COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 19.03.2024 N2 5313

WHCTE yKHHHn QCNENOBATENEHOCTE 0001)

10 MEJUIIMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O IIPEITAPATA
ABEKOPT

PerucrpaumoHHblii HOMep:

ToproBoe HaumeHoBaHue: ABEKOPT

MexayHapoaHoe HeNIATEHTOBAHHOE WM TPYNIIUPOBOYHOE HAMMEHOBAHHE: MOMETa30H
JlekapcTBeHHasi gopma: Masb JJIsl HAPYKHOTO TPUMEHEHUS

Cocras

B 100 r conepxurcs:

Oeticmeyrowee eujecmso: MoMeTasona ¢pypoat — 0,1 ;

ecnomozamenvHble 6ewjecmea: BazenuH — 77,9 1, nponuneHrnukoiar — 12,0 1, BOCK
AMYJIbCHOHHBIN — 5,0 T, Boga oumimenHas — 3,0 T, rimnepun MoHocteapatr — 2,0 T, dochopHas
kuciora— 10 pH 3,0-7,5.

Onucanme: Ma3p OT Oemoro 10 OEIOro ¢ JKENTOBATHIM OTTEHKOM I[BETa CO CIIA0bIM
crienu(PUIeCKUM 3araxoM.

dapmakoTepaneBTHYecKass TPYNNa: KOPTUKOCTEPOHbI, MPUMEHSEMbIE B JEpMaTOJIOTUU;
KOPTUKOCTEPOUIbI; KOPTUKOCTEPOU/IBI C BBICOKOM aKTUBHOCTHIO (rpynmna I1T).

Koax ATX: DO7ACI13.

dapmakoJIornyecKue cBoiicTBa:

Dapmakoounamuxa

Mowmera3zoH - CUHTETUYECKUN TJIFOKOKOPTUKOCTEPOU T (TKO), o0agaromui
MPOTUBOBOCTIAJIUTENLHBIM, TPOTUBO3YAHBIM U  aHTUAKcCynaTuBHbIM  JedctBueMm. ['KC
WHIYIUPYIOT BBIJEICHUE OCIKOB, HHTHOUpYIOMUX (Gocdonumasy A> U U3BECTHBIX MOJ OOIINUM
HA3BaHHUEM JIMIIOKOPTUHBI, KOTOPbIE KOHTPOJIUPYIOT OMOCUHTE3 TAKUX MEAMATOPOB BOCIAICHMUS,
KaK MPOCTArJIAHIUHBI U JIEHKOTPUEHBI, MyTeM TOPMOXKEHUSI BBICBOOOXKICHHSI WX OOIIEro
MpEAIIECTBeHHUKA, apaXuI0HOBOM KUCIOTHI.

DapmakoKkunemuxa

[Ipn Hapy>XHOM NpUMEHEHHH abCOpOIMs MOMETa3oHa He3HaduTeNnbHa. Uepe3 8§ wacoB mocie
HAHECCHMsI Ha HETIOBPEXKICHHYIO KOXKY (0€3 OKKITFO3MOHHOM MOBS3KH) B CUCTEMHOM KPOBOTOKE
oOHapy>uBaetcs okojo 0,7 % TIIOKOKOPTHKOCTEPOHIA.

Iloka3anusi K NpUMEHEHNIO

BocnanurenbHble SIBICHUS W 3yA MPU J€PMATO3aX, MOIJAIOMUXCS TITIOKOKOPTUKOCTEPOUTHON

Tepanuu.
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IIporuBonokasanus
- TloBbIllIeHHAsT YYBCTBUTEIBHOCTh K MOMeETa30Hy, Jubo npyrum ['KC, k BcmoMoraTenbHBIM
KOMIIOHEHTaM IIpernapara;

- Po30BbI€ yrpH, NEPUOPATIBHBIN JIEPMATHUT;

- bakrepuanbHas, BUpycHas (BUpYyC repreca, BETpsiHas OCIa) WK TpHOKoBasi MHPEKIHS KOXU;

- TybGepkyrnes, cudpuiuc;

- [TocTBakuMHATIBHBIE PEAKIIHH;

