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HHCTPYKIHUA IO MEAUIIMHCKOMY NPUMEHEHUIO
JEPMOBEWT

Toprosoe nassanne npenapara: JlepMoBeiiT

Heiicteyromee Bemecrso (MHH): kno6eraszona NIPOITMOHAT

JlexapcTBennas gopma: Ma3p

Cocras:

axKmueHole unepeduenmor: Knobetasomna npormuonar 0,05375 % m/m

HeakmueHble unepeOuenmol. TPOMHICHITHKONEL 5,0% M/M, copOuTan ceckBuosear 0,50% m/m,
Gensiit markuit napadgus 10 100% M/M (em. paszen Ocobvie YKa3anus).

Onucanue: oHOpoHAs IPO3paYHast Ma3k 0T GEJIOTO J10 IOYTH GEJIOro uBera.

PapmakoTepaneBTHUECKAs IPyNa: KOPTHKOCTEPOM/IBI, OYCHB BHICOKOAKTHBHBIE (Tpymia [V)
Kon ATX: DO7AD

®apMakoJIOrHYecKHe CBoCTBA

Mexanusm JieiicTBus

Koprukocrepouner mis Hapykmoro mpuMeneHus JNEHCTBYIOT KaK IpPOTHBOBOCHAIHUTEILHEIE
ArCHTEI TIOCPEICTBOM HECKOJIBKMX MEXaHH3MOB MHTHOMPOBAHHS I03/HEH (a3l aliepruueckux
PeaKiuii, BKIOYas yMEHBIICHHE IUIOTHOCTH TYYHBIX KIETOK, YMEHBUIEHHE XEMOTAaKCHCa H
AKTHBALMU J03HHO(HIIOB, yMEHbIICHHE NPOAYKIHMH [UTOKHHOB JIMM(OLUTAMH, MOHOIIUTAMH,
TYYHBIMH KIICTKAMHM H J03HHO(QUIIAMH, a TaKKe IMOJaBIEHHEe MeTabou3Ma apaxHI0HOBOM
KHCIIOTBL.

{apmMakoIMHAMHYECKHE BO3IEHCTBHS

Koprukocreponasl 11 Hapy®HOTO HpHMEHEHHS 06JIaAOT IIPOTHBOBOCIIATTMTEILHEIMH,
[IPOTHBO3YHBIMH H COCYIOCYKHBAIOIIUMH CBOHCTBAMH.

DapmaKoKuHemuxka

BceacbiBanue

Koprukocrepounsr st mapysxHOro npHmeHeHus MOIYT BCACHIBATBCH CHUCTEMHO Yepes
HCTIOBPEICICHHYIO  310POBYIO  KOXKy. CTeleHb NPOHHUKHOBEHHS KOPTHKOCTEPOHIOB Ul
HAPYXKHOr0 HMPUMEHEHHA 4YEPEe3 KOXY ONPEAENACTCS MHOTMMH (DAKTOPAMH, B TOM YHCIIC
OCHOBOH  JIEKAPCTBEHHOTO  MpEMapara ©  MeJOCTHOCTBIO SMHUACPMabHOTO  Oapbepa.
IIponuKHOBEHHE Yepe3 KOXKY MOXKET YCHIMBATHCS IIPH HAJIOXXEHHH OKKJIFO3HOHHBIX IIOBS30K,
BOCIAJICHHH KOYKH M/HIM HAJIMYUH JPYTrUX 3a60/IeBaHuii.

B oxHoM nceneoBannu y moneit co 310poBoil Koskeit Cpe/Hss MaKCHMallbHAasl KOHIEHTpaLHs]
K106€Ta30/1a NpOINHOHATa B IIa3Me KPOBH cocTasisiia 0,63 Hr/mi 4epes 8 yacoB mocie BTOPOro
HaHeceHus knobeTasona npomnuonara mMasu 0,05% B goze 30 ¢ (uepe3 13 gacoB mocse meproro
npuMeHenust). Ilocne manecenus BTopoit mo3er 30 T Ki1o6erazona npomroHara kpema 0,05%
CPEAHHC MAKCHMAIbHBIC KOHUEHTPAIMH B IUIa3ME KPOBM OBLIH HEMHOTO BhINIE, YeM IIpH
NIPAMCHCHAH  MasH, W JOCTHraykch depes 10 dyacoB mocie HaHeceHus. B oTAenbHOM
MICCIICIOBAHMH CITYCTs 3 Yaca I0cjie OAHOKPATHOTrO MPUMEHEHHS KIIo6eTas’ona [POINHOHATA Ma3u
0,05% B no3e 25 r y manMeHTOB c [ICOpPHAa30M H 3K3€MOH CpemHie MaKCHMaIbHBIE
KOHIIEHTPAIMH B [JIa3M€e COCTABJISUIH MPUOIM3UTENEHO 2,3 HI/MI U 4,6 HI/MJI COOTBETCTBEHHO.
Pacnpenenenne

ITockonbKy ypoBHH LHpKYIMPYIOMETo mperapara 3HAYMTENHLHO HHIKE YPOBHS OIIpe/ieeHUs
HEOOXO/IHMO UCIIOJIB30BaHkE (APMAKOAMHAMHUECKHX KOHEUHBIX TOUCK JUIS OLECHKH CHCTEMHOI
SKCIO3UIMH KOPTHKOCTEPOUJIOB /I HAPYKHOTO IIPUMEHEHHUS.




