MMHUCTEPCTBO 3/IPABOOXPAHEHUS POCCUNCKOU ®EJEPALIUA
NMHCTPYKIIMA
I10 ITPUMEHEHHIO JIEKAPCTBEHHOI'O ITPEITAPATA JUISI MEJITUILIMHCKOI'O
ITPUMEHEHIM

®eguBeiit / FeniVate |

Perucrpanmumonnbrii Homep: 11 N012556/01.

M T

ToproBoe HanmMeHoBanue npenapara: @eruBeiir /FeniVate.

MexayHapoqHOe HEIATeHTOBAHHOE WJIH IPYNIHPOBOYHOEe HAMMEHOBaHUe: ()ITyTHKA30H.

JlekapcTBennasi popma: KpeM Uil Hapy>KHOTO IIPUMEHECHHUS.

CocTaB

1 T Kpema CoIepIKUT:

HanveHnoBaHue KOMIIOHEHTOB KoamgecTBo, Mr
Heticmsyrouee sewecmso:

OnyTHKa30Ha IPONMOHAT (MUKPOHU3UPOBAHHBIHN ) 0,50
Bcnomozamenvrvle geuecmsa:

[Tapadun >xuaxuii 400,00
Wzonponunmupucrar 50,00
[TeTocTeapriloBBINA CIIUPT 52,50
I{eTomaxporon 1000 7,50
[IponuneHraukosb 100,00
NMunomoueBrHAa 2,00
Hatpus runpodocdara momexaruapat 1,50
JINMOHHOH KHCIIOTHI MOHOTHPAT 0,50
Bopna ouninennast 10 1,00 ¢

Onucanne

OAHOPOIHBIN MATKUN KpeM OT 0eoro 710 mouTH 0eJoro meeTa.

®apmakoTepaneBTHYECKAs IPyNIa

[ MFOKOKOPTHKOCTEPOH,T JIISI MECTHOTO TIPUMECHEHHUSI.
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Kox ATX: DO7AC17.

dapmMaKoJI0rHyecKne cCBOMCTBA

DapmakoOUHAMUKA

Mexanusm oeticmeus |

[ TIOKOKOPTUKOCTEPOU B! Ul HapyXHOTO IPHMEHEHHs 00IaJaloT IPOTHBOBOCHAIUTEILHEIMI
cBoiictBaMM.  IIpOTHBOBOCHAUTENBHBIE  CBOHCTBA  OOYCIOBJIIEHBI  MHOTOYHMCIEHHBIMU
MeXaHU3MaMi HHTHOMPOBAHUS TMO3IHEH (a3bl auieprudeckuX peakiuil, BKIIoYas yMEHBIICHUE
gucia TYYHBIX KJIETOK, OCTa0JIeHHEe XEMOTaKCHca M AaKTHBAIlMM S03MHO(UIIOB, CHIDKEHUE
BBIPAOOTKH ITUTOKHHOB JUM(OIUTAMH, MOHOIUTAMH, TyYHBIMH KIE€TKaMH M 503MHO(HUIAMH, a
TaK)Xe HHruOupoBaHue MeTabom3Ma apaxuJ0HOBOM KUCIIOTHL.

@dnytukazoH oTHocUTcs K rmokokoprukoctepounam (I'KC) ¢ BBIpaXEHHBIM MECTHBIM
[POTHBOBOCIIAIUTENBHEIM  ieiicTBueM. @DIyTHKa30HA IPOIHOHAT BBICOKOIMIO(QHIEH, YTO
ITO3BOJISIET €My IIPOHUKATh Yepe3 ABOMHOW JIMIIUAHBINA CIION KIETKHU-MHUIIEHA M CBSI3BIBATHCS C
[TIIOKOKOPTUKOMIHBIMU perenTopaMu B LuTomuiazMe. MccnenoBaHus in vifro INoxkasald, 4YTO
¢IIyTHKa30H XapaKTepU3yeTcsi BBICOKOW CEJIEKTHBHOCTBIO M CPOJACTBOM IIO OTHONIEHHIO K
IIFOKOKOPTHKOCTEPOUIHBIM perenitopaM. Kommureke "¢iayTukasoHa IpomuoHaT - pernentop”
crumyiupyer wiu nomaenser TpaHckpunmmioo WPHK w  mocnenmyrommit  cuHTes Gelnka.
YBenuauBaeTcs BeIpaboTka pepMEHTOB, OTBEYAIOIINX 3a IPOTUBOBOCIAIIUTENLHOE NEUCTBHE IIPU
CHHDKEHHH BBIpAOOTKH MEIHATOPOB BOCIHAJICHUS. YBEIWYMBACTCS BBIPAOOTKA (PEpPMEHTOB,
OTBEYAIOIUX 32 IMPOTHBOBOCIAIMTEIHHOE NEHCTBUE TPH CHUIKCHUH BBIPAOOTKH MEIMATOPOB
BocmasieHus. [Ipy HaHECEHWH Ha KOXY BEPOSTHOCTh YTHETCHHsS! (QYHKIUH THIIOTAIaMo-
runopuzaprHo-aaanouednnkoBoit cucteMmbl (I'THC) nesnauntensra. CoryiacHO KIMHHYECKUM
UCCIIC/IOBAHMSIM TpXM  TONaJaHWH B  CHCTEMHBIH  KpPOBOTOK  (UIyTHKa30H  ObICTpO
TpanchopMHUpyeTCss B TEYEHW 0 HeaKTHBHOro Mertabommrta (17f3-kKapOOHOBOM KHCIOTHI) C
MOCIIEAYIOIUM OBICTPBHIM BBIBEJCHUEM W3 OpraHm3Ma. biaromaps 3THM CBOMCTBaM IIperapar
@ennBelT nMeeT BRICOKUN TEeparieBTUYECKUIN HHJIEKC.

