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Me.ﬂ()lccnKaM-coz[epmamne JEKApPCTBCHHbBLIC IIpenaparbl — PHUCK Pa3sBUTHUA

(pUKCHPOBAHHOM JIEKAPCTBEHHOM CHINMU (ApUTEMbI (PUKCUPOBAHHOI).
YBaxkaeMbl€ CIIEUATUCTBI CUCTEMBI 3[]paBOOXPAHEHUS !

JlemapTaMeHT JI€KapCTBEHHBIX CPEICTB M MEIMLUMHCKUX u3nenuil nmpu M3 KP
uHpopmupyer Bac 0 HOBOM pucCKe pa3BUTUS (PUKCUPOBAHHOMN JEKApCTBEHHOM CHIIU
(apuTeMBI (PUKCUPOBAHHOM).

Komuter no ouenke pucko EBpomeiickoro meaunusckoro areHtcrsa (PRAC
EMA), npunuMasi BO BHUMaHHE JaHHbBIE SKCIIEPTHOIO OTYETA 00 OLEHKE NEPUOANYECKUX
OOHOBJISIEMBIX OTYETOB IO OE30MAaCHOCTH JIEKAPCTBEHHBIX IPENaparoB, COAEPIKALIUX
MEJIOKCHKaM, CZeJlajl Hay4YHbIE BHIBOJIBI.

Ha ocHoBaHuuM 0030pa JOCTYIHBIX JaHHBIX HAYYHON MEAUIIMHCKON JINTEPaTyphl,
CHOHTaHHBIX COOOILICHHM, BKJIIOYAs CIIy4au C MOJIOKUTEIBHON peakiyeil Ha IOBTOPHOE
Ha3HAYEHUE JIEKApCTBEHHOIO IIperapara, Wi C IOATBEP)KACHHOM aJUIEpru4eCcKon
peakiuen Ha MEJIOKCHKaM, KOMHUTET OLeHWI IPUYMHHO-CIEACTBEHHYIO CBS3b MEXKIY
IIPUMEHEHHUEM MEJIOKCHUKaM-COJIEpPKAlMX JIEKAPCTBEHHBIX IPENaparoB M PUCKOM
pa3BUTHUSA JIOKAJIU30BaHHBIX BBICBIIIAHUI Ha KOXKE, KAK BO3SMOXKHYIO.

bbb mosaydeHbl coo0lIeHUs O (DMKCUPOBAHHBIX BBICHIIAHUIX HA KOXKE IPH IPUEME
MEJIOKCHKaMa.

He crmeayer IOBTOPHO Ha3HAa4yaTh MEJIOKCHMKAM MAallMEHTaM, B aHaMHeE3€ KOTOPBIX
(hUKcHpOBaHHAs JIEKAPCTBEHHAS ChIIb, CBsI3aHHAas ¢ IPUMEHEHHEM MEJIOKCHKAMA.
B03MOKHO pa3BUTHE IEPEKPECTHRIX PEAKIIMM HA APYTrHE ONpermaparhl KJIacca OKCUKAMOB.
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Yacrora Heus3BecTHa: (DUMKCHUpOBaHHAsA JEKApPCTBEHHAs ChIIb (cM. pasuen «OcoOble
VKa3aHUS U MEPBI IIPEIOCTOPOKHOCTH IIPU IPUMEHEHUNY ).

Ilocne mpueMa MEJOKCHMKaMa WM JIDYTHX OKCHKaMOB (HalpuMep, HHUPOKCHUKAMA),
pa3Buiachk (hMKCHPOBaHHAsl JIEKAPCTBEHHAS ChIIb (IIITHA KPYINIOH MIIM OBaJIbHOU (hOPMBI
C IIOKpaCHEHHEM M IPUHOYXJOCTHIO KOXKH, KOTOPbIE IPH IIOBTOPHOM IIpHEME IIpernapara
MOSIBJISIIOTCS. B IIPE)KHUX MECTAaX BBLICHIIAHHUS, BOJJIBIPU, KPAIIMBHUIIA B 3Y1).

KoskHas ajuieprudeckasi peakiis, M3BeCTHAs KaK GUKCUpOBAaHHAs JIEKAPCTBEHHAS ChINb,
KOTOpasl IpHU IIOBTOPHOM BO3ACHCTBUM Npemapara OOLIYHO IIOSBISETCS B IHPEKHUX
MECTaX BBICBHIITAHMS M MOJKET BBINILAETH KAaK IISITHA KPYIIOH MM OBaJbHOHW (hOPMBI C
IIOKPACHEHHEM H OTEKOM KO)KHM, 00pa30BaHHEM BOJIIBIPEN, KPAIIUBHHUIIA, 3VII.

Jlumepamypa:

11.05.2023 Meloxicam CMDh Scientific conclusions and grounds for the variation to the
terms of the Marketing Authorisation(s) PSUSA/00010474/202207

https.://www.ema.europa.eu/documents/psusa/meloxicam-cmdh-scientific-conclusions-
groundsvariation-amendments-product-information-timetable/00010474/202207 _en.pdf
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