MUH31PAB PRCCHHU

J/'I/ﬁ/azfé‘falﬂ 50519

MUHUCTEPCTBO 3JIPABOOXPAHEHUS POCCUNCKON ®FJIEPALINA
COTACOBAHO
NMHCTPYKIUS -
1O TIPUMEHEHMIO JIEKAPCTBEHHOI'O ITPETTAPATA JUJIS MEJIMITMHCKOI'O
[TPUMEHEHUM S

®enuBeiit / FeniVate

Perucrpanmonnsrii Homep: I1 N012556/02.

Toprosoe nHaumenoBanue npenapara: OennBeiit /FeniVate.

MezkayHapo/iHoe HeNATeHTOBAHHOE WJIH FPYIITHPOBOYHOEe HAHMEeHOBaHHe: (JIyTHKA30H.
JlexkapcerBennast popma: Masb JUlsl HAPY)KHOTO TPUMEHEHHSL.

Cocras

1 r Ma3u conepKuT:

HanmeHnoBanne KOMIIOHEHTOB g ; Kosm4gecrBo, mr
Heucmeyowee seuecmeso:

duryTHKa3zoHa MPOIMOHAT (MUKPOHU3UPOBAHHBIH ) 0,05
Bcnomozamenvhule sewecmesa:

[IponuneHrmmKob 50,00
CopbOurana ceckBuosear 5,00

Bock MukpokpHcTauiinyeckui 250,00

[Tapadun xuakuit 10 1,00 r

Onucanue

OpnHOpo/HAs TOTYIIpO3pavyHas Masb OT 0€JI0ro J10 mouTu O6enoro 1Bera.
®apmakoTepaneBTHYECKasi TPyIa

["IOKOKOPTHKOCTEPOU/T /11 MECTHOT'O IIPUMEHEHUSI.

Koa ATX: DO7AC17.

dapmako/I0rnyecKue CBOHCTBA

Dapmakoounamuka

Mexanusm oeticmeus

[ IFOKOKOPTHKOCTEPOU/IBI JUISE HAPYXKHOTO HMPUMEHEHHs 00J1a/1al0T MPOTUBOBOCIAIUTEIbHBIMU
cBoiictBamMu.  [IpoTMBOBOCHATMTEIbHBIE ~ CBOMCTBA ~ OOYCIIOBJIEHBI ~ MHOTOYHMCIICHHBIMH

MEeXaHH3MaMi HHIHOMpPOBaHUS 1M03/IHEH (a3l alIepruyecKux peakiui, BKI04as yMEHbIICHUE



YHuCIa TYYHBIX KIETOK, Ocia0iieHHe XeMOTakcuca M aKTHBAIlMM S03MHO(QUIIOB, CHHIKEHHE
BbIPA0OTKH IIMTOKUHOB JTUM(OIMTAMH, MOHOIIMTAMH, TYUYHBIMH KJIETKaMU W D03MHO(HIAMH, a
TaK)Ke HHruOMpoBaHue MeTaboIn3Ma apaxuJ0HOBON KUCIIOTHI.

@uyrtukazon ortHocuTesi K rimokokoptukoctepousam  (I'KC) ¢ BbIpaXKeHHBIM  MECTHBIM
NPOTHBOBOCHATUTENBHBIM  JieiicTBHEM. DyTukazoHa TMPOMUOHAT BLICOKOJIUIIO(UIEH, YTO
[I03BOJIAET €My IPOHUKATh Yepe3 JBOWHOM JIMIU/IHBIA CIIOW KIETKH-MUIICHU U CBS3BIBATHCS C
TIIIOKOKOPTUKOU/THBIMU PeLenTopaMu B 1uroruiasme. MccnenoBanus in vitro mokasaid, 4TO
(uyTHKA30H XapaKTepU3yeTcss BBICOKOH CEJIEKTHBHOCTBIO W CPOJCTBOM T10 OTHOIICHHIO K
IIIOKOKOPTHKOCTEPOUIHBIM perienitopaM. Komruieke "¢uiyTHkazoHa MpoIUOHAT - peuentop'
cruMysipyer Wi noaasiser Tpanckpunuuio uMPHK w  nocneayrommii  cunte3 Oenka.
VBenuuupaetcst BbIpaboTka (epMEHTOB, OTBEYAIOIIUX 32 TPOTHBOBOCIIAIUTEIIBHOE JICHCTBHE TTPH
CHW)KEHHMH BBIPAOOTKH MEJMAaTOPOB BOCHAJICHUS. Y BEJIMYUBAETCS BbIpabOTKAa (hepMEeHTOB,
OTBEYAIOLIUX 3a MPOTUBOBOCHAIUTEIIHLHOE JIEHCTBUE IPH CHH)KEHUM BBIPAOOTKH MEIMATOPOB
pocnasienusi. Ilpu HaHeceHHMM Ha KOXY BEpOSTHOCTh YrHET€HHUs! (YHKIMH THMIIOTaIaMo-
runoduszapHo-HaanoyedHnkoBoi cucrembl (I'THC) ne3naunrenpHa. CoriacHo KIMHHYECKUM
MCCIIE/IOBAHUSIM  [IPM  TONAJaHUM B CHCTEMHBIH  KPOBOTOK  (hIyTHKa3oH  OBICTPO
TpaHCGOpPMUpPYETCST B IEUeHH O HeakTHBHOro Metaboimta (17p-kapOOHOBON KHCIOTBI) C
HocieylonmM OBICTPBIM BbIBEJICHHEM W3 opranu3ma. biaromapsi 3TuMm cBoifcTBam mpemnapar
OennBelT uMeeT BHICOKHN TEparneBTUYECKUN HHJIEKC.