Dapmakoounamuieckue 3¢)gexmer

OnyTHKa30H HE BEI3BIBACT HEMPEABUACHHBIX TOPMOHANBHBIX HapyIIEHUN, HE OKAa3bIBACT
3HAYUMOTO BIUSHUS Ha IEHTPATBHYIO U NEepUPEpPUUECKyI0 HEPBHYIO CHCTEMBI, XKEILyJA0YHO-
KHUIIEYHBIN TPaKT, CEPACIHO-COCYIUCTYIO U NBIXATEIbHYIO CHCTEMBI.

DapmaKkoKuHemuKka

Beacvieanue

BcenenctBue orpanndeHHOTO BeachlBaHUs (IIyTHKa30HA Yepe3 KOXKy OMOAOCTYIHOCTS IIpernapara
IIpYU HAPY>KHOM NMPHUMEHEHUH 04YeHb HU3Kasl. BHOJOCTYTHOCTE (IyTUKAa30HA IIPU IIpAeMe BHYTPh

Om3Ka K HYJIXO BCJIIEACTBUE OYCHD HU3KOI'O YPOBHA BCACBIBAHUA B KEIIYI0YHO-KUIICTHOM TPAKTE




H SKCTEHCHBHOTO MeTabo0JIM3Ma TIPH «IIEPBOM MPOXOXKACHUM) Yepe3 MeueHb, 9YT0 00eCIIeYnBaeT
HU3KHM YPOBEHb CUCTEMHOT'0 BO3/ICHCTBUS IIPH CIy9IaliHOM MPOIJIaThIBAHUH IIPETIapara.
Pacnpeoenenue

ITocie momaaHusl B CHCTEMHBIN KPOBOTOK (DIIyTHKA30H OBICTPO IOTAIAET B HKETYb U BBIBOIUTCS
yepe3 kuinedHuK. CTeneHb CBs3bIBaHUS ¢ OelTkaMM IIa3Mbl KPOBH JIOBOJBHO BeIcOKas (91 %).
®nyTHKa30H HE HAKAIUIABAETCS B TKAHSIX U HE CBA3HIBAETCS C MEITAHUHOM.

Memabonusm

CornacHO pe3ysibTataM JOKIMHUYECKUX U KIMHUYECKUX HCCIeNoBaHuM (IyTHKa30H 00amaeT
BLICOKMM MeTabOIMYecKUM KIUPEHCOM C TIOCIEIYIOMMUM OBICTPHIM BBIBEJICHHEM U3 OpraHU3Ma.
Takum o0Opazom, Mpemapar, HOCTYNHMBIIANA Yepe3 KOXY B CHUCTEMHBIH KpOBOTOK, OBICTPO
uHakTUBHApYyeTcsi. OCHOBHOU MyTh MeTaboIu3Ma — THIPOIU3 10 KapOOHOBOM KUCIOTHI; TaHHBIN
MeTaboIUT 00NafaeT o4YeHb cNabod TIIIOKOKOPTUKOCTEPOUITHOW M MPOTUBOBOCIAIIUTEIHHOU
AKTHBHOCTBIO.

Buigeoenue

CKopocTh BBIBEJICHUSI BHYTPUBEHHO BBEJIEHHOTO (DIIyTHKa30HA MPOIHMOHATA SIBISIETCS JIMHEHHON
B muamnazone 7103 oT 250 mo 1000 MKr u XapakTepusyeTcss BBICOKUM KIMPEHCOM IUIa3Mbl KPOBH
(CL=1,1 n/mun). MakcumanbHast KOHIEHTPAIHs B IJIa3Me KPOBH CHIDKACTCS IIPUOIM3UTENHHO Ha
98 % B Teuenue 3-4 4acoB, U TOJHKO HHU3KWE KOHIIEHTPAIMH B IUIa3Me KPOBU OBLTU CBSI3AaHEI C
KOHEYHBIM IIEPHOJIOM TTONTyBhIBeIeHUS B 7,8 waca. [loueunsrit kimpeHc ¢ryTuka3oHa MpornuoHaTa
He3HaunTeNbHEIH (< 0,2 %), MeHee 5 % mpenapara BEIBoguTCs B hopme MmeTabouTa KapOoHOBOM
KucIOThL. OCHOBHBIM ITyTEM BBIBEIIEHHSI SIBIIIETCS BhIIEICHUE (IIyTHKa30HA MIPOMMOHATA U €r0
MeTabOJIUTOB C HKEITIBIO.

