun HEYacTO (hapuHTUT
peaKo MH(EKIMY MOYEBBIBOIAIINX MTyTEH, YPETPUT
JloOpokauecTBeHHBIE, penko HOBOOOPAa30BaHNE MOJIOYHOM JKeJIe3bI
3JI0Ka4E€CTBEHHBIE u
HEYTOYHEHHBIE HOBOOOpa30BaHUS
(BKJIFOYAsI KUCTHI M TTOJTUIIBI)
[lcuxnyeckue HapylIeHHs peaKo MOBBIIIICHHAS HEPBHASI BO30YIMMOCTh
Hapymenust co cTopoHbl HEpBHOM | 4acTO ToJIOBHAst 00JIb
CUCTEMBI penko MUTPEHB, UCKAXKEHHUE BKYCa, TOJIOBOKPYKEHUE,
napecTe3uu
Hapymienust co cTopoHbl opraHa | peako TUHHUTYC (3BOH/IIIYM B yIIIax)
ciryxa ¥ JIJaOupuHTa
Hapymienus co CTOPOHBI | HEYACTO PUHHUT
IBIXaTEeIbHOM CHCTEMBI, OPIaHOB | PEIKO Kallesnb
TPYIHOU KIETKU U CPETOCTEHUS
Hapymenus co CTOPOHBI | PEIKO nuapes, TOUTHOTa, pBOTa
KEJITYJOUHO-KHUILIEYHOTO TPAKTa
Hapymienust co cTOpoHBI KOXH H | peIKO OTEK JIMIIA, KPAlMBHUILIA, ChIMb, CYXOCTh KOXH,
MOJKOKHBIX TKaHE! IK3eMa
Hapymienus co CTOPOHBI | PEIKO dacrukysiiuy (MBIIIEYHBIE TOJCPTUBAHU)
MBIIICYHOM, KOCTHOH u
COEAMHUTEIIBHON TKAaHU
OOmue HapylleHUsT M peakiuu B | 4acCTO MOKEHHE TIOCTIe 3aKallbIBaHUS
MecCTe BBEACHUS HEYacTo acTeHUs
penKko 00Jb B TPYAHON KJIETKE, 03HOO, TUXOpajaka ¢
JIOMOTOM

JlaGopatopHsble U | peIKo Habop JMIIHETO Beca
WHCTPYMEHTAJIbHbIE TaHHbIE

[To cCOBOKYIMHBIM JaHHBIM KOHTPOJHPYEMBIX PaHIOMU3UPOBAHHBIX KIMHHUUYECKUX UCCIICOBAHUIA C
MPUMEHEHHUEM JIOTENpenHoNIa 3TaboHaTa B TedeHue 28 aHEH W Oojiee, YacToTa KIMHHUYECKH
3HAYMMOTO TOBBIIICHHUS BHYTpuUriazHoro nasieHus (=10 mm pt. cT.) coctaBuna 2 % (15/901) y
MAIMEeHTOB, MMOJyJYaBIINX JIOTepeaHoa 3tadboHar; 7 % (11/164) — y nanuentos, mony4dasimx 1 %
npeaHu3oioHa anerat; u 0,5 % (3/583) — B rpymnnax ruianeoo.

COO6I.H€HI/IG 0 MOA03PEBACMBIX HEXKECIATCIbHBIX PCAKIINAX

BaxxHo coo0miare 0 TMOAO3PEBAEMBIX HEKENATEIbHBIX PEAKIUAX TIOCIE€ PETUCTPALUU
JIEKApCTBEHHOT'O TpernapaTa ¢ IeIbl0 00ECTICUeHHs] HEMPEPHIBHOTO MOHUTOPHHTA COOTHOIICHUS
«IMONb3a — PHUCK» JIGKAPCTBEHHOrO TMperapara. MEIUIIMHCKUM pa0OTHUKAM pPEKOMEHIYeTCs
coo0maThk 0 JOOBIX MOI03PEBAEMBIX HEKETATEIbHBIX PEAKIUAX JEKAPCTBEHHOTO Mpernapara yepes
HaIlMOHAJIBHBIC CHUCTCMBbI COOGH_IGHI/IH 0O HCXKCIIATCIbHBIX peaK]_II/I}IX I‘OCy,Z[apCTB — YJICHOB
EBpa3zuniickoro 3KOHOMUYECKOTO COK03a:

