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NudopManmoHHOe MNHUCHbMO  JIJIS
CIENUAHUCTOB 3IPABOOXPAHEHUS

MecasasuH - coxep:kalime JEKAPCTBEHHbIE NpPeNnapaTrbl — PUCK Pa3BHUTHA
A00pPOKAYECTBEHHOM BHYTPHYEPEITHOM IMIIePTEeH3UHU

VYBaxkaeMble CIIELIMAIUCTBI CUCTEMBI 3[paBOOXPAHECHMS !

JlenapTaMeHT JEKapCTBEHHBIX CPEACTB U MEAULMHCKUX HU3/esui npu M3
KP undopmupyer Bac o HOBOM pucke 10OpoKadyecTBEHHOW BHYTPUUEPEITHON
TUIEPTEH3UM NpPU NPUMEHEHUM MECAIM3UH - COAEPKAIIUX JIEKAPCTBEHHBIX
Ipenaparos.

KomwuTeT 1o onienke pucka B cepe dpapmarkonaazopa (Pharmacovigilance Risk
Assessment Committee, PRAC), Bxonsmumii B coctaB EBporieiickoro areHTcTBa
nekapcTBeHHBIX cpenctB (European Medicines Agency, EMA), npuHuMas Bo
BHUMAaHHE JJAHHBIE SKCIIEPTHOTO OTYETA 00 OLIEHKE NMEPUOUYECKUX OOHOBIISIEMBIX
OTYETOB 10 OE€30MACHOCTH JIEKAPCTBEHHBIX IIPEMapaToOB, COJEPKAIINUX MECATIU3HH,
caenan CIeIyIOlNe HAyYHbIE BbIBOJBI.

[IpuurHHO-CNIEACTBEHHAS CBSI3b MEXKIY MECAIa3uHOM U IOOPOKauYeCTBEHHOMN
BHYTPUUYEPEITHOW TUIIEPTEH3UEN BO3MOKHOM.

CooOmanocb 00  MAMONATHYECKOW  BHYTPUUYEPENHON  TUIIEPTEH3UU
(mceBAOONYXO0Jb TOJIOBHOTO MO3ra) y IMAIMEHTOB, MOJIyYaBIIMX MeECala3uH.
[TanpeHTOB cneayer NpeaynpeauTbh O MOSBICHUU IPU3HAKOB W CHMIITOMOB
UIMOMATUYECKOW BHYTPUYEPENHONW TUIIEPTEH3UH, BKJIIOYAs CHJIBHYIO WU
MOBTOPSAIOIIYIOCS TOJIOBHYIO 0OJb, HAPYIIEHHUS 3peHHUs Wid IyM B ymax. [lpu
BO3HMKHOBEHUM WIUONATHYECKOW BHYTPUUYEPENHONW TUIEPTEH3UU CIEAYET
paccMOTpeTh BOMPOC O MPEKPALICHUHN [TPUEMa Mecala3rHa.
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Jlumepamypa:

https://www.ema.europa.eu/en/documents/psusa/mesalazine-cmdh-scientific-
conclusions-grounds-variation-amendments-product-information-timetable-
implementation-psusa-00001990-202402 _en.pdf
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