- bepemennocTh (HaHeceHUE Ha OOJIBIIKME YIACTKUA KOXKH, UTUTEIBHOE JICUCHNUE);

- [lepuon nakranuu (MpuMeHeHHE B OOJIBIINX /103aX WIW/U B TEUYCHHE JUIUTEILHOTO BPEMEHH );

- Jlerckuit Bo3pacT A0 2-X JeT (B CBA3U C HEOCTATOYHOCTbIO JJAHHBIX);

- AkHe, aTpodus KOXXH, IepUaHaIbHbIA U TEHUTANbHBIN 3y, HE HAHOCUTh HA PaHbl, SI3BbI.

C 0CTOPOKHOCTBIO

- HaHECEHUE Ha KOXKY JIUIa U UHTEPTPUTUHO3HYIO TOBEPXHOCTh KOXU;

- IPUMEHEHHUE OKKIIIO3MOHHBIX IMOBS30K, & TAK)KE HAHECEHHE Ha OOJBIINE YYACTKU KOXKU WU/UIIH
JUTUTEIIBHOE JIeueHne (0OCOOCHHO y JETEH).

- matenbHasa tepanus ['KC.

IIpuMeHeHne Npu 6epeMEHHOCTH M B MEPHO IPYAHOT0 BCKAPMJIMBAHMSA

be3onacHoCTh mpHUMEHEHHS MOMETa30Ha BO BpeMsi OepeMeHHOCTH He wu3ydeHa. Hapyxnoe
NPUMEHEHUE TIIIOKOKOPTUKOCTEPOHUIOB Y OEpEMEHHBIX KUBOTHBIX MOXKET BBI3BATh HapyILIEHUS
pa3BUTHS TUIOJA. 3HAYEHUS 3TUX JAHHBIX JUIs YelloBeKa He ObLIo ycTaHOBJeHO. [IpuMeHeHue
npenapata ABEKOPT BO BpeMsi OCpEMEHHOCTH JOIYCKaeTcs TOJNBKO B TEX ClIydasX, KOT/a
mpeanoyiaraeMasi Tojib3a JUIE MaTepu MPEBBIIACT PHUCK Ui IIoJa. B Takux cirydasx
IpPUMEHEHUE Mpernapara JO0DKHO OBITh HEMpPOAOJDKUTENbHBIM, OIPAaHUYMBATHCS HEOOIBIINMU
y4acTKaMU KOXH U 101 HaOJII0/IeHHEM Bpaya.

Heunssectno, nponukator au ['KC nis HapykHOTO npUMEHEHHs B MOJOKo Marepu. Crienyer
OPUHITH PEIICHUEe O MPEKPAlIEHUH TPYAHOTO BCKApMIIMBaHUS WM 00 OTMEHE Iperapara,
YUUTHIBasi HEOOXOAMMOCTh €ro MpUMEHEHHUs A marepu. B ciywae, koraa mpeamnosaraercs
npumenenne ['KC B Oonpmiux [03ax W/MIM B TEUEHUE JUIMUTEIBLHOTO BPEMEHHU, TPYAHOE
BCKapMJIMBAHHE JTOJKHO OBITH IPEKPALICHO.

Cnoco6 npuMeHeHus1 U 103bI

HapyxHo.

Tonku#t c10¥l Ma3u ABEKOPT HAHOCST Ha MOPAKEHHbIC YYaCTKH KOXKHW OJUH Pa3 B JICHb.
[IponomkuTensHOCTh Kypca JieueHus onpenenserca ero 3¢G(GeKTUBHOCTBIO, a TakKke

NEPEHOCUMOCTHIO MAllMEHTOM, HATMYUEM U BBIPAXKEHHOCTHIO MOOOYHBIX 3(h(heKTOoB.
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PR N Fat

IIpy mpumeHeHuu mnpenapara Ha JIULE, HA Y

HAaHCCCHUC IIpcIlapaTa OOJIKHO OBITb B MHHHMAJIBHOM KOJINYCCTBEC,

TepaneBTUYECKUil Y PeKT.

yHqactrKax—C mﬂeﬁ_ﬁeﬁ(un, a—TaKKEC—y /_l,ulun

o0ecrneunBarIM

Kypc neuenust 1omxeH OrpaHUuIUuBaATHCS 5 THSAMH.