Metabosnzm

IIpennonaraercst, 410 MOCITE YPECKOKHOrO BCACHIBAHMS METAGOIHIM KOPTHKOCTEPOHJIOB IS
HapyXHOTO HpPUMCHCHHS CXONEH ¢ MeTaboNnu3MOM KOPTHKOCTEPOMIOB IPH CHCTEMHOM
BBe/ICHUH. OHH MeTabOIH3UPYIOTCS TIaBHBIM 00pa3oM B neyeHH.

BriBenienue

KoprukocTepou/st fuist Hapy»KHOTO IPHMEHEHHS BHIBOSATCS TOUKAMH. Kpome Toro, Hekotopsie
KOPTHKOCTEPOUIBI H HX METaOOIHUTHI TAKIKE BBIBOJIATCS C HKETUBIO.

Ilokazanus kK npuMeHeHHIO

IIpenapar JlepmoBeiiT mMa3sb SBISETCS BBICOKOAKTHBHBIM KOPTUKOCTEPOH/IOM Ul HAapy>KHOTO
TPUMEHCHH, [IOKA3aHHBIM K IPHMEHEHHIO Y B3POCIIBIX, AIMEHTOB TIOKHIIOTO BO3pacTa U JeTei
B BO3pacte crapuie | roga ansd ofierdeHds CHMIOTOMOB BOCTIANEHHS W KOXKHOLO 3yaa npH
ACPMATO3aX, YyBCTBUTEIIbHBIX K TEPAIIHH CTEPOMIAMH.

OHu BKITIOYAIOT ClIeyroNIne 3a00JIeBaHHS:

- [ICOpHa3 (3a UCKITFOYEHHEM PACIPOCTPAHEHHOTO GIIAIIKOBHIHOIO NcopHasa);

- TPYZIHO IIOJUIAIOLIHECH JIEUEHHIO JIEPMATO3bI;

- KPaCHBIH IUIOCKMH JTHINAN;

- IUCKOMIHAS KpacHas BOJIYAHKA,

-Apyrue 3abojieBaHHA KOXH, HPH KOTOPBIX OTCYTCTBYET YIOBJIETBOPHUTEJNIbHBIA OTBET Ha
JICYCHUE MEHEE CHIIbHBIMU CTEPOHIAMH.

Cnoco® npuMeHeHHS U /1031

Masp npennasHauena juis HaHeceHHs Ha MIOPAXKEHUS KOMKH, CONPOBOIKIAIOIIHECH CYyXOCTEIO,
YTOJIICHUEM BIHAECPMHUCA HITH LIETyIICHHEM. '

B3apocibie, 1anMeHTE I0KUIOT0 BO3PACTA U JIETH B BO3PACTE crapuie 1 roja

IIpenapar cnenyer HAaHOCHTH TOHKHM CIIOEM H OCTOPOXKHO BTHPATH, IPUMEHSS B MHHUMATBHBIX
KOJIMHCCTBAX, MOCTATOYHBIX IS IOKPHITHSL BCEIO NMOPAXEHHOIO YYacTKa KOXKH OJMH WIH JIBA
pasa B CYyTKH B TCYEHHUE JI0 4 HENEND [0 YJIYYIICHUS COCTOSHHSI, 3aTEM CJIEITyeT CHU3HTD 4acTOTy
HAHCCCHUA MM 3aMCHUTE [IPENapaT Ha MeHee CHJIbHBII. [Tociie kammoro mpuMeneHus npernapar
HEOOXOMMMO OCTABHTH HAa JOCTATOYHOE BpEMs JUIA BCachIBaHUS IIepe) HaHECEHHEM
CMATYAFOIIETO CPE/ICTBA.

Jns Kynuposanus 0GOCTPEHHH MOXKHO IPOBOJATE TTOBTOPHBIE KOPOTKUE KYPCHI JIEYEHHUS
npenapaToM JlepMoBeiiT Mass.

Ilpn Gonee CTOMKHMX NOpaKEHHSX KOXKH, OCOBEHHO IpH HAJIMYHH TUMEPKepaTo3a, IpH
HEOOXOMMOCTH, MOXKHO YCHIIMTH AeHCTBHE npenapara JlepMoBeHT Mash myTeM HaloXKeHHs
OKK/IFO3HOHHO# IOBA3KH U3 MOJHITHICHOBOH IUTCHKH Ha o0paboTaHHyIO 110BepxHOCTD. OBBIYHO
AL IIOJIYMCHHSA  yNOBICTBOPHTENBHOIO — OTBETA JIOCTATOYHBIM  SBISETCS  HAIOIKEHHE
OKKIIIO3MOHHOH IOBSI3KH Ha HOYb. B nansHeiimem yiyumenne o6bam0 yAQeTcs MOANEP,KUBATD
C MOMOIIBIO HAaHECEHHUS TIpenapaTa 0e3 MOBI3KH.