Poccuiickas @enepanus

®denepanpHas cayx0a o Haa30py B chepe 3apaBoOXpaHEHUS
Anpec: 109012, r. MockBa, CnaBsitHCKast Tuiommianp, a. 4, crp. 1
Tenedon: +7 800 550 99 03
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4.9. llepeno3upoBka

Crhaydan mepemo3upoOBKH HE 3apeructpupoBaHbl. OcTpas Mepeo3upoBKa MaJOBEPOSTHA TPU
O(bTaHBMOJIOFI/I‘-IGCKOM MMPUMCHCHUMU.

5. DPAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOMiCTBA

dapmakoTepareBTUYecKas rpynna: CpEICTBa, pUMEHSIEMbIE B o TaTBEMOJIOTUH;
MIPOTHUBOBOCHAIUTEINIbHBIE CPEJICTBA; KOPTUKOCTEPOUIBI.

Kox ATX: SO1BA14.

MexaHn3M OelCTBUSA

O6menpunsToe OOBACHEHHE MeEXaHuU3Ma JEHCTBUS  OPTaTbMOJIOTHYECKHUX  IpEnaparos,
COJIEpKaINX KOPTUKOCTEPOUIBI, OTCYTCTBYeT. OIHAKO CUUTAETCS, YTO KOPTHKOCTEPOUIBI
NEUCTBYIOT, HWHIYHUPYS OCJIKU-JIMIOKOPTHUHBI, KOTOpbIe WHTHOUpPYOT Qochomumnazy Ao.
[IpennonaratoT, 4TO JaHHbIE OEJNKH KOHTPOJUPYIOT OMOCHHTE3 TaKHWX MOIIHBIX MEIUAaTOPOB
BOCIIAJICHUsI, KaK MMPOCTArTaHINHBI M JICHKOTPUEHBI, 32 CYET MHIHOUPOBAHHS BBHICBOOOXKICHUS UX
00IIIero MpeANnecCTBEHHUKA — apaXUJOHOBOUM KUCIIOTHI.

ApaxuoHOBasE KUCJIOTa BBICBOOOXKMaeTcs 13 PocoaunmaoB KICTOYHBIX MEMOPAH MO IEHCTBHEM
depmenta docdonumnazs An.

dapmakognHamMudeckue 3O HEKTEI

JlotempenHona  3TaboHaT — 3TO  HOBBIM  KJacCc  KOPTUKOCTEPOMAOB C  MOIIHOM
MIPOTUBOBOCIIANIUTENILHON aKTUBHOCTHIO, pa3paOOTaHHBIA ISl aKTUBHOTO BO3JEWUCTBUS B MeECTE
npuMeHeHus. Ero npoTuBoBoCnanuTeNbHAasl aKTUBHOCTh AHAJIOTMYHA JIEUCTBUIO CaMOT0 MOLIHOIO
KOPTHKOCTEpPOUJa, NPUMEHSEMOro B O(TaIbMOJIOTHH, HO 00JaJaeT MEHBIIUM BIMSHUEM Ha
BHYTpUIJIa3HOE JaBlieHue. McciaenoBanusi Ha KUBOTHBIX IMOKa3alld, YTO JIOTEMpPEIHONIa 3Ta0OHAT
obnanaet B 4,3 paza Ooyiee BHICOKMM CPOJICTBOM K CTEPOMIHBIM PEIENTOpPaM, YeM JIE€KCaMETa30H.
JlaHHBIN HOBBIN KIIACC KOPTUKOCTEPOUIOB COCTOUT M3 OMOIOTHYECKH aKTHBHBIX MOJIEKYJI, KOTOPBIS
B YCJIOBHSIX IN VIVO MpeBpaIaroTcsi B HETOKCUYHBIC BEIECTBA OJaroaapsi UX XUMHYECKOMY COCTaBY
Y BIIMSTHUIO OTIPE/IeTICHHBIX JepMEHTOB B opranu3me. KopTrueHoBas KUCI0Ta SBISETCS HEAKTUBHBIM
MeTaboIUTOM  THAPOKOPTH30HA;  AQHAJOTM  KOPTUEHOBOM  KHUCIOTHI  TaKkXKe  JIMILIEHBI
KOPTHKOCTEPOUTHOW akTHBHOCTH. JloTenpeaHona 3TaboHaT SBIsIETCS MPOU3BOAHBIM d(UpPa OJHOTO
U3 3TUX aHAJIOrOB — 3Ta0OHAaTa KOPTUEHOBOW KHCIIOTHI.

