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TpaeartaH, kannu rnasHble pacTeop 40MKr/MN — TEKCT NUCTKA-BKNaabiLa BY

MHCTPYKLUMA
N0 MeAMUMHCKOMY NPUMEHEHNIO
(vHdpopmaumsa AnA NaumeHTa)

TPABATAH®
TRAVATAN®
COTJIACOBAHO
Toprosoe HaseaHue: TPABATAH® (TRAVATAN®) D D A A JEHMHs

IIpuxas MusucTepeTBa BAPAROOXPAHEHRS

O6wan xapakrepucTuka:
MexayHapoHOe HenaTeHTOBaHHOE HasBaHWe: TPaBonpoCT.

OnucaHue: Nnpo3payHblii UaK onanecumpyrowmnii pacteop ot 6ecLBETHOrO A0 CNabo-XenToro upeTa.
lNekapcrBeHHan popMa: kanam rnasHele, pacteop 40 MKr/MA.

Cocras:

KaxAapi MA Npenapara COAEPXUT:

akmuseHoe seuwjecmao: Tpasonpoct - 0,04 mr;

8cnoMozamensHeole eewjecmea: MaKpOroaraMLeprnHa rMapokcucTeapar (noaunokcmatuneH
rMaporeH1svpoBaHHoe Kactoposoe mMacno 40 (HCO-40)), nponuneHrnnkonb;, 60pHas KMCNOTa; MaHHUT, HaTpus
XN0puf; PacTBoOp MNOAUKBaTepHUyMa-1 (3KBMBANEHTHO NOAUKBATEPHWUYMA-1); XNOPUCTOBOAOPOAHAA KWUCAOTa
n/vav HaTPUA TIMAPOKCKA (ans aoseaeHua pH); BOAa oumnLLieHHas.

dapmMakoTepaneBTMUecKan rpynna: CpescTea, MpUMeHAeMble B OQTabMONOTMM; CPEACTBA ANA /NeHeHus
rNayKoMbl U MUOTUKM; aHANOMM NPOCTarnaHAnHa.
Koa ATX: SO1EE04.

dapmakonoruueckme CBOWCTBA

dapmakoanHammka

MexaHnam AeiicTeus

TpaBoONpOCT — 3TO MOLWHbI/A BbICOKOCENEKTUBHbIN aroHUCT pPeLentopoB FP NpocTarfaHAnHa C BbIPaXEHHLIM K
HUM CPOACTBOM. TPaBONPOCT ABAAETCA aHaNOrOM NpocTarnaHAnHa Fag, CHUXAMOLWMM BHYTPUTAA3HOE AaBNEHUE
NYTEM YBE/IMUEHUS OTTOKA BOAAHWUCTOW BRarn NO TpabekynApHOM CETM W yBeoCKeapasbHbIM MNPOTOKaM.
CHuxeHne BHYTPUrNa3HOrO AaBAEHWA HABAIOAAETCA NPUMEPHO Yepe3 2 uaca nocse NpPUMEHeHUs npenapara,
MaKCUManbHbi 3gdekT HabaogaeTca yepes 12 yacoB. AauTenbHOCTb 3ddexTa COCTaBAAET He MeHee 24 4acoB
nocne OAHOKPATHOrO 3aKanbiBaHUA.

KnnHwnueckas QQQGKTMBHOCTI: v 6e30nacHOCTL

B kanHMYeckux MCCneaoBaHUAX C yyacTMeM MaLMEHTOB C OTKPBITOYFOAbHOM FNayKOMOM WAM BHYTPUIAa3HOM
rMnepTeH3ven, KOTOPbIM MPOBOAUAM JsieveHue npenapatom TPABATAH® (c agobasneHveM B Kauectse
KOHCepBaHTa NO/AMKBaTepPHUYMa-1) NO OAHOW AO3€ OAMH pa3s B JeHb BEYEPOM, BHYTPUrNa3HOE AaBAEHME
CHUXaNOCb Ha 8 — 9 MM pT. CT. (NPUMEPHO Ha 33%) NO CPABHEHMIO C UCXOAHBIMU BEAMUMHAMM, COCTaBAABLIMMM
OT 24 0 26 MM pT. CT. VIMEIOTCA AaHHbIE, MONYYEHHbIE B KNMHUUECKMX UCCAEA0BaHMUAX, B KOTOPbix TPABATAH®
npumexAnn Bmecte ¢ 0,5% TUMONONOM, U OrpPaHUYEHHbIE JAHHLIE O NPUMEHEHUU AGHHOMO NEKAPCTBEHHOrO
CpeAcTBa B coueTanuu ¢ 0,2% BpUMOHUAMHOM, KOTOPbIE CBUAETENLCTBYHOT 06 ycuneHuu s3ddekta npenapata
TPABATAH® npu ero coueTaHuu C AaHHLIMU CPEACTBAMW NPOTMB [NayKOMbl. KAMHUYECKUX AaHHBIX O
NpyMEHeHUK Npenapara ¢ ApYrumn CPEACTBAMU ANA CHUXKEHUA BHYTPUINA3HOTO AaBNEeHUA HET.

BropuuHbie papmakonormueckue cBoncTea
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YCTaHOBNEHO, YTO TPaBOMPOCT 3HAYMTENbHO YCUAMBAET KPOBOCHabXeHWe AucKa 3pUTENbHOTO Hepsa Yy
KPO/MKOB uYepe3 7 AHEN MECTHOrO 0dTaNbMOIOTMUECKOrO HasHaueHus (No 1,4 MUKPOrpaMMOB OAWH Pa3 B AeHb).
TPABATAH®, B KOTOPOM B KauecTBe KOHCEPBaHTa UCMOb3YETCA NOAUKBATEPHUYM-1, OKa3biBal MUHUMaNbHOE
TOKCUUECKOe AEeCTBME Ha rNasHylo NMOBEPXHOCTb, ECAU CPaBHUBATL TaKOBOE C AECTBMEM r/1a3HbIX Kanesb, B
KOTOpbIX B KauecTBe KOHCEPBaHTa MUCMO/bL3YETCA 6EHBaJ1KOHVIH XNopua, uto yCTaHOBIIeHO KaK B 3KCrepuMeHTe

