COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 10.071.2025 N= 188

(NOCNEQCBATENEHOCTE 0001)

OBILIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOT'O ITPEITAPATA

[Tayapkopr, 0,05 %, kpem [u1s1 HApy>KHOTO IPUMEHEHMUS.

2. KAUYECTBEHHbBIN U KOJTUYECTBEHHBII COCTAB

JleiicTByromee BemecTBO: KI00eTazol

Kaxnasie 100 r kpema comepxkar 0,05 r kio06eTa3onia mponuoHara.

BcnoMoraTensHbIe BEIIECTBA, HATMYHE KOTOPBIX HAJIO YUYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara:OyTHIATHAPOKCUTOIIYOI, METHUIIIIAParuApOKCUOCH30aT, POIIIIIaparuapoKcOeH30ar,
MPOMIJICHTJIMKOJIb (CM. pa3zen 4.4).

[TonHbIN TepevYeHb BCIOMOTATEIBHBIX BEILIECTB MPUBENICH B pasnene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
KpeM 1151 Hapy»>KHOTO IPUMEHEHUS.

OnHOpOIHBIN KpeM Oesoro 1BeTa.

4. KJIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K IPMMEHEHUIO

KnoOerazon sABiseTcs OY€Hb CHJIBHBIM TJIIOKOKOPTUKOCTEPOUAOM, KOTOPBIM IOKa3zaH s
KPaTKOCPOYHOI'O JIEYEHUS CHMIITOMOB BOCHAJIEHUS W KOXHOIO 3yJa IpH JAepMaTo3ax,
YYBCTBUTEJIBHBIX K TEPANNUU IITIOKOKOPTUKOCTEPOUAAMH, U IIPU HEBOCIIPUUMYHMBOCTU K MEHEE
CHJIBHBIM TJIFOKOKOPTHUKOCTEpOUIaM (/7151 B3pOCIIbIX, JIUI] OKUJIOr0 BO3pacTa U AeTei crapue 1
roja):

*  mcopua3 (MCKJIoYas IUPOKO pacpOCTPaHEHHBIH OJISIIEUHbIH ICOpHa3);

*  JIepMarto3bl, TPYJHO MOAJAIOLINECS JICUEHHIO;

*  KpacCHBIN IUIOCKHI JINIIAK;

*  JIMCKOUJHAs KpacHas BOJYAHKa;

s Jpyrue 3a00JIeBaHUS KOXH, YCTOMUUBBIE K TE€paMi MEHee CHIIbHBIMU TIIFOKOKOPTHKOCTEPOU

TaMH.

4.2.  Pe:xxum 103UPOBAHUS U CMIOCO0 MPUMEHEHHUS

Pexxum go3upoBaHus

erM PECKOMCHAYCTCA NPUMCHSTH ITPU ITOPAKCHUAX KOKHU, COITPOBOKAAOIMUXCA MOKHYTHEM.
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B3pocnvim, nuyam nodicuno2o ospacma

[Tpenapat cienyeT HAHOCUTh TOHKHM CJIOEM U OCTOPOXKHO BTHUPATh, IPUMEHSSI B MUHUMAJIbHBIX
KOJIMYECTBAX, JOCTATOYHBIX JIJISl IOKPBITHS BCErO OPAXKEHHOI'0 y4acTKa, OIMH pa3 WM JiBa pa3a
B CYTKHM JI0 YJIYUIIEHHsI COCTOSIHUS, 3aTEM CJIEYEeT CHU3UTh YaCTOTY HaHECEHUS WU 3aMEHUTD
npenapaT Ha MeHee CHIIbHBIN. [locie kax0ro npuMeHeHus npenapar HeoOX0JUMO OCTaBUTh Ha
JIOCTAaTOYHOE BpeMsl [UIsl BIIUTBHIBAHUS N1€pe]l HAHECCHUEM CMSITYaolero CpeicTBa.

Jnis npeaynpexeHust 000CTpeHMI KOXKHBIX 3a00JIeBaHU MTPOBOAAT KOPOTKUE (TIPEPHIBUCTHIE)
Kypchl JiedeHust npenaparom [layspkoprt.

ITpu Gonee cToMKUX MOpakeHUSIX, OCOOCHHO NP HATMYUK FMIIEpKEpaTo3a, AeHCTBUE Kpema JUis
Hapy>KHOro npuMeHeHus [layspkopT mpu HEOOXOIUMOCTH MOXKET ObITh YCUJIEHO ITyTEM
HAJIOKEHMSI OKKJIFO3MOHHOM MOBSI3KU U3 MOJIMATHIIEHOBOW IIJIEHKU HA MECTO JICUEHUS.

OOBIYHO 115 [TOJIYYEHUs YIOBIETBOPUTEIBLHOIO OTBETA JIOCTATOUYHBIM SIBIISIETCS HAJIOXKEHUE
OKKJIFO3MOHHOM MOBSA3KHM Ha HOUb. B nanpHeliem ynydiieHue 0ObIYHO yaeTcs MOAep>KUBaATh C
IOMOILBI0 HaHeceHus: npenapata Oe3 mnoss3ku. Ecnu B TeueHue 2—4 Henelnb COCTOSIHUE
YXYALIAETCS WK HE YIYYIlaeTcsl, ClIeAyeT MPOBECTH OBTOPHYIO OLIEHKY JUarHo3a U JICYEHHUsL.
Jledenue He TOKHO NPOAOIKATECA Oosee 4 Henenb. Eciu He00X0AUMO MPOIOIIKEHUE JICUEHNUS,
cileflyeT IPUMEHSATh MEHee CUIIbHBIN Mpernapar.

MakcumanbHas 71032 He 10JDKHA IpeBblath 50 T Kpema B HeJlelno.