Ecnu B Teyenne 2-4 mezmens coctosHue YXYAWAETCA WM HE YIydIlaeTcs, ClelyeT IPOBECTH
IIOBTOPHYIO OLIEHKY AHArHO34d H JICUSHHS.

Jleuenne He nomwxHO nposomKaTEes Gonee 4 Henens. Ecim HEOOXO0IMMO NIPOJIOJKEHHE JIEUEHHS,
CJIE/IYCT MPUMEHSITH MEHee CHIBHBIH Mpenapar.

MakcumainbHast HeleIbHAs 103a He JOIKHA npeBeath 50 r B Henemro.

ATonndeckuit gepmMarur (3K3ema)

Ilpn  JOCTHXKEHHH KOHTPOJNS CEAYeT MOCTENeHHO OpeKpaiark TepanHio IIPernapaToM
HepMoneiiT Ma3b u nepelTr Ha TONCPIKUBAIOIIYIO TEPAIHIO CMATYAIOLIMM CPEICTBOM.

Ilpu peskoM mpekpaineHun Tepamuu npenapatom JlepMOBeHT Mask BO3MOMKHO BO30GHOBJICHHE
CHMIITOMOB NPEIIIECTBYIOMUX A€PMATO30B.

Tpyano nopnaromumecs: JieveHAI0 AePMATO3bI

[TanmenT ! ¢ YacThIMKU DELHAHBAMHE




Hocne sdpdexruBHOrO nevenus OCTPOro oSmnu30[a MPH TOMOIIM HENpephIBHOI TEpanuu
KOPTHKOCTEPOMJAMH ULl  HAPYIKHOTO NPUMCHEHHS  CIIEYET pAacCMOTPETH BO3MOXKHOCTD
ICPHONIMYCCKOr0  NIPUMEHEHHs IIpenapata (OJMH pa3 B CYTKH, J1Ba pa3a B HeJemo, Oe3
OKKITIO3HOHHOH MOBs3KH). BBUIO mMokasaHo, uyto neyenme B COOTBETCTBHH C TaKUM PEIKUMOM
IIOMOTaeT CHU3HTh YaCTOTY PEIHIUBOB.

Cnenyer niponokaTs HaHeceHHe TIpeliapara Ha BCe Y4aCTKH, KOTOphIe OBUIM paHee MOPaKEHbl,
WM Ha Y9aCTKH BO3MOXKHOTO pa3BHTHsS peNHAMBA. JlaHHBIH PEXHM JIEYCHHS CIIEAyeT
KOMOMHHPOBATL O CTaHJapTHbIM ~ €XETHCBHBIM IPUMEHEHHEM CMSATYarOIHX CPEJICTB.
Heobxonumo perymspro IIPOBO/IUTE OLEHKY COCTOSHMS IAIHEHTA, a TAKIKE ITOJIL3LI M PHCKOB
MPOJIOIKEHHS JIEYEHUS.

Heru

IIpumenenne npenapara HepMoBeliT Mase mpoTHBONOKA3aHO y JNeTel B Bo3pacre MIajlie
OJIHOT'O rojia. ' ‘ '

Hetn  Gonee CKIOHHBI K Pa3BHTHIO  MECTHBIX M CHCTEMHBIX IOOOYHBIX peaKimii
KOPTHKOCTCPOU/IOB JUIsl HAPYXKHOTO NPHMEHEHHS U B L[eJIOM, HYXIAIOTCS B 0Jice KOPOTKHX
Kypcax Teparnu 1 IpHMEHCHHH MEHEe aKTHBHBIX CPECTR, UeM B3POCIIBIE,

Crenyer  cobmiosate  0CTOPOXKHOCTE NpH  NPUMEHEHHWH npenapara, 4ToOBl 06eCHeqnTh
HaHECCHHE MHHMMAITBHOIO KOJIMYECTBA, OKA3BIBAIOLIETO TepaneBTHYeCKoe NeHCTRHE.

llanueHTh I0KUIOT0 BO3pacTa

B kmmHMYECKHX HCCleOBAHUAX He GLUIO BEIABICHO Pa3NMYui B OTBETE HA JICYCHHE MEKIY
TIALMCHTAMH TIOXHJIOTO BO3pacTa M MALMEHTaMH GOJee MOJIOJOro BO3pacra. bomee Bricokas
YacTOTa BCTPEYAEMOCTH CHHDKEHHOH (DYHKIMHM TEYE€HH MM IOYeK y TANHUEHTOB IOYKUIOTO
BO3pacTa MOXCT 3aMEUINTh BBIBEIIGHHE B CJIy4ae CHCTEMHOTO BCACHIBAHMS npenapara. Ilo
JAHHOW MPHYMHE CIEAYET NPUMEHATh MHHUMAIBHOE KOJIMYECTBO MperapaTa Ha HPOTSKEHHH
KaK MOXXHO 0ojiee KOPOTKOro mepHoa BPEMEHH JUIS JIOCTHXKEHHUS JKEJAEMOro KIHHHYECKOTO
apdexra. '

[anuenTsl ¢ Hapyuenuem (GYHKIIHH mouek/nevenu

B ciyuae cucremnoro scaceiamms (IIpH HaHECEHHH Ha yYacTOK ¢ OOIIMPHOI IOBEPXHOCTHIO HA
HPOTSDKCHHH  JTHTEIEHOTO IICPHOAA BPEMEHH) BO3MOXKHO 3aMCUICHHE MeTabou3Ma U
BBIBCICHHS, YTO B CBOIO OYEpeb IIOBBINIACT PHCK Pa3BUTHSI CHCTEMHOIO TOKCHYECKOTO
necreus. Ilo manHOM npuunne CHIEAYCT NPUMEHSATh MUHHMAJIbHOE KOJIMYECTRO Mpenapara Ha
TMPOTAIKCHUM KaK MOXHO Gojiee KOPOTKOIo meproua BPEMEHM IS JOCTHIKEHHS JKeJTaeMoro
KIIHHHYECKOT 0 d(deKTa.