Dapmaroounamuyeckue 3¢hghexmoi

@uiyTUKa30H HE BBI3bIBACT HENPE/ABHICHHBIX TOPMOHAJIBHBIX HApYIIEHUH, HE OKa3bIBaeT
3HAYUMOTO BJIMSIHUSI HA LEHTPAIbHYIO M NMEPUPEPUUECKYI0 HEPBHYIO CHUCTEMBI, JKEIy/I0YHO-
KUIIEYHBIH TPAKT, CEPACYHO-COCYUCTYIO U JIbIXATEIbHYIO CUCTEMBI.

DapmaKkokurnemuKka

BceneacrBue orpaHuyeHHOro BcachiBaHust (PiyTHKA30HA yepe3 KOKy OHO0CTYITHOCTh IpenapaTa
IIPU HAPY)KHOM IIPUMEHEHHH O4YeHb HU3Kas. buogocTynHocTh (uiyTHKa30Ha MpU IIPHEME BHYTPb
OJIM3Ka K HYJIIO BCJIEJCTBUE OYEHb HU3KOT'O YPOBHSI BCACHIBAHUS B JKEIy/I0YHO-KHIIEYHOM TPAKTe
¥ 9KCTEHCUBHOI'0 MeTaboIM3Ma TIPH «IIEPBOM MPOXOXKICHUH) Yepe3 MeYeHb, YTO 00ecreunBaeT
HU3KHH ypOBEHb CUCTEMHOI'O BO3/IEHCTBHSI IIPH CIIydyallHOM IIPOTJIaThIBAHUHM [Ipernapara.
Pacnpeodenenue

[Toce nonaganusi B CACTEMHBIH KPOBOTOK (DIIyTHKA30H OBICTPO IOIA/IAaeT B JKEJIYb U BHIBOUTCS
yepe3 kuineyHuK. CreneHb CBA3BIBAHUS ¢ O€JIKaM¥ IUIa3Mbl KPOBHU JOBOJIBHO BbIcoKas (91 %).

(DJIYTI/IKa30H HE HaAKaIlJIMBACTCA B TKaAHAX H HC CBA3BIBACTCs C MCJIAHWHOM.



Memabonuzm

CornacHo pe3yibTaram JAOKIHHUYECKHX M KJIMHUYECKHX HCCleoBaHWH (ayTHKa3oH obiamaet
BBICOKHM METa00JIMYECKUM KIMPEHCOM € MOCIEAYIOUMM OBICTPHIM BBIBEJICHUEM M3 OpraHu3Ma.
Takum obOpazom, npenapar, NMOCTYNUBINNM uepe3 KOXY B CHCTEMHBIH KpPOBOTOK, OBICTpPO
UHaKTUBUpPYeTCs. OCHOBHOM ITyTh MeTab0IM3Ma — I'MJIPOJIU3 /10 KapOOHOBOM KUCIIOTHI; JAaHHBIH
mMeTabosuT 001a7aeT OoueHb C1aboi TIIOKOKOPTUKOCTEPOUJIHOM M IMPOTHBOBOCIATHTEIBHOM
AKTUBHOCTBIO.

Buvigeoenue

CKOpOCTh BBIBE/ICHUSI BHYTPUBEHHO BBEJICHHOTO (DJIyTHKA30HA IIPOITHOHATA SIBJISICTCS JIMHEHHOM
B jmanasone 103 oT 250 1o 1000 MKr u XxapakTepu3yeTcsi BHICOKUM KIMPEHCOM IUIa3Mbl KPOBH
(CL=1,1 n/mun). MakcumaibHas KOHIIEHTpAIMs B TU1a3Me KPOBH CHIIKAETCSI TPUOTM3UTENILHO Ha
98 % B Teuenue 3-4 yacoB, ¥ TOJILKO HU3KHE KOHIIEHTPAIIMU B TUIa3Me KPOBU ObUIM CBSI3aHbI C
KOHEYHBIM [IEPUOJIOM I10JTyBbIBeIeHus B 7,8 uaca. [Toueunslit kiimpeHc (iyTHKa30Ha pornuoHaTa
HezHauuTelbHbIN (< 0,2 %), meHee 5 % npenapata BbIBOAUTCS B popme MeTabouTa KapOOHOBOM
KHACIOTHL. OCHOBHBIM IyTE€M BBIBEJICHHUS SIBJISIETCS BbIZeJeHHE (IIyTHKAa30HA MPOIUOHATA U €T
MeTabOJIMTOB € HKETUBIO.