[leanarpuyeckune naLmeHTb
S¢pdektnBHOCT Npenapara TPABATAH® ana neguarpuy

NPOAEMOHCTPUPOBaHa B 12-HeAENbHOM ABOMHOM (N6

rnaykoma Aetckoro Bospacta. [auueHTbl noaydyanu tpasonpoct 0,004% OAVH pa3 B AeHb uan Tumosion 0,5%
(wm 0,25% ana naumeHToB MAajwe 3 neT) ABa pasa B AeHb. MepBuuHas 3PPeKTUBHOCTL OUEHMBaNacL no
N3MEHEHUIO BHYTPUrNA3HOFO AAaBAEHUA MO OTHOLWEHWU K 6a3080W AMHWUM Ha 12 Heaene wCCAeAOBaHMA.
CpesHee CHUXeHWe BHYTPUIIA3HOTO AABAEHWA B rpynnax, NPUHUMABLLKMX Kak TPaBONPOCT, Tak U TUMOAOA, BbLO
NAEHTUYHbIM (cM. Tabanua 1).

B so3spactHoit rpynne ot 3 ao 12 net (n=36) 1 or 12 go 18 net (nN=26) cpeaHee CHUXEHWE BHYTPUrAA3HOTO
AABNEHMA Ha 12 Hejene B rpynne NauveHTOB, NOJy4YaBLIMX TPABOMPOCT, 6bIIO CXOAHBIM C TaKOBbIM B rpynne
NaUMEHTOB, MPUHUMABWNX TUMONON. CpegHee CHWXEHWE BHYTPUrNa3HOro fasneHne Ha 12 Hexene B
BO3pPacTHOW rpynne oT 2 MecaueB A0 3 neT coctaeuao 1,8 MM pT. CT. B rpynne NauueHToB, MOAYYaBLUMX
TPaBonpocT, U 7,3 MM pT. CT. B rpynne nauueHToB, NOAYYaBLWIMX TUMOAOA. [aHHble MO CHUXEHWUHO
BHYTPUrNa3HOro JaBN€HMs B JAaHHOW BO3pacTHOM rpyrnne OCHOBaHbi Ha WCCAEAOBaHUW 6 MauMeHTOB,
NPUHUMEBLINX TUMONOA, U 9 NaLMEHTOB, MPMHUMABLLKMX TPaABOMPOCT, U3 KOTOPbLIX Y 4 NauveHToB rpynmbi
Tpasonpocta M 0 nauueHToB rPynMbi TUMONOAA HE OTMEYaNOCh a3LEKBAaTHOMO CHUXEHWA CpeaHero
BHYTPWUrNa3HOro AasneHna Ha 12 Hepene. Het AOCTYNHBIX AaHHbIX KacaTenbHO NMPUMEHeHUA AETbMU B BO3pacTe
MAaaiue 2 MecaLes.

JddekTBHOE BAMAHWE Ha BHYTPUINA3HOE JaBAeHME OTMeYanocb Nocae BTOPO HEAenu nedeHus U
COXPaHANOCH Ha NPOTAXEHWUM 12-HefeNbHOrO Neproaa UCCNeA0BaHUs AN BCEX BO3PACTHLIX rpyn.

Tabnuua 1— CpaBHUTENbHAA XapaKTEPUCTUKA CPEAHETO CHUXKEHWA BHYTPUINA3HOMO AABAEHWS NO OTHOLLEHUIO K
6a30B0i AMHWUK (MM PT. CT.) Ha 12 Hegene

N TpasonpocT N Tumonon CpegHee (95% AWn)
cpeaHee (CO) cpepHee (CO) | ortanune?
53 -6,4 (1,05) 60 -5,8 (0,96) -0,5 (-2,1;1,0)

CO-cranaaprHas owmnbka, LO-A0BepUTENBHbI UHTEPBA

® CpegHee OTAvuMe TPaBOMPOCT-TUMONOA. OUEHKW, OCHOBAHHbIE HA CTATUCTUUECKON MOAEM HaUMEHbLUUX
KBaAPATOB, YUNTLIBAKOT KOPPEAMPOBaHHbLIE n3Meperus B a4nA nauueHTa, rae nepBUUHbIA AMarHo3 v 6a3osbiit
yposeHb BI[] ykasaH B Mogenw.

dapMakokuHeTuka

Abcopbuus

TpaBonpocT senseTca 3¢pmpHLIM NpoaekapcTBOM. OH BCACbIBAETCA Yepe3 POroBuLY, B KOTOPOMR M30MPONMAOBLINA
3$1p rMAPONM3UPYETCA A0 aKTUBHOW CBOBOAHOW KWUCAOTbL B MCCAea0BaHMAX HA KPOAMKAX MOKa3aHo, YTo MWK
KOHUEHTpauumn cBOBOAHOM KUCNOTLI B BOAAHUCTON BAare, coCTaBastowmin 20 Hr/r, aocturaetcs yepes 1— 2 vaca
nocne MecTHOTO npuMeHeHya npenapata TPABATAH®. KoHueHTpauus B BOASHWUCTOM BAare CHWXanach C
nepuoaoM roaysbiBeAeHUA 0KoAo 1,5 vacos.

Pacnpesenetue

Mocne 3akanbiBaHMs npenapata TPABATAH® B rnasa 340poBbix A06POBO/ALLEB CUCTEMHOE BO3AENCTBUE
aKTUBHON CBOBOAHOW KUCAOTbI 6bINO HWU3KUM. [TMKOBbiE KOHLEHTpaUuM akTUBHO CBOBOAHOW KUCAOTHI B
nnasme, CoCTaBaaoWMe 25 nr/Mn namn MeHee, otMedanuch vepes 10 — 30 MUHYT Nocne 3akanbiBaHWA npenapara.
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3ateM, uepe3 1 yac NOCNE 3aKanblBaHWA, ee COAepXaHue B nnasme 6bICTPO CHUXaNocb A0 ypoBHA MeHee 10
nr/MA, KOTOPbLI ABNAETCA NPEAENOM KOAMUECTBEHHOrO onpegeneHus. MNocKobKy KOHUEHTpauuu B naasme
HU3KMe, @ BbIBEAEHME MAET OueHb BbICTPO MOCAE MECTHOrO MPUMEHEHWS, Nepuos NO/yBbIBEAEHMA aKTUBHOM
¢cBO6OAHOW KMCNOThI U3 OpraHW3Ma uenoseka yCTaHOBUTL HE YAaNnoch.