Koprukoctepouapl MOJABISAIOT BOCHATUTENBHYIO PEAKIUI0 Ha pa3MYHbIe MPOBOLUPYIOIIHE
dakTOpel ¥, Kak Ipeanoiaraercs, 3aMeMIAIOT MpPOIecchl 3axuBieHHA. OHH  OKa3bIBAIOT
IPOTHUBOOTEYHOE JCWCTBUE, HMHTUOUMPYIOT TMpoIecchl OTIOXKeHus (puOpuHa, pacmupeHus
KaluJUIIPOB, MUTPAITUHU JIEHKOIUTOB, Mpoardepauy KanuusipoB, npoiudepanuu GuopodaacTos,
OTJIOKEHHUS KOJUIareHa 1 o0pa3oBaHUs pyOIIOB, 00yCIOBIEHHBIE BocageHneM. KopTukoctepounast
MOT'YT BBI3BIBaTh MOBBIIICHNE BHYTPHUIJIA3HOTO JIABJICHHS.
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Bocnanumenvuvie senenus 6 nocieonepayuOHHOM nepuode

B mane60-KOHTpoNIMpyeMbIX KIMHUYECKUX MCCIEIOBaHUAX ObUIO MMOKa3aHO, 4YTO IHpernapar
JloremakcuH 3 peKTUBEH NMPU BOCTIAIEHUH CTPYKTYP MIEpEAHEH KaMephl I1a3a, 4TO TOTBEPKIACTCS
YMEHBIIEHUEM KJIETOYHOM peakIued U BOCTIAIUTEIbHON THIIEPEMUH.

Tueanmckuti I’lal’luﬂﬂ}lprliz KOHBbIOHKmMueum

B mane60-KOHTpoIMpyeMbIX KIMHUYECKUX MCCIEIOBaHUAX ObUIO MMOKa3aHO, 4YTO Ipernapar
JloremakcuH 3¢ ¢GEKTHBEH B OTHOLIEHWM THTAHTCKOTO MAaNMWUIIPHOTO KOHBIOHKTUBUTA: €T0
CUMITOMBI COKpallaauck yepe3 1 Heaento TeueHus, pu MpoJoiiKeHUH Tepanuu 10 6 Henenb d3d ekt
COXpaHsICS.

Ce3oHHnblll annepeudecKuil KOHbIOHKMUBUM

B mnane6o-KOHTpOIUpyeMOM KIMHUYECKOM UCCIICIOBAaHUHM OBLJIO TOKa3aHO, YTO Tpernapar
Jloremakcun 3¢ pexkTHBHO OOpETCS ¢ CUMIITOMAMHU AJJIEPTUYECKOTO0 KOHBIOHKTUBHUTA B TIMK CE30HA
BO3JICUCTBHUS IBUIBIIHI.

Ocmpwiii nepedHull yeeum

KoHTponupyemple KIMHUYECKHE WCCICIOBAHMS TOKa3aldW, 4YTO mpemnapar JloTemMakcuH MeHee
s dextuBen, ueM 1 % nmpenHU30JI0HA arleTaT IPH OCTPOM TEpETHEM yBEUTE: Ha 28-1 JIeHb JICUCHHS
KJIETOYHAsI peaklus B TEepeAHel Kamepe ria3a ucyesna y 72 % malueHToB B TpyIiie mpernapara
Jloremakcun u 'y 87 % nmanuentoB B rpymnme 1 % npexau3onona anerara. [Ipemapar Jloremakcun He
ClIelyeT MPUMEHSTh y MAIMEHTOB, KOTOPbIM TpedyeTcs Oosiee MOIIHBI KOPTUKOCTEPOU IO
JTaHHOMY TIOKa3aHUIO.