IHoxa3zanusi K MPUMeHEHHIO

IIpenmapar ®enuBeiiT, comepxamuii >PGEKTUBHBIN TITIOKOKOPTHKOCTEPOU ] (HIIyTHKA30H,
IIPUMEHSIETCS Y B3POCHBIX U AeTel B Bo3pacte 10 meT m crapine s 00JIeTYeHUs CUMIITOMOB,
CBA3AaHHBIX C  ATONMUYECKUM  J€pMATUTOM  (PK3eMo#), CceOOpeHHBIM  JOEpPMATHTOM,
COIIPOBOYKAAIOIUXCS Pa3IpAKEHUEM WM aJUIEPTUUECKUM KOHTAKTHBIM JEPMAaTUTOM.
IIpoTuBonoka3zanus

m [loBbleHHAass YYBCTBHTENBHOCTh K JICHCTBYIOIIEMY BEINECTBY WIH JIOOOMY IpyroMmy
KOMIIOHEHTY, BXOJISIIIIEMY B COCTaB IIperapara;

m KoxHble naekimm 63 Ha3HaYeHHOW Tepalii;

m IIepBrYHEIE TOpAKEHUS KOKU OaKTEPUANBHOM, BUPYCHOM W TPUOKOBOM STHOJIOTHY;

m Po30BEIE yTpH;

m OOBIKHOBEHHBIE YTPH;

m [lepropaneHeiii epmatur;




m [lepraHanbHbIA U FeHUTAIBLHEIN 3y,

m 3y 6€3 CHMOTOMOB BOCHAIICHHUS;

m Jlerckuit Bo3pact o 10 ser.

He HaHOCHTH Ha 3aKPBIThIE YYACTKH KOXXHOTO MOKpOBa (HAIpUMEp, HA OIPENIOCTH HIIH II0J
OKKJIFO3UOHHBIE IIOBSI3KN).

C 0CTOPOXKXHOCTBHIO

[ToueuHast HEIOCTATOYHOCTD, IEUEHOYHASI HEJJOCTATOYHOCTD, ITOKUIION BO3PACT, NIETCKUHM BO3pacT
(ot 10 mo 12 ner).

IIpumeneHue NpH OepeMEHHOCTH H B IIEPHOJ IPYAHOI0 BCKAPMJIMBAHHS

DepmunvHOCMb

Jloctynusle qannbre qist orienky iustus ['KC 1t Hapy)XHOTO MprMeHeHUs Ha (epTHIBHOCTD
YeJI0BeKa OTCYTCTBYIOT. B McCeJoBaHHSX Ha )KAUBOTHBIX BO3AEHCTBHS (IIyTHKAa30HA IIPOIIMOHATA
Ha GepTHIFHOCTE HE 00HAPYKEHO.

bepemennocmo

ViMmeeTcss OTrpaHMYEHHOE KOJNMYECTBO JIAaHHBIX I10 MPHMEHEHHIO (IyTHKa30Ha BO BpeMs
Oepemennoctd. [Ipw TpOBENCHWH MCCIENOBAHUN PEIPOLYKTUBHON (QYHKIHH Yy KHMBOTHBIX
He)KesaTenbHble 3P (GEKThI, XapaKTePHbIE IS CUIBFHBIX KOPTUKOCTEPOUIOB, HAOIIOAAIN TOIBKO
IIPY BEICOKOM YPOBHE CUCTEMHOU 5KCIIO3UIIUH.

B pesynprare MOKIMHUYECKUX HCCIICAOBAHUN OBLIO BBIABIEHO, YTO HAPYXKHOE IIPUMEHEHHE
KOPTHKOCTEPOHUJIOB Y OSPEMEHHBIX JKUBOTHBIX MOXKET BBI3BIBATH OTKIOHEHHE SMOPUOHAIIBHOIO
Pa3BUTHS, OJTHAKO, 3HAYAMOCTE 3TOTO SIBICHHS 1A JII0/Iel He ObLIa yCTaHOBIIECHA.

[Ipumenenne mpenapara mpu OEpeMEHHOCTH HE PEKOMEHIOBAHO, 3a MCKIIOYEHHEM CIIy4aes,
KOIJa IoJib3a JJII MaTepH IIPEBHIIAeT MOTEHIHWANbHBIA PHUCK JUIS IUIOJA M TOJBKO IIOX
HaOMoieHneM Bpada. llepesy TpUMEHEHHEM BO BpeMs OEpeMEeHHOCTH HEoOXOJUMO
MIPOKOHCYJIETUPOBAThCsl € BpadoM. llpm 5TOM criexyeT HAaHOCUTH KpeM B MHUHHMAIBHOM
KOJINYECTBE HA MAKCUMAJIBbHO KOPOTKHHM IIepHOJ BpPEMEHH, JOCTATOYHBIX ISl IIPOABICHHUS
KIIMHAYECKOTO d(deKTa.