buotpaHcdopmaiima

Kak TpaBonpocrt, Tak v akTMBHas CBOBOAHAA KMCNOTa BLIBOAATCA B OCHOBHOM B npouecce Metabonusma. Mytu
CUCTeMHOro  MeTabonusma  napannenbHbl  TakKOBbIM  3HAOTEHHOTO  npocTariaHguHa  Fzo,  KOTOpble

XapaKTepusyroTCA yMeHblieHueM 13-14 ABOWHbIX CBA3eH, oK - U_B-0KNCANTENBHOM
cermeHTaLmMu 60KOBOM BEPXHE Lienn. COTIACOBAHO

S AUMUHALNS MUHHCTEPCTBOM 3IPABOOXPAHEHHUS
2MMNUHaLINA . PECIIYBJIMKHY BEJIAPYChH

TpaiBonpocr B dopme ceoGoAng KACNOTBI 1 ero MeTatbyylihs W%BWMW$MX§5§§3§§§' lo] nqufMM.
Aencrene npenapata TPABATAH® u3yuanu y naumeHToB C jneyeHOUPoHyHaRaBaTQ#IOCTLIO O1] cpeaHelt A0

TAXENOW CTENEHN W Y NALMEHTOB C NOYEYHOW HEAOCTAaTOUHOCTBHO OT CPEAHEUN AO TAXENOW CTENEHU (KAMPEeHC
KpeaTuHuHa MeHee 14 Ma/MuH). KoppekTUpoBKa A03bl AN 3TUX KaTeropuii NaumeHToB He TpebyeTcs.
[eanarpuyeckme NaLmeHTb

Wccneposanna papMakoKMHETUKM y NEAUATPUUECKMX MauMeHTOB B BO3pacTe OT 2 MecAues A0 18 et
AEMOHCTPUPYIOT OYeHb HU3KME YPOBHM CBOBOAHOM KMCIOTbI TPaBONPOCTa B M/Ma3Me C KOHLEHTpauuvei B
npeaenax ot meHee 10 nr/mMn, 4TO ABNAETCA MPEAENOM KOJMUYECTBEHHOro onpeaeneHus, zo 54,5 nr/mn. B
YeTbipex Npeablayimnx nccnefoBaHnax GapMakoKMHETUKN Y B3POCAbIX MaUMEHTOB, KOHLEHTpaumMs CBOBOAHOM
KUCNOTbI ONpeAensnace B pamkax OT fpejena KOAMYeCTBEHHOro onpegeneHuns Ao 52,0 nr/ma. MpuHumas BO
BHMMaHWe, 4TO 60AblAA 4YacTb MNA3MEHHbIX KOHLEHTPAuui BO BCEX WCCNEAOBAHMAX HE MOAAABanach
KO/IMYECTBEHHOM OLIEHKE, YTO AeNaeT HEBO3MOXHbIM CTaTUCTUUECKOE CPABHEHWE CUCTEMHOTO BO3AEWCTBUA BCEX
BO3PACTHbLIX FPYNN, MOXHO CAeNaTb BbIBOA, YTO CUCTEMHOE BO3AEWCTBME CBOBOAHOW KUCAOTbI NOCAE MECTHOrO
NpuMmeHeHua npenapara TPABATAH sBnsetca oueHb HE3HAUMTENbHBIM,

MokasaHus K NPUMEHEHUIO

- CHUXeHWEe NOBbLILEHHOTO BHYTPUINA3HOTO AaBNEHMUA Y B3POC/bIX NALMEHTOB C BHYTPUINA3HOM runepTeHsuneit
NN OTKPLITOYrONbHOW FNayKOMOIA.

- CHuXeH1e NOBLILEHHOTO BHYTPUINIA3HOTO AABAEHWA Y NEANATPUYECKUX MALMEHTOB B BO3pacTe OT 2 MecsLeB
A0 18 net ¢ BHYTPUrNasHoM runepreHsuneit nam raykoMor AeTcKoro Bo3pacra.

MNpoTtusonoOKasaHus
MoBbllweHHas YyBCTBUTENbHOCTL K aKTUBHOW Cy6CTaHLMK MAW APYTUM KOMMOHEHTaM npenapara.

Cnoco6 NpUMeHeHUs 1 A03MPOBKa

AOBMQOBKB
HQMMEHGHMQ Y B3POCAbIX NALMEHTOB, BKAOYAA NOXWUALIX AL

TPABATAH® 3akanbiatoT N0 OAHOM Kanne B KOHbFOHKTUBAALHbIN MELLOK MopaxeHHoro rnasa (rnas) o4uH pas B
AeHb. ONTUMasbHbIR 3hPEKT A0CTUraeTca NP 3aKanbliBaHUM Npenapara BeYEpoM.

Mocne 3akanbiBaHUs PEKOMEHAYETCA NPUXaTb HOCOCNE3HbIE KaHa/lbi UM aKKYPaTHO MPUKPLIT BEKW. ITO MOXeT
CHU3UTb CUCTEMHYIO a6COPOLMIO N1eKapCTBEHHBIX NPENapaToB AR MECTHOTO UCMO/b30BaHWA B 0OPTaNbMONOTUM,
1 PUBECTU K CHUXKEHWNIO CUCTEMHBIX MOBOUHBbIX 3P PeKTOoB.

Mpn HasHaYeHUM HECKONbKMX MECTHBIX OGTaNbMONOTUUECKUX NEKAPCTBEHHBIX CPEACTB, MHTEPBan Mexay
3aKanblBaHUEM AONKEH COCTABNATb HE MeHee 5 MUHYT.

Ecav Bpems 3akanbiBaHua NponyLIEHO, NeueHne CeayeT NPOLONXUTL B COOTBETCTBUM CO CXeMOW. ExeaHeBHas
A03a A0NXHA BbITh He 6onee 1 kanm B NOPaXeHHbI(-bie) rnas(a).