IToxazanust K NPUMEHEHH IO

ITpenapar ®enuBeiit, coaepxkamuit >()YEKTUBHBIA  TIIIOKOKOPTHKOCTEPOUT (PIIyTHKA30H,
IIPUMEHSETCS Y B3pOCIBIX M JieTeil B Bozpacte 10 ser u crapue /uist 00JIer4yeHusi CHMIITOMOB,
CBA3aHHBIX  C  ATOIMYECKMM  JIepMAaTUTOM  (9K3eMOM), ceOOpeHbIM  JIepMaTHTOM,
COIIPOBOJK/IAIOIIMXCS PA3IPAKEHUEM HITH aJUIEPTUYECKUM KOHTAKTHBIM JIEPMATUTOM.
IIporuBonoka3zanus

m [loBplIICHHAs YyBCTBUTEIBHOCTH K JICHCTBYIOIIEMY BEIIECTBY WM JIIOOOMY Jpyromy
KOMIIOHEHTY, BXOSIIEMY B COCTaB IIperapara;

m Koxuble uHpeximn 6e3 Ha3HAYeHHOU Tepariu;

m [lepBruHbIe MOpaKeHHs KOKU OaKTepUaTbHOU, BUPYCHONU U TPUOKOBON ATHOJIOTHH;

m Po30BblIe yrpu;

m OOBIKHOBEHHBIE YTPH;

m [lepuopanbHblii 1epMaTuT;

m [lepuananbHbIi M T€HUTATIBHBIN 3Y/1;

m 3yJ1 6e3 CUMITTOMOB BOCIIAJICHHUS

m Jlerckuii Bo3pact j10 10 ner.

He HaHOCHTH Ha 3aKpBITBIE YYaCTKM KOXXHOI'O IMOKpOBa (HAlpUMep, Ha OIPEIOCTH MM I10J

OKKJIFO3UOHHBIE ITOBSI3KH).



C 0cTOpPOKHOCTHIO

[loyeuynas HeJIOCTATOYHOCTD, IEYEHOUHAS HEJIOCTATOUHOCTh, ITOXKUIION BO3pACT, JIETCKUI BO3pacT
(ot 10 go 12 ner).

IIpumenenne npu 6epeMEeHHOCTH H B IEPHO/ IPY/THOT0 BCKAPMJIHBAHUS

DepmunvrHocms

Jlocrynubie nannbie s onenku BimsiHus I'KC Jjuis Hapy)HOTO npuMeHeHHs Ha (PepTHILHOCTh
4eJIoBeKa OTCYTCTBYIOT. B ucciieioBaHmsIX Ha JKHBOTHBIX BO3AEHCTBUS (DITyTHKA30HA TPOITHOHATA
Ha (PepPTUIIBHOCTH HE OOHAPYIKEHO.

bepemennocmo

Mmeercst OorpaHuYeHHOE KOJHYECTBO JAHHBIX [0 IPUMEHEHHIO (UIyTHKa30HA BO BpeMms
O6epemennoctu. llpu mpoBeneHMHM HCCIIEMOBAHUI PENPOJAYKTHBHON (YHKIUU Yy IKHBOTHBIX
HexenateabHbie 3G QeKThI, XapakTepHble /Ul CHIBHBIX KOPTUKOCTEPOUIOB, HAOIIOIAIN TOJIBKO
IIPU BBICOKOM YPOBHE CHCTEMHOHN IKCIIO3UIHH.

B pesynbrate MOKIMHHYECKHX HCCIECIOBAaHUN OBUIO BBIIBICHO, YTO HApy)KHOE NPHUMEHEHHUE
KOPTHKOCTEPOHJIOB Y O€PEeMEHHBIX JKHUBOTHBIX MOJKET BBI3BIBATH OTKJIOHEHHE SMOPHOHAIBHOTO
pa3BUTHUS, OJIHAKO, 3HAYUMOCTb ITOT'O SIBJICHUS JUIs JTFO/Iel He Oblia yCTaHOBJICHA.

[Ipumenenue npenapara npu OEpPEeMEHHOCTH HE PEKOMEHJIOBAHO, 3a HCKIIOUYEHHEM CIIydyaeB,
KOrja Iojib3a JUIsi MaTepu MpPEBBIIIACT IMOTEHIHAIBHBIA PHUCK JUIS IJIOJA M TOJBKO IO,
HaOmonenuem Bpava. llepen mnpumeHeHrem BO BpeMs OEpEMEHHOCTH  HEOOXOIUMO
MPOKOHCYJIBTHPOBATHCS ¢ BpadoM. [Ipuw 5TOM clielyeT HaHOCHTh Ma3b B MHHUMAJIbHOM
KOJINYECTBE HA MAKCHUMAJIbHO KOPOTKHUU IEPHOJ BPEMEHHM, JIOCTATOYHBIX Ui MPOSIBICHHS
KJIMHUYECKOTo 3 dexra.