Ilepuoo epyonozo eckapmnusanus

bezonacuocth Teparmmm I'KC as Hapy>XHOTO NPUMEHEHUS B IEPHOJ IPyAHOTO BCKAPMIIMBAHUS
HE YCTaHOBJICHA.

OTCyTCTBYIOT HOCTYITHBIC JAHHBIE IS TIOATBEPKICHUS BOSMOKHOCTH CUCTEMHOI'O BCACHIBAHUS
I'KC mns mapyxHOTO TpHMEHEHHs B 00BEMe, JOCTATOYHOM VI MX OOHApyKEHUs B IPyJHOM

MOJIOKE.



B pesynbrare MOKIMHMYECKMX MCCICIOBAHUN OBUIO BEBIIBIEHO, YTO B MEPHOJ TPYIHOTO
BCKapMJIUBaHMS IIPU II0JKOKHOM BBEIEHHH B KOJMYECTBAX, HOCTATOUHBIX JJIS ONpPENCIICHHUS B
masme, GIyTHKa30H 00HApYXKUBAJICS B MOJIOKE.

[IpuMeHeHne mpenapaTa B IIEpHOJ TPYJHOTO BCKApMIIMBAHWS HE PEKOMEH/OBAHO, 34
WCKIFOYEHUEM CIIy4aeB, KOT[a IpefrosaraeMas IoJib3a JUIsi MaTepd IPEBBIIAeT JOOLIe
BO3MOJXXHBIE PHUCKH IUid peOenka. llepen mpuMeHEHHEM B IMEPUOJ IPYIHOTO BCKAPMIIHBAHUS
He00X0IUMO IIPOKOHCYIBTUPOBATHCS C BPAUOM.

[Tpw nprMeHeHUH IIpenapara B IEPHOJ ITPYAHOTO BCKapMITHBAHUSI ITpeliapaT He ClIeIyeT HAaHOCHTh
Ha 00J1aCTh MOJIOYHBIX JKeJIE3 A IIPEIOTBPAIEHHUS €I0 CIyIaliHOrO IPOTJIATHIBAHUS PEOESHKOM.
Cnoco0 nmpuMeHeHHs | H03b1

HapyxHo.

IToxasan B3pOCIEIM, JIAIAM IIOKHAIIOr0 BO3pacTa, AeTsM oT 10 et u crapire.

ITprmenenne Kpema 0COOEHHO MOKa3aHOo Ul 00paO0TKY BIAKHBIX MM MOKHYIIUX MOPaXKEHHEIX
IIOBEPXHOCTEH.

Hanocute kpem OeHUBEHT TOHKMM CJI0EM B KONHUYECTBE, HE OOJBIIEM, YeM HEOOXOIUMO I
IIOKPELITHS BCErO ITOPa)XEHHOI'0 YYacTKa, U OCTOPOXKHO BTHparh | wim 2 pasa B JIeHb [0
noctxeHus addexra, HO He Ooliee YeM B TedeHue 4 Helelb.

HeobxomuMo BBIIEpKHMBAaTh JOCTAaTOYHOE BpeMs JUIS BOMUTHIBaHHS Kpema @DenmBeilr 1o
HaHECEHUS CMSITYarOIIero CpecTBa.

B cnywae yXymmieHUsl COCTOSHHSA WM OTCYTCTBUS YIYUIICHHUS B TeYeHHe 2 HeNEb CIELYET
IIPOBECTHU IIOBTOPHYIO OIEHKY JICUEHHUS U IHArHo3a.

ITpu npuMenenun npenapara cieayeT CoOMOAaTh OCTOPOIKHOCTE, YTOOBI 00ECIIEUNTh HAHECEHUE
MHUHHAMAIBHOIO KOJIMYECTBA, OKa3bIBAIOIIET0 TEPANICBTHYECKOE IEHCTBHE.

Bo3oOHoBneHMe HMCXONHBIX CHMITOMOB JEpMaTo3a MOXET HACTYIHTh MPH HPEKPAINCHUH
Tepanuy KOPTHKOCTEPOUIAMH [ HAPYKHOI'O IIPHUMEHEHHs, 0COOEHHO B CIIydae MPHMCHCHHUS
BBEICOKOAKTHBHBIX MTPETapaToB.

Oco0b1e rpynmel NanueHToB

Hemu om 10 nem u cmapwe

He npumensats y nereit mmamme 10 mer. V jiereil BbIlle BEPOATHOCTH PA3BHTHS MECTHBIX H
CHCTEMHBIX 1000YHBIX 3¢ dekToB Ha (oHe npumMenenust HapykHbXx ['KC, u, B memom, geTam
PEKOMEH/TYIOTCs O0JIee KOPOTKUE KypPChI JIEUEHUS U Ha3HAYCHHE MEHEe aKTHBHBIX JIEKAPCTBEHHBIX
IIPenaparos II0 CPABHEHUIO CO B3POCITBIMH.

