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MHUHUCTEPCTBO 3/IPABOOXPAHEHHSI POCCUICKOM ®EJIEPALIUUA

HHCTPYKIIUA
10 MeIHIIHHCKOMY ITPHMEHEHHI0 JIEKAPCTBEHHOT0 npenapara

dokom”

Perucrpanuonnsiii Homep: [1N013256/01
Toprosoe HanMeHOBaHHE: dnokom”
MeskayHapoIHOe HENATEHTOBAHHOE HAUMEHOBAHHE: MOMETa30H

JlexapcrBennasi opma: Masb Ul HAPYKHOIO IPUMEHECHHUS

Cocras:
B 1 r ma3u coaepxuTes:

Jleticmeyiowee seuecmaso:

MoMeTta3oHa ¢pypoar — 1,0 mr

Bcnomocamenvhuie gewgecmea.

reKCHIeHrMKob — 120 mr, Boja ouumenHas — 30,0 mr, ¢ocdopnas kuciora— (.S. 10
ycranojienus pH, npormnenriukons creapaT — 20,0 Mr, BOCK ITYEITHHBIA oemprit — 50,0 wmr,

BazesnH — 779,0 mr.

Onucanue

OﬂHOpOIIHaSI Masb 0eJIoro MK MoYTH OesIoro 1BeTa, He cojiepKaniasi BUAUMBIX YaCTHIL.

dapmakoTepaneBTHYECKAasi FPYIa

' FOKOKOPTUKOCTEPOUT [l MECTHOTO IIPUMEHEHHS.

Kox ATX: DO7AC13

dapmako/JIorHiecKue cBoicTBa

MowmeTa3oHa  ¢ypoar —  cunTetnuecknii  rmoxokoprukocteponn ('KC),  obmamarommit
IPOTHBOBOCIATUTELHBIM,  [POTHBO3YAHBIM M AHTHOKCCYJATUBHBIM  JICHCTBUEM. ['KC
MHIYIMPYIOT BbLIeNeHHe OelKoB, MHrHOMpyommx ¢ocdonunazy A; ¥ H3BECTHBIX O] o01mm
Ha3BaHUEM JIMIIOKOPTHUHBI, KOTOPbIE KOHTPOIMPYIOT OMOCHHTE3 TAaKWX MEIAMAaTOPOB BOCHIAICHHMA,
KaK IPOCTATVIAHAMHBI M JIEHKOTPHEHBI, ITyTEM TOPMOXKEHHs BBICBOOOKICHUS HX obmiero

NpeameCTBEHHUKA aanHJIOHOB0ﬁ KHCJIOTHI.
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11 NUL3256/01-18U9138

dapmakoKuHETHKA

IIpy HapyXHOM NpUMeHeHHH abcopOlLMs MOMeTa3oHa — HesHauutesbHa. epes 8 waco mocie
HAHECEHMS] Ha HENOBPEXKJICHHYIO KOXKY (0e3 OKKIFO3MOHHOM IMOBS3KH) B CHCTEMHOM KPOBOTOKE

obHapykuBaercst 0koJio 0,7% rIroKOKOPTHKOCTEPOH/IA.

Ioka3zanusi K NPUMEHCHHIO
BocnanurenpHble SIBJIEHUS U 3y IIpH AepMaTo3ax, IMoAAaroluXcCs FHIOKOKOpTHKOCTCpOI/IlIHOi;I

TEpanuH.

IIporuBonOKa3aHusd

- IloBbIIeHHAs YyBCTBUTEIBHOCTE K MOMETA30HY, K JAPYTUM TIIIFOKOKOPTHKOCTEPOUIaM, HIIH K
KakoMy-JIHOO KOMIIOHEHTY IIperapara;

- Po3oBBbIe yrpu, nepruopaibHbIi JI€PMaTHUT,

- bakTepuasnbHas, BUpycHas (BUpYC reprieca, BETpsiHas OCIa) il rpuOKoBas HHEKIHS KOXKH;

- TyGepxynes, cuduimc;

- [TocTBakIIMHAJIbHBIEC PEAKIIMH;

- bepemenHocTh (HaHeceHHe HA OOJIBIINE YHACTKH KOXKH, JUTMTENBHOE JICYCHHE);