Ilepuoo epyonozo eckapmausanus

beszonacuocts Tepanuu ['KC juist Hapy»KHOTO IMPUMEHEHUs B NIEPHO/I TPYHOIO BCKApMIIMBAHHSI
HE yCTaHOBJICHA.

OTCyTCTBYIOT JIOCTYITHBIE JAHHBIE JUISl IOJTBEPIHK/ICHUS BOBMOKHOCTH CHCTEMHOI'O BCACHIBAHMS
['KC s Hapy’)KHOTO TpUMEHEHHUs B 00beMe, JOCTATOYHOM /ISl UX OOHApYKEHHs B I'PYJIHOM
MOJIOKE.

B pesynbrare JOKIMHUYECKHX HCCIEJIOBAaHUNA OBLIO BBIBICHO, YTO B IEPHOI TIPYIHOIO
BCKApMJIMBAHHS TIPH MOAKOKHOM BBEJICHHH B KOJIMYECTBAX, JIOCTATOYHBIX JUISI ONpE/e/IeHUs B
riaszme, (hJIyTHKa30H 0OHAPYKUBAJICS B MOJIOKE.

Ilpumenenue rmpemapara B [EPUOJI TPYAHOIO BCKAapMIIMBAHUS HE PEKOMEH/O0BaHO, 3a
MCKJIFOYEHHEM CJIydaeB, KOIJia MpejroyiaraemMas II0Jib3a JUIss MaTepd IIPEBBINAET JIH0ObIe
BO3MOXKHBIE pUCKH JUIsi pebenka. [lepen nmpuMeHeHHEM B IIEpHOJ I'PYJHOIO BCKapMJIMBaHHMs

HEOOXO0IUMO MTPOKOHCYJIBTUPOBATHCS C BPAUOM.



IIpu npumMeHennu npenapara B epuo i I'py/IHOT0 BCKapMJIMBAHHUsI ITpeNapar He clie/lyeT HAHOCHTh
Ha 00J1aCTh MOJIOUHBIX JKeJIe3 JUIsl IPEIOTBPALLCHHS €0 CIIyJyaifHOTO MPOriaThIBaHusI peOSHKOM.
Criocod npuMeHeHus H 103bl

HapyxHo.

IToxazan B3poCIbIM, JIMIIAM [TOKHIIOTO BO3pacTa, aeTsm oT 10 siet u crapiie.

IIpumenenne Ma3u 0COOEHHO MOKa3zaHO It 0OpabOTKH CyXHUX, JIMXCHU(DUIMPOBAHHBIX HIIU
eIy IaluXcsi 04aros.

Hanocuts mMa3p @enuBeiit 1 wnu 2 pasa B ieHb TOHKUM CJIOEM B KOJIMYECTBE, HE OOJIbIIEM, YeM
HEOOXOMMO JUISl TOKPBITHS BCETO MOPAKEHHOT'0 y4acTKa, U OCTOPOIKHO BTHUPATH BTUPATh | MK
2 pasa B JIeHb JI0 JocTHxkeHus dddexTa, HO He Oojiee 4yeM B TeueHue 4 He/leb.

Heo0xo1umo BeIJIEp)KUBATH JIOCTATOYHOE BpeMst JUTsl BIUThIBaHUS Ma3u DennBeiit 10 HaneceHus
CMSITYaroIIero cpe/cTna.

B ciywae yxy/auieHusi COCTOSIHMSI MJIM OTCYTCTBMSI YJIYYIIEHUs B T€UEHHE 2 HeJelb Clejlyer
IPOBECTH MOBTOPHYIO OLIEHKY JICUYEHHS M JIHarHo3a.

[lpu npumenennu QuyTHKa3oHa MNPONHOHATA CleAyeT COOJII0aTh OCTOPOXKHOCTh, YTOOBI
obecreyuTh HaHECEHUE MUHUMAIBHOTO KOJIMYECTBA, OKA3bIBAIOIIETr0 TeparleBTUYECKOE JIeHCTBHE.
Bo30o0HOB/IEHHE HCXOJHBIX CHMIITOMOB JIEpMaro3a MOXKET HACTYIHTh [PU TPEKpaIieHUn
TEeparnuu KOPTUKOCTEPOUIAMHU JUISl HAPYIKHOIO MPUMEHEHHUs, 0COOEHHO B Cllyyae NpPUMEHEHHSI
BBICOKOAKTHBHBIX IIPENapaToB.

