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KapOua0ma/ieBoaona-coaep:xaiye JeKapcTBeHHbIe NMpenaparbl — PUCK Pa3BUTHS
cJiydaeB MH(pEKIUA MOYEBBIBOASIIIIMX My Tel

VYBaxkaemble CHIEUATMCTBI CUCTEMBI 3[PABOOXpaHEHUS !

JlenapTaMeHT JIEKApCTBEHHBIX CPEICTB M MEIMLUMHCKUX u3nenuid npu M3 KP
uHpopMupyeT Bac 0 HOBOM pHcke pa3BUTHS ClTydaeB HH(EKIIMI MOYEBBIBOISIINX ITyTEH
IpY IPUMEHEHUH KapOu101a/IeBOI0MA - COEPIKAIINX JIEKAPCTBEHHBIX MPENapaToB.

KomuteT 1o onenke pucka B chepe dhapmakonagzopa (Pharmacovigilance Risk
Assessment Committee, PRAC), Bxomsammuii B coctaB EBpomneickoro areHTcTBa
nekapctBeHHBIX cpenctB (European Medicines Agency, EMA), Ha ocHOBaHUU
COOOIIIEHHUH, O CEpbEe3HBIX clydasx HHPexkunid wmoueBbBOAsAmMX myred (MMII),
CBSA3aHHBIX C TPUMEHEHUEM KapOuAoIa/IeBojona, BKIOYas COOOUIEHUS O
IOJIOKUTEIBHOM MCXOJAE€ W MHOXECTBEHHBIX CIIy4asX CO CMEPTEJIbHBIM MCXOZAOM,
PETPOCIIEKTUBHOE 00CEPBALIMOHHOE UCCIIEI0BAaHUE, IPOBEICHHOE B [ epMaHny, BBISIBUIIO
3HaYuTeNbHOEe ToOBBIMIeHHEe pucka MMII mpu npueme kapOugona/neBogomna 1o
CpaBHEHHIO ¢ OeHcepas3u/eBo/IoNa, BEPOIATHbIE MEXaHU3Mbl MOTYT BKJIIOYATh B ceOs
M3BECTHBIEC TOOOYHBIE PEAKIIMH Ha JIEKAPCTBA, TAKHUE KaK 3aJ€p’KKa MOYU U HEJEepKaHUE
MOYH, KOTOpBIE BIIOCIEICTBMM MOTYT yBeanuuTb puck MMII, m Bo3MOXHYIO poib
KapOu0ma B MUMMYHOCYTIpeccuu T-KIIeTOK.

[TockonabKy TOYHBIN MEXAHU3M HE BBISICHEH U HEBO3MOXHO YCTAaHOBHTb, CBSI3aHA
JY TPUYMHHO-CIIEACTBEHHAS] CBSA3b JAHHOIO HEXKEJIATEIIbHOIO SIBJICHUS C OJHUM M3
BEIIECTB, ¢ OOOMMHU WM HMX KOMOWHalMeW, naHHas (HOPMYIUPOBKA MPUMEHSIETCS
UCKJTIOYUTENIFHO K