Ipumenenue u obpawenue

Croenuaneusle TpeGoBaHHS IS IIPUMEHCHHUS WM Oo0palienus ¢ JaHHBIM [IpenapaTomM
OTCYTCTBYIOT.

IHo6ounbie neiicreng
Hexenarenensie nexapcrrenmbie peakunu (HJIP) nepeumciieHBl HUXKE B COOTBETCTBHH ¢
KJ1accamu cucteM opranoB MedDRA u wactoToi BCTPEYAEMOCTH.
YacroTa BeTpeuaemocTu onpenensercs CIIEIYIOIUM 00pa3oM:
Ouens vacro (>1/10),

Yacro (>1/100, Ho <1/10),

Hewacro (>1/1000, wo <1/100),

Pezko (=1/10000, Ho <1/1000),

Ouensb penko (<1/10000), BKiTEFOUas OTIETBHELE CIIy4aH.

/annbie, moay4ennsie mpu NOCTPErHCTPANHONHOM NPHMEHEHHH
Vndexumonnble 1 napa3utapusie 3a601eBatus

Ouenv pedxo: onmopTyHHCTHUECKAS HHpEKIHsI

Hapyiuenns co croponsl HMMYHHO¥M cHCTEMbI

Ouenv peoxo: MECTHas THIEPIYBCTBHTCIBHOCTE

Hapyinenust co cTopons! sHIOKpUHHOH cHCTEMEI




Ouenv pedko: nonasneHue THIoTaJIaMo-THIopu3apHO-Haamoyeunukosoit (ITH) cicremsr

Kymmnrounnsle npusnaxu: (manpumep,
TUIY), 3ajepiKKa [IPUPOCTAa MAacChl

J

FH]’IGPFHHKGMHH/I‘JII/IKQB)’I)HSI, apTepraibHas THIICPTEH3HS, YBEJIMYCHHUE MACChl TEJ

YHOOOpPA3HOE JIHIO, OXHPEHHE 110 HEHTPATBHOMY

CHHIKCHHE KOHLEHTpalHH 3HI0T€HHOTO KOPTH30J1a, aJIOIICHHA, JOMKOCTE BOJIOC

Hapyienus co CTOPOHBI OpraHa 3pcHHs

Ouenb pedko: xaTapakTa, EHTpaTbHAS CEPO3HAS XOPHOPETHHONATHSI, TJIAYKOMA
HapyuieHus co cTOpOHBI KOKH ¥ I10IKOKHEIX TKAHEH

Yacmo. 3y11, MECTHOE OLLYLIEHUE HOKCHUS KOKU/GONE3HEHHOCTE KON
Heuacmo: atpodus kosxu*, crpun*, Teneanrnsxrasun®

Oyeno pedro: MCTOHYEHHE KOXKH*. MO IIHHACTOCTE KOXKU™®, CYXOCTL KOXH*,
> ,» C¥X

IMIMEHTAllMK™,  THIIEPTPHXO03,

Tena/3aMeieHue pocta 'y jered, o0cCTeomopos,
a/oxupeHue,

H3MEHEHHE

000CTpeHHE  CHMITOMOB OCHOBHOTO 3abosieBanus,

AIUICPrHICCKHH KOHTAKTHBIH JePMaTHT/AEPMATUT, IIyCTYJIe3HBIH TICOPHA3, BPUTEMA, ChIlb,

KpallTUBHHIIA, aKHE

OGU.IHG PACCTPONCTBA M HAPYILUEHHS B MecTe BBCACHHAI

Ouenv pedro: pasnpaxeine/6ois B MecTe H

* Hamenenus xoorcu, 6MOPUYHBIE NO OMHOL
nodAaeIeHUA 2UNOMANAMO-2UNODUZAPHO-HAC

IlporuBonokaszanus
Ilpenapat lepmMoBe#iT Masp He CIeNyeT IpH
- HE JICYCHHBIC HHMEKIHH KOXKHU;

- po3ariea (po30BbIe yrpu);

- OOBIKHOBEHHBIE YIPH;

- 3y/1 6€3 Bocnanenus;

- IEPHAHANIBHBIN W FEHUTATBHBIN 3y1;
- IIEPHOPABLHEIN JlepMaTHY.
[Mpumenenue ﬁpenapara HepMoBeiiT ma3
BO3pacTe MiIafIie OQHOTO rojia, BKIoYas e

JlexapcrBeHHbie B3anMoeicTo I
Beuto  moxasamo, wro mpu  omHOBpemen

uHrHOKpoBaTh usodepment CYP3A4 (mHar
IIO/IaBICHHEe METabOJIM3Ma KOPTUKOCTEPOH]
SKCno3uIMK. CTeneHp KIMHUYECKON 3HAYM]

crocoba npHMeneHHs KOPTHKOCTEPOHIOB,
CYP3A4.