Amonuueckuti depmamum (3K3ema)

Jleuenue npenaparom IlayspkopT ciieyeT NoCTeNeHHO OTMEHSATH MOCIE JOCTUKEHUS! KOHTPOJIS
HaJl 3200J1€BaHUEM, a JICYEHNE CMATYAOLINM CPEICTBOM JI0JKHO OBITh MPOJOJIKEHO B KaUeCTBE
HOJIEP)KUBAIOLIEH TepanuH.

Peskas ormena npenapara [layspkopT MOXKET IPUBOJIUTE K PELIUIUBY paHEE UMEBILINXCS
JI€PMaTO30B.

Hepmamo3zvl, mpyoHo nooodaiowuecs 1e4eHuio: nayueHmsol ¢ 4acmulMu peyuousamu 3a601e6anus
B ciyuae octporo 3a6oneBaHus, Kak TOJIBKO OyAeT JOCTUTHYT 3(PPEKT OT HEMpephIBHOTO Kypca
nedeHus npenapartoM [layspkopt, MokeT ObITh pacCCMOTPEHA BO3MOKHOCTh IIPEPHIBUCTOTO
IPUMEHEHHUs IpenapaTa (0IMH pa3 B CYTKH, JiBa pa3a B HEEN0, 0€3 OKKII03MOHHOMN MOBSI3KH).
[Tokazano, yTo Takoe JieueHue 3pPEeKTUBHO CHUXKACT YACTOTY Pa3BUTHUS PELIUANBOB.

Hanecenue npemnapara J0KHO OBITH IPOJIOIHKEHO HA BCE paHee MOPaKEHHbBIE YYaCTKH KOKU WIH
Ha U3BECTHBIE 00J1aCTH MOTEHIMAIBHOTO 000cTpeHus. Takas cxeMa NpUMEHEHHUs JOHKHA
CoueTaTbCsl C PYTUHHBIM €XKEJHEBHBIM IMPUMEHEHHEM CMsrdammux cpeiacts. Cregyer

MMPOBOAUTDH PETYIIAPHYIO OLICHKY COCTOAHUSA, a TAKIKEC ITOJIb3bI U pPUCKa OT MMPOAOJIKCHUS JICUCHU .
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Oco0nlie T'PYHOIIbI TAIMEHTOB

Tayuenmuor nodxcunozo eospacma
Knuanyeckue uccieoBaHus He BBISABUIN KaKHe-T100 pa3nndus B 3pPEeKTUBHOCTH Ipenapara y
MOXWIBIX ¥ 00JIee MOJIOJBIX MAMEHTOB. bosbias pacnpocTpaHeHHOCTh CHUYKEHHON (DyHKIIUN
IICYEHH UJIM [TOYEK y MAllMEHTOB MTOKUIJIOTO BO3pacTa MOXKET IIPUBOIUTH K 3aMEJIJICHUIO
BBIBEJICHMSI [Tperapara B ciydae ero cucteMHoi abcopOuuu. CinenoBaTenbHO, penapar J0KeH
IPUMEHATHCS B MUHUMAJIBHOM KOJIMYECTBE U B TE€UCHUE KAaK MOXKHO O0Jiee KOPOTKOTO MEePHOAa,
710 AOCTIKEHHSI HEOOXOAUMOTO KITMHHUYECKOTO AP QeKTa.
Tayuenmoi ¢ napywenuem @hynkyuu nouex u/unu nevenu
B ciyuae cuctemHoit abcopOuun npenapara (IIpy1 HAHECEHUU Ha OOIIMPHbIE TOBEPXHOCTU KOXKU
B TCUCHHE MIPOIOJDKUTEIHHOTO IIEPHO/A) €r0 METa0OIN3M H BBIBEIEHUE MOTYT 3aMEIIISAThCA,
NPUBO/IS K OBBIIIEHHOMY PHCKY Pa3BUTHSI CHCTEMHBIX TOOOYHBIX 3P dexToB. CiaenoBarenasbHo,
npenapar J10JKeH IPUMEHAThCS B MUHUMaIbHOM KOJIMYECTBE U B TEUEHUE KaK MOXHO OoJiee
KOPOTKOI'O IIEpUOJa, 10 JOCTHKEHHSI HEOOXO0AUMOT0 KIIMHUYECKOTO AP deKTa.
IIpumenenue 6 obnacmu auya
[TpumeHeHne B 00JIACTH JIHIIA HEKENATENLHO, TAK KaK 3Ta 00J1IacTh 00Jiee BOCTIPUHUMYNBA K
aTpO(PHUUECKUM U3MEHEHHSIM.
Kypc nedenus 1omkeH orpaHiYMBaThCs, €CIM 3TO BO3MOXKHO, MATHIO JHAMHU.
OKKIJII03MOHHBIE TIOBSI3KU HE JIOJIKHBI IPUMEHSTHCSL.

eTn
D¢ dexkTuBHOCTH U Ge30mMacHOCTh y eTei B Bo3pacte oT 0 10 1 rosna He ycTaHOBIEHBI. JlaHHBIE
OTCYTCTBYIOT.
Pexxum no3upoBanus y AeTeit B Bo3pacte oT 1 10 18 et He oTaugaeTcst OT pekuMa JO3UPOBaHUS
JUISL B3POCIIBIX.
[Tpenapart ITayspkopT, KpeM JUIst Hapy>KHOTO MPUMEHEHHsI IPOTUBOIIOKAa3aH y JIeTel B BO3pacTe
1o 1 rona.
VY nereii 60s€€ BEPOSITHO Pa3BUTHE MECTHBIX U CUCTEMHBIX TOOOYHBIX 3((HEKTOB MPHU TepanHU
[IIIOKOKOPTUKOCTEPOMIaMU JJIs1 HApY>KHOT'O IPUMEHEHUs U, KaK IPaBUIIO, UM TpebyeTrcs
npoBesieHue 60s1ee KOPOTKUX KYpCOB JIEYEHUS C UCIIOJIb30BAHHEM MEHEE aKTUBHBIX CPEJICTB, UEM
y B3pOCIIBIX.
Crnenyet cobiro1aTh OCTOPOKHOCTH IPU UCIOJIB30BaHUU Npenapara [layspkopt y neteil, yToObI
o0ecreunTh HaHECEHHE MpenapaTa B MUHUMAJIbHOM KOJMYECTBE, 00ECIIeUrBaOIIEM
TepaneBTHYECKUH 3 (PeKT.