Mpv Ha3HaueHnn npenapata TPABATAH® BMeCTO Apyroro NpOTMBOrAayKOMHOTO NeKapCTBEHHOTO CPEeACTBa,
NpUMeHeHUe Ha3HauYeHHOro paHee npenapara He06XO0AMMO NPEKPaTUTb U Ha CeAYHOLUI AeHb ClelyeT HauvaTb
3akanbiBaTb TPABATAH®.

26.09.2018 EMEA SmPC app.21.04.2017



HI PS
L754 -2018

TpaBaTaH, kannu rnasHble pacTBop 40MKr/MN — TEKCT NUCTKa-BKNAALILLA

MpuMmeHeHWe Y NALMEHTOB C HapylieHneM GYHKLUMN NeYeHn N NoYek

Jevicteue npenapata TPABATAH® u3yuyanu y nauueHTOB C MEUYEHOUHON HEAOCTaTOUHOCTBIO OT CpeAHel A0
TAXENON CTeNeHn 1 y NauMeHTOB C NOYEYHOW HEAOCTAaTOMHOCTBIO OT CPeAHEN A0 TAXENOW CTeneHn (KIMpeHC
KpeaTuHuHa meHee 14 Ma/MuH). KoppekTMpoBka A03bl A1f 3TUX KaTeropuii NnaLmeHToB He Tpebyertcs.
[IpumMeHeHWe B neauaTpuu

TPABATAH® MoXeT 6biTb UCMONB30BAH Y NEANATPUUECKMX MaLMEHTOB B BO3pacTe OT 2 Mecsues A0 18 net B Toi
Xe JO3UPOBKe, UTO U ANA B3POC/LIX NauneHToB, OAHaKO AaHHbIE NO UCMOAL30OBAHUIO Npenapata B BO3PACTHOM
rpynne ot 2 Mecaues 40 3 neT (9 NaLMeHTOB) ABAAKOTCA OrpPaHUYEHHbIMU (CM. pasaen «PapMakosuHaMuKay).
SddekTnBHOCTL U Be3onacHoCTb Npenapata TPABATAH® y aeteii B BO3pacTe MeHee 2 MeCALEB He YCTaHOBEHa.
HeT AOCTYNHBIX AaHHBIX.

Cnocob npumeHeHus
noco6 npumeHeHus COTJACOBAHO
,ﬂ,ﬂﬂ MeCTHOro NpUMeHeHuA 8 ochan bMOJIOFKN. MUHUCTEPCTBOM 3IPABOOXPAHEHMSA

Ans NauneHToB, KOTOPbIE HOCAT KOHTAKTHbIE IMH3bI, CM. pa3aen «Ocqbble YKPRARVRANKY BEJAPYCh
3alWMTHYIO NPOMEXYTOUHYIO YNaKOBKY CNeAyeT CHSTb HEeMoCpPeaCcTs MWMWMM mmmm MNocne
CHATUA KPbILEYUKN YA3ANUTE 3aLMUTHOE KOAbLIO, KOHTPOAUpYoLee JueHus
3arpA3HeHusa npernapata He rnpukacaTecb KOHUMKOM KanenbHWLpI-A03aTOpa HU K Kakoh MOBEPXHOCTH (BEKM,
obnacTb BOKPYr rnas u ap.).

CobatoaeHue cneayrouimx pekoMeHAaLUmMI NOMOXET NPUW 3aKkanblBaHUM Npenapara;

Pasopsute nakeTvk U3 $oabri, u3snekute GAakoH-KarnenbHULY, 3anunTe Ha KOpobke AaTy BCKPLITUA drakoHa
(pucyHok 1)

2,

MpuroToBbTe 3epKano.

BoiMoOMTE pyKu.

CHUMUTE KPBILWKY C KaneabHWLbL.

MNoBepHWTE KanenbHULY BBEPX AHOM.

3anpoKnHbTE FONIOBY, OTOABMHBLTE NasfbLEM HUXHEE BEKO, Kanis npenapara AO/KHa NOnactb B

06pa3oBaBLIMIACA MELLOK (PUCYHOK 2).

Cros nepeA 3epkanoM, NoaAHecHTe $pakoH-KanenbHULY Kak MOXHO BAUXeE K raasy.

e [locrapaiiTecb He KOCHYTbCA [Na3a, BEKa, UM MPUAEXALUMX K HUM TKaHeW KanenbHuueh. 310 MoxeTt
NPUBECTM K MHOULMPOBAHUIO COAEPXMUMOTO daakoHal

® OCTOpOXHO cOoXMUTE GNaKOH - KanenbHULY 4TOBbl BbIAABWATL TOABKO OAHY Kanawo npenapara
TPABATAH® (pucyHox 3).

e locne npumeHeHna npenapata TPABATAH® npuxmure ykasatenbHbiM nanbLeM 061acTb BHYTPEHHEro
yrna rnasa. 3To MoMOXeT usbexars BbITekaHWA npenapata Yepes HOCOCAE3HbIA MPOTOK U YMEHbLUNT
BO3MOXHOCTb NOMaAaHWA npenaparta BHyTPb OpraHnsmMa (pUCcyHok 4).

e Ecan Bt npumersete npenapar B 06a rnasa, To NOBTOPUTE OMUCAHHYIO BbIlE NPOLEAYPY ANA APYrOro
rnasa.

e TlnoTHO 3aKpoiiTe PpNaKOH-KaNeNbHULY KPLILLKOW HEMEANEHHO MOC/E NPUMEHEHUs Npenapara.

e [Ecam kanns He nonana B rnas, To NOBTOPWTE NPOLEAYPY.

e Ecam B a3 nonano 6osnee OAHOW Kanau, TO a3 cneayetr NPOMbITb TensoW BOAOW. OTaoxXuTe

3aKanbiBaHWE Kanesb A0 CNeAyHoWero AHA.
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e Ecam Bbl 3a6binM 3aKanaTb Kanau BOBPEMS, TO CAenaliTe 3TO TONbKO Ha CAeAyrOWWMiA AeHb B 0BbluHOe
BpEMS.
He npuMeHsiiTe ABOMHYO AO3Y Kanens.

e Ecnn Bbl NpuMeHseTe NapannenbHo APYrue raasHble Kanau, TO AenanTe 5-MUHYTHbIA nepepbis MeXay
npumeHeHuem npenapara TPABATAH® u Apyrux kanens.

e EC/M Kanau cayyaitHo nonanm Ha KoXy — NPOMOIATE MECTO NMPOTOYHON BOAOW.