ITo0ouHOE nelicTBUE

odeHb vacto (> 1/10); gacto (> 1/100, Ho <

Kfzaccuqbukauuﬂ NnobouHbIX peam;uﬁ no opezanam u cucmemam ¢ yKasanuem 4acnonivl ux
B03HUKHOBEHUA.

(> 1/10000, HO < 1/1000); ouens peaxo (< 1/10000), B TOM umucie OTAETBHBIC COOOIICHMUS,
4acTOTa HEM3BECTHA (HA OCHOBAHWHU MMEIOIIMXCS TAHHBIX OIIEHUTh HEBO3MOKHO)

1/10); neuacto (> 1/1000, Ho < 1/100); penko

Nudexnuu u uHBaA3ZUM

OueHsb penko

DOJIITUKYIUT

YacToTa HEU3BECTHA

Bropuunas undexnus, GypyHkymnes

Hapywenus  co
CHCTEMBI

CTOPOHBI  HEPBHOM

OueHsb penko

OuryieHust X KeHus

YacToTa HEU3BECTHA

[Tapecte3un

HapyuieHusi co cTOpOHbI Oprana 3peHus

YacTtoTa HEU3BECTHA

Heuerkoe 3penne

Co CTOPOHBI KOKH M MOJKOKHBIX TKaHel

OueHsb penko

KpanusHuna

YacToTa HEU3BECTHA

KoHTakTHEIN JIEpPMATHT, U3MEHEHUE
MUTMEHTAllUY, TUIEPTPUX03, aKHE(POPMHBII
JEPMATHUT, MECTHAs aTPODUST KOXKH

OO0mue HapylmieHHsI M peakUWH B MecTe
BBeJIeHUS

YacTtoTa HEU3BECTHA

bone3HneHHOCTh B MECTe HaHCCCHUA, pCAKIIUA
KOXH B MECTC HAHCCCHU

JnutensHoe npumenenue I'KC s HapyXHOTo npuMeHeHHUs B OOJIBIINX 03aX WM HAaHECEHHE

UX Ha OOIIMPHBIC YYACTKU KOXKH MOXKET COIPOBOXKAATHCSA CUCTEMHOM abcopOuueit ¢ pa3BuTHeM

CUMIITOMOB: CYXOCTb KOXH, JIC€PMaTUT,

MepUOpaIbHbIA  JIEPMATHT,

Marepamus KOXH,

anO(I)I/ILIeCKI/Ie HU3MEHCHHUA KOXKH, B YAaCTHOCTH, €€ HCTOHYCHHC, ITOSABJICHUC anO(i)I/ILIeCKI/IX

noJioc (CTpuif), TEIEAHTHOIKTA3UH.

IIo CpaBHCHHIO CO B3pPOCIBIMU NAOUCHTAMHU Y ,Z[GTGP'I MOKET OTMEYaThCs OOJbIIAasl CTEIEHD

abcopOunu ['KC ans HapyXHOro mpUMEHEHHUs, B CBSI3M C YeM JaHHas KaTeropus MalUeHTOB

OoJiee MoaBEpIKEHA PHUCKY PA3BUTHS CHCTEMHBIX TMOOOYHBIX A((PEKTOB. DTO 0O0YCIOBICHO TEM,

YTO JAETH UMEIOT He3pesblii KOXHBbIM Oapbep W OoJjblllee 3HAYEHHE OTHOUICHMS IJIOLIAAN

MIOBEPXHOCTU TeNa K Macce Tena. Y aered, npuHumasiuux ['KC st HapyKHOTO npUMEHEHHs,

OTMEYaIHCh MOOOYHBIE APPEKTHI:
cuctembl, cuHapoMm HWMuenko-Kymunra,

IMOBBIIICHUEC BHYTPUUCPCIIHOI'O JaBJICHMA.