Buympuenasnoe daenenue

Koptukoctepoupl MOTYT BbI3BIBATh IMOBBILIEHHE YPOBHS BHYTPUIJIA3HOTO JIABJICHUS Yy
MPEIPAcIOIOKEHHBIX TAIlMeHTOB. B HEOONbIIOM HCCIENOBAaHUU OBLIO BBHISBICHO, 4YTO TIPH
npuMeHeHuu npenapara JloreMakcuH mMOTpPeOOBAJIOCh 3HAYUTENIBHO OOJbIIE BpPEMEHU IS
MOBBIIICHUST BHYTPUIJIA3HOTO JIABJICHHS, YeM IMPU MPUMEHEHHH TMpEAHU30JI0HA arerara. OOimas
4yacToTa TMOBBIIIEHHUS BHYTPUIJIa3HOro JaBieHuss Ha > 10 MM pT. cT. ObUla HUXKE B TpyMIe
MalKUeHTOB, TMojydaBmux JloremakcuH. Y MHOrMX NANMEHTOB, moiy4aBmux JloTeMakcuH,
MaKCHMaJIbHOE MOBBIIIEHNE BHY TPUIIIa3HOTO AABJICHUS HE IOCTUTAJIO TOTO YPOBHSI, UTO HAOJI01aICs
y MAlMEHTOB, MMOTYYaBIIUX MPEAHU3OIOHA alleTaT. B KIMHUYECKUX UCCIIETOBAHMIX TOIBKO Y 2 %
BCEX TMAIMEHTOB HAOIIOJANIOCh TOBBIIICHHE BHYTPHUIJIa3HOro naBieHus Ha > 10 MM prt. cT.
Knunuyeckn 3HauuMoe TIOBBIIIEHHE BHYTPUIJIA3HOTO JIABJICHHS, 3apErUCTPUPOBAHHOE Y
HE3HAUYMUTEJIbHOTO YUCIIa MAlMEHTOB, MOCJE MPEKPAILIEHUs TepATud HOPMAIU30BaIOCh.

5.2. apMakoOKHHEeTHYECKHE CBOIicTBA

AOGcopOrms

JlorenpenHona 3Tab0OHAT UMEET CXOAHOE CTPOEHUE C APYIMMM KOpTHKOcTepougamu. OIHAKO B
110J10’keHUU 20 y HEero oTCyTCTBYET KeTOHOBasl rpynna. OH XOpoIIo pacTBOpsiETCs B JUIIUAAX, YTO
o0JieryaeT ero NPOHUKHOBEHHE B KIIETKH.

HccnenoBanre OMOJOCTYIHOCTH Tpenaparta y 3J0pPOBBIX JOOpPOBOJIBILEB IMOKA3al0, YTO YPOBEHb
JIOTeNpeHoA 3Tab0HATA M €T0 OCHOBHOTO HEaKTHBHOTO MeTabonmta, Al sTaGoHaTa KopTHEHOBO!
kucaotsl (PJ 91), B miiazmMe KpoBU ObUT HUXKE TIpe/esia KOJTUYEeCTBEHHOTO onpeaeneHus (1 Hr/mi) Ha
HPOTSHKEHUM BCETo MepHoja B3sTHs 00pasIioB.

CucTteMHyI0 SKCIO3UIIMIO U3ydanu nocie npumenenus 0,5 % norenpennona stabonara o 1 karute
B KaXIbIi ra3 8 pa3 B CyTKM B TeUECHHE 2 JHEW uiu 4 pa3a B CyTKH B TeueHue 42 nHeil. beuio
yCTaHOBIIEHO, 4YTO Npu npumeHenuu 0,5 % notenpenHona 3TaboHaTa MPOUCXOJUT OrpaHUYCHHAS

8



et aTs
i |

ot 10 6N 4703
(<1 ur/mu) cucremuas abcopOrust. B ToM ke nccieqBaHuu Hwﬁebnﬂg‘g&l% J%gﬁll/fhwogrmo}fﬁﬁ

Ao

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ia3me KpoBu. Kakux-1160 mpru3HaKoB YrHETEHHUs KOPbI HAIIOYSYHUKOB HE HAOII01AI0Ch.