- Tlepuon rpymHOTO BCKapMIMBaHWs — (IpHMEHEHHEe B OONBIIMX J103aX WIM/M B TEYCHHE
JUIMTEJILHOTO BPEMEHH);

- JleTckuii Bo3pact 110 2-X jieT (B CBSI3M € HEJOCTATOUYHOCTBIO JIAHHBIX);

= AKHC, anoq)I/Iﬂ KOXH, l'ICpI/IaHaIII:HBIﬁ 1 TeHUTAJIbHBIN 3yJl, HC HAHOCHUTH Ha paHBbl, A3BbI.

C 0cTOPOKHOCTHIO

- Hanecenue Ha KOXY JIMI[A U HHTEPTPUTHHO3HYIO KOXKY, IPUMEHCHHE OKKIIIO3UOHHBIX MOBSA30K,
a TaK)ke HAHECEHWe Ha OONBIIME YYaCTKH KOKHM W/WIM JUTHTEIbHOE JedeHHe (OCOOCHHO y
neTei);

- Jlnurensnas tepanus ['KC.

Ilpnmeﬂenue npH 6epemeﬂnocnl H B IIEPHOJ 'PYAHOI0 BCKAPMJ/IHBAHHS

bezomacHocTh MIPUMCHCHUS MOMETasOoHa BO BpPCM: 6epCMeHHOCTI/l HC H3Yy4YCHA. Hapyxmoe
IIPUMEHCHHUE TIIIOKOKOPTHKOCTEPOHIOB Y 6epeMeHHLIX JKUBOTHBIX MOJXKET BbI3BAaTh HApPYIICHUSA
pa3BUTHA IJIOJA. 3HaueHusl TUX JAHHBIX Ul YeJIOBEKa HE ObLI0 YCTAHOBJICHO. HpI/IMCHCHI/Ie

® BO BpEM:A 6CpeMCHHOCTI/I JIOITYCKAaEeTCsl TOJBKO B TEX ClIy4dadiX, Koraa

npernapara DJIOKOM
npenonaraemas 1oJib3a Ul MaTepH MPEBBIIIAET PUCK s I10/1a. B TakuX ciryqasx NpHMEHEHHE

npemnapara 10DKHO OBITH HEIPOJA0JDKUTECIIBHBIM, OrpaHUYIUBaATHCA HeOOJIBIITUMHU y4yacTKaMH KOXH

2
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¥ 110]1 HaOJII0/IEHUEM Bpaya.

Hewussectso, nponnkaror o ['KC juis HapyXHOrO NpUMEHEHHS B MOJIOKO Mmarepu. Crexyer
NPUHATH pellIeHHe O [MPEKPAlleHHH TPYJHOr0 BCKApMIIMBaHMS MM 00 OTMEHE mperapara,
YUHTBIBas HEOOXOIMMOCTh €ro TpHMEHEHHs JUli Marepd. B ciydae, Korja Hpeanosiaracres
npumenenue [KC B GonbIMX 103aX H/MIM B TEYCHHE JUIHTEIBHOTO BPEMEHH, TPYIHOC

BCKapMJIMBaHUE TOJDKHO OBITH MPEKpaIIeHo.

Cnocob npuMeHeHHs ¥ /103bI

HapyxHo.

ToHKHit c10¥ JIEKapCTBEHHOTO TIpernapara Jnokom® HAHOCAT Ha MOPAKEHHBIE YIACTKH KOXKH
OJIMH pa3 B JieHb. [IPOJIODKUTENLHOCT Kypea JIeYeH s ONpenienseTcs ero dGpGeKTHBHOCTHIO, a
TaKKe MIEPEHOCHMOCTBIO MAIHEHTOM, HATMYAEM H BBIPAKECHHOCTHIO M0G0YHBIX d(dekToB. I1pu
NPUMEHEHHH TIpenapara Ha JIMIe, Ha y4acTKaX ¢ TOHKOW KOXei, a Taioke y JeTell HaHeCeHue

npernapara JA0JKHO OBITh B MHHHUMAQJIBHOM KOJIMYECTBE, oOecrieyuBaroIeM TepaneBanecxnﬁ

s dext. Kype nedeHnst 10KeH OrpaHUuMBaTLCSA S JAHSIMH.