YTHETEHUE TUMOTAIaMO-THIIO(PU3APHO-HAATOYEYHUKOBOM

3aJiep)KKa pOCTa, OTCTaBaHWE B TIpUOaBKe Beca,
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Ilepeno3upoBka
Cumnmomspi: yrHeTeHHe (QYHKIUU TUMOTATIaMO-THIO(HU3apHO-HAIIOUYEYHUKOBOH CUCTEMBI (B
T.4. BTOPUYHAsI HAJITIOYEYHUKOBAS HEOCTAaTOYHOCTD).

Jleuenue: cumnromaruyeckoe. [Ipy HEOOXOAMMOCTH — KOPPEKLHUS BOHO-3JIEKTPOIUTHOTO
nucbanaHca, OTMEHa mpenaparta (Mpy ITUTeLHON Teparnuu — MOCTENICHHAst OTMEHA).
B3aumoneiicTBue ¢ IPyruMu JieKapCTBeHHbIMH NpenapaTaMu

Kakoro-mi6o B3auMOJEUCTBHUSI JICKAPCTBEHHOTO TMpemnapara ABEKOPT Masb JJis Hapy>KHOTO
MPUMEHEHHUS C APYTUMU JIEKAPCTBEHHBIMH CPEICTBAMU HE 3apPETreCTPUPOBAHO.

Oco0ble ykazanus

[Ipn HaHeceHun Ha OOJIBIITNE YYACTKU KOXKH B TCUCHHE JUIUTEIHHOTO BPEMEHHU, OCOOCHHO TMpH
IIPUMEHEHNN OKKJIFO3MOHHBIX MTOBSI30K, BO3MOXHO pa3BuTue cucreMHoro aeiicteus ['KC.
VYuurtsiBas 3T0, 00IbHBIE JOKHBI HAOMIOAATHCS B OTHOLICHUH NTPU3HAKOB MOIaBICHUS (PYHKIIMU
TUIOTaIaMO-TUIIO(U3aPHO-HAAMOYCUHUKOBOM CUCTEMBl M pa3BUTUs cuHIApoMa HieHko-
Kymmunra.

Crnenyer u3berarh rmomnajgaHus npenapara ABEKOpT B TJ1aza.

[TponuiaeHrMKob, BXOAAIIUN B COCTaB MpernapaTta ABEKOPT, MOKET BBI3bIBATh pa3ApaKeHHE B
MecTe HaHeceHUs. B Takux ciyyasix clieqyeT NMpeKpaTuTh MPUMEHEHUE Npernapara u Ha3HAYUTh
COOTBETCTBYIOILIEE JICUEHUE.

Cnenyer yuutbiBath, 4T0 ['KC CcnocoOHBI WM3MEHSTh MPOSBICHHUS HEKOTOPHIX 3a00JE€BaHUA
KOJKHM, YTO MOXXET 3aTPYAHUTh MOCTAHOBKY AuarHosa. Kpome toro, mpumenenne [I'KC moxet
OBITH IPUYUHON 3aICP>KKH 3KUBIICHUS PaH.

I[Ipn npnurensHoit Tepanuum I'KC BHe3amHOe npekpalleHHe Tepanuu MOXET INPUBECTU K
Pa3BUTHUIO CHHIpPOMA pPHUKOIIETa, MpOsBIsIoNIerocs B ¢GopMe aepMaTUTa € HHTEHCHBHBIM
MOKPACHEHWEM KOXKH U OIlylleHueM xokeHus. [loaToMmy mocne JUIMTEeIbHOro Kypca JeueHus
OTMEHY IIpernapaTta CjeayeT NpPOU3BOAUTH TOCTENEHHO, HalpuUMeEp, TMepexoas Ha
MHTEPMUTTUPYIOIIYIO CXEMY JICUEHUS TTePEe]] TEM, KaK €r0 MOJHOCTHIO MPEKPATUTb.