Ocobbie rpyniel NaHEHTOB

Jlemu om 10 nem u cmapute

He nmpumensite y nereit muamme 10 ner. Y jereil Bbllie BEpOSATHOCTh Pa3BUTHS MECTHBIX U
cUCTEeMHBIX MOOOUYHBIX A dexToB Ha (one npumenenus Hapyxuoix ['KC, u, B memom, aetsm
PEKOMEHIYIOTCsI 00JIee KOPOTKHUE KYPChI JICYEHHS] M Ha3HAYCHUE MEHEE aKTUBHBIX JIEKAPCTBEHHBIX
IpenapaToB MO CPABHEHHUIO CO B3POCIIBIMHU.

Creyer cobmoaTh OCTOPOIKHOCTH TPU puMeHennu Mazu OenuBeiit, obecrieunBas HaHeCEHHE
npenapata B MHUHHUMAJIBHOM KOJMYECTBE HAa MAKCHUMAIbHO KOPOTKHH TIEpHOJ BPEMEHH,
JIOCTATOYHBIE JUISI TPOSIBIICHUS KIIMHHYECKOro ¢ dekra.

[layuenmuol nosicunoz2o éozpacma

B KIMHHYECKHUX UCCIIEIOBAHHUSIX He ObUIO BBISIBJICHO pa3jM4uid B pe3ysIbTaTax MeX1y Ipylinamu
HAIMEHTOB MOKUIIOTO BO3pacTa u 00Jiee MOJIO/BIX MAIHEHTOB.

bouibIias pacpocTpaHeHHOCTh CHUYKEHHOW TEYSHOYHOH WM MOYE€YHOH (DYHKIIMU Y NTAMEeHTOB
MOKUJIOTO BO3pacTa MOIKET MPUBECTH K 3aME/UICHHIO BBHIBEJACHMS JICHCTBYIOIIErO BELIECTBA M3

Oopranrusma B Ciiydac €ro CMCTCMHOI'O BCAaCbIBAHMU .



Takum obpazom, ma3p @DenuBeiitT ciejlyer HaHOCHTH B MHHMMAJIbHOM KOJIMYECTBE Ha
MaKCHUMaJIbHO KOPOTKHMHA TEpPHOJl BPEMEHH, JOCTATOUYHBIC Ui TIPOSIBICHHS KIMHUYECKOIO
s dexra.

Ilayuenmol ¢ napywienuem QyHKyuu novex wuiu nevyeHu

B cinydae cuctemMHOro BcachiBaHHs (IIPU MPOJIOJDKUTEIHLHOM HAHECEHMHM Ma3u Ha OOIIMpPHBINR
y4acTOK) MeTabO0JM3M M BBIBEJICHHE JICHCTBYIOIIECIO BEIIECTBA 3aMEUISIOTCS y TMAlUEHTOB C
HapyleHueM (YHKIHUU MOYEeK W/MIM NEYEHHU, YTO IMOBBIMACT PHCK CUCTEMHON TOKCHYHOCTH.
Takum oOpa3om, ciiejlyeT HaHOCHTHL Ma3b B MHHHUMAJIBHOM KOJMYECTBE HA MAaKCUMAJIbHO
KOPOTKHI TIEPHOJT BPEMEHH, JOCTATOUHBIE JIUIS TPOSIBJICHUS TEPANICBTHUECKOTO JICHCTBHSL.
ITo6ounoe eiicTBHE

HesxenarenbHble peakiiuy, Mpe/ICTaBICHHbIC HUKE, EPEUUCIICHbl B COOTBETCTBUH C ITOPAKEHUEM
OpPraHoB M CHCTEM OPI'aHOB M YaCTOTOM BCTpeuaeMOCTH. HacToTa BCTPEYaeMOCTH OIpe/IelIseTcs
cieayroumM odbpazom: oueHb yacto (> 1/10), gacro (> 1/100 u < 1/10), veyacro (= 1/1 000 u <
1/100), peaxo (> 1/10 000 u < 1/1 000), ogens peaxo (< 1/10 000, BxitoUas oT/ieIbHBIC CIIydan).
Kareropuu gyactoThl ObUTH CHOPMHUPOBAHBI HA OCHOBAHUHU TOCTPETHCTPAMOHHOTO HAOIOICHUSL.

Yacrora BCTPEYAEMOCTH HEKeIATEIbHbBIX peaKumTl

Heoicenamenvnas peaxyus Yacmoma
eécmpeyaemocmu
WUudexuuonnpie |OnmopTyHHCTHYECKHE HHEKITHH Ouens peaxo
¥ T1apa3uTapHble

3a00JIeBaHUs

Hapymenuss  co|lloBpiiennass  4yBCTBUTENBHOCTE®: 3ya B Mecre|OdeHb peko

e 5 HAHECEHMsI, ChlIlb, OTEK.
UMMYHHOH
CHCTEMBI
Hapymenuss  co|Wuruduposanue ['THC: O4yeHb pesIKo
CTOPOHBI
SHIIOKPHHHOF *  VBeau4eHue Macchl Tella WM 0XKUPEHUE;
- * Meiennas npubaBKka Beca WM 3a/1€pikKa pocTa y
JIeTeH;
*  Kymmuronausie YepThl (mammpumep,
JyHOOOpa3Hoe JIUI0, IIEHTPAJILHOE 0XKUPEHHE);
*  CHuxeHue KOHIIEHTPALUU 9HJIOTEHHOTO
KOPTH30J1a;