Kpr JICYCHUA Y JEeTel JOKEH Or PAHUYIUBATHCA, €CIIU 3TO BO3MOXKHO, IIATbKO JHAMU; Tpe6yeTc;I

3
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Ha6J'IIO,I[CHI/IC Y Bpayda HE PEXKE OAHOI'0 pasa B HEACIIIO.
OKKIIFO3MOHHBIE ITOBA3KH HE JOJIKHBI IIPUMCHATHCA.

Cnoco0 npuMeHeHus

Hapy»xHo. BO3M0XHO UCIIOIB30BaHUE OKKIIFO3UOHHOW MOBS3KH.
4.3. TlporuBomoxka3zaHus

* T'unepuyBCTBUTENBHOCTh K JCHUCTBYIOIIEMY BEIIECTBY MM K JIOOOMYy U3

BCIIOMOTaTeJIbHBIX BELIECTB, IEPEUNCIICHHBIX B pa3zaene 6.1;

*  HeseYeHbIe MHPEKITUHN KOXKH;

*  pO30BBIC yIpH (po3ariea);

*  aKHe;

*  NEpPHUOpaAIbHBIN 1EPMATHT;

*  KOXXHBIH 3y/l B OTCYTCTBUE BOCTIAJICHHS;

* [epuaHalIbHBIN U TeHUTAJIbHBIN 3YI;

e JeTCKui Bo3pacT A0 1 rona;

*  [EpPHOJ I'PYAHOIO BCKAPMIIMBAHUA.

4.4. Oco0ble yka3aHusi 4 Mepbl PeI0CTOPOKHOCTH NMPHU NPUMeEHEHUH

C 0CTOPOKHOCTBIO

* [ToBblIIEHHAst MECTHASI YyBCTBUTEJIBHOCTD K MIFOKOKOPTUKOCTEPOUIAM MM K JIIO0OMY
BCIIOMOTaTeJIbHOMY BEIIECTBY, BXOJSIIEMY B COCTaB IIpenapara;

* [IcOpHas;

* netckuil Bozpact ot 1 roga no 18 ner.

MecTHbI€ peaKIiK MOBBILIEHHOW YyBCTBUTEIBHOCTH (CM. pa3zeln 4.8) MOI'yT UMETh CXOJICTBO C
CUMITOMaMH IIPOTEKAIOIIET0 3a00IeBaHUsl.

Y HEKOTOpPBIX JIUII B PE3Y/IbTaTe MOBBILIEHHON CUCTEMHON aOCOPOIIMH TTTIOKOKOPTHKOCTEPOHIOB
JUIS HApy>KHOTO IPUMEHEHUs MOTYT BO3HHMKATh MPOSIBIEHUS THIIEPKOPTHULIM3MA (CHHIPOM
Nuenko—Kymmnra) u o0patumoe yrHeTeHue runoraiamo-runodu3apHo-HaJI0uYeYHUKOBON
CUCTEMBI, Be/1ylllee K pa3BUTHIO MTIOKOKOPTUKOCTEPOUIHON HeloCcTaTOUHOCTH. Eciu
HaOro1aeTcst 000€ U3 BhIIIEYKa3aHHbBIX HapYIIEHUI, ClielyeT OTMEHUTS Mpernapar, OCTENeHHO
YMEHbILIAsl YaCTOTY €r0 HAHECEHMUS], NJIN 3aMEHUTh MEHEE CHJIBHBIM IIFOKOKOPTUKOCTEPOUIOM.
Pe3koe npekpaiiieHue JIe4eHHsl MOKET MPUBECTH K PA3BUTHIO IIFOKOKOPTUKOCTEPOUIHOM
HEJI0OCTaTOYHOCTH (CM. pazzaen 4.8).

K ¢akropam pucka ycuiaeHHust CUCTEMHBIX 3(h(heKTOB OTHOCSATCS: aKTUBHOCTh

TIIFOKOKOPTHUKOCTCpOUIa U COCTAB JICKAPCTBCHHOT'O IpCIlapaTa JJIsI HAPYKHOT'O IPUMCHCHU A,
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NPOIOJDKUTEILHOCTD TPUMEHEHHS, HAHECEHHE TIperapaTa Ha OOIIMPHBIC YYACTKU KOXKH,
NPUMEHEHHE B 3aKPBITHIX 00J1aCTAX KOXKH (HAlpUMEp, Ha Y4aCTKaX C ONPEIOCTHIO WU TIOJ
OKKJTFO3MOHHOM MOBSI3KOU (TICJIEHKH U TIOJTY3HUKHU Y MIIAJICHIIEB MOTYT UTPATh POJIb
OKKJTFO3MOHHOM TMOBSI3KH)), TIOBBIIIICHHOE YBIQ)KHEHHE POTOBOTO CJIOS KOXKH, UCIIOJBL30BaHUE HA
00J1acTSIX ¢ TOHKOW KOXKEH, TAaKUX, KaK JIMIIO0, HAHECEHUE Ha TIOBPESIKACHHYIO KOXKY HIIU TIPU
JPYTUX COCTOSIHHUSX, KOTOPBIE MOTYT CONPOBOXKIATHCS HAPYIICHHUEM LEIOCTHOCTH KOXKHOTO
6apnepa. [1o cpaBHEHHUIO CO B3POCIBIMH Y JIETeH U MIIQJICHIIEB MOKET OTMEYAThCs OOJIbIIast
CTETICHh a0COPOIINH TTFOKOKOPTUKOCTEPOUIOB JJIsi HAPY>KHOTO IPUMEHEHUS, B CBS3H C YEM
JTAaHHAsI KaTeropusl MallMeHTOB 0o0Jiee MOABEPIKEHA PUCKY PA3BUTHS CUCTEMHBIX ITOOOYHBIX