Crnemyer cobmromarth OCTOpPOXKHOCTH TIpH TIpuMeHeHwMu Kkpema @exmBeiit, ob6ecmeunBas
HaHECEHHe IpenapaTa B MUHUMAaIbHOM KOJIMYECTBE Ha MAKCUMAIHFHO KOPOTKHIA IIEPHOJ] BPEMEHH,

AOCTAaTOYHBIC /UL IPOABICHUS KIMHUYCCKOI'O S(b(I)GKTa.




Iayuenmul noscun020 603pacma

B KIMHHYECKHX MCCIENOBAHUAX HE OBUTO BBISIBIICHO Pa3JIMYUil B pe3yibTaTax MEX1y IpyliaMH
MAIMEHTOB MMOYKHIJIOTO Bo3pacTa U 00Jiee MOJIOJIbIX HAI[HEHTOB.

BopIas pacnpocTpaHEeHHOCTh CHIDKEHHON NEYEHOYHON UM TT0YeyHON (DYHKIUH y MAIllEHTOB
MOYHJIOT0 BO3pacTa MOYKET TMPHBECTH K 3aMEJICHHUIO BHIBEACHUS JIEHCTBYIONIETO BEIECTBA U3
OpraHu3Ma B CIIydae ero CHCTEMHOI'O BCACHIBAHMSL.

Takum obOpazoMm, kpeM @DeHuBeHT clegyer HAHOCHTh B MHHHMMAIbHOM KOJIMYECTBE Ha
MaKCAMAaJIbHO KOPOTKHHM TIEpHOJ BPEMEHH, JOCTATOYHBIE JUIsI IPOSIBICHUS KIMHUYIECKOTO
addexra.

Iayuenmol ¢ HapyuieHuem QYHKYUU NOYex U/unu nedeHu

B ciay4ae CHCTEMHOTO BCachIBaHHS (IIPU MPOJOJDKUTEIHHOM HAHECEHHM KpeMa Ha OOIIMpPHBIN
y4acToK) MeTabOoJIM3M M BbIBEIeHHE AEHCTBYIOILETO BEIECTBA 3aMEISAIOTCA y HAIMEHTOB C
HapymieHueM (YHKIUU [TOYeK W/WIM IIEYCHHU, YTO MOBBINAET PUCK CHCTEMHOM TOKCHYHOCTH.
Taxum 00pa3oM, cleayeT HaHOCUTh KpPeM B MHUHUMAJIbHOM KOJIMYECTBE HA MaKCHMAaJbHO
KOPOTKU# MEPUOJT BPEMEHH, TOCTATOYHBIE IS IPOSBICHUS TEPAIIEBTUUECKOTO IEHCTBU.
IToGouHoOE HeiicTBHE

HesxenarenbHble peakiin, MPeCTaBICHHBIE HIDKE, TEPEYHCIICHBI B COOTBETCTBUY C ITOPAKEHUEM
OpraHoB U CHCTEM OPraHOB M YaCTOTOH BCTpeuaeMOocTH. YacToTa BCTPEUaeMOCTH OIPEAETISIeTCsI
CIIeAyroIuM o0pa3om: oueHb gacto (> 1/10), wacro (> 1/100 u < 1/10), Hewacto (= 1/1 000 u <
1/100), peaxo (> 1/10 000 u < 1/1 000), ouens peako (< 1/10 000, BKIIIOYast OT/IENBHBIE CITyYaH).
Kareropuu yacToTsl ObUTH c(HOPMHUPOBAHBI HA OCHOBAHHUH MTOCTPETUCTPAIMOHHOTO HAOIIOACHHUS.

Yacrora BCTpEeYAEMOCTH HEXKETATETIbHBIX pealclmﬁ

Heoicenamenvnas peaxyus Yacmoma
ecmpeyaemocmu
Wudexmumonnsre |OnmopTyHUCTHYSCKHE HHPEKITUN Od4eHb pesKko

U IapasuTapHbIe
3a001eBaHUS

Hapymenuss  co|lloBelieHHass d9yBCTBHTENBHOCTE™: 3yn B Mecte|OYeHb pPeaKo

e 5 HAHECEHUSI, ChIllb, OTEK.

AMMYHHOU

CHCTEMBI

Hapymenuss  co|Wurubuposanue ['THC: Odenb peaxo
CTOPOHBI

SHIOKDHHHOM *  VBenW4YeHHE MACCHI Tella MU OXXHPEHHE;