Ocobbie ykasaHus COTJIACOBAHO
MUHUCTEPCTBOM 3[IPABOOXPAHEHUA

Yi3aMeHeHwWe LBETa rNa3 1

Vaetierne Leera (a3 PECIIYBJIMKY BEJIAPYCh

TPABATAH® MoOXeT NpuUBOAWUTb K NOCTENEHHOMY W3MEHEHW TPRRIS MUIRRAR738 YBRANENUS, HP muecTBa
MEeNaHOCOM (rpaHynbl NUrMeHTa) B MenaHouutax. epes Haugdnom JeuBesaybmatywBangpyeselyeT N@PCTasuTL B

U3BECTHOCTb O TOM, YTO LBET rna3 MOXeT U3MeHATbCA. [pu 3akanbliBaHWW NeKapcTsa B OAWH a3 BO3MOXHO
pa3BuTHe CTONKOW retepoxpommu. OTaaneHHble NOCNEACTBUA BO3AEHCTBUA HA MENAHOUMTBI B HacTosLLee Bpems
He ycTaHOoBAEHbl. 3MeHeHue uBeTa pajy>XKu NPOUCXOAUT MEANEHHO U MOXET OCTaBaTbC He3ameueHHbIM B
TeueHne paja MecAUeB u Jaxe fneT. M3MeHeHuwe LBeTa rnas uvale HabAoAaeTcs y NaumMeHToB cO CMelaHHoM
OKPacKkoW pasyXku, T.e. C ronyboBaTo-KapumK, CepOBaTO-KapUMK, XEATOBATO-KAPUMKU U 3eN1€HOBATO-Kapumm
rnasamu; O4HaKO MOXET Takke HabntoAaTbCA U Yy NALMEHTOB C KapuUMK rnasaMu. OBbIMHO KOPUUHEBBIA NUTMEHT
BOKPYr 3pauykoB CTaHOBWUTCA 60f€e WHTEHCUBHbIM MO CPaBHEHUKO C nepudepueld, OFHAKO BO3MOXHO
OKpallMBaHWe BCE PafyXKu WAN OTAENbHBIX Y4acTKOB. [locne NpekpaLieHua Tepanin AanbHerLero yCcuneHun
KOPUUYHEBOW NUIMEHTALIMKN PajyXKN HE HabAoAaeTCs.

M3meHeHns nepnopburanbHOn 061act u Bek

B KOHTpOAMpYEMBIX KAMHUYECKUX WCCAEAOBaHUAX MOTEMHEHWE nepuopbuTanbHOM 061acT UAM KOXWU BeK,
CBA3AHHOE C WUCNO/b30BaHWeM npenapata TPABATAH®, 3ameueno y 0,4% naupeHToB. Flpu npuMeHeHUU
aHaNoroB MpocTarnaHAMHOB HabAAANNUCE TaKKe U3MEHEHUA CO CTOPOHLI NepuopbuTanbHOW 06aacT U Bex,
BK/tOYAIOLLME YraybneHe OCHOBaHWUA HUXHErO U BEPXHETO BEKa.

Mpu ucnonb3osaHun npenapata TPABATAH® MOXET MOCTEMNEHHO M3MEHATHCA COCTOSHME PECHWL, rNasa, B
KOTOPbIM 33KanblBAaETCA Npenapat; NoAobHbie W3MEHEHWA B KAMHWUYECKMX WCCNef0BaHuAX Habawojanuchb
MPUMEPHO Y NOMOBUHbI MAUMEHTOB W BKAKOYANW: YBEJUUEHUE ANAHBI, TOAWMHBI, TYCTOTHl M MUrMEHTaLmu
pecHWL,. MexaHu3M, NPUBOAAWMIA K N3IMEHEHUAM PECHULL, a TaKKe OTAaNEHHbIE NOCNEACTBUA JAHHOTO ABAEHMUA
B HacToALee BpEMA He YCTaHOBAEHbI.

B nccnepoBaHusx Ha obesbAHax NokaszaHo, UTo TPABATAH® Bbi3biBaeT HE3HAUMTENIBHOE YBEMUEHNE [Na3HOM
wenn. OfHaKO B KNMHUYECKMX UCCAER0BaHMAX NOAOBHOrO 3ddekTa He HabaroAANOCH, NOSTOMY CUMTAETCS, UTO
OH ABAAETCA CneundUUHBIM AN JaHHOTO BUAA.

Onbir npuMeHeHns npenapata TPABATAH® npu BocnanutensHbix 3aBONEBaHWAX [Na3 OTCYTCTBYET, Takke
npenapar He UCNONb30BaIM NPU HEOBACKY/APHBIX NPOLECcaX, 3aKPbITOYrONbHOM!, Y3KOYTONLHO! 1 BPOXAEHHOM
rNaykoMe, M3BECTHbl /iNLib OTAENbHbIE CAy4Yau MPUMEHEHUA NPU TUPEOUAHbIX 3a60/7eBaHuAX a3, Npu
OTKPbLITOYrONbHOW rAayKOMe y MauWeHTOB C NceBaodakveid U Npu NUTMEHTHOW MM NCeBAOIKCHONMATUBHOMN
rnaykome. CnepoBatensHo, TPABATAH® ¢ OCTOPOXHOCTbIO AOMKEH ObITb MCMNOAL30OBaH NAUMEHTaMMU C
aKTUBHbIMU BOCNANUTEbHBIMU 3a60N1€BaHNAMM TNa3.

AdakmnuHbie NaLmneHTbl

Coobwwanock 0 passuTM MaKyNAPHOTO OTeKa NPU NEYEHWUM aHaNoTaMu NpocTaraaHanHa F20. PekoMeHgyercs ¢
OCTOPOXHOCTIO NpuMeHaTe TPABATAH® y nauueHToB ¢ adakveld, ncesgoadakmeit npu HaaMumm paspbisos
3azHe KancCybl XpyCTanuka Min NOBPEXAEHUM NepeaHel KaMepbl, @ Takke Y NalneHToB, Y KOTOPbIX MMEKTCA
daKTopbl pUCKa pa3BUTMA KUCTO3HOTO MaKy/lIAPHOro oTeka.