Buorpancdopmariis

JlotrenpenHona 3Ta0OHAT CHUHTE3UPYETCS MYTEM CTPYKTYPHBIX MOAM(DUKALUN COEAMHEHUH,
POJCTBEHHBIX MPEIHU30JIOHY, TAKAM 00pa3oM, OH TOABEPraeTcs MpecKa3yeMoi TpanchopMaIim B
HeaKTHBHBIN MeTaboyuT. [1o pe3ynbTaraM JOKIMHUYECKHX HCCICIOBaHUN MeTabonu3ma in Vivo u
invitro, norenpeaHona 3TaboHAT TMOABEPracTCs OBICTPOMY METa0OIU3MYy [0 HEAKTHBHBIX
METa0OIUTOB KapOOHOBOW KHCIIOTHI.

5.3. JlaHHbIe JOKJIHHUYECKOH 0e30IacHOCTH

3M6DI/IOTOKCI/I‘-I€CKOG 1 TEPaTOT€HHOE JCHCTBUE

beimo mokazaHo, YTO JOTeNmpeaHOJia 3TabOHAT OKa3blBaeT AMOPHOTOKCHYECKOE (3a7epiKKa
occu(uKaIy) U TEPaTOreHHOE JeHCTBHE (YBEIMUYEHHE YACTOThI BCTPEUYAEMOCTH MEHHUHTOIIENE,
AHOMAJIMM JIEBOW OOIIEH COHHOW apTepud W HCKPHUBJICHHH KOHEYHOCTEW) TPH TEPOpaTbHOM
BBEJICHUU KPOJIMKAM B MIEPHUOJ] OPraHOTeHe3a B J03¢ 3 MI/KI/CyT (B 35 pa3 BbIlIe MaKCHUMAaIbHOM
CYTOYHOHM n03bl). Takas J03a HE MPUBOAWIA K TOKCHYECKOMY BJIHMSHHUIO Ha OPraHHU3M MaTepH.
MaxkcuMmanbHas 103a, He okasbiBatomias Bugumoro 3¢ dexra (NOEL) s atux 3¢ dekTos, cocTaBuiia
0,5 mr/kr/cyT (B 6 pa3 Bblllle MAaKCUMAJIBHOW CyTOYHOM 103bI). [lepopanbHoe BBeeHUE TIpemnapara
KpbICaM B IIEPUOJI OPTaHOTE€HE3a IPUBEIIO K TEPATOTCHHBIM (0TCYTCTBHE OpaxuonedaabHON apTepun
MIPU BBEJCHUU B JI03aX > 5 MI/KI/CyT; He3apalieHue TBEpIOro HeOa M BOSHUKHOBEHHE MyTMOYHOMN
IPBDKU TIPU BBEACHMM B j03ax > 50 mr/kr/cyt) m smOpuoTokcudeckuM 3¢ dexram (yBenuueHue
MOCTUMILIAHTAIIMOHHBIX MOTepb Npu BBeAeHUH 100 MI/Kr/cyT; CHUXKEHHE Macchl Teja IJIoJa U
3aMeieHre occu(hMKaluy pU BBEIEHUH B 103ax > 50 Mr/kr/cyT). [Ilpumenenue npenapara y Kpbic
B a03e 0,5 Mr/kr/cyT (B 6 pa3 BbIllle MaKCUMaJIbHON CYTOYHOH [103bI) B TIEPHO]] OPTaHOTeHE3a HE
MPUBEJIO K PEMpPOAYKTUBHONH TOKCHYHOCTH. JloTempemHoyia 3Ta0OHAT OKa3bIBall TOKCUYECKOE
BJIUSIHUE HA OPraHU3M MaTepu (3HaUMMOE CHIDKEHHE NMPUOABKU MAcCChl Teja) MpU MPUMEHEHUH Y
OepeMEHHBIX KPBIC B TIEPUOJI OpraHOTeHe3a B 103aX > 5 MI/KI/CyT.

