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HaNe oT

O HOBbIX AaHHbIX MO 6e30MacHOCTM
NeKapCTBEHHOrO npenapara
Tobpagekc

depepanbHad cnykba Mo Haa3opy B cepe 34paBOOXpaHEHUWs B pamKax
MCMONMIHEHWNS TOCYAaPCTBEHHON (DYHKLUUM MO MOHUTOPUHIY 6€30NaCHOCTUN NEKAPCTBEHHbIX
npenapatoB, HaxoAsWWXcs B obpaweHun Ha Tepputopum Poccuitckoin depepaumu,
[0BOAUT A0 CBeAeHUs CyObeKTOB 06palleHMs NeKapCTBEHHbIX cpefacTB nucbmo OO0
«HoBapTuc ®apma» 0 HOBbIX fAaHHbIX M0 6e30MacHOCTM JIeKApCTBEHHOro mnpenapaTa
Tob6pagekc (MHH: [lekcameTa3zoH+Tob6pamuLnH).

MpunoxeHue: Ha 2 N. B 1 3Ks.
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CneupanmcTam 34paBoOXpaHeHNs

MHhopmaumoHHoe NMcbMO
Ncx. Ne 88-PElT/o ot 28.03.2018
YBaxKaemble CrienasincTbl B chepe 34paBooOXpaHeHnS!

Komnauma OOO «Hosaptuc ®apma» BblpakaeT Bam CcBoe nouteHue u
NHDOPMUPYET O MOMYYEHUM HOBLIX [aHHbIX MO0 6€30NacHOCTN  NPUMEHEHUS
(PMKCMPOBAHHON  KOMOMHaUMW  feKkcameTasoH +  TOOGpamULMH,  SBAAKOLIMXCA
[EeNCTBYOWMMM BelllecTBaMu npenapata Tobpagekc®, kannu rnasHble (PY: I
N016323/02 ot 15.03.2010).

OGHOB/NEHHbIE [aHHbIe Mo 6e3onacHoCTu YKa3aHbl H/XeE.

1. Pasgen «B3anmogencTsue ¢ Apyrnmm ieKapCcTBEHHbIMM Npenaparamm»
B pasgene yTouHeHa MH(OpMaUmMs OTHOCUTENIbHO BUSAHUSA UHIMOUTOPOB (hepmeHTa
CYP3A4 (Bkntoyasd pUTOHaBUP M KOOMUMCTAT) Ha YBE/IMYEHME PUCKA YTrHETEHUA

(hYHKLMM HaANOYeYHUNKOB:

Y nauueHToB, MOMy4YalOLMX PUTOHABUP, MOXKET YBEIMYMBATLCA KOHLEHTpauus
Jekcametasona B nnasme (cm. pasgen «Ocobble yKazaHus»).

WHrnbuTopbl depmerTa CYP3A4, BKIYas pUTOHaBUpP M KOGUMUMCTAT, MOryT
YBENNUMBATbL CUCTEMHOE BO3AEUCTBME, YTO MPUBOAUT K YBENMYEHMIO pUCKa
YrHeTeHUss (OYHKUMM HaAMOYEYHMKOB W/MAM BO3HWKHOBEHMIO CcuHApoMa UeHKo-
KywuHra (cm. pasgen «Ocobble yKazaHusi»). CneayeT u36eraTh MX COBMECTHOE
MprueHeHve, ecnu npegnonaraemMas nonib3a He MepeBellMBaeT MOBbLILIEHHbLIA PUCK
CUCTEMHbIX NO60YHbIX 3(PEKTOB KOPTUKOCTEPOMAOB. B MHOM cnyyae Heo6xoaum
KOHTPOMb NaUWeHTOB OTHOCUTENbHO BO3HMKHOBEHUS CUCTEMHbIX 3((PeKTOoB

KOPTUKOCTEPONOB.
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2. Pasgen «Ocobble yKazaHNA»
B pasgene yTouHeHa UH(OPMALMA OTHOCUTENbHO BAUAHUA MHIMOWUTOPOB (PepMeHTa
CYP3A4 (Bkno4yas puUTOHaBMP U KOOULMCTAT) HA YBENNYEHME PUCKA YrHETeHUS

(YHKLMM HaNOYeYHUKOB:

Y npeapacrnofnoKeHHbIX MauMeHToB, BK/HOYas [eTeld M MNauMeHTOB, MOJyYatoLmX
nHrnomTopsl CYP3A4 (BKMoYas pUTOHaBUP WM KOBUUMCTAT), MOCMe WHTEHCUBHOM
Tepanuu WM HENPEePbIBHON [/NTENbHON Tepanuu MOXeT BO3HWKaTb CUHAPOM
NueHko-KywnHra n/wnn yrHeTeHme HaAno4veyHWKOB, O6YCNOBMEHHbIE CUCTEMHbLIM
BCacblBaHVEM fAeKcameTasoHa A8 OTaIbMOIOTMYECKOro MPUMEHeHUs (CM. pasfgen
«B3arwogeicTeme ¢ [PYruMu NeKapCcTBEHHbIMU MpenapaTamu»). B nofobHbIX

cnydadax npenapar cnegyet oTMEHATb HE CPa3y, a MOCTENEHHO.

B CBSI3V C BbISIBNIEHWEM BbllLEYKa3aHHbIX faHHbIX KomnaHueid OO0 «HoBapTuc
dapma» 6yayT NpeanpuUHSTbLI CleaytoLLue AenCTBuS:
NHhopmaums 6y[eT BKIYEHA B WMHCTPYKUMIO MO MEeAMLMHCKOMY MPUMEHEHUIO

NeKapcTBEHHOro npenapaTa Tobpafekc®, Kanam rnasHble.

Ecnny Bac BO3HUKHYT [OMNONHUTENbHbIE BONPOCHI MO MHC(OPMALN, W3NOXKEHHON B

[laHHOM nucbMe, NPOCMM HanpasnaTb X B KomnaHnio OO0 «HoapTuc dapma» no

CcneflytoLemy afpecy:

00O «HoBapTUC Papma»

125315, r. MockBa, JIeHUHIpaACKMiA NPOCNeKT, AoM 72, Koprnyc 3
Ten. (495) 967 12 70;

(hakc (495) 967 12 68.
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