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Mecaia3uH-coiep Kalne JeKapcTBeHHbIe MpenapaTsbl — pUCK Pa3BUTHUS CHHAPOMA
CruBenca-/[:koHcoHa

YBakaeMble CIICLUAJUCTBI CUCTEMBI 3I[paBOOXpaH€HI/IH!

JlemapTaMeHT JIEKapCTBEHHBIX CPEJACTB U MEIMUMHCKUX u3genuid npu M3 KP
wHGopMupyeT Bac 0 HOBOM pHCKE TSKEIBIX KOXKHBIX ITOOOYHBIX peakUUsAX IIpU
MPUMEHEHUHN MeCcalla3uH - COAEp KAIINX JIEKAPCTBEHHBIX IIPENaparos.

KomuteT mo onenke puckoB EBpomneiickoro MeauIMHCKOro areHrcTBa (PRAC
EMA), paccMOTpeB HUMEIOIIMECS JaHHbIE JOKIMHUYECKMX U KIMHUYECKUX
uccrnenoBannii, EudraVigilance u nanHble U3 MCTOYHUKOB HAYYHOM JIUTEPATyphl, IPULIEI
K BBIBOJLY O HaJIM9MH BO3MOKHON NIPUYMHHO-CIECACTBEHHOM CBSI3M MEXKIy IPUMEHEHUEM
Mecaa3uH-COAepIKalluX JIEKapCTBEHHbIX IIPENapaToB M PUCKOM pa3BUTHSA CHHAPOMA
Crusenca-/>koHcoHa.

MecanazuH MOXXET MPUBOAUTH K OKPALIMBAHUIO MOYHM B KPACHO-KOPHUYHEBBIN LIBET
Mocjie KOHTAaKTa ¢ OTOeNMBaTelieM Ha OCHOBE TMIIOXJIOpUTa HATpHs (HampuMmep, MpH
OYHCTKE TYaJCTOB THIIOXJIOPHTOM HATPHs, COAEPIKALTIMCS B HEKOTOPBIX OTOEIUBATEIISX.

: HmeroTcst cOOOIIEeHHsT O TSDKEIBIX KOXKHBIX 10004HbIX peakuusax (SCAR),
BKJIFOYAs JICKAPCTBEHHYIO PEAKIMIO C J03MHOPHINEH M CUCTEMHBIMHU IIPOSBICHUAMU
(DRESS), cunapom Cruenca-/[>xoncona (SJS) ¥ TOKCHMYECKHH SIHIEPMAJIBLHBIMN
Hekponn3 (TEN), cBA3aHHBIX C JICAEHUEM MECAIa3uHOM.
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HpI/ICM Mecajla3uHa CJICAYET NPEKPaTUThL IMPU MEPBBIX MPU3HAKaX W CUMIITOMAax
TSAXKCIIBIX KOJKHBIX peaKHHfI, TaKUX KaK KOXHas CbIIb, ITOPAXXCHUA CIIN3UCTBIX 000I104YeK
WU JIIOOBIE APYrue nNprusHaku rufepyyBCTBUTCIIBHOCTH.

Jlumepamypa:
hitps.//'www.ema.europa.eu/documents/psusa/cabapentin-cmdh-scientific-conclusions-grounds-
variation-amendments-product-information-timetable/00001499/202202 en.pdf
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