[Ipu cucteMHOM M MeCTHOM (BKJIIOYasi MHTpaHa3ajJbHOE, WHTAISIMOHHOE U BHYTPHUIJIA3HOE)
npuMmeHeHnd ['KC MOryT BO3HUKHYTh HapylIeHHs 3peHus. Eciu y mamueHTa mpucyTCTBYIOT
TaKM€ CHMIITOMBI, KaK HEUYETKOEe 3pEeHHE WM JApyrue HapyIIeHUs 3pEHHUs, HeoOXO0IUMO
PEKOMEH/I0BaTh MAIMEHTY OOpaTUTHCS K O(TATBLMOIIOTY ISl BBISBICHUS BO3MOKHBIX MPUYUH
HAPYIICHUN 3pEHUS, BKIIOYAIONINX KaTapakTy, TJIAYKOMY WIH PelKhe 3a00JIeBaHusI, HAPUMED,
HEHTPpaTbHYIO cepo3Hyto Xopuoperunomnatuio (L{CX), koropsie HaOMIOAATNUCh B PsIIe CITy4dacB
Mpu CUCTEMHOM U MecTHOM nipuMenenuun ['KC.

JIroboit w3  moOOuyHBIX  A(PQEeKTOB,  ONUCAHHBIM TPU  CUCTEMHOM  IPHUMEHEHHUH

TIIFOKOKOPTUKOCTCPOU 0B, BKIIKOYAA ITOJAABJICHUC q)YHKI_II/II/I HAaATTOYCYHUKOB, MOXXCT BOSHUKHYTDH
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U TIPY MECTHOM IPUMEHEHUH, OCOOCHHO Y JIeTe
[Tpu neuennn ncopuaza 'KC cnenyer npuMEHSTh ¢ OCTOPOKHOCTBIO, MOCKOJIBKY B OTACIBHBIX
ciydasx OBIIO  3aperMCTPHPOBAHO  TOSBICHHE  PEHHUIMBOB  3a00JICBaHUSA, pa3BUTHE
TOJCPAaHTHOCTH K Tpemapary, pPUCK BO3HMKHOBEHHs T'€HEPAIN30BAHHOTO ITYCTYJIEC3HOTO
IICOpHa3a M Pa3BUTHUA MECTHBIX WIJIM CUCTEMHBIX TOKCHYECKUX PEAKLU BCIECICTBHE HAPYLICHUS
OaprepHOl (DyHKIMK KOXU. [Ipu mpucoeanHEHNH BTOPUYHOM HMHQEKIUH CIelyeT MPOBOIUTH
COOTBETCTBYIOUIYIO aHTHOAKTepHaIbHYIO0 Tepanuio. [Ipu 100X mpU3HAaKax pacHpoCTpaHEHUS
uHpeku  HeoOXoAuMMO  MpekpatuTh HapyxHoe mpumeHenune ['KC wu  mpoectu
COOTBETCTBYIOIIEE JICUCHUE aHTHOAKTEPUATbHBIMU WIIM IPOTUBOTPUOKOBBIMHU IIpENapaTaMH.
Ecnu oTMedaroTcss MpHU3HAKM TOBBIIICHHOH UYYBCTBHTEIBHOCTH WIIM Pa3IPAXKEHUS KOXKH,
CBSI3aHHBIC C IPUMEHEHHEM TIperapara, ClIeAyeT IPEKpaTHTh JIeYeHNe U 00paTuThes K Bpady. Ha
KOKe JIMIIAa Yalle, 4YeM Ha JPYTruX HOBEPXHOCTAX Tena, mocie anurensHoro sedeHus ['KC
MECTHOTO JIEHCTBHSI MOTYT TMPOSIBISATHCS aTpouyeckre HM3MEHEHHs; KypC JIEYCHHUS B 3TOM
cllyyae He JOJDKeH ImpeBblmath S5 gHed. C  OCTOPOXKHOCTBIO MPHUMEHATh Yy JIHMI C
CYIIECTBYIOIIMMH aTPOUUECKIMH W3MEHEHUSIMH KOXH, OCOOCHHO Yy JIHI[ IPEKIOHHOTO
Bo3pacta. HeoOxoaummo coOMIOAaTh OCTOPOXKHOCTH TPH HAHECCHWH IIperapaTa Ha JIHIIO,
CKJIaJIKH, 00JIaCTh €CTECTBEHHBIX N3TMO0B, HA YYaCTKU C TOHKOW KOXKEH.