3¢ dexToB. ITO 0O0YCIOBICHO TEM, UTO JETH UMCIOT HE3PEJIbIi KOKHBIN Oapbep U OoJbIee
3HaYeHHE OTHOIICHHUS TUIOIIAN MTOBEPXHOCTHU Tella K Macce TeJa M0 CPaBHEHHUIO CO B3POCIIBIMH.
[TarueHTHI, NCTIOIB3YIOIIHE CUCTEMHBIC H/WIH MECTHBIC TIIFOKOKOPTHKOCTEPOUIBI, COOOIIATH O
HapyIIeHHUsX 3peHus. Ecim y nanuenTa HaOtoJaeTcsi HEYETKOCTh 3PSHUS HITH IPYTHe
3pUTEIIbHBIC HAPYIICHUS, PACCMOTPHUTE BAPUAHT OI[CHKH BO3MOKHBIX IPHYUH, KOTOPHIEC MOTYT
BKJIIOYATh KaTapakTy, rI1ayKOMY HITU [ICHTPATBHYIO CEPO3HYIO XOPHOPETHHOIATHIO.

ITpuMeHenue Ipu Icopuase

ITpu nedyeHnn ncopuasa riIFOKOKOPTUKOCTEPOUIBI VISl HAPYKHOTO IPUMEHEHMSI CIEAYET
IPUMEHSTH C OCTOPOXKHOCTbIO, TOCKOJIBbKY B HEKOTOPBIX CIy4asx ObLIN 3aperucTpUpOBaHbI
peuuanBbI 3a00J1€BaHUs, pa3BUTHE TOJIEPAHTHOCTH K Ipenapary, puck BOSHUKHOBEHUS
reHepaIM30BaHHOIO MYCTYJIE3HOTO TICOpHa3a U pa3BUTHE MECTHBIX MJIM CUCTEMHBIX TOKCUYECKUX
peakuuii BCieACTBUE HapylleHus 0apbepHoi (yHKIMU KOXXU. [Ipy npruMeHeHun 1isl JIedeHus
IICOpHa3a BaKHO BHUMATEJIbHOE HAOIIOACHNE 32 MTAlUEHTOM.

ConyrerByiomas HHGEKIms

[Tpu npucoequHEHNH BTOPUYHON HH(MEKINH CIeyeT MPOBOJUTH COOTBETCTBYIOLIYIO
aHTHOaKTepualIbHYI0 Tepanuto. [Ipu mo0bIX IpHU3HaKaX paclpoCTpaHEHHUs HHPEKIUH
HE00XO0/IMMO MPEKPATUTh HAPY HOE MPUMEHEHHUE TTIOKOKOPTUKOCTEPOUIOB U MPOBECTH
COOTBETCTBYIOILIEE JICUeHNE aHTUOAKTepHAIbHBIMU ITpenapaTaMu.

Puck Pa3BUTHUA I/IH(beKHI/II/I IIPHU OKKJIFO3HUHU

Temnuible, BakHbIE YCIOBHSI B CKJIAJIKaX KOKH, a TAK)KE YCIOBHSI, CO37aBa€Mble IIPU HAJIOXKEHUHU
OKKJTFO3MOHHOMW TOBSI3KH, CIOCOOCTBYIOT Pa3BUTHIO OakTepuanbHol nHpekuuu. [Ipu
HCIIOJIb30BaHUHU OKKJIFO3MOHHOW MOBSI3KH CJIEIYeT OUMILIATh KOXKY Iepe/ HaJl0KEHHEM HOBOM
MOBSI3KH.

XPpOHHYECKHE A3BEI roJIEHEN

FJ'IIOKOKOpTI/IKOCTepOI/II[BI AJId HAPYIKHOT'O IPUMCEHCHUS B PAJIC CIIYIACB UCTIOJB3YIOTCA IJIS
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JICYCHU J€pMaTUTa BOKPYI' XPOHUYCCKUX SA3B TOJICHEH. OI[HaKO TaKO€ IIPUMCHCHHUE MOXET
COIIPOBOKIAATHCA MMOBBIIIEHHON YaCTOTOM BO3HUKHOBEHMS MECTHBIX pCaKLII/Iﬁ
THUIICPYYBCTBUTCIIBHOCTU U IMOBBIIICHHBIM PUCKOM Pa3BUTUA MCCTHBIX I/IH(i)CKL[I/If/'I.

Hanecenue Ha KOXY JIMIa

Hanecenue Ha KOXYy JIHMIIa HEXeNaTENbHO, TaK KaK JJaHHas 00Jy1acTh OoJiee MoIBEpPIKEeHA Pa3BUTHIO
aTpouYecKUX N3MEHEHUH.
[Tpr HEOOXOIMMOCTH HAaHECEHHS Ha KOXKY JIMIIA JICYCHUE CIICTyeT OTPAHUYUTD MSATHIO THIMHU.

Hanecenue Ha Bexu

[Tpu HaHeceHUH Ha BEKH HEOOXOAUMO COOJII0/IaTh OCTOPOKHOCTh, YTOOBI IPEIOTBPATUTD
NonaJaHue Mpernapara B 1J1a3a, IOCKOJIbKY B Pe3yJIbTaT€ MHOTOKPAaTHOIO BO3/IEHCTBHS MOTYT
pa3BUBaThCS KaTapakTa U TJayKoMa.