UpuTbl/yBEenTsl

Mpu NpeaApacnoNoXeHHOCTU K pa3suTUio upuToB/yBenTos, TPABATAH® credyet HasHauaTb ¢ OCTOPOXHOCTBIO.
KoHTaKT ¢ KoXeWn

Cnepyet He gonyckate nonagaHus npenapara TPABATAH® Ha KOXy, NOCKOAbKY B 3KCMEPUMEHTAX Ha KPOJUKaX
6b110 NOKa3aHO, UTO TPABONPOCT MOXET NPOHUKATL YepPes KOXY.
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MpocTarnaHAvHbl U aHanorM NPOCTaraHANHOB ABASKOTCA BUOAOrMUECKW aKTVBHBIMW BELLECTBAMMW, KOTOpbIE
MOTYT MPOHMKaTb Yepe3 KOXY. bepeMeHHble XEHLMHBI U XEeHLLMHbL, NAaHWpyowme 6epeMeHHOCTb, AOMKHDI
npuvHUMaTb 0COBblE Mepbl MPEeAOCTOPOXHOCTH, 4TOBbl HE AOMYCTUTb NPAMOrO MOMAZAHUA Ha  KOXY
cogaepXumoro dnakoHa. Mpu NonagaHNy Ha KOXy 3HaUUTENbHOTO KOMMUYECTBA COAEPXMMOro GpAaKoHa, Creayet
HEMeANIEHHO TLLATENbHO OUYUCTUTL BCHO 061aCTb BO3AENCTBUA.

KoHTaKTHbIE NNH3bI

MauueHTOB CresyeT npedynpeawTs, uto nepes npumeHeHuem npenapata TPABATAH®, kOHTaKTHble MH3bI
HEobXOAUMO CHATb U OAETb BHOBb HE paHee ueM uepes 15 MUHYT nocne 3akanbiBaHUA.
BcnoMorartenbHble BellecTea

Bxoaswwmii B cocta npenapara TPABATAH® nponuneHraMKoib MOXET Bbi3biBaTb PasgpaxeHne KOXH.
B coctaB npenapara TPABATAH® BXOAMT MOAMOKCMITUAG » ‘ Boe Macno 40,
KOTOPOE MOXXET BbI3biBaTb pasgpaxeHune KOXu.

MUHHCTEPCTBOM 3[PABOOXPAHEHUS

[pumeHerivie B neanarpuu PECITYBJIMKM BEJIAPYCh
JaHHble no 3pdekTMBHOCTM M He30nacHOCTX npenapara mmmmeimlaﬁpmoipmﬁaa B Ao 3 net (9

Ana peteli B BO3pacTe MeHee 3 T, CTPaZaOWMX OT nepBMuHom BPOXAEHHOM raaykombl (MBF) wau
XUPYPruyeckux BMeLLaTensCcrs (TpabekynoToMMUA/TOHMOTOMMUA) NPenapaT OCTAeTCA NePBOOUEPEAHBIM NEUEHMEM.
HeT AaHHbIX KacatenbHO 6€30NacHOCTN NPY AAUTENBHOM NPUMEHEHUN B NEAUATPUUECKOM NONYyAALMM.

B3aanmogelicTBure C APYrMMM IeKapCTBEHHBIMU CPEeACTBaMU
He nposoaunock nccnefoBaHui NO B3aMMOAEMCTBUIO Npenapara ¢ APYrMMU NeKapCTBEHHbIMU CPEACTBaMM.

BepemeHHOCTb, KOpMAEHWE rPYyAbH, PEePTUIBHOCTD

XeHunHbI penpoAyKTUBHOrO BO3pacTa/KOHTpaLenuUms

He cnepyet npumeHsTe TPABATAH® XeHWwwHaM penpoAyKTMBHOTO BO3PacTa/CrMoCOBHbIM K 3auaTuio Npu
OTCYTCTBUM HaAEXHbIX METOAOB KOHTPaLenLuy,

bepemeHHoCTL

TpasonpocT  okasbliBaeT  BpegHOe  (papMakonorMyeckoe — AeWCTBME  Ha  6epeMeHHOCTb  u/uau
naoa/HoBopoxaeHHoro. TPABATAH® He cnegyeT npumeHsts npu  6epemeHHoOCTM 6e3  abcooTHOM
HeobxoAuMOCTH.

[pyaHOe BcKapMmaviBaHUE

Heu3BecTHO, NpOHWKaeT AKM TPaBONPOCT, COAEPXAWMICA B T[Na3HbIX Kanasx, B TpyaHOe MONoKo. B
MCCNIEA0BaHNAX Ha XMBOTHbLIX MOKA3aHO, UTO TPaBONPOCT U ero MetabosuTbl SKCKPETUPYHOTCA B FpyAHOe
Monoko. MpumMeHeHune npenaparta TPABATAH® ans neueHuns KOPMSALLMX XEHLMH He PEKOMEHAYETCA.
®epTnabHOCTL

AaHHble no BAuAHWIO npenapata TPABATAH® Ha ¢epTWAbHOCTL 4esnoBeka OTCYTCTByHOT. MccnepoBaHus Ha
XKWUBOTHBIX MOKa3anu OTCYTCTBUE BAMSHWE TPABOMPOCTa Ha PepTUALHOCTL B A03aX, B 250 pa3 npeBbilaroLmx
MaKCUMaNbHYH PEKOMEHAOBaHHYIO O(TaNbMONOTUUECKYIO A03Y A/IA YENOBEKA,

BanAHMe Ha cnOCOBHOCTL YNpaBAsTh TPAHCMOPTHLIM CPEACTBOM U PaboTy C MeXaHW3MaMu

TPABATAH® He oOka3biBaeT WAW OKa3blBAE€T HE3HAUUNTENLHOE BAWAHWE Ha CMOCOBHOCTL ynpaeasatb
TPaHCMOPTHBIM CPEACTBOM M paboTy ¢ MexaHU3Mamu, OAHaKO, Kak U Ntobble rnasHble Kanau, npenapar MOXeT
NpuBECTU K BPEMEHHOMY CHUXEHUIO OCTPOTL! 3peHUs UAU APYrUM HapyLLIEHUAM 3PeHUA U OKasaTb BMAHWE Ha
CNOCOBHOCTL YMpaB/isTh TPAHCMOPTHLIM CPEACTBOM W PaboTy C MexaHuaMamu. Ecam y naumewta nocae
NPUMEHEHNA Npenapata BPEMEHHO CHUXAETCA YETKOCTb 3peHus, A0 €€ BOCCTAHOBAEHUA He PeKOMEHAyeTcs
yNpaBasTe TPaHCMOPTHbIM CPEACTBOM U 33aHWUMATbCA BWAAMU AEATENBHOCTH, TPeBYHOWMMM NOBbLILEHHOTO
BHUMaHWUA N peakuvn.
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Mob6ouHble peakuum