* [unepriMkeMus WA TIIOKO3YPHS;
* AprepuaibHasi TUIIEPTEH3HS;

*  Octeornopos;

» Karapakra;

* I'maykoma




Heoicenamenvuas peaxyus Yacmoma

ecmpedaemocmu
Hapymenuss  co|3ya B MecTe HAHECEHHS Ma3H. Yacro
CTOPOHBI KOXH H
AOKeHue B MecTe HaHECEHUS!. HeuacTo
I10JIKOKHBIX
TKaHeH

Wcronuenue Koxu, atpodusi, CTpUH, TeIeaHrHIKTazus,|OueHb peko
U3MEHEHUS] TUIMEHTAI[UHU, THIIEPTPUXO03, AJJICPrUHYECKUM
KOHTaKTHBIH  JilepMartuT, OOOCTpeHHE  CHUMIITOMOB
OCHOBHOrO  3a0ojieBaHMsl, IYCTYJIE3HBIH  IICOpHa3s,
IpUTEMA, ChIITh, KPATUBHHUIIA.

*MecTHbple peaKIMM MOBBIIIEHHONH YYBCTBHTEILHOCTH MOTYT HAlOMUHATH CHMIITOMBI
3a00s1eBaHus JUISL KOTOPOTO IPUMEHSIETCS! JIaHHast Tepartusl.

Crnenyer coolmarh Bpayy O MOSIBICHHH JIIOOBIX HEXKETaTeIbHBIX peaKIMi, YKa3aHHBIX BBILIE.
Pemenue o nanpHeimeit crpareruu Je4eHus J0DKeH IPUHUMATh Bpad.

Ecnu mo0ple U3 yKa3aHHBIX B MHCTPYKIMHM HEKEIATENBbHBIX peakuui ycyryOustoTes, uin Bel
3aMETHIIH JII0OBIE JPYTHe HeXelaTeIbHbIe peaKiii, He YKa3aHHbIe B HHCTPYKIIUHU, cO00IuTe 00
9TOM Bpayy.

Ilepeno3upoBka

Cumnmomoi

[Tpu HapyXHOM NpUMEHEHUHU (IIyTHKA30H MOJKET BCACHIBATHCS B JIOCTATOYHOM KOJIMYECTBE JUIS
IPOSIBIICHUSI CHCTEMHOTO JeWcTBUs. BeposTHOCTH OCTpoW mepelo3upoBKH KpaiiHe HHU3Kas,
OJIHAKO TNpPU XPOHUYECKOHW TMepelo3UpPOBKE HIIM HENPABUJIBHOM IPUMEHEHHM Ipenapara
@enuBeiT MoryT pa3BuBaThCs PU3HAKK runepkoprunmsma (cunipom Muenko-Kymunra).
Jleuenue

IIpu nepenosupoBke (ayTHKa3oHa OTMEHY Iipernapara HpPOBOJSAT IOCTENEHHO — IIyTeM
CHMIKEHMsI 4aCTOThI €r0 HaHEeCEHUs WK nepexo/ia Ha MeHee akTuBHbIH [’ KC Bo n30exanue pucka
Pa3BUTHsL TJIFOKOKOPTHKOM/IHOH HEJIOCTAaTOYHOCTH. [Ipu pa3BUTUM KIMHUYECKOH KapTHHBI
[Iepe/I03UPOBKH IIpernapaTa nokazaHo IMpoBe/IeHHe CUMIITOMATUYECKOH Teparuu.
B3aumoeiicTBHe ¢ IPYTrHMH JIeKaDCTBEHHBIMH CPEICTBAMH

ComnyTtcTByrommas Teparus JeKapCTBEHHBIMH IIperaparaMy, OKa3bIBAIOIIMMU MHIHOUpYIOIIee
nevcteue Ha wu3odpepment CYP3A4 (manpumep, pPUTOHABUPOM, HTPAKOHA30JI0M), MOKET
npuBecTH K HHruoupoBanuio Meradosausma ['KC, uto conpoBoxaaercs yCUIEHHEM CUCTEMHOIO
Bo3jieiicTBHsl. CTerneHb KIMHUYECKOH 3HAYMMOCTH TaKMX B3aMMOJICHCTBHH 3aBHCHT OT
akTuBHOCTH HHrHOMTOpa M3odepmenta CYP3A4, no3wl u ciocoda Beenenus ['KC, ognako takoe

B3aUMO/ICHCTBHE MAJIOBEPOSITHO ITPH HAPYIKHOM CIIOCOOE IPHUMEHEHUSI.