Hecoemecmumocmu

HecoBMecTuMOCTH He BEIABIICHO.

Ocobnie ykazanus

IIpenapar JlepmoseiitT mazn ClIeJlyeT NpHME
THIICPYYBCTBUTEJILHO
BXOJISIIIHAX
THICPYYBCTBUTEIBLHOCTH (cM. paspen [lo

aHaMHe3¢ MECTHYIO
BCIIOMOTaTeIbHBIX BEILIECTB,
CHMIITOMBI COCTOHHHSI, 110 IIOBOOY KOTOPOTO
B PE3YNLTATe YCHIEHHOTO CUCTEMHOIO BCAC
HEKOTOPBIX [IaIAEHTOB MOTI'YT pa3BUBATHCH ¢
)51 OﬁpaTHMOG TIOAABJICHHE TI'HITIOTAJIAMO-THII(
OPHBOAHUT K T JIIOKOKOpTI/IKOCTCp()H,[[HOﬁ H

YKa3aHHBIX BBIIE CHMIITOMOB, TIperapar ci

qaCcTOThl HaHECEHHS HIIH IIYTEM 3aMCHb.

AHECEeHHUsI
UEHUIO K MECIHBIM U / Ul CUCIEMHBIM dghermam
noueunuxogoti (I'TTI) cucmemi.

MCHATH JJIsI JICUECHHUSI CIICOYIOLINX COCTOSHUN;

h MPOTHBONOKA3aHO IIPH JepMaTo3ax y jereif
PMAaTHUTHI.

HOM  MPUMEHEHUH  IIPENapaToB, KOTOPHIE MOTYT
IPAMEp, PHTOHABHP M HTPAKOHA30I), TIPOHCXOJUT
10B, YTO NPHUBOAMUT K YBEIHYEHHIO UX CHCTEMHOIR
MOCTH TaKOI'0 B3aUMOMAEHCTBHSI 3aBUCUT OT JIO3BI U
A TAIOKE OT aKTUBHOCTH MHIHOHTOpa m3odepMeHTa

HATh C OCTOPOXHOCTBIO y NAIHEHTOB, UMEIOIIHX B
CTh K KOPTHUKOCTEPOHIAaM MIH K J000My H3
B cocras mpermapara. MectHble  peakiuu
bounble Oelicmeus) MOTYT OBITL IOXOXHUMH Ha
IIPOBOIUTCS JICUCHHE,

BIBAHHS CTEPOMIOB JULsSL HAPY)KHOTO MPHMEHEHHMS Y
PHMIITOMBI THIEPKOPTHIH3MA (CHHIpoM Kymimara)
0husapHo-HamoueyHnkoBoit (I I'TI) cucremsl, yto
CMOCTATOYHOCTH. Ecnu wabmopaercs mo6oil uz
CIYET OTMEHATB IOCTENEHHO MYTEeM YMEHbBIICHHS
I MCHCE CHJIBHBIM KOPTHKOCTEPOMZOM. Peskoe




IIPEKPAIICHHE JICHEHUSI MOXKET NPHBECTH K TJIFOKOKOPTHKOCTEPOUTHON HEJOCTATOYHOCTH (CM.
paszen Iobounvie oesicmeus). '
DakTopaMH PHCKa YCHIICHUS CHCTEMHbIX 5(phEKTOB SBIAIOTCS:

- @KTHBHOCTD H JICKapCTBCHHAs (PopMa CTEpOMIOR s Hapy’»KHOI'0 MPUMEHEHHS;

- IPOIOIKHTEIBHOCTD BO3AEHCTBYS; '

- HAHCCCHHE Ha MIOBEPXHOCTH OOIMPHON IIOMaH;

- IPHMMEHCHIE Ha 3aKPBITBIX y9acTKaX KOXH (HalpuMmep, Ha YHacTKax ¢ OIpeJIOCThIO HMIIM 1101
OKKJIFO3HOHHBIMH ~ 1I0BA3KAMH  (y ~ MIJIAZEHIEB  TOATY3HHKH MOIYT  BBIIOJNHATH  POJib
OKKITFO3HOHHOH MOBSI3KH));

- OBBIMICHHOE YBIAXXHEHHE POTOBOIO CIIOSL;

- PUMCHEHUE HA y4aCTKaX C TOHKOW KOXel, TAKHX Kak JIULIO;

- HAHECCHHC Ha MOBPEKICHHYIO KOXKY HIH NIPH IPYrHX COCTOANMSIX, KOT'1a MOJKET HApYLIATHCS
KOXKHEBIN Oapbep;