IToGouHoe eiicTBHE

Knaccughuxayua nobounvix peakyuit N0 Op2anam u cucmemam
C YKazanuem 4acmomaol ux 603HUKHOBEHUS.!
oueHs yacTo (>1/10); wacto (>1/100, <1/10); newacro (=1/1000, <1/100);
peaxo (>1/10000, <1/1000); ouens peako (<1/10000), B Tom uncie OT/AEIbHbIC COOOMIECHHS,
YacTOTa HeM3BeCTHA (UacTOTa He MOXKET ObITh OLICHEHA HA OCHOBE MMEIOIIMXCS IaHHBIX)

Nudexnnonnnie " napasuTapHbie

3a00/1eBaHusA

OueHb pesIKo DoUTUKYIUT

Yacrora HEM3BECTHA Bropuynast uHpexuus, pypyHkye3
Hapymennsi co cTOPOHbI HEPBHOI CHCTEMbI

Ouyenb pesKo OuryIeHus *KeHUs

YacroTa HEeU3BECTHA [Tapecre3un

Co cTOpOHBI KOKH H NOAKOKHBIX TKAHEH

Ouenp peaKo Kpanupnuna

YactoTa HEM3BECTHA KoHTakTHBIH JIepMaTHT, M3MEHEHHE

[UIMEHTAIMK, THIEPTPUXO03, aKHEPOPMHBIH
JIEPMATUT, MECTHAs aTPO(HUs KOKH

OO0mue paccrpoiicTBa H HapylmeHUsi B
MecTe BBeJIeHHS

YacToTa HEU3BECTHA BosesHeHHOCTh B MECT€ HAHECCHMs, PCaKIIus
KOXXU B MECTC HAHCCCHUS

HapymeHunsi co CTOPOHBI OPraHa 3peHus

YacTtoTa HEU3BECTHA HeueTkoe 3peHue
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JlmurensHoe npumenenue ['KC uist HapyXKHOTO MPUMEHEHHs B OONBIINX J103aX WJIA HAHECCHHE
X Ha OOIIMPHBIE YYACTKH KOXKHU MOXKET COIPOBOKIATHCA CHCTEMHON abcopOuueii ¢ pasBUTHEM
CHMITOMOB: CYXOCTh KOXH, JEPMAaTHT, I€PUOPAIbHBIA JEPMATUT, Malepaluns KOXH,
arpoduueckne M3MEHEHHs KOXH, B YaCTHOCTH, €€ HMCTOHYCHHUE, IMOSBJICHHE aTpouyeckux
noJioc (CTpHUit), TEJICAHTHOIKTA3HH.

[To cpaBHEHHIO CO B3POCIBIMH IAIIMEHTAMH Y JETEH MOXET OTMEYaThCs OospIas CTENEeHb
abcop6uun I'KC juist Hapy»KHOTO TPHUMEHEHHs, B CBS3M C YEM JaHHAd KATCropHs MallMCHTOB
Gosiee MOBEP/KEHA PUCKY Pa3BUTHS CHCTEMHBIX MOOOUHBIX dppekToB. ITO 00YCIOBICHO TeM,
YTO JIETH MMEIOT He3pelblii KOXHBIA Oappep M Oojblee 3HAYCHUE OTHOMICHHMS IUIOIIAIN
TMOBEPXHOCTH Tejla K Macce Tena. Y jgeredd, npuaumasmux ['KC juist HapyXKHOTO IIPUMMEHCHHS,
oTMeuaTHch MoG0UHbIe A(QEKTHI: yrHETEHHe TUIIOTATAMO-THIIO(H3apHO-HAAIOYEYHHKOBOH
cuctembl, cunapoM MWuenko-Kymmura, 3amepikka pocTa, OTCTaBaHMe B IpHOaBKe Beca,

MOBBIIIEHUE BHYTPHYCPECIIHOTI'O 1aBJICHHUS.