O630p npoduns besonacHoOCTH

B KAMHMYECKMX MCCAeAoBaHuAX npenapata TPABATAH® Haubonee uyacTbiMM NOGOYHbIMK peakuuaMn Bbiam
rNasHaf ryunepeMmus M runepnurMeHTauua pagyxHop 20% 1 6% nauueHTOB
COOTBETCTBEHHO.

O606uieHHan Tabavua No6OUHbIX peakLnit
Cnepytowme nobouHble peakumm knaccupuumpoBaHbi
(21/10), yacto (ot >1/100 po <1/10), HeuacTo (oT >1/1

COTJIACOBAHO
MHHHCTEPCTBOM 3[IPABOOXPAHEHUS
PECITYBJIMKY BEJIAPYCh

VKRR A
A5 ru 710 00q g0 <1/1000), ouerb

KaXAoW U3 rpynn nobOouUHbIX peakLuii, CGOPMUPOBAHHbIX MO UYACTOTe, OHU NPUBEAEHBI B MOPAAKE YMEHbLUEHMS
WX TAXeCTU. MoB6OoUHble peakunm NoayHeHb U3 KAMHUYECKUX UCCNEA0BaHUIA M NOCTMAPKETHHIOBbIX AaHHbBIX ANA
npenapara TPABATAH®,

CucreMHo-OpraHHas Yacrota MobouHas peakums
Knaccubukauma
HapyLueHus co CTOPOHBI Heuacto [MnepuyBCTBUTENLHOCTb, CE30HHAA anneprus
VMMYHHOMW CUCTEMBI
McuxunaTpuyeckue HapyLieHus He nssectHo | Jenpeccus, 6eCcnokoncTao, 6@CCOHHULA
HapylieHus co cTopoHbl HepBHOM | Heuacto lonosHas 6onb
CUCTEMBI Peako N3MeHeHMWe BKyca (ancreBauns), ronoBOKPYXeHMe,
AedekT noneit 3peHns
HapyweHusa co cTopoHbI rnas OueHb Yacto | [nasHas runepemus
Yacto FMnepnurMeHTaumns pagy>ku, 601b B raasy,

rNa3HoW AMCKOMPOPT, CUHAPOM CyXOro rnasa, 3y4
B rN1a3ax, pasgpaxeHve rnas

Heuacro 3po3usa POroBuLbI, YBEUT, MPWT, BOCManeHue
nepeaHeit kamepbl, KEpaTUT, TOUEUHbIN KepaTuT,
¢BeTO60A3Hb, BbiAeNeHWA U3 rnaz3a, baedapur,
3puTEMa BeK, NEPUOPOUTaNbHBIA OTeK, 3y4 BEK,
CHUXEHWE OCTPOThI 3peHUs, HEYETKOCTb 3PEHUS,
NOBbLILEHHOE CNE30TEYEHNE, KOHBIOHKTUBMT,
3KTPONMOH (BbIBOPOT BEKa), KatapakTa,
obpa3soBaHue KOpOUeK Ha Kpasx BeK, pocT
pecHuL,

Peaxo NpuAoUUKAUT, NPOCTOR OPTanbMONOrMYeCKuit
reprec, BOCnaneHune rnas, poToncums, 3Kk3ema Bex,
OTEK KOHBIOHKTUBBI, Pagy>Hble Kpyrv B none
3peHuna BOKPYT UCTOYHVKA CBETa, GONNMNKYNbI
KOHBIOHKTUBBI, TMNECTE3WA FNasa, TpUxuas,
MerBOMUaHWT, NUrMeHTaLMA NepeaHel KaMmepb,
MWUAPWa3, acTEHOMWSA, FTMNepnUrMeHTaUns pecHul,
YTONWEHNE PECHULY

He n3sectHo | MakynapHblin oTek, 3anagexue rnas

HapyLueHu1a co CTOpOHbI OpraHa He ussectHo | FONOBOKPY>XEHUE, WyM B yluax
cayxa v BeCTUByIfpHOTo annapara
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HapyiueHusa co cTopoHbl cepaua Heuvacto Cepauebuenve (nanbnutaums)
Peako HeperyasapHOCTb CepAeUYHbIX COKPaLLEHUH,
cHmxenne YCC
He usBectHo | Eonb B rpyan, 6paavkapaus, Taxmkapavs,
apuTMma
HapylueHus co cTopoHs! cocygos | Pegko CHuXeHMe AnacToNnueckoro apTepuanbHoro
AaBNeHys, NOBIQRHYE AHE ‘
apTepPUS NEHTHOTRABTBOM B (PHETCXBXREH S
runeptdnans PECTIYEIMKH BEJAPYCh
Hapywien#s co CTopoHs! Heuacto Kawwend ‘3‘511’6&%33“ m&’ﬁg@i’ﬁWMﬂé
AbIXaTe/IbHOW CUCTEMBI, OpPraHoB rNOTKU
FPYAHO KNETKN 1 CPeAOCTeHN Peako Ogapilika (AUNHO3), acTMa, HapyLLUeHne AbiXaHus,

POTOrNOTOUHbIE 6011, ANCPOHMSA, annepruueckni
PUHUT, CYXOCTb B HOCY

He u3BecTHO

O60CTpeHne acTMbl, HOCOBOE KPOBOTEUEHUE

HapylueHusa co CTOpOHbI
XKeNyAOYHO-KNLLEYHOro TpakTa

Pepko

Peupane a38eHHOM 60NE3HM, XENYAOUHO-
KULLIEYHbIe HapyLUeHWs, 3anop, CyXoCTb BO PTy