—— *  MemienHas npuOaBKa Beca WX 3aJIepKKa pocTa y

IeTel;
e Kymwunarouassie YEPTHI (mammpumep,




Heowcenamenvnasn peaxyus Yacmoma
ecmpevaemocmu
JIYHOOOpa3Hoe JIMI0, IEHTPAILHOE OKUPEHUE);
*  CHmKeHHe KOHIIEHTpaIuu SH/IOTE€HHOT'O
KOPTH3071a;
e ['mmeprimkeMus WU TITIOKO3YpHS;
*  AprepuanbHas TUIIEPTEH3US;
*  Octeonopos;
e Karapaxkra;
e ['maykxoma
Hapymreauss  co|3y/l B MECTE HAHECEHHUS KpeMa. Yacto
CTOPOHBI KOXH H
e —_— Xoxenne B MeCTe HAHECEHHUS. Heuwacto
TKaHeH Hcrtondenne KoXw, arpodus, CTPUM, TeleaHrudsktasus,|O4eHb peKo
HW3MEHEHHUs MUTMEHTAIlMH, THIIEPTPUX03, aJIepruIecKuit
KOHTaKTHBIM  JepMaTUT, OO0OCTpeHHE CHUMITOMOB
OCHOBHOro  3a0oJieBaHHS, IIYCTYJIE3HBIM  IIcopuas,
SpUTEMA, CHIIb, KPAITUBHHIIA.

*MeCTHBIE pPEaKIUM TOBBIIECHHON UYBCTBUTENILHOCTH MOIYT HAIIOMHUHATH CHMIITOMBI
3a00JIeBaHus JUII KOTOPOTO MPUMEHSIETCS JaHHas TepaIusl.

Cnenyer coobmarh Bpady O MOSIBICHUHU JTIOOBIX HEXETIATENHHBIX PEaKIMi, yKa3aHHBIX BBIIIC.
Pemenue o manpHEIIeN CTpaTeruy JeYCHUs JOJDKEH IPUHUMATh Bpay.

Ecnu mo0ple M3 YKa3aHHBIX B MHCTPYKIHH HEXXENATeNbHBIX PeakIuil ycyryOstorcs, uiu Ber
3aMeTHIIM JIF00BIe Ipyrue HeXelaTeIbHbIe Peakiliy, He YKa3aHHbIe B HHCTPYKIMH, COOOmuUTE 00
3TOM Bpauyy.

Ilepeno3upoBka

Cumnmomoi

[Ipu Hapy)XHOM MPUMEHEHUHU (IIYyTHKA30H MOXKET BCACBIBATLCS B JIOCTATOYHOM KOJIHYECTBE JIJIS
TIPOSIBIIEHUST CHCTEMHOIO JCHCTBHs. BeposSTHOCTH OCTPOM IIEPENO3MPOBKH KpaiHe HH3Kasd,
OJJHAKO TIPA XPOHUYECKOW NEepeNO3UPOBKE HIIM HENPaBUIBLHOM IIPUMEHEHHH IIperapara
@enunBeliT MOryT pasBUBATHCS MPU3HAKH TUNIEpKOpTUIH3Ma (cuHapoM Mnenko-Kymunra).
Jleyenue

IIpu mepemo3upoBke GIyTHKa30oHa OTMEHY IIpemapara IIPOBOAAT IIOCTENEHHO — IIyTEM
CHIDKEHISI YaCTOTEI €10 HaHECEHUs MiTH nepexoza Ha MeHee akTuBHBIN [ KC Bo H30exaHue pucka
Pa3BUTHS TIIIOKOKOPTUKOMHOM HemTOoCTaToO4HOCTH. IIpu pa3sBUTHM KIMHHYECKOHW KapTHHEI

IICPEIO3UPOBKH IIpeIiapara rmoxKasano IIpoBECACHUC CHUMIITOMATHIECKOU TEparunun.



B3aumopelicTBHE ¢ IPYTHMHU JIEKAPCTBEHHBIMU CpeICTBaMH

CoIyTCTBYIOIIasl TEpaNus JTeKapCTBEHHBIME IIperapaTaMy, OKa3bIBAIOMIMMHA HMHIHOMPYFOIIee
neiicreue Ha wusodpepment CYP3A4 (mampumep, PUTOHABHPOM, HTPAKOHA30JI0M), MOMKET
npuBecTH K HHruOupoBanuio metabommusma I'KC, 4ro conpoBoxpacTes: yCHICHHEM CUCTEMHOTO
pozeiictBus. CTeneHh KIMHWYECKOW 3HAUYMMOCTH TAaKHX B3aWMOJICHCTBHN 3aBHCHUT OT
axTuBHOCTH MHrHOuTOpa n3odepmenra CYP3A4, no3sl u ciocoda Beenerus I’ KC, ognako takoe
B3aMMOIENCTBHE MAIIOBEPOSITHO TIPH HAPYKHOM CIIOCOOE IIPUMEHEHHS.

Oco0bie yKa3aHus

IIposieennst rumepkoptunusMa (cuaapom Hnenko-Kymmnra) m oOpartumoe MHIHOWpOBaHHE
ITHC, npuBozsdiiee K INIIOKOKOPTHKOUJIHOM HENOCTATOYHOCTH, B HEKOTOPBIX CIIydasx
BO3BHUKAIOT BCIIEACTBHE ITOBBIMEHHOTO cucTeMHOro BcackBanusi ['KC g HapyXHOTO
npuMeHeHus. B Takux cioydasx HeoOXOIMMO MOCTENEHHO IPEKPATUTE JICYEHHE, CHIKAs YaCTOTY
HaHeceHUl, WM 3aMeHuTh mnpernapar DenuBeiit Ha menee axtuBHbIE ['KC. Bresamnnoe
IpeKpalieHne JICYSHUs] MOXKET IPUBECTH K IIIOKOKOPTUKOMIHON HEJ0CTaTOYHOCTH (CM. pasiel
«ITobouHOE HEelicTBUEY).