[Tpu ciyyaitHOM MonalaHUM Mperapara B ri1a3a He00X0AUMO OOUIIBHO MPOMBITH UX BOJIOM.
[Tpenapat [TayspkopT B popme Kpema i HapyKHOTO MPUMEHEHHSI COACPIKUT MapapuH Uiu
napaduHcoaepxKaiiue BCoMorarelbHble BeniecTBa. TkaHb (0/1exk/1a, IoCcTenbHOe Oenbe,
NIEPEBSI30UHbIE MaTepuasbl), HAXOJAIIAsCs B KOHTAKTE C IpEenapaToM, BO3rOpacTcs HaMHOIO
JIerye U ABJIseTCs noxkapoonacHoi. CTUpKa OA€K/bl U IOCTEIbHOrO O€lIbS MOKET YMEHBIIUTh
CoJIepXaHue B HUX MpernapaTa, HO HE yAAIAET €ro MOJHOCTHIO.

BBuay pucka rnonyyeHus: CUIbHBIX 0KOT0OB B CIIy4ae BO3rOpaHUsl TKAHU IIPU TAKUX
00CTOSATENLCTBAX, HEOOXOIMMO MPEAYIPEANUTH MaieHTa 00 OMTACHOCTH KYPEHUS ¥ HaX 0K ICHHS
BOJIM3U OTKPBITOTO OTHSI.

BcnoMorarenbHEIE BEIIECTBA

IIpenapar [TayspkopT cOnep>KUT:
® OYTWITHJIPOKCUTOIYOJ, KOTOPbI MOXET BbI3bIBATh MECTHBIE KOXKHBIE pEaKIUH
(HampuMep, KOHTAKTHBIN AEPMATUT), WIN Pa3IpaKeHHUE I1a3 WK CIU3UCTBIX 000JI0YEK);
e MeTHJINaparuJpoKCcUOeH30aT, KOTOPBIH MOXKET BbI3bIBATh AJUIEPTUUECKUE PEaKIUH (B TOM
qHcie, OTCPOUYEHHBIE);
® [IpONMINaparuJpoKCUOEH30aT, KOTOPbI MOXKET BBI3bIBATh aJUIEPrHYECKHE peakuuu (B
TOM YHCJIe, OTCPOYCHHBIE);
e [IPOIMIIEHIJIMKOJIb, KOTOPBIA MOXKET pa3ipaxarb KOXY.
eTn
[To Bo3MOXHOCTH cliefyeT u30erarh jJeueHus TIIIOKOKOPTUKOCTEPOUIaMHU JUIsl HAPYKHOTO
IIPUMEHEHHUS B TE€UEHHUE IPOJAOLKUTEIBLHOTO BpEMEHH Y ieTel Mitaaue 12 jer, Tak Kak

AJIUTCIIBHOC HAPYKHOC ITPUMCHCHUC TNIIOKOKOPTUKOCTCPOUIOB MOKCET BbI3BATH YTHCTCHUC
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GYHKIIMY HaITOYEYHUKOB.

VY nereit yale, 4eM y B3pOCIBIX, BOSHUKAIOT aTpodUYecKrue U3MEHEHHS KOXKU TPU HAPYKHOM
MIPUMEHEHHUH TIIIOKOKOPTUKOCTEPOUI0B. B ciiyuae HazHaueHus kio0eTa3oia NpornruoHaTa AeTsIM
KYpC JIeUeHUs JJOJDKEH OTPAaHUYUBATHCS MTHIO JHAMU, TPEOyeTCsl JUHAMUYECKOE HAOII0ACHUE Y

Bpayda, HO HEC PCKEC OAHOI'O pa3a B HECACIIIO. OKXKJIFO3WMOHHBIE TTOBSA3KU HE JOJIKHBI IPUMCHATHCA.

4.5. B3aumoaeiicTBHe ¢ JAPYrMMH JIEKADCTBEHHBIMHU IMpenapaTamMd W JApyrue BHJbI
B3aUMO/IelCTBUS

[Toka3zaHo, YTO OJJHOBPEMEHHOE TPUMEHEHHE TIPENapaToB, CIIOCOOHBIX MHTHONPOBATh
nzodepment CYP3 A4 (Hanpumep, puTOHABHP U UTPAKOHA30JT), yTHETAET METa00JIU3M
TITFOKOKOPTUKOCTEPOHJIOB, IIPUBO/IS K MOBHIIICHUIO UX CHCTEMHOM dKCIo3uinu. CTeTICHb
KIIMHUYECKOW 3HAYMMOCTH JJAHHOTO B3aWMOJICHCTBHUS 3aBUCHT OT JIO3bI U CIIOCO0A TPUMECHECHHUS

[IIIOKOKOPTUKOCTEPOHIOB M aKTUBHOCTU MHTHOUTOpa n3odepmenta CYP3A4.

4.6. @epTWIBHOCTb, 0€PEMEHHOCTh U JAKTAIUS

bepemeHHOCTD

JlanHble 0 MpUMEHEHUHU KI100eTa30ya y 0EpeMEHHBIX KEHIIUH OTPaHUYEHBI.

Hapy»xHoe npuMeHeHne TITI0KOKOPTUKOCTEPOUI0B Y OepEeMEHHBIX JKUBOTHBIX MOXKET BBI3bIBATH
HAPYIICHUS Pa3BUTHUSA TUI0a. 3HAUEHUE ITHX JIAHHBIX IS YeJIOBEKa He ObUIO YCTAaHOBIICHO.
[Ipumenenue ki106eTa3o1a BO BpeMs 0€peMEHHOCTH BO3MOKHO TOJIBKO B TOM CITydae, eCiu
0’KMJIaeMasi oJIb3a 171l MaTepH NPEBOCXOAUT MOTEHUIUAIBHBIN PUCK IS TJ10/1a.