- [0 CPaBHEHHIO CO B3POCIIBIMH Y JETCH U MIIaJICHIIEB MOXET BCACKIBATHCSI MPOTIOPLHOHAILHO
OoJIbIlIee KOMMYECTBO KOPTHKOCTCPOUIOB JUISl HAPYIKHOTO IIPUMEHEHHS U, TAKHM obpazom, oHH
MOTYyT OBITE B Gonblmell cremeHn NIOABEPICHBl  PA3BUTHIO CHUCTEMHBIX HEXKeIaTe/IbHBIX
9DDEKTOB. ITO CBA3ANO C TeM, UTO NETH HMEIOT HENOCTATOIHO 3PeIIblii KOXKHBIH Gapbep u
Gonbllge OTHOMEHHE MI0MAH TIOBEPXHOCTH TeJla K Macce TeJia [0 CPaBHEHHIO CO B3POCIIBIMH.
Coobmiaiiocs 0 HapymeHusx 3pexus Y MAlMeHTOB, PUMEHSIOIMX CHCTEMHbIE H/HITH MECTHbIE
KopTukocTepousl. Ecnu y manuenTta HeueTkocTs 3PCHHS UIIK JIPYTHE 3PUTENbHBIC HAPYIICHHS,
PacCMOTPHTE BO3MOMHOCTD OLIEHKH BO3MOKHBIX MPHYHH, KOTOPEIC MOTYT BKJIIOYATh KaTapakTy,
TJIayKOMY MITH LUEHTPAIBLHYIO CEPO3HYIO XOPHOPETHHONATHIO,

o BosmoxHOCTH, Cienyer uaGerath JUTHTENBHOIN HETIPEPLIBHOW Tepanui KOPTHKOCTEPOHAAMH
AL HAPY)KHOTO NIPUMEHCHHS Y MJIAJICHIIER U JieTell B BO3pacTe /10 12 JeT, Tak Kak 3T0 MOXKET
IIPUBECTH K IIOJIABJICHHIO (DYHKIIHH HAAIIOYEUHHKOB.,

Hetu Gonee cxmoHHBI K PasBUTHIO  aTpPOQHYECKHX  H3MEHEHHI IpH  JICYCHUH
KOPTHKOCTEPOUIAMH IS Hapy:KHOTO npumeHeHus. Ecimm TpeGyercss npumenenue npernapara
HepmoBeiiT Masp y nerei, PEKOMEHJIyeTCst, YTOOBI KypC JIeYeHHs OrPaHAIHBANICS HECKOJIBKIMIT
AHAMU U €XKEHEeeIbHO epecMaTpHBAacs.

IoBblmienne prcka nHbEKIUA UpH HAOKESHAH OKKJIIIO3HOHHOM ITOBA3KH

Tennble BrakHble ycnoBHMS B cKuamKax KOXH, a TaK)K€ CO3HMaBaeMBIe IMPH HATOKEHHUH
OKKIIO3MOHHOH MOBS3KH, CIIOCOGCTBYIOT —pasBHTHIO OaktepuanbHOl  uHpeKIHL. ITpu
HMCIOJIP30BAHHH OKKIIIO3HOHHOR IOBSI3KH CHEAYeT OdMIIaTh KOXy TIepe] HAIOKEHHEM HOBOL
IIOBSI3KH,

[pumenenue npu ncopuaze

Crenyer ¢ 0CTOPOKHOCTBIO NPHMEHSTS KOPTUKOCTEPOH/IbL 1UIsl HAPYIKHOLO IIPHMEHEHHS IIpH
AICUCHMN TICOpHasa, MOCKOJBKY B HEKOTOPHIX CIy4asX OBIIO 3apEeruCTpUpPOBaHO IOSIBICHUE
PCUMIHBOB  3a00/IeBaHNA, DPA3BHTHE TONEPAHTHOCTH K Npenapary, pHCK BO3HHKHOBEHHS
FEHEPATH30BaHHOIO  IyCTYIE3HOrO [ICOpHa3a M pa3sBHTHE MECTHBIX MWJIH CHCTEMHEIX
TOKCHYECKHX PeaKluii BCIICACTBHE HAPYIEHUS GapeepHOl (GyHKIME KOMXKH. ITpu npumenenun
AT JICIEHHS [ICOPHA3a BaXKHO BHUMATEIIBHOE HAGIOACHHE 33 MAITHEHTOM.

ConyrctByromue HHbEKIHHT

Ilpy muduuupoBanuu ouarop BOCHAJICHUA, ITOABEPTaeMbIX IEUCHHIO, CIEAyeT MpHMEHsTh
COOTBETCTBYIOIIYIO aHTHMHKPOOHyI0 Tepanmio. ITpx mo6hx IIPU3HAKAX pacrpOCTpaHeHus!
HHQEKIHH  Heo6X01UMO TPEXPATUTL  TEPAUMIO  KOPTHKOCTEPOMIAMH JUIS  HAPYIKHOTO
TIPHMCHEHHA ¥ HA3HAYKTH COOTBETCTBYIONLYIO AHTHUMHUKPOOHYIO TepaIHio.