Ilepeno3upoBka

Cumnmomer; yrHeTeHHE (YHKIMM THIOTAIaMO-THIO(H3apHO-HAIIOYCIHHKOBOH — CHCTEMBI,
BKJIIOYAs BTOPHYHYIO HA/IIOYEYHHKOBYIO HEJIOCTATOYHOCTB.

Jlevenue: CUMITOMATHYECKOE, IPU HEOOXOJAMMOCTH — KOPPEKIHs BOJHO-2JIEKTPOIUTHOTO

6ancha, OTME€HA ITperapaTta (HpH JUIMTEILHON TE€paluu — IMOCTCIICHHAs OTMCHa).

B3aumojeiicTBHE ¢ IPYTHMH JIEKAPCTBEHHBIMH CPEACTBAMHU
Kakoro-mm6o  B3auMOJICHCTBHs  JICKAPCTBEHHOIO  Iperapara Dmokom® ¢ JpyruMHu

JICKApCTBEHHBIMHU CPEICTBAMH HE 3aperucTpUpoOBaAHO.

Oco0ble ykazanus

Ilpu HaHeceHHH HA GOJBIIME YYACTKH KOXH B TEYCHHE JUIMTEILHOIO BPEMEHH, OCOOCHHO NpH
TPHMEHEHHH OKKJTIO3MOHHBIX I1OBSI30K, BO3MOJKHO pPa3BUTHE CHCTEMHOTO JICHCTBHSA ['KC.
VuuThIBas 5T0, GOJIBHBIE J0JDKHBI HAGMOAATHCA B OTHOIIEHUH IPH3HAKOB MO/AB/ICHHS (PYHKIHH
TUIIOTAIaMO-THITO(GU3aPHO-HAITOYEYHUKOBOM CHCTEMBI " pazBUTUSA CHHZpOMA
Nuenko-Kymmnra.

Crenyer n3berarh nomnajianus rnpemnapara nokom”™ B riasa.

TTponuIeHTIMKOIIS CTeapaT, BXOJAIIMH B COCTAB IperapaTa, MOKET BBI3bIBATH Pa3/IpAKCHAC B
MeCTe HaHeceHHs. B Takux ciyyasx cleayeT NMPEeKpaTUTh MPUMEHEHHE Npenapara ¥ HasHavuTh

COOTBETCTBYIOIIECE JICUCHHUE.

Crnenyer yuutbiBath, 910 I'KC crmocoGHBI H3MEHSTH MPOABICHUS HEKOTOPBIX 3a001eBaHUM
4
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KOYHM, 4TO MOYKET 3aTpyJHHTh MOCTaHOBKY auarHo3a. Kpome Toro, npumenenue I'KC mosxer
OBITH IPUYUHOMN 3aIEPKKH 3KUBJICHUS PaH.

Ipu mmrensHoi Teparmuu I'KC BHe3anHoe npekpalieHne Teparnii MOKeT NPUBECTH K PasBHTHIO
CHHJIPOMA PHKOILETa, TPOSBIIAIONIErocs B (Gopme JepMaTHTa ¢ MHTCHCHBHBIM IOKPACHCHHEM
KOJKHM M OIIYIEHHEM OKeHHs. [103ToMy mociie JUIMTEIBHOro Kypea JICYEHHs OTMEHY Tpenapara
caelyeT MPOM3BOAMTH IOCTENEHHO, HAINpUMEp, NEpeXojsl Ha HHTEPMHTTHPYIOMIYIO CXEMy
JIEYEHUs TIepe]] TeM, KaK €ro MoJIHOCTHIO IIPEKPATHTS.

[Ipy CHCTEMHOM M MECTHOM (BKJIHOYash MHTpaHa3ajlbHOE, MHIaAIMOHHOE M BHYTPHUIJIA3HOE)
npumenernn [KC MOryT BO3HHKHYTh HapylIeHHs 3peHus. EciH y manueHTa NpHCyTCTBYIOT
TaKMe CHMIITOMBI, KaK HEYeTKOe 3pEHHe WM JpyrHe HapyIIeHHs 3pEHHs, HEOOXOIHMO
PEKOMEH/I0BATh TTAUEHTY 00paTHThCA K O(TaIbMOJIOTY JUIS BBIABICHHUS BO3MOKHBIX INPUYHH
HApYIIEHUH 3peHUs, BKIIOYAIONIMX KaTapaKTy, IayKoMy WM pe/kie 3a00JIeBaHus, HalpUMeEp,
HEHTpaTbHYIO cepo3Hyio xopuoperuHonatuio (LICX), koTopble HaOMOAATHCh B PAIE CIydacs
TIpU CUCTeMHOM ¥ MecTHOM npumenenun ['KC.