[TepopansHOE BBeIECHHE JIOTENIPEAHOA dTa00oHaTa B 03¢ S0 MI/KI/CyT caMKaM KPBIC B MEPUOJ C
Havaja SMOPHOHAIBHOTO MEPUOAA IO OKOHYAHMS JIAKTAIMU — PEKUM BBEACHUS, MPUBOISAIIMNA K
TOKCHYECKOMY BJIMSHHUIO Ha OPIaHU3M MaTepH (B BUJC 3HAYMMOTO CHHYKEHHSI IIPHOABKU MAacChI TEJIA)
— TpHUBENI0 K 3aMEIJICHHIO POCTa M CHIDKCHUIO BBDKHUBAEMOCTH, a TaKXKE 3aJEPIKKE Pa3BUTHUS
notoMcTBa B niepuos Jakramui. NOEL mis atux addextor coctaBuna 5 mr/kr/cyt. Jlorenpeanomna
5Ta0OHAT He OKa3bIBaJl BIMSIHUS HAa MPOJOJKUTEIBHOCTh OEPEMEHHOCTH WIIM MPOIECC POAOB IpHU
MepopaIbHOM BBEJIEHUH OEPEeMEHHBIM KpbIcaM B J103ax 10 SO Mr/Kr/cCyT.

KaHueporeHe3, MYTarc¢He3, HapymcHuc d)eDTI/I.HI:HOCTI/I

Jlonrocpo4Hble HUCCIENOBaHMS Ha JKMBOTHBIX JUISI OLIEHKHM KaHLEPOI€HHOro IOTEHLUana
JoTenpeaHoa 3TaboHaTa He IPOBOIMINCEH. JloTenpeHoma 3TaboHaT He OKa3bIBaJl TeHOTOKCHYECKUX
BJMSIHMH TIpU OICHKE IN Vitro B Tecte DiiMca, TECTE€ T€HETHYCCKMX MyTallMi B KJIETKaX JTUM(OMBI
MBIIIH, aHAJIW3€ XPOMOCOMHBIX abepparuii B TMM(pOIHTaX YeIOBeKa WM B MUKPOSJICPHOM TECTE Y
MBIIIEH iN VIVO TIpH BBEJICHUH OHOKPATHOI 10361 [IpuMeHeHne orenpeqHona 3taboHara y caMIioB
U caMOK Kpbic B no3e 10 50 mr/kr/cyt m 25 mr/kr/cyt, coorBerctBeHHO (B 600 u 300 pa3
IIPEBBIIIAIOIIEH MAKCUMAIbHYIO CyTOYHYIO 103y, COOTBETCTBEHHO), 10 ¥ BO BPEMS OILUIOIOTBOPEHUS
HE MPUBOIWIO K HAPYIICHUIO (PePTHILHOCTH Y 000UX IOJIOB.

MecTHO-pa3apakaroniee JIeHCTBUE

Pa3;[pa>1<eHHe rja3 JIETKOM CTEIeHH O0TMEYaJIoCh Y KPOJIMKOB B UCCJICAOBAHUU OCTpOfI TOKCHUYHOCTH
" UCCIICAOBAHNN MHOI'OKpPATHBIX 103.
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6. DAPMAIIEBTUUECKHUE CBOICTBA (MOCHELOBATENBHOCTE 0006)

6.1. IlepeyeHb BcIOMOraTeIbHbIX BelIeCTB

IToBumon K-30

benzankounus xnopung 50 % pactBop

JlunaTpus >1eTarT Juruapar

['munepon

Tunokcamnon

Bonaa a1t uHBeKIun

XJTOpUCTOBOJOPOIHOM KUCIOTHI pactBop 0,1 M

Hatpus runpoxcuna pacrsop 0,1 M
6.2. HecoBMecTHMOCTH

B cBs3M ¢ OTCYTCTBMEM HCCIEJOBAaHUNM COBMECTUMOCTH, JAHHBIM JICKAPCTBEHHBIN Ipernapar He
CJIEy€eT COYeTaTh C APYTMMH JICKaPCTBECHHBIMU IPENapaTaMy JJI1 MECTHOTO IPUMEHCHMSL.