Ocobbie ykazanus
[Tposinenust runepkoprunusma (cunjapom Muenko-Kymunra) u oOpatumoe WHruOMpoBaHHE

ITHC, npuBojsinee K TIIIOKOKOPTUKOUJIHOH HEIOCTATOYHOCTH, B HEKOTOPBIX CIIydasx
BO3HMKAIOT BCJIEJICTBUE IIOBBINIEHHOr0 cucreMHoro BcaceiBanus ['KC gns  HapyxHOro
npuMeHeHus. B Takux ciaydasx HeoOX0IMMO MTOCTENEHHO MPEeKPaTUTh JIeYeHUe, CHIKasl 4acTOTy
HaHeceHMH, oM 3aMmeHuTh npenapar @PenuBeiit na menee axtuBHbii ['KC. Buesannoe
NpPEKpaIIeHUe JICYCHUS] MOJKET IPUBECTH K ITIOKOKOPTUKOMIHOM HEAOCTATOYHOCTH (CM. pa3ziell
«ITobGounoe jeicTBUEY).

®DaxkTophl pUCKa pa3BUTHS BHIPAKEHHBIX CUCTEMHBIX PEAKIUi BKIIOYAIOT CIIe/IyIOIIHE:

* aKTUBHOCTH ¥ JiekapcTBeHHas popma ['KC jiist HapyKHOTO IpUMEHEHHST;

* IPOJIOJKUTEIILHOCTD JICUCHUS;

* HaHECeHHEe Ha OOIIMPHBIE YYACTKH KOKHOTO ITOKPOBA;

* [MOBBILLICHHAS TU/PATAIUS POTOBOTO CJIOSI JIEPMBI;

* HaHEeCeHHe Ha 00JIaCTH ¢ TOHKOM KOXKEH, TaKue Kak JIUIO;

* IOBPEIKICHHBIE KOXKHbBIE ITOKPOBBI WIIH JIPYTHE COCTOSHUS, TIOTEHIIHAIBHO
COIIPOBOX/IAOIIIMECS TTOBPEXKJIEHUEM KOXKHOT0 Oapbepa;

* 110 CPAaBHEHHIO CO B3POCIBIMH Y JIET€H CYIIECTBYET BEPOSITHOCTH BCACBIBAHHUS OOJIBIIETO
kosmmyectBa ['KC /17151 Hapy»KHOTO NpUMEHEHHsI, TAKUM 00pa30M, yBEJTMUYUBACTCS PUCK PA3BUTHS
CHUCTEMHBIX HEJKEIaTEeIbHBIX peakiuii. ITo 00yCI0BICHO HE3PEIOCTHIO KOKHOT0 Oapbepa u bosee
BBICOKMM COOTHOIICHHEM IUIOIIA/IA MMOBEPXHOCTH TeJia K Macce Tejia y JeTeH Mo CpaBHEHHIO CO
B3POCIIBIMH.

V nereii ot 10 go 12 ner cienyeT mo BO3MOXKHOCTH W30eraTh JUIMTEILHON HeNPEPHIBHON TEpaIiy
['KC juis Hapy»XHOro NpPUMEHEHHUS, TaK KaK CYIIECTBYET BEpPOSITHOCTh YIHETEHHs (hyHKIHMH
Ha/IMIOYEUHUKOB.

bouin 3aperucTpupoBaHbl Cioydau HapyIIeHHs 3PEHUS NPUH MPUMEHEHUH KOPTUKOCTEPOHUIOB
CUCTEMHOIO M MECTHOTO [JCHCTBHS, BO3HHMKIIME B pe3yJbTaTe YBEIUYCHHS] CHCTEMHOM
JIOCTYIIHOCTH M IpPSIMOTO KOHTakTa ¢ riasamu. CrenoBaTeNnbHO, NMPU HAJIMYUHK Y [AlMEHTa
CUMITOMOB, TaKMX KaK HEUETKOCTb 3pPEHUsI WM Jpyrue HapyIICHUs 3pEHUs, CIEeAyeT
paccMOTpeTh BO3MOXKHOCTH HAIpPABJICHUs IMAIMEHTAa HA KOHCYJBTAIMIO K O(QTaIbMOJIOrY JUls
OLIEHKHA BO3MOJKHBIX HPUYHMH, KOTOpPBIE MOIYT BKJIIOYATh KaTapakTy, IJIAYKOMY WM peJIKHe
3a00JieBaHusl, TaKUE KaK HeHTpalbHas cepo3nas xopuoperunonarus (L{CXP).

JlmrensHoe Hanecenre Mazu PenuBeilT Ha 00acTh JIMIIa HEXKENNATEIbHO, TaK KaK KOXa B dTOU
oOactu Oonee nmojBepkeHa arpoduueckum usmenenusiM. [Ipu nanecenun maszu @enuBeiitr Ha

BEKH HEO0OXOIMMO CJIICIUTD, 9TOOBI nmpenapar He nomnazaal B rjasa, MOCKOJIbKY MHOI‘OKpaTHBIﬁ



KOHTAKT IIperapara co CIM3UCTOH 000JI0UKOM I1a3a MOXKET IPUBECTU K PA3BUTHIO KaTapakThl U
I7IayKOMBI.

[Tpu BropuyHOM MHPUIMPOBAHUY ITOPAKEHUI KOKH HEOOXOAMMO Ha3HAUYAThL COOTBETCTBYIOIIYIO
aHTUOAKTEPHATBHYIO Tepanuio. B cilyyae MmosiBIeHHs MPU3HAKOB PACIIPOCTPAHEHHUST HHOEKIUH
cienyer otmeHuth I'KC st Hapy)KHOrO NpUMEHEHHMsS M HA3HAYUTH COOTBETCTBYIOLIYIO
aHTHOAKTEpHAIILHYIO TEPAIHIO.

Tepanus ['KC ans mHapy)XKHOro NpUMEHEHHS WHOT/A HMCIIOIb3YeTCs JUIS JICUCHHUs JIEpPMATHUTA,
Pa3BUBAIOIIETOCS BOKPYI XPOHHYECKUX $I3B HMIKHMX KOHEYHOCTEH. OJIHAKO 3TO MOXKET ObITh
CONpsDKEHO ¢ 0Oojiee BBICOKOW 4YacTOTOW MECTHBIX pEaKIMi TIUIepYyBCTBUTEIBHOCTH U
HHPEKIHOHHBIX ocokHeHUU. SIBHOE yrHerenue Gpyukiuu ['THC (ypoBeHb KOpTH301a B I1J1a3Me
KPOBH YTPOM MEHee S5 MKI//UI) y B3POCIBIX MaJOBEpOSTHO IpH INPUMEHEHMH Npenapara
®enuBeiT B pekoOMEHI0BaHHBIX J103aX, 3a HCKIIIOUYEHHEM CIIy4aeB HaHECEHUH Ipernapara Oojee
yeM Ha 50 % muiomaay moBepXHOCTH Teja U B KouuecTBe Oosee 20 T B CyTKH.

Bimsinpe Ha ¢cnocoOHOCTH YIIPABJISATH TPAHCIOPTHBIMHU CPeICTBAMH, MEXaHH3MAMHU
WccnenoBanuii 1o oneHKe BiaMsHUs Tperniapata PenuBedT Ha cnocoOHOCTH ynpaBieHUs
TPAHCIIOPTHBIMU CPEJICTBAMH MM MEXaHW3MaMH He TpoBojmiIock. Ha ocHoBaHMM mpoduis
HEeXeJlaTe/IbHBIX peakiui mnpernapara @DenuBeidTt HUKakoro HeOIAronpuUsSTHOrO BIMSHHUA Ha
yIpaBIeHHE TPAHCIIOPTHBIMH CPE/ICTBAMU U MEXaHU3MaMH HE IIPE/I0JIaraeTcsl.

®opma BbINyCKA

Maspb s Hapyxuoro npumenenus, 0,005 %.

[To 15 r B rubkyio arOMHHHEBYIO TYOy, HOKPBITYIO M3HYTPH JIAKOM HAa OCHOBE JIOKCHJIHOM
CMOJIBI, C 3aIUTHOM MeMOpaHOW M 3aKphITYIO TulacTMaccoBoi kpbimkoi. [lo 1 Tybe BmecTe ¢
MHCTPYKIIHEH 10 NMPUMEHEHHWIO B IMayKy KapToHHYyI0. Ha BTOpHMYHON ymakoBKe JIOITyCTHMO
HAJIMYUE KOHTPOJISE HEPBOTO BCKPBITHUS.

Cpoxk rogHocTu

2 roja.

He npuMeHsTh mocie HCTeYeHUs CpoKa rOJJHOCTH, YKa3aHHOTO Ha YIIaKOBKE.

YciioBust XxpaHeHust

Xpauuth npu temnepatype Huxe 30°C.

XpaHUTh B HEJOCTYITHOM JIJIS1 JIETEH MecTe.

YeioBus ormycka

Otnyckarot 6e3 perenra.

Buapenen perucrpanuosnoro yjocropepenusi / Opranusanms, NpUHAMAKOMAA NPETEH3HH
noTrpedoHTeIeH:

AO «I'makcoCmutKnsitn Xenckep».



123112, r. Mocksa, IIpecnenckast nabepexnasi, 1. 10

Ten. 8 (495) 777-9850

Dakc 8 (495) 777-9851

Tenedon d6ecriarnoii «'opstaeit munum»: 8§ 800 333 4694

E-mail: rus.info@gsk.com

IIponsBoauTein:

«I'makcoCmutKusitn @apmacerotukans C.A.», [oasmia / GlaxoSmithKline Pharmaceuticals S.A.
[Tonpiua, r. [To3nans, 60-322, yiu. I'prioBanbacka, 189 / ul. Grunwaldzka, 189, 60-322, Poznan,
Poland

ToBapHbIif 3HaK MPUHAVISKUT WK ucnoibzyercs ['pynmoi Komnanuit I'nakcoCmutKusiita.

Crenuanuct no perucTpanuu

AO «I'makcoCmutKisitn Xenckep»