Crnenyet NpUMEHSITh MUHUMAJIBbHOE KOJIMUECTBO Ipenapara Ha MPOTSHKEHUH MUHUMAIbHOTO
Mepro/ia BpEMEHHU.

JlakTarms

[IpumeHeHue npenapara B NEPUO TPYIHOTO BCKaPMIIMBAHUS MPOTHUBOIOKA3aHO.

DepTUabHOCTD

I[aHHI)Ie AJI OLICHKHU BJIMAHUA TIIFOKOKOPTUKOCTECPOUAOB IJIA HAPYKHOI'O IPUMCHCHUA HAa
(GepTUIBLHOCTD y YEJIOBEKA OTCYTCTBYIOT.

[Tpy moKOKHOM BBEJCHUHU KpbICaM KJI00ETa301 He OKa3bIBAJI BIMSIHUS Ha CIOCOOHOCTH K
CHapUBaHMIO, OJTHAKO MTPU MPUMEHEHUH MpernapaTa B caMOi BBICOKOH /103€ ObIJIO OTMEUEHO

CHI)KEeHHE (DEePTHIILHOCTH.
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47. BausiHHMe HA CMOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMHU CPeACTBAMH U PadoTaTh C
MeXaHU3MaMHu
HccnenoBanus 1o U3y4EHUIO BIMSHUS KJI0OeTa30i1a Ha CIIOCOOHOCTh K YIPaBJICHUIO
TPAHCHOPTHBIMH CPEJCTBAMU HIIM pabOTe ¢ MeXaHM3MaMHU He MPoBoAWIHCh. Mcxons u3
npoduis MOOOYHBIX peaklnii Ki100eTazona JUig HapyKHOIO IPUMEHEHHUsI, KaKkoe-1100

H€6HaFOHpI/I${THOC BJIMSHHUEC HAa TaKHUC BUJbI ACATCIBHOCTU HE OXKHUIACTCA.

4.8. HexeaaTejlbHble peakHu
HesxenatenbHbie peakiu, MPEICTABICHHbBIC HIKE, IEPEUUCICHBI B COOTBETCTBUH C
MOPaXCHUEM OPTaHOB M CUCTEM OPIaHOB U YaCcTOTOW BCTpeyaeMocTH. HacToTa BCTPEYaeMOCTH
OTIpEICIIIETCS CIISAYIOIHUM 00pa3oM: oueHb dacTo (> 1/10), gacto (> 1/100 u < 1/10), HewacTo
(> 1/1 000 1 < 1/100), penko (> 1/10 000 u < 1/1 000), ouens penko (< 1/10 000), Bxirogas
OT/EJIbHBIC CITyYaH.

JlaHHBIE MOCTPETUCTPALMOHHBIX Ha6J'II-OI[eHI/II71

Hugpexyuu u unsasuu

Ouensb pesKo: OIITOPTYHUCTHYECKNE WHPEKITHH.

Hapywenus co cmopoHsl ummyHHOU cucmemvl

OdeHb peKko: MOBBILIIEHHAS YYBCTBUTEIBHOCTH, T€HEPATN30BaHHAS ChHIIb.

OHOOKpuHHbIEe HAPYULeHUs

OueHsb pesKo: YTHETEHUE THITOTAIAMO-TUTIO(PH3APHO-HAATOYCIHUKOBOW CHCTEMBI,
curapoM  Unenko-Kymmara — (CHHAPOM — THIEPKOPTHUIM3MA)
(mampumep, JTYHOOOpa3HOE JUIIO, OXHPEHHE IO IEHTPATbHOMY
THITY), 3aJepKKa TPUOAaBKM MAacChl Tella M/WIIM 3aliepKKa pocTa y
JeTel,  OCTEONOpO3, THIEPIIIMKeMHUs  W/WIKW  TIIOKO3YpHS,
MOBBIIIIEHUE aPTEPUATBHOTO JIABJICHH S, TOBBIIICHHE MACCHI TeJla UITN
OKMpEHHE, CHIDKEHHE KOHIIGHTPAIlMd OJHAOT€HHOTO KOPTH30I1a,
aJIOTIeINs, IOMKOCTB BOJIOC.

Hapywenus co cmoponul opeana 3penus

OdeHb peKo: KaTapakTa, [IEHTpaJlbHasl CEPO3Hasi XOPUOPETHHOMATHSI, TJIayKOMa.

Hapywenus co cmopoHbl Kodicu u NOOKONHCHBIX MKAHel

Yacro: 3y, 9yYBCTBO ¥OKEHUS U/UITU OOJIE3HEHHOCTb.

Heuacro: MecTHas aTpous KOKU™, cTpun™, TeneaHrnIKTa3uu ™.
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OueHb penko: HCTOHYEHHUE KOXKH™*, MOPLIMHUCTOCTh KOKHU*, CyXOCTh KOXU™,
W3MEHEHHE NUTMEHTALUN*, THIePTPUX03, YCYryOJIeHuEe CUMITOMOB
3a00JeBaHUs, ATUIEPTUICCKUI KOHTAKTHBIM JepMaTUT U/HITH
JIEPMATHUT, IyCTYJIE3HBIN NICOpHA3, SPUTEMA, ChIllb, KPAallMBHULIA,
aKHe.

Obwue napywenus u peakyuu 8 mecme 66e0enus

Ouensb penxo: pazapaskeHne u/uiay 00JIe3HEHHOCTh B MECTE HAHECCHUSL.