IIpnMeHeHue B IeTuaTpun

B cBA3u ¢ TeM, 4TO y HeTel BEIWYMHA COOTHOIICHHWS IIOIAAM MOBEPXHOCTH M MAacChl Tella
Oonble, 4YeM Yy B3pOCHbIX, JETH IOJABEPKEHbI OOJIBLIEMY PHUCKY MOAABICHUA (QyHKIUH
TUIIOTaaMO-TUTIO(PU3apHO-HAITOYCUHUKOBOH CUCTEMbl M pa3BUTHA cuHApoma HieHko-
Kymmura npu npumenenun mo6six I'KC mectHoro neiictBus. Jlnurensaoe neuenue aereit ['KC
MOJKET IIPUBECTU K HAPYLICHUSM UX POCTA U PA3BUTHSL.

JleTn IOJDKHBI IOJIy4aTh MHUHHMAIbHYKO [03y Ipenapara, JOCTaTOYHYIO U JTOCTHKEHUS
s dexra.

JlnurenbHOE NMPUMEHEHME IIpenapara y JeTed JOJIKHO MPOBOAUTHCS IO KOHTPOJIEM Bpada. Y
JIeTe KypcC JICUEHUs HE JOJDKEH MpeBbIIaTh 5 MHEW. OKKIIO3MOHHBIE MOBSI3KA HE JOJIKHBI
IIPUMEHATHCS.

Bunsinne Ha CIIOCOOHOCTD YIIPABJISATH TPAHCIIOPTHBIMHU CPEACTBAMH, MEXaHU3MaMHU
BnustHust iekapcTBEHHOTO Ipenapara ABEKOPT Ha CIOCOOHOCTh YIPAaBIsATh aBTOMOOMIIEM WM
JBUKYLIIMMHCS MEXaHU3MaMU HE OTMEYEHO.

HccnenoBanuii O BIMSHMM MOMETa30HAa Ha CHOCOOHOCTh YIPaBIATh TPAHCHOPTHBIMU
CpeACTBaMHU, MEXaHM3MaMU He NPOBOAMIOCH. IlalMeHThl AOMKHBI OBITH MPEAYNPEXKICHBI O
BO3MO)XHOCTH pa3BUTHs HEYETKOro 3peHus. I[Ipu MNOsBIEHMHM ONHMCAHHOTO HEXEJIATEIbHOIO

SABJICHUA CJICAYCT BO3ACPIKATHCA OT BBIIIOJHCHUA YKA3aHHBIX BUAOB ACATCIIbBHOCTH.
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dopMa BbINTYCKA
Masp g Hapyxsoro npumenenus 0,1%. ITo 15 r wnm 30 r B TyOsI amomuHueBble. Kaxmayio
TyOy BMECTE ¢ MHCTPYKLUEH MO0 METUIIMTHCKOMY MPUMEHEHUIO ITOMENIAI0T B TAUKy U3 KapTOHA.
YcioBusi XxpaHeHUus

B cyxom mecte npu temmnepatype ot 2 10 30 °C. XpaHuUTh B HEAOCTYITHOM JUIS IETEN MECTE.
Cpoxk roguocTu

3 roga. He npuMeHsITh IO UCTEYEHUU CPOKA TOJTHOCTH.

YciaoBus oTmycka

OTIyCKalOT MO PELenTy.

Buaanesienr perucTpalMOHHOIO Y/AOCTOBepPeHHUs/OpraHu3anus, NPUHUMAOIIAS NpPeTeH3HHU
norpeouTesieii:

AQO «Ilarent-Papm», Poccus

199106, r. Cankr-IletepOypr, np-kt bonpmoit B.O., a. 75, murep b, mom. 208, ten./daxc:
(812)380-14-14.

IIpousBoauTeib:

3A0 «3enenas nyopasa», Poccust

Anpec mecra npousBojcTsa: 141801, MockoBckas o6u., . IMutpos, yi. [IpodeccuonansHas,
. 151.

Ten.: +7 (495) 993-99-95.
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