6.3. Cpok roaHocTHu (CPOK XpaHeHusl)

HeBckpoITHI (haakoH

24 Mmecsria.

Ilocie mepBOro BCKPLITUS

28 nHei.
6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH XPAHEHUH
XpaHUTh B BEPTUKAIBHOM MOJIOXKEHUH Tipu Temrieparype 15-25 °C.

He 3amopaxuBars.

VYcnoBust XxpaHeHus! OCIE TIEPBOTO BCKPHITHS JICKAPCTBEHHOTO IIpernapara cM. B pasjeie 6.3.
6.5. XapakTep u coaepkaHue YNaKOBKH

[To 5 Mt BO (J1aKOH U3 MONMATUIICHA HU3KON IJIOTHOCTH, CHAOKEHHBIN HACaIKON-KanelbHUIEH 13
JIMHEMTHOTO MOJIMATUIIEHA HU3KOW TUIOTHOCTH M KPBIIIKOW M3 nonunponuieHa. KoHTpoJib BCKPBITHS
o0ecrneunBaeTcs TEPMOYCaI0UHOM JIEHTOM BOKPYT KPBIIIKU U TOPIOBHHBI (hIIaKOHA.

®J1akoH ¢ HAKJICEHHOM STHKETKOM BMECTE C JIMCTKOM-BKJIaBIIIEM ITOMCHIAIOT B KAPTOHHYIO ITAYKY.

6.6. Oco0ble MepbI MPETOCTOPOKHOCTH NMPH YTHIM3AIUH MCIO0JIB30BAHHOIO J1eKAPCTBEHHOI 0
npenapara WiM OTX0A0B, NMOJIYYEHHBIX IOCJe NPHUMEHEHHs JeKAPCTBEHHOIo npenapara, u
Apyrue MAHUMYJISAIUHU ¢ TPenapaTomM

Bech ocraBimiics nekapcTBEHHBIN Ipenapar U OTXOJbl CIEAYeT YHHUUTOXKUTH (YTHIU3UPOBAThH) B
YCTaHOBJICHHOM MOPSIIKE.

7. JEPKATEJIb PETUCTPAIIMOHHOT' O YIOCTOBEPEHU S

Poccuiickas @enepanus
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000 «baym Xenc» (MOCNEOQOBATENBEHOCTL 0008)

115093, r. MockBa, BH.Tep.I. MyHULIIMIIAJIbHBIN OKpyT JlaHunosckuii, yi. IlaBnosckas, a. 7, ctp. 1,
noment. 1H

7.1. IlpeacraBuTENb AEPKATE/S] PETHCTPALMOHHOIO YI0CTOBEPEHHUS

[IpeTen3un moTpeduTeNnel HAIIPaBIATh MO aIpecy:
Poccuiickas @enepanus

000 «baym Xenc»

115093, r. Mockga, yiu. [laBnoBckas, 1. 7, ctp. 1, nomem. 1H
Tenedon: +7 (495) 510-28-79

Anpec snekTponHo# moutsl: Office.ru@bausch.com

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUS

JITI-Ne(005177)-(PT-RU)

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O ITIPEITAPATA

JlexapCTBEHHBIH MpenapaT OTHOCUTCS K KaTETOPHU OTITyCKa IO PEIeITY.
OOmrast XapakTepHCTUKa JIEKapCTBEHHOTo Ipernapara JIOTEeMaKCHH TOCTYNHA B €IUHOM pEecTpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3suilckoro 3KOHOMHMYECKOIO COI3a U Ha

ouIIaTEHOM caire YIHOJIHOMOYEHHOI'0 oprasa (axcniepTHOM OpraHU3alINH)
(https://lk.regmed.ru/Register/EAEU_SmPC).
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