*KoKHBIE IIPOSABJICHUA BTOPUYHEBI 110 OTHOICHUIO K MCCTHBIM H/UJIA CUCTEMHBIM 3(1)(1)eKTaM
YIrHETCHUA FI/IHOTaHaMO-FI/IHO(bI/ISapHO-HaHHOqeqHHKOBOﬁ CUCTCMHBI.

COO6HI€HI/I€ 0 TOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0mare O MOAO3PEBAEMBIX HEKEJIATEIbHBIX PEAKIMAX IIOCIE PETUCTpaLUU
JIEKapCTBEHHOTO Ipernapara ¢ Lelibl0 00eCneyeH s HeMPEpbIBHOIO MOHUTOPUHIA COOTHOILICHHS
«I10JIb3a — PHUCK» JIEKaPCTBEHHOI'O Ipenapara. MeIuIUMHCKUM paOOTHUKAM pPEKOMEH]yeTCs
coo0ImaTh O JIIOOBIX IOJO3PEBAEMBIX HEXKEIATENBHBIX PEaKIHAX JIEKapCTBEHHOIO IpernapaTa
yepe3 HallMOHAJIbHbIE CUCTEMbI COOOIIECHUS O HEXEJaTeNbHBIX PEaKUUsIX rOCyIapCTB — YICHOB
EBpazuiickoro 3KOHOMHYECKOro COr3a.

Poccuiickas ®@eoepayus

109074, r. Mocksa, CrnaBsiHCKasl IIIOIIaab, 1. 4, cTp. 1

®denepanpHas cnyx0a mo Haa30py B cdepe 3apaBooxpanenus (Poczapasuanzop)
Tenedon: +7 (800) 550-99-03

OnekrponHas noura: info@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru

4.9. Ilepeno3mpoBka

CuMOTOMBI

[Tpemapat [TayspkopT npu HApy>KHOM MPUMEHEHUN MOXET a0COPOMPOBATHCS B KOJTUIECCTBAX,
JIOCTATOYHBIX JJISI TOTO, YTOOBI BBI3BATh Pa3BUTHE CHCTEMHBIX 3G ekToB. PazButne octpoit
nepe03uPOBKH MalloBepossTHO. OHAKO B CIydae XPOHUYECKOU MEePeI03UPOBKH UITH
HEMPaBIILHOTO MPUMEHEeHH npenapara [layspkopT MOTyT pa3BUThCS CUMIITOMBI
runepkoptunmsMa (cM. pazaen 4.8).

Jleuenue

B cJIydac nepeao3upoOBKHU Mperapar CJICAYET OTMCHATD, IOCTCIICHHO YMCHbIIIAA YaCTOTY €TI0
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HAaHECCHUA UJIN 3aMCHAA MCHEC CUIIBHBIM I'N'TFOKOKOPTHUKOCTECPOUAOM, I10/ Ha6J'IIO,I[eHI/I€M Bpayda
BBUAY PHUCKAa BOSHUKHOBCHUA HaHHOquHHKOBOﬁ HEAOCTATOYHOCTH.

JanpHenniee ie4yeHue cieayeT IpOBOAUTE C Y4ETOM KIMHUYECKON CUTYALUH.

S. ®APMAKOJIOTHYECKHE CBOMCTBA

5.1. dapmakoamHaMUYecKHe CBOIiCTBA

®apMakoTepaneBTUYECKas IPyIIa: KOPTUKOCTEPOUIbI, IPUMEHSIEMbBIE B 1€pPMATOJIOT U,
KOPTHKOCTEPOHIbI; KOPTUKOCTEPOH/IbI C OYCHB BBICOKOM aKTUBHOCTHIO (rpymnma 1V).
Kon ATX: DO7ADO1.

MexaHu3M IeHCTBUS

Kno6eTa30i1 — TiIroKOKOPTHKOCTEPOU/T IJISl HAPY)KHOTO MPUMEHEHHSI, ICHCTBYET KaK
POTHBOBOCIATIMTEIBHOE CPEJCTBO MOCPEACTBOM HECKOIBKMX MEXaHM3MOB HHTHOUPOBAHUS
no3aHel (Gas3bl ATUIEPrUIeCKUX PEeaKIHid, BKIII0Yas YMEHbBIICHUE IIOTHOCTH TYYHBIX KJIECTOK,
YMEHbBIIICHUE XEMOTAKCHCA U aKTUBAIIMU 303UHO(PHIIOB, YMEHBIIICHHE TPOIYKIIUH [IATOKUHOB
HHM(bOHHTaMH, MOHOLUTAMHU, TYYHBIMH KJICTKAMH U 303I/IHO(1)I/IJI3MI/I, a TaKXKC II04aBJICHUC
MeTaboIM3Ma apaxuI0HOBON KHUCIOTHI.

dapmakognaamuyeckue 3P HeKTol

FJ'IIOKOKOpTI/IKOCTepOI/I)IH AJIL HAPYIKHOT'O IIPUMCHCHUA 06naz[anT IIPOTHBOBOCIAINTCIIbHBIM,

IIPOTUBO3YIHBIM U COCYJOCYKHUBAOIIUM CBOMCTBAMH.

5.2. dapMaKOKHHeTHYeCKHe CBOHCTBa

Abcopbrus

I TFOKOKOPTUKOCTEPOUIBI ISl HAPYKHOTO IPUMEHEHUS MOTYT IIOJIBEPraThCsl CUCTEMHON
abcopOuuny ¢ MTHTaKTHOM 310poBON KOXkH. CTENeHb YpecKOKHON abcopOuuu
[IFOKOKOPTUKOCTEPOUI0B JIJIsl HAPY>KHOTO NMIPUMEHEHHs! onpeAessieTcs psaaoM paKkTopos,
BKJIIOYass OCHOBY JIEKAPCTBEHHOI'O CpEJACTBA M IEJIOCTHOCTh OSMHJEPMAIbHOTO Oapbepa.
OKKJTI031s, BOCIIAJICHHE W/WIM JPYTrUe TaTOJIOTUYECKHE IMPOIECCH CO CTOPOHBI KOXKH TaKkKe
CIOCOOHBI YBEJIMUMBATH YPECKOKHYIO aOCOPOITHIO.