Jlio6oit w3  mob6ouHbBIX  A(P¢eKTOB,  ONMHUCAHHBIA  IPH  CHCTEMHOM  IPUMCHCHHH
IIIOKOKOPTHKOCTEPOH/IOB, BKIIFOUAS M0/1aBIeHHE (QYHKIMHM HAJAMOYCYHUKOB, MOXKET BOSHUKHYTH
¥ [IPH MECTHOM IIPUMEHEHUH, OCOOEHHO Yy JIETEH.

IIpu neyennn ncopuaza I'KC crieyer npuMeHSTh ¢ OCTOPOXKHOCTBIO, MOCKOJILKY B OTACIbHBIX
clydyasX OBUIO  3aperMCTPUPOBAHO  TOSBICHHE  PEUMIMBOB  3a00NICBAHMS, — Pa3BUTHSA
TONIEPAHTHOCTH K IMpernapary, pPUCK BO3HHKHOBEHHsS TIE€HEPaIU30BaHHOIO IIyCTYJIC3HOTO
TICOpHA3a U Pa3sBUTHs MECTHBIX MM CHCTEMHBIX TOKCHYECKHX PEaKIHil BCICICTBUE HAPYIICHHS
GapbepHOil GyHKIMK KOkH. [IpH NPHCOSIMHEHHH BTOPUYHON HH(EKIHMH CIIETyeT MPOBOMHUTH
COOTBETCTBYIOIIYIO aHTHOaKTepHaIbHyto Tepanuio. IIpu mo0biX MpuU3HaKaX pacnpoCTpaHEHHUSs
uadekuu  HeoOXomumo  mpekpatuTh  HapykHoe npumenenne I'KC wm  mposectH
COOTBETCTBYIOIIEE JIEYEHHE AHTHOAKTEPUATBHBIMH HJIM HPOTHBOrPHOKOBBIMU IIpENapaTaMH.
Eciu  oTMedYaroTcss NPHU3HAKU TTOBBIMICHHOH YYBCTBUTEJIBHOCTH WM Ppa3pakKeHUs KOXH,
CBSI3aHHBIC C TIPUMEHEHHEM Tpernapara, CJeyeT MPEKPaTUTh JIeYeHHE U 0OpaTHThCA K Bpady.
Ha Kkoxe JMIa valie, YeM Ha JPYTHX TOBEPXHOCTSX Tela, mocie JummTenbHoro jevenus I'KC
MECTHOTO JEHCTBUS MOTYT IPOSIBISATHCS aTrpoduueckue H3MEHEHHs, Kypc JICUCHHS B ITOM
clydae He JIO/DKeH TpeBblmaTh S5 JHeH. € OCTOPOXKHOCTBIO NPUMEHATH y JIHIL €
CYIIECTBYIONMMH aTPOUUYECKUMH H3MEHEHHAMH KOXH, OCOOCHHO y JIHMIl MPEKIOHHOTo
Bo3pacta. HeoOxoaumo coOmogaTh OCTOPOXKHOCTH IPH HAHECEHWH Mperapara Ha JIHLO,

CKJIaJIKH, 00J1aCTh €CTECTBEHHBIX CFI/I6OB, Ha Y4acTKH C TOHKOM KOXKEM.

111189



11 NU15Z2D00/UL-18UY10

ITpuMmeHeHue B neaaTpuu

B cBsI3M ¢ TeM, YTO y JeTeil BeIMYMHA COOTHOIICHHUS IUIOIIAIH INOBEPXHOCTH W MAcChl TEa
Gonpllle, YeM Y B3POCIBIX, JETH MOJIBEPKEHbI OOJBIIEMY PHCKY IOJaBICHHSA byHKIMK
IUIIOTaIaMO-THITIO(H3APHO-HAAOYEYHUKOBOM CHUCTEMBI U pa3BUTHSA CHHIpOMA
Unenko-Kymmnura npu npumenernn mobeix 'KC MecTtHOro 1eiCTBHSA. JlnuTenbHOE JIeUYEeHHe
nereit ['KC MOKeT MpUBECTH K HAPYIIEHHSIM HX pOCTa U pa3BUTHA.

