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CybbeKTbl 0bpalleHus
NeKapCTBEHHbIX CPeACTB

®epfepanbHad cnyxba Mo Haasopy B cepe 34paBOOXPaHEHMA B pamKax
MCMONHEHWNS TOCYAapPCTBEHHOMW (PYHKUUN MO MOHUTOPUHTY 6e30MacHOCTU IeKapCTBEHHbIX
npenapatoB, HaxoAdwmxcs B obpaweHUM Ha Tepputopun Poccuiickon dPegepayun,
L[OBOAUT [0 CBefeHUs CyObeKTOB 06palleHUA nekapCTBeHHbIX cpefcTs nucbmo OOO
«HoBaptTuc ®apma» 0 HOBbIX AaHHbIX MO 6e30MacHOCTM JleKapCTBEHHOro npernaparta
Makcutpon (MHH: dekcameTtazoH+HeomuunH+IonMMukcnH B).
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CneyupanmcTam 34paBooXpaHeHus

MHhopmaumoHHoe nucbMo
Wcex. Ne 82-PEIMo ot 28.03.2018
YBakaemble creLnasncTbl B cipepe 34paBooXpaHeHuns!

KomnaHna OOO «HosapTnc ®apma» BblpaxaeT Bam CBOe MOYTEHME U
NHOPMUPYET O MOMYYEHUM HOBbIX [aHHbIX MO 6e30MacHOCTY  NPUMEHEHWUS
(PMKCUPOBAHHON KOMOMHaLMWM [eKcameTasoH + HEeOMUUMH + MONMMUKCUH B,
ABNAOWMXCA  [eNCTBYHOWMMIN  BellecTBammn npenapata  MakcuTpon®, Kaniu
rnasHole (PY: I N014557/01 ot 22.05.2008).

OGHOB/EHHbIEe faHHbIe MO 6e30MacHOCTY YKa3aHbl HUXKeE.

1. Pa3gen «B3anmofeincTeume ¢ Apyrumm neKapcTBeHHbIMY NpenapaTaMm»
B pasgene yTouHeHa UH(OPMALUA OTHOCUTENIbHO BANAHWUS MHIMOUTOPOB (PepMeHTa
CYP3A4 (Bkno4ast puUTOHaBMP W KOBMUWCTAT) Ha YBENNYEHWE PUCKA YTHETeHWS

(hYHKLMM HaANOYeYHUKOB:

Y—hnaumneHToB,—f0/yYaBLLINX PUTOHABUP,—MEXET YBeNllYHBaTbCA—KOMLEeNnTpaLLM
fiekcameTtasona B nnasmMe (cM. pasgen «Ocobble yKazaHUA»).

MHrnbuTopbl depmeHTa CYP3A4, BKIOYas pUTOHaBUP U KOOGMUMCTAT, MOryT
yBENNUMBATb CUCTEMHOE BO3MEACTBME, UYTO MNPUBOANT K YBEMYEHUIO pUCKA
YrHeTeHUss (OYHKUMWM HaAMOYEUYHMKOB W/LLIN BO3HWKHOBEHMIO cuHApoma IueHKo-
KywwuHra (cm. pasgen «Ocobble ykazaHusi»). CneayeT u3beraTb WX COBMECTHOE
MPriJeHeHve, ecan npegnonaraeMas nosb3a He nepeBelUMBaeT MOBbILEHHbIA PUCK
CUCTEMHbIX MOBOYHBIX 3(PEKTOB KOPTUKOCTEPOUIOB. B MHOM cnyyae Heobxoaum
KOHTPO/Mb NaUMeHTOB OTHOCUTENbHO BO3HWKHOBEHWA CUCTEMHbIX 3((eKTOB

KOPTUKOCTEPONOB.

12


http://www

2. Pazpgen «Ocobble yKazaHUs»
B pasgene yTouHeHa MHMOpPMaLMs OTHOCUTE/IbHO BAMSHUA UHIMOUTOPOB (hepMeHTa
CYP3A4 (BKMOYasi pUTOHaBMP M KOOGUUMCTAT) Ha YBE/MYEHWE PUCKA YTHETEHUS

(YHKLMMN HaANOYeYHNKOB:

Y npeapacnonoXXeHHbIX MNauMeHToB, BKAOYas [eTeld M MauueHTOoB, NOMy4varoLimx
nHrmnouTopsl CYP3A4 (BkIHOYas pUMTOHaBMP M KOBUUMCTAT), MOC/e WUHTEHCUMBHOM
Tepanun WM HenpepbiB-HOM ANTENIbHOW Tepanuu MOXET BO3HWUKaTb CUHAPOM
NueHKo-KywnHra n/vnm yrHeteHume HaAno4vevyHWKOB, O6YC/OBNEHHbIE CUCTEMHbIM
BCacbIlBaHMEM AeKcaMeTasoHa 18 OpTa/IbMO/IO-TMYECKOro NMPUMEHEHNs (CM. pasgen
«B3aumogenicTBmne ¢ APYrumMy  NeKapCTBEHHbIMK nNpenapa-TaMu»). B nofo6HbIX

cnydaax npenapar cnegyet OTMEHATb HE CPa3y, a NOCTEMNEHHO.

B cBA3K C BbiBNEHMEM BbllleyKa3aHHbIX AaHHbIX komnaHuerr OO0 «HosapTuc
dapma» OyayT NpeAnpuUHATLI Cefytouive 4encTBus:
WHpopmauua 6yaeT BKAKOYEHA B MHCTPYKUMIO MO MeAMUMHCKOMY MPUMEHEHUIO

NeKapcTBeHHOro npenapata MakcuTpon®, Kanam rnasHble.

Ecnvy Bac BO3HUKHYT [OMONHUTENbHbIE BOMPOCHI MO MHGOPMAaLWK, U3NOMKEHHON B

[aHHOM MiCbMe, NMPOCKM HanpaensTh WX B KomnaHuio OO0 «HosapTuc dapmax» no

CneflytoLemy afipecy:

000 «HoBapTuCc Papmax»

125315, r. Mocksa, JIeHUHIpaACKuiA NPOCNEKT, A0OM 72, Kopnyc 3
Ten. (495) 967 12 70;

(hakc (495) 967 12 68.
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