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Iepypokcum-coaepskamue JEKAPCTBEHHbIE IMpenaparbl — PHCK Pa3sBUTHA

cunapoma Koyunca u DRESS - cunapoma

YBakaeMble CHELUAIMCThl CUCTEMBbI 3IIpaBOOXpaHeHI’I}I!

JlemapTaMeHT JIEKApCTBEHHBIX CPEACTB M MEIUUMHCKUX u3nenui mpu M3 KP
uHpOpMUpYeT Bac 0 HOBOM pHCKE TSKEIbIX KOXKHBIX ITOOOYHBIX peaKIUsAX IMpU
MPUMEHEHUH e(YPOKCHUM - COJIepIKalIMX JIEKapCTBEHHBIX IIPENaparos.

Komurer mo oreHke puckoB EBporelickoro mMeauuuHckoro areHTctBa (PRAC
EMA), paccMOTpeB UMEIOLIUECS JaHHblE JOKIMHUYECKUX M KIMHUYECKHUX
uccrnenoBanuit, EudraVigilance u naHHbIe U3 HICTOUHUKOB HAYYHOH JIUTEPATYPHIL, IPHULIEIT
K BBIBOJLY O HAJIMYKUU BO3MOXKHOU PUUUHHO-CACACTBEHHON CBSI3U MEXK/1y IPUMEHEHUEM
e pypOKCUM-COIEpKAIIUX JEKAPCTBEHHBIX IPENaparoB U PUCKOM Pa3BUTHUSA CUHAPOMA
cunapoma Koyuca u DRESS — cunnpoma.

Bam He M0JDKHBI Ha3Ha4aTh [mopeosoe HaumeHno8aHue], €CIU y Bac Korga-inbdo
mocie JIedeHus 1e@ypOKCHMOM WM APYTHMMH 1e(anioCIOPpUHOBBIMU aHTUOMOTHKAMHU
MOSBIIATACE TSDKEJIas KOXKHAS CBINb, ISNYIICHUE KOXKHU, BOJIBIPU U/UIH SI3BBI BO PTY.

VY HeOGOBIIOro YKCIIa JIIOACH, MONYUYaIONX JEeUEHHE [mop2osoe naumernosanue]
Pa3BUBAIOTCSA AJNIEPTUUECKUE PEAKIIUU WIIH TTOTEHUHATBHO CEPhE3HbIE KOXKHBIE PEAKIUH.
CHUMITOMBI 3 THX PEAKUHN BKIIOYAIOT:

! pacrpocTpaHeHHasi Chlllb, BEICOKAsI TEMIIEpATypa Tejla U YBEIHUYECHHE JTUM(PAaTHUECKUX
y350B (DRESS-cunpoM uam CHHAPOM T'MIIEPYYBCTBUTEIBHOCTH K JIEKAPCTBEHHBIM
npernaparam).

1 ©osb B rpynu Ha (GOHE AJUICPTUIECKUX PCAKIIUH MOKET OBITh CHMITOMOM HH(papKTa
MHOKap/1a, CIIPOBOLIMPOBAHHOTO a/uieprudeckoi peaxkuueit (cunapom Koynuca).
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Kak ®u mnpu mnpUMEHEHWH JpyruxX OeTa-TakTaMHBIX aHTHOaKTepHaIbHBIX
JIEKApCTBEHHBIX CPEACTB, IOCTyNaldd COOOIIECHHs O PAa3sBUTHH CEPHE3HBIX, HHOIAA
JIETATLHBIX PEAKIHI TUIIEPYYBCTBUTEIBHOCTH. BBIITH OTY4YeHbI COOOLIEHHS O Pa3BUTHH
peaKIuii THIIePYyBCTBUTEIBHOCTH, ITporpeccupyromux 10 cuaapoma Koynuca (octporo
AJNIEPTUYECKOTO Cria3Ma KOPOHAPHBIX apTepUid, KOTOPBIH MOXET NMPUBECTH K UH(DAPKTY
MHOKapaa). B ciiydae BO3HMKHOBEHMS TSKEIBIX PEAKIMH TUIEPYyBCTBUTEIBHOCTH,
ClIeAyeT HEMEIJICHHO TMPEKpPaTHTh JicueHHe 1ePypOKCHMOM M IpPEANpUHATH
COOTBETCTBYIOIIHNE HEOTIIOKHBIE MEPHI.

[TanneHTOB HEOOXOIMMO MNPOMH(DOPMHPOBATH O IIPHU3HAKAX M CHMITOMAaX KOJKHBIX
peakluid ¥ PEeKOMEH/I0BaTh TLIATEIbHO KOHTPOIMPOBATH MX MOsABIEHHE. EcCIM NpU3HAKKU U
CHUMIITOMBI TPEANOJIAraloT pPAa3BUTHE TSKEIBIX KOXKHBIX PpEAKIUH, CIeAyeT HEMEUIEHHO
NPEKPaTUTh IPUMEHEHHE Le(DypOKCHMA U PACCMOTPETh Ha3HAYEHUE aJIbTEPHATUBHOIO JICYCHHUS.
Ecnu npu npumeHeHMH LeQYpOKCHMa pPa3BWIACh CEpbe3Hass peaklus, Takas KaK CHHIPOM
CruBeHca-/[)KOHCOHA, TOKCHYECKUH snuaepMaibHblii Hekpoian3, DRESS-cungpom, y Taxux
MalMEHTOB MIOBTOPHOE Ha3HaYeHHE LePypOKCHMa IIPOTHBOIIOKA3AHO.

Jlumepamypa:

Cefuroxime 20 January 2023 CMDhI Scientific conclusions and grounds for variation,
amendments __to _the Product Information _and _timetable for the implementation
PSUSA/00000615/202204; PSUSA/00009099/202204
htips://www.ema.europa.euw/documents/psusa/cefuroxime-sodivm-except-intracameral-use-
cmdhscientific-conclusions-grounds-variation-amendments/000006 1 5/202 204
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