JleTH JOJDKHBI TOJIyd4aTh MHHHMAIBHYIO JI03y Mperapara, AOCTaTOYHYIO Ulfd JOCTHKCHHA
sddexra.

JlnuTenbHOE NMPUMEHEHHE rperapaTa y JeTed J0JDKHO MMPOBOAUTECA 1101 KOHTPOJIEM Bpata. b4
jeTeil Kype NedeHusl He JOJDKEH mpeBhlmath 5 AHeH. OKKIIIO3HOHHBIC MOBA3KH HE JOJDKHBI

IIPUMEHSATHCA.

Binsinpe mnpemapata Ha CHOCOOHOCTH YNPaBJATHL TPAHCHOPTHBIMH  CPEACTBAMH,
MeXaHH3MaMH

Biinsiaust JIeKapCTBEHHOTO Ipernapara JnokomM® Ha CIIOCOGHOCTH YIPABIATH ABTOMOOHIIEM HIIH
JBIDKYIIIUMHUCS. MEXaHU3MaMH HE OTMEYEHO.

WccnenoBanuii O BIMSHHM MOMETa3oHa Ha CHOCOOHOCTH YNPaBIATh TPAHCIOPTHHIMH
CpeJICTBAMH, MEXaHM3MaMi He IPOBOJMIOCH. [lalMeHThl JOJDKHBI OBITH NPETYNPEKICHBI O
BO3MOKHOCTH pa3BHTHs HEYETKOro 3peHus. IIpu TMOSBJICHHH OITMCAHHOIO HEXE/IaTeIbHOIO

SIBJICHUS CJICTYET BO3JICPKATHCS OT BBIIIOJTHCHUA YKa3aHHbIX BUIOB ACATCIbBHOCTH.

®opma BeINYyCKA
Masp s Hapyxknoro mnpumenenns 0,1%. ITo 151 wm 30r B amOMHHHEBBIX TyOax,
3aKPBIBAIOIIMXCS MEMOpaHOH M HABUHYMBAIOUIMMCSH IUIACTHKOBBIM KOJITAYKOM. ITo 1 TyGe

BMECTE C PIHCTp}’KHI/ICﬁ 110 IPUMECHCHHUIO B KapTOHHOﬁ ITavKe.

YciioBusi XpaHeHHs
Xpanuth npu Temneparype He Boiie 25°C.

XpaHuUTh B HEJOCTYITHOM JUIs IETEH MeCTe.

CpoK roagHocTH

3 roja. He IIPUMEHATH Iperapar 1o HCTEYCHUU CpOKa I'OTHOCTH.

Ycii0BUs OTIIYCKA

OTnycKaroT 110 PEIEnTy.
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IOpHIIH‘ICCKOC JIMI0, HA HMSl KOTOPOIr0 BbIIAHO PErHCTPANIHOHHOE YAOCTOBEPEHHE

[lepunr-ITnay JIa6o H.B., benbrus

IIponsBoauTeb

HDOI/BBCIICHO/ Beinyckaromuyi KOHTPOJIb KavyecTBa:

[llepunr-ITnay Jlabo H.B., benbrus
Schering-Plough Labo N.V., Industriepark 30, B-2220, Heist-op-den-Berg, Belgium

Iperen3un morpeduTeieii HANPABJATH MO ajapecy:
000 «MCJ] ®apmMacblOTHKAIC

yi1. ITaBnoBckas, 1. 7, ctp. 1

r. Mocksa, Poccus, 115093

tei.: (495) 916-71-00

dakc: (495) 916-70-94

CrienMasucT oT/ena 1o padbore
C peryJIITOPHBIMHM OpraHaMu

000 «MCJ] ®apMacbIOTHKAJICY T.B. CokoioBa
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