®axTOpPBI pUCKA PA3BUTHS BEIPAXKEHHBIX CUCTEMHBIX PEaKIUH BKIIFOYAIOT CIEAYIOLINE:

* aKTUBHOCTH ¥ JlekapcTBeHHast popma I'KC i Hapy»XKHOr0 IpUMEHEHHMS],

* MPOIOJDKUTEIIBHOCTD JIEUECHNUS,;

° HaHEeCEHHUE Ha OOIMUPHBIE YYaCTKU KOXKHOIO IIOKPOBa;

* MOBBIIMIEHHAS TUPATAIlUsl POrOBOTO CJIOS IEPMBL;

* HaHEeCEHHUE Ha 00JIACTH C TOHKOHM KOXeH, Takue KaK JIMIIO;

* IOBPEXKICHHbIE KOJKHBIE TOKPOBHI WK APYTUE COCTOSHUSA, IOTCHIUAIEHO
COIIPOBOXKIAOIIHECS TTOBPEXKICHUEM KOXKHOTO Oapbepa;

° [I0 CPAaBHEHHWIO CO B3POCIBIMH y JIETEH CYyIIECTBYET BEPOSTHOCTH BCACBIBAHHSA OOJBIIErO
xonuaectBa ['KC 11t Hapy>KHOTO IPUMEHEHHS, TAKIM 00pa30oM, YBEIMUYMBAETCS PUCK PAa3BUTHSI
CHCTEMHBIX HEXKeNaTeIbHBIX peakiuii. DT0 00yCIIOBIEHO HE3PEJIOCTHIO KOKHOTo 6apbepa u Ooiee
BBICOKHUM COOTHOIIIEHHEM ILTOIIAIN TIOBEPXHOCTH Tella K Macce Tela y JIETEH 0 CPaBHEHHMIO CO
B3POCIIEIMH.

VY neteit ot 10 o 12 meT ciieayeT 1Mo BO3MOXKHOCTH H30eraTh JJIUTEIIbHON HEIPEPBIBHOM Tepanuu
I'KC st Hapy»KHOTO NpHMEHEHHs, TaK KaK CYIIECTBYET BEPOSATHOCTH yrHETEHHS (QYHKIMH
Ha/III0Y€YHUKOB.

Beimu 3apermcTpupoBaHbl Cilydad HapylleHHs 3pEeHHs IPH IIPUMEHEHHH KOPTHKOCTEPOHMIOB
CHCTEMHOTO M MECTHOIO JICHCTBHS, BO3HHUKIIME B pE3yJIbTaTe€ YBEIMYCHHS CHCTEMHOM
JOCTYIIHOCTH ¥ IpsSMOTO KOHTakTa ¢ Inasamu. CllefoBaTellbHO, IPY HAIWYMU y IIallAeHTa

CAMIITOMOB, TaKHX KaK HEYETKOCTh 3pCHHSA HIH JPYTHEC HapYWEHHA 3pCHUA, CICAYCT



paccMOTPETh BO3MOXKHOCTh HAIPABIIEHHUs IallHeHTa Ha KOHCYJIBTAlMI0 K OQTaIbMOIIOrY s
OIICHKY BO3MOJKHBIX IPHYUH, KOTOPBIE MOTYT BKIIFOUATh KaTapakTy, TJIAyKOMY WA DPEIKHE
3a00JIeBaHMsl, TAaKKe KaK IEHTpasibHas cepo3Has xopuopeturonatus (LICXP).

JinuTenpHOE HaHeceHue kpema PennBelT Ha 007acTh TMIA HEXKENATENBHO, TaK KaK KOXKa B 9TOH
obnactu Oosee mojBepxeHa aTpodudeckum uMenenusM. [Ipu nanecenun kpema @enuBelT Ha
BEKH HEOOXOJMMO CJIEJUTh, 4TOOBI Ipenapar He IMOTajall B Ijia3a, IOCKOIbKY MHOIOKpPATHBIH
KOHTAKT Iperapara co CIM3HCTON 000I0YKOH Ila3a MOXKET IPUBECTU K Pa3BUTHIO KaTapaKThl U
IIIayKOMBI.

I[Tpu BTOpUYHOM HHOUIMPOBAHUH IIOPAKEHUH KOXKH HEOOXOAMMO HA3HAYATh COOTBETCTBYIOIIYIO
aHTHOAKTEPUAIBHYIO Tepaluio. B ciaydae MOSBIEHUS MPH3HAKOB PACIpPOCTPAHEHUS] WHQEKIHH
cnenyer otMeruTh ['KC mms HapyXHOro NIpUMEHEHHsS W Ha3HAYUTH COOTBETCTBYIOIIYIO
aHTHOAKTEPUATBHYIO TEPAIIHIO.