He napectHO

[Avapes, 601b B XMBOTE, TOWHOTA, PBOTA

HapyweHnsa co CTOpOHbI KOXM U Heuacro I'vnepnurmeHTaums koxwu (nepuopbutansHas),
NOAKOXHbIX TKaHeN U3MeHeHWe LBETa KOXM, HapyLEHWe CTPYKTypbi
BOJIOC, FTMNEPTPUX03
Peako ANNepruvecknin 4epMaTmT, KOHTaKTHbBIA AepMaTuT,
3pUTEMA, CbiMb, U3MEHEHWE LiBETa BONOC,
BbiNageHne 6poBel uamn pecHuy, (Maaapos)
He nssectHo | 3y, HapylweHue pocTa BONOC
HapyweHus o CTOPOHbI
CKENeTHbIX MbILUL, Peako boan B ckeneTHbIX MbiWLAX, apTpanrus
COEANHUTENBHOW TKaHK U KOCTEN
HapyweHusa CO CTOPOHbI MOYEK U He usBectHO | Au3ypus, HeaepXaHne Mouu
MOYEBbIAENTENILHOM CUCTEMBI
Oblwme HapylleHus 1 U3MeHeHua | Peako AcCTeHMA

B MecTe NpuMeHeHunn

NcecnepoBanus

He napectHo

NosbiweHne yposHa MNMCA

Neavarprueckme NaLmMeHThl

B TtpexmecauyHoM wuccnepoBaHumM $asel 3 M ceMUAHEBHOM HapMaKOKMHETUUECKOM WCCNEAOBaHWM, C
BosneueHnem 102 neamnaTpuyeckux NaumeHTos, NpuHUMaBsLwmx TPABATAH®, TMn n xapakTepucTukn noboUHbIX
peakumi 6biM MAEHTUYHBI TaKOBbLIM, HabNIOAABLIMMCA Y B3POCABLIX NaumeHToB. Mpoduan 6e30nacHOCTM Npu
KPaTkOBPEMEHHOM Ha3Ha4YeHUU TakKe Bbian CXOAHBIMU B Pa3NMUHBIX MEANATPUUECKUX NOATPYNNax (CM. pasaen
«®apmakoauHamuka»). Hanbonee 4acTbiMM MOBOUYHBIMM peakUMsiMA B MeauaTpuueckor nonyasumm 6ulav
rnasHaa runepemus (16,9%) u poct pecHuy (6,5%). B noxoxeM TpexmMecayHOM WUCCNEAOBaHUM B3POCAbIX
NauneHToB JaHHble peakumuu BCTpedanuch ¢ Yactotoi 11,4% un 0,0% cooTBETCTBEHHO.

fononHutenbHble MOGOYHbIE peakLuKW, BbIABAEHHbIE Y MEAVNATPUUECKUX NALMEHTOB B  TPEXMECAYHOM
nceneposanmi (N=77), 6bianM CXOXM C TaKOBbIMA B aHaNOMMUYHOM WUCCNEAOBaHUM, NPOBEAEHHOM Y B3POC/bIX
(n=185), n BrItOHaNU eAMHUUHBIE CyYan IPUTEMBI BEK, KEpaTUTa, NOBLIWEHHOrO cnesoTteueHns u ¢potopobum ¢
vacrotor 1,3% no otHoweHuto k 0,0% y B3poCAbiX.
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CoobuueHne 0 NoA03peBaEMbIX NOBOUHbIX peakLIMax
BaxHo coobwate 0 noao3pesaeMblx NOBOUHbLIX peakLMax NOCne perncTpauuy NeKapCcTBEHHOrO CPEeACTBa, T.K.

3TO NO3BOAAET NPOBOANTE MOHUTOPUHI COOTHOWEHUA I'IOﬂbBa/pMCK NeKapCTBEHHOIO CpeAacTBa. PaboTHMKM
34PpaBOOXpPaHEHNA AOJ/DKHbI coobwate 060 Bcex MNOBOUHbIX peakuuax B COOTBETCTBUM C  MECTHbIM
3aKOHOAaTeNIbCTBOM.

anI BO3HUKHOBEHUWN HEXENATEAbHbIX ABNEHWU u/Man Haanunm npeTeH3m‘/’| K Ka4yecTBy, noxanyﬁCTa, COOGLLI,VITG
06 3tom no ten. +375 (17) 3600365 mam no anekTpoHHOM noute Ha aapec drugsafety.cis@novartis.com.

COTJIACOBAHO
MUHUCTEPCTBOM 3IPABOOXPAHEHUA

. BpasPAATVREHISEEEBARRE R e chuiukom Gonbluoit
M a 3APABOOXPAHORKR

R bRRO KONNudcTBa npenapara B
AMMO 06paTUTLCA

Mepeaosunpoeka

He coobwanocb 0 cayuasx nepeso3vMpOBKY Npenapato
A03bl MOXET BbI3bIBaTb TOKCUYHBIN 3ddexT. Mpu cayyaitH
r71a3, PEKOMEHAYEeTCR NPOMBITL rnas(a) Tennoi sogon. Mp
K Bpady ANs NPOBEAEHNA CUMNTOMAaTUYECKOW 1 NOAAEPXUBAIOLLEN Tepanuu.

dopmMa Bbinycka
Mo 2,5 Mn Bo ¢nakoH-kanensHuuy. Mo 1 ¢nakoHy B naketuke u3 GOsbrM BMECTe C MHCTPYKLMEHR no
MEANLIMHCKOMY MPUMEHEHUIO B KaPTOHHOM Kopobke.

YcnoBua xpaHeHus
Mpu Temneparype He Bbiwe 30°C B HEAOCTYNHOM ANA AETel MecTe.

Cpok rogHocTH
2 roAa. He ncnosib3osate Nocie UCTEUEHUA CPOKA FOAHOCTH, YKa3aHHOTO Ha YrakoBKe.
Wcnonb3oBath B TeueHne 4 Heaenb NOCAE BCKPLITUA dAakoHa.

Ycnosus oTtnycka 13 antek
lNo peuenty Bpava.

MNpoussoautens
c.a. A/IKOH-KYBPEP H.B. / s.a. ALCON-COUVREUR n.v.
B-2870, Myypc, beabrus
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