Cpennsis MakcUMasbHasl KOHIIEHTpalus kinooderasona B miasme (Cmax) 0,63 HI/MI B 0AHOM
UCCIIEIOBAaHUM JOCTHraNach yepe3 13 yacoB mocie nepBoro HaHECEHHsI U 4epe3 8 4acoB IMoce
MOBTOPHOT'O HAHECEHMsI Ha 3710poBYI0 KOXKY 30 r kimobetazona B Buze 0,05 % mazu. Uepes

10 gacoB mocne HaneceHusi BTopoil mo3bl (30 1) kmoberazona B Buue 0,05 % xpema Cmax
BEIIIECTBA HE3HAUUTENILHO MPEBbIIIaIa TAKOBYIO Yy Ma3Hu. B npyrom umccienoBanuu yepes 3 yaca

nocie ogHokpatHoro HaHeceHus 25 1 0,05 % ma3u kiobera3ona y MAlMEeHTOB C MICOPUA30M U
10
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3K3eMOH Cmax COCTaBIsAIa OKOIO0 2,3 HI/MA U 4,6 HI/MJI COOTBETCTBEHHO.

buotp aHC(bODMaI_[I/IH

[Tocne abcopOium yepes KoKy MIFOKOKOPTUKOCTEPOUIBI TSI HAPYKHOTO IPUMEHEHUS

METa0OIM3UPYIOTCA TEMH Ke (PapMaKOKMHETHUECKUMHU MYTSMH, YTO U TITIFOKOKOPTUKOCTEPOHIBI

JJ1s1 CACTEMHOI'O ITPUMCHCHMU. FJ'II-OKOKOpTI/IKOCTepOI/II[BI MeTa6OJ'II/IBI/IpyIOTCH, I'’IaBHBIM O6p&30M,

B IICUYCHH.

DIMMUHALIUA

['JIFOKOKOPTUKOCTEPOUIBI 111 HAPYKHOTO IIPUMEHEHUS BBIBOJATCS IToukamu. Kpome toro,

HEKOTOPBIC INIIOKOKOPTUKOCTEPOUABI K UX META0O0IUTEI TAKIKE BBIBOIATCS C KEIYBIO.

6. ®APMAIEBTUYECKHUE CBOMCTBA

6.1. Hepeqeﬂb BCIIOMOraTeJbHbIX BEIIECCTB

[Tapadun Markuii 6emnblit
[TapaduH Kuaxuii

LleTomakporo

Hatpus rugpodocdar 6e3BoaHbIN
Hatpus quruapodocdar auruapar
ByTUATHAPOKCUTOITYO
MerunnaparugpokcubdeH3oar
[IponunnaparuapokcudeH3oar
[TponuneHrMMKoIb

Bona ouniennas

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpox roagHocTH (CPOK XpaHeHUsl)

2 roza.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH

B 3amumieHHOM OT cBeTa MecTe IIpH TeMIiieparype He Boime 25 °C.

6.5. XapakTep U coaep:KaHHe NEPBUYHOI YIAKOBKH

ITo 15 r B amoMuHUEBOH TyOe, UMEIOIIEH COIUIO C 3aKPBITHIM KOHIIOM, C KPBIIIKON, UMEIOIIeH

11
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OCTPHUE IJIs ITPOKAJIbIBAHUS.

Kaxnayro TyOy BMeCTe ¢ MHCTPYKIUEH MO0 MPUMEHEHHUIO [TOMEIAI0T B KAPTOHHYIO MauKy.

6.6. Ocobble Mepbl TPEIOCTOPOKHOCTH NPH YHHYTOKEHHH HCIOJIH30BAHHOTO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJIYYeHHBbIX IIOcjle NPHMEHEeHUus
JIEKAPCTBEHHOI'0 Mpenapara, u Apyrue MaHuIMyJIsiiHU ¢ NPenapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JEPXATEJIb PETUCTPAHMOHHOI'O YAOCTOBEPEHMUSA
Nunua
I'meamapk ®apmacerotukans Jita.

B/2 Maxanakmvmu Yembep3s, 22 bxymnabxaii lecait Poax, Maxanakmmu, Mym6aii-400026

7.1. IlpeacTraBuTe/b Jep:KaTesl PerHCTPALMOHHOIO Y10CTOBEPeHUs

[Iperen3un norpedUTENEH HAIPABIATE 110 aIPECY:

Poccniickas @enepanys

00O «I'nenmapk Ummakce»

115114, r. Mockga, yi. JIeTHUKOBCKasi, A0M 2, CTpOeHUE 3, 2 3Tax.
Ten.: + 7 (499) 951-00-00.

Onekrponnas moura: Safety.Russia@glenmarkpharma.com

8. HOMEP PETUCTPAHMOHHOI'O YIOCTOBEPEHMUA

9. JIATA IEPBUYHOM PETUCTPAIIUU (IIOJATBEPXKJIEHUS PETUCTPAIIUMN,
INEPEPETUCTPALINN)

[lata nepBoii perucTpanuu:

10. JATA NEPECMOTPA TEKCTA

OO61mas XxapakTepHuCcTHKa JIeKapCTBEHHOTo npenaparta [layspkopt nocTynHa Ha ”HPOPMAIMOHHOM
noptane EBpa3uiickoro 3KOHOMHUYECKOT0 CO03a B MHPOPMALMOHHO-KOMMYHUKAIIMOHHOM CETH

«uTepuer» https://eec.eaeunion.org/.
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