Tepamus 'KC s HapyKHOTO NPHMEHEHHUS HHOTAA UCIOJB3YeTCsl IS JICUCHHs JepMaTHTa,
pa3sBUBAIOIIEr0OCsS BOKPYT XPOHHYECKHX $3B HIDKHUX KOHEeYHOcTeH. OIHAKO 3TO MOXKET OBITh
CONpsiKeHO ¢ ©0ojee BBICOKOM YacTOTOM MECTHBIX pEaKIUd TIMIEPUYyBCTBUTEIBHOCTH U
uHGEKITUOHHBIX ociokHeHwH. SIBHOE yrHeTenne pynkmuu [ THC (ypoBeHs KOPTH30IIa B IIIa3Me
KPOBH YTPOM MEHEE 5 MKI/AJ) y B3pOCIBIX MaJIOBEPOSTHO IIPH IPUMEHEHHM IIperapara
®ennBe#T B peKOMEHJOBAaHHBIX J[03aX, 3a UCKIIIOYEHHEM CIIy4aeB HaHECEHUs Iipemnapara Ooiee
geM Ha 50 % 1UTOIIAIM TOBEPXHOCTH TeJia ¥ B KonmdecTBe Oosee 20 I B CyTKH.

IIpemapar @enuBelT comep>XUT MUMUIOMOYEBMHY B Kade€CTBE BCIIOMOTATENILHOIO BEIECTBA,
KOTOpass MeTabOJH3upyeTcs C OOpa3oBaHMEM CJIENOBBIX KOJHYECTB (hopManbiaerusa.
@opMaTbIeTH] MOXKET BBI3BATh AIJIEPrUYECKHE PEaKIMH WA pa3JipakeHHE IPU KOHTAKTE C
KOXKEH.

BansiHue Ha coco0HOCTH YNPABJATH TPAHCIIOPTHHIMHE CPEACTBAMH, MeXaHU3MaMHU
HccnemoBanmii 10 OIleHKe BIUsSHHUS mpenapata OennBeWT Ha CIOCOOHOCTH YIpaBIIEHUS
TPAaHCIIOPTHBIMU CPEJCTBAMH HJIM MeXaHW3MaMH He TpoBoAmiaock. Ha ocHoBanum mpodmuis
HEe)KENNaTeNIbHBIX peakiwii mpenapaTa @eHuBeHT HUKaKOro HEOIAronpUsATHOTO BIIMSHUS Ha
yIpaBIIeHUE TPAHCIOPTHBIME CPEJICTBAMU U MEXaHU3MaMHU He NIPEII0IaraeTcs.

®opma BeINMycKA

Kpewm mms mapysxaoro npumenesus, 0,05 %.

ITo 15 r B rubKyr0 aIIOMHHHEBYIO TYOY, MOKPBITYIO U3HYTPH JIAKOM Ha OCHOBE SIIOKCHUIHOMN
CMOJIBI, C 3alIUTHON MeMOpaHOW M 3aKphITYIO IUIacTMaccoBOM Kpemmkoi. ITo 1 TyGe Bmecte
UHCTPYKIIMEH 10 MPUMEHEHWIO B IauKy KapTOHHYyr0. Ha BTOpHYHON yIakoBKe JOIyCTHMO

HaJIM49ue KOHTPOJISI IEPBOTO BCKPBITHUAA.



Cpoxk rogHocTa

2 roja.

He nprMeHSTh IOCJIE HCTEYEHUS CPOKA TOAHOCTH, YKa3aHHOTO Ha yIIaKOBKe.

YcioBusi XpaHeHHs

XpaHUTH IIPU TeMnepaTyp.e amwke 30°C.

XpaHuTh B HETOCTYITHOM JIJIsl IETEH MeCTe.

VceiaoBus 0TIyCKA

OtmyckatoT 6e3 penenTa.

Buiagesen peracTpamMoHHOro ygocropepenus / Opranusamnus, NPHHAMAMAA PeTEeH3HH
nmoTpeduTeIeH:

AQO «I'makcoCmutKustita Xemnckepy.

123112, r. Mockasa, [Ipecuenckas nHabepexxnas, a. 10

Ten. 8 (495) 777-9850

Dakc 8 (495) 777-9851

Tenedon 6ecniaTHol «I opsiaeit muHIm»: 8§ 800 333 4694

E-mail: rus.info@gsk.com

IIpousBoauTeb:

«I'makcoCmutKnsitn @apmacsiotukan3 C.A.», [Tomsma / GlaxoSmithKline Pharmaceuticals S.A.
Ilonsia, r. ITo3nans, 60-322, yn. I'prouBanbacka, 189 / ul. Grunwaldzka, 189, 60-322, Poznan,
Poland

ToBapHBIit 3HaK IpUHAIIEKUT WK HUcnoab3yercs [ pynnoit Kommanwuit ['makcoCvutKisiin.

CHCIII/IaJ'II/ICT II0 perucTpanuu

AO «'makcoCvutKsita Xenckep» O 77 A. H. I'maskosa