XPOHUYECKHUE A3BBI HIKIHX KOHEUHOCTEH

Koprukocrepounn: ans mapyscnoro TIPUMEHCHIST HHOT/IA IPUMEHSIIOT VI JIeUEHHs! JepMaThTa
BOKpYI' XpOHHYECKHX s3B HHJKHHMX KOHeunocTel. OIHAKO Takoe NPUMEHEHNUE MOMKET
COTIPOBOKIATHCS NMOBBIICHHOM YACTOTON Pa3sBHTHS MECTHBIX PEaKIuil runepyYyBCTBHTEILHOCTH
Y TTOBBIIICHHBIM PHCKOM BOBHTKHOBCHH}I MECTHOH HHbeKIHY. -

sl




Hanecenue na muio |

Hamecenue npenapara na mumo HEMCIATENIBHO, MOCKONBKY 3Ta 06nacTh Gosiee mozBepieHa
aTpOGHUYECKHUM U3MEHEHHSIM. ' '
Ecnu npenapar namocutes ma nwmo, KypC JICYCHHS JOIDKEH OTPAaHHMYMBATHCH HECKOIbKHMHE
JHSIMH.

Hanecenue na Bexn

llpn mameceHun Ha BExkM HeoGXOMMMO COOMIONATE OCTOPOIKHOCTE, YTOBEI IPENOTBPATHTE
lioriallaHue mpenapata B riasa, MOCKOJIBKY B Pe3yJIbTaTe MHOIOKpPaTHOTO BO3JEHCTBHS MOIyT
Pa3sBUBATHCS KaTapaKTa M rllayKoMa.

[Ipenapar JlepmoBeiiT masp conepxut napadun. [TanuenT nowkeH 6bITh IIPOHH(BOPMUPOBAH 0O
PHCKE CCPBE3HBIX OXOTOB B Clyuyae KypeHHsS HMIIM HAXOXICHHS BOIM3H OTKPBITOTO OTHS BO
BPEMsl IIDHMCHEHHs npenapara. Tkadb (onexna, nocTenbHOe Gelbe, MOBS3KH U npouee),
KOTOpasi KOHTAKTHPOBAA € OSTHM TIPENIapaToM, JIETKO TOPHT W TPEACTABIIET CEPhE3HYIO
OMAaCHOCTE Bosropanus.| CTHPKA OIEXK/IBI H TOCTENBHOTO Gellbs MOKET YMEHBIIIUTE CKOIIJIEHHE
IPOYKTa, HO HE YAAIUTh €0 MOTHOCTHIO.

IIpamenenne B nepuosx GepemennocTu u IPYAHOT0 BCKAPMJ/IHBAHHUS

@QepTUIIBHOCTE .

Jannble I OueHKM|  BIHAHMS KOPTHKOCTCPOUZIOB Ul HApY:KHOTO IpPHMEHEHHS Ha
(eprunbHOCTE Y yenoBeka OTCYTCTBYIOT., ‘

IIpu noxkoxHoM BBEJICHHHM KpbICaM KIOBETA30] He OKA3BIBAN BIIHSIHIS Ha CHOCOOHOCTEL K
CHAPHBANUIO, ONHAKO MPH ero NPHMEHEHHH B CaMOM BRICOKOIt 1103€ GBITO OTMEUCHO CHIDKCHHE
(epranBHOCTH. 1N

bepemennocts |

Hanueie o NPHMCHEHUH TIperiapata JlepMOBEHT Mash ¥ GepeMeHHbIX JKeHIIHH OT'PAHHYEHE,
HapyxHoe npumenenme KOPTHKOCTEPOHIOB Y JKHBOTHBIX BO BpeMs OEpEeMEHHOCTH MOXET
BbI3BATL AHOMAJIMM Pa3BUTHS ILI01A.

KimnHigeckas 3HaYMMOCTE 3THX [amHBIX IS genoBeka He ycTaHoBjieHa. B03MOKHOCTE
IpUMEHeHus mnpenapata JlepMOBEHT Mask BO BPEMA OEPEeMEHHOCTH ClefyeT paccMaTpHBaTh
TOMLKO B TOM Clydae, eClu oXuIaemas MONb3a I MaTepu IIPEBBIIIAET PUCK JUISL IIIOJA.
Crenyer npuMeHATh MHHHMAIBHOE KOJIMYCCTBO Ipenapara Ha NPOTSHKEHHH MHHHUMAIHHOIO
[IEPHO/IA BPEMEHH.

Ilepro rpyHoro BekapManpanms

besonacuocts HapyHOrO npuMeneHns KOPTHKOCTEPOHIOB B IEPHOJ IPYTHOTO BCKAPMIIMBAHHS
HE yCTAHOBJIEHA.

Hewnssecrno, moxer nn Hapysxmoe TIIPUMEHCHHNE KOPTHKOCTEPONLOB PHBOINTE K CHCTEMHOMY
BCACBIBAHHMIO IIperapara, AOCTaTOYHOMY I BBIICNICHHA C TIPYIHBLIM MOJIOKOM KO/IHYECTB,
KOTOpPhIE MO3KHO OOHAPYKHTE. ' j '
BosmoxHOCTHE MpuMeHeHus npenapata JlepmoBelit Mass B mepmon TPYHOTO BCKAPMITHBAHHS
CIIEJlyeT paccMaTPHBATh TOJIBKO B TOM CITyyae, eClH OXKHUIAeMas [0JIb3a UL MaTEepH MPEBBIIIACT
PHCK ISl TPYIHOTO pebenKa. '

Ilpn npuMenennn npenapara JlepMoBeHT Masb B nepuon rpyaHOro BCKapMIIMBAHMs, IIpErapaT
HEJIb35l HAHOCHTH Ha OGJACTH TPYiH, BO M30eKaHue CIIy4aiHOTO NpPOTJIATBIBAHMs TIperapara
MJIaficHIEM., _

Bnuanue na cnocobHacmb  evinginame  3adauu, mpebyiowue evinecenua cyycoenus,
OsuzamenbHble WU KOZHUMUGHbIE j‘aebmu

Hccneposannit  pimsnusg  mpenapara HepmoBeliT Masp  Ha  croco6HOCTD VIIPaBIIATh
TPaHCHOPTHHIME CPEACTBAMM HJIH paboTaTh ¢ MeXaHH3MaMH He nposoaunu. Ha ocuoBanum
NPoGUIIs HEXENATENBHBIX peaKimii npenapara JIepMOBEHT Masb, HeGNATONPUATHOE BIIHSHHE
IIpernapara Ha 5TH BH/IbI ICATELHOCTH HE OXKIIaeTCH.



Ilepeno3uposka

[Tpu3Haky ¥ cHMOTOMEI

Ilpu HapyxHoMm npuMeHeHHH npemnapar JIepMOBEHT Ma3h MOXKET BCACHLIBATHCS B KOJIMYECTBAX,
AOCTaTOYHBIX I PAa3sBHTHS CHCTEMHEIX 2(dekToB. Passutue OCTPO#l TNEPe03UPOBKH BECbMA
MAJIOBEpOATHO, ONHAKO B CjIy4ae XpPOHHYECKOM NEPEJJO3UPOBKH  MJIM  HENPaBHIILHOTO
HPAMEHEHHA MOTYT Pa3BUTBCS CUMIITOMBI THIIEPKOPTHIIM3MA (CM. paszien [lo6ounsie deiicmeus).
Jleyenue

B ciyuae mepenosuposku npenapar JlepMOBEliT Masb Clle[lyeT OTMEHATh TOCTEIIEHHO IIyTeM
YMCHBIICHHS JaCTOTEI HAHECCHHS MIIH 3aMEHBI MEHEe CHIIbHBIM KOPTHKOCTEPOHJIOM B CBS3H C
PHUCKOM Pa3BUTH: IIIOKOKOPTUKOCTEPOHIHOM HEI0OCTATOUHOCTH.

HanpHeiimee seyenune cneyer OCYLICCTBIIATE B COOTBETCTBHH C KIHHHYECKHMHE MMOKA3AHHUIMHE
HITH pEKOMEHAANUAMH HallmOHAIBHOTO TOKCHKOI0rHYeCKOro IEHTpa, IPH €ro HAIHYHY.

®opma BeINycKa

Mass (0.05% m/m, 25 r B Ty6e No 1

ITo 25/r B Markue amoMuHHCBEIE TyOBI, IOKPBIThIC M3HYTPH TPYHTOBOYHBIM TAKOM HA OCHOBE
SMOKCH/IHOH CMOJIBI HJIH HE IOKPHITHIE U3HYTPH, CHab)XeHHBle MeMOpaHOH Ha HOCHKE H
YKYIIOPEHHOH IOJIMIIPOITUIICHOBOMH KPBIIKOI CO CII0EM TaTEeKCHOTo repMeTHKa,

ITo 1 TyGe BMecTe ¢ mHECTpYKIHEit 10 NPUMEHEHHIO B IIa9Ke KAPTOHHOM,

YenoBus xpanenus
Xpanure mpu remmeparype umke 30 °C,
XpaHuTh B HEOCTYITHOM UIs JIeTel MecTe.

Cpoxk rognocru

24 mecsma. el

IIpenapar we cnenyer npuMeHsTs MoCIe HeTEYeHUS CPOKa TOHOCTH.
w 1

YcioBus OTIIYCKA H3 allTer

ITo penerrry. |

Aep:karens perucTpauuoHHoro yaocToBepenus: | @

GlaxoSmithKline Export Limited TnakcoCmutKstitn Oxcnopt Jlumuten
980 Great West Road, Brentford 980" peﬁT Becr Poan, Bpentdopn
Middlesex, TWS 9GS Muicexe, TWS 9GS

UK Bennkxobpuranus

Ilpom3Boaurens:

Delpharm Poznan Spétka Akcyjna, Hendapm IMoznans Cryska AKibriina,
ul. Grunwaldzka 189 I'pronBassacka 189

60 — 322 Poznan 60 — 322 Iloshaus

Poland | [Tonsina

HanmenoBanue u agpec opranmsanum, NPHHUMAIOMEH ApETCH3NN (mpentoxxenvs) mo
K&'ecTBY JIEKApCTBEHHBIX CPEACTB Ha TeppuTopun PecnyGanku Vibexncran:

000 «kNOVOTEK» f

100084, Pecriy6inka Vibexucran, r. Tamxenr, yn. Huss6ex iy, 2.

['oponckoit Tenedon: +99871 1206035

Mob6uinbiii Tenedon: +99899 8955556, +99890 3280128
Daxc: +99871 1207306 _ ]
DNeKTpoOHHAas moyTa: ved@novotek.uz, 0ax70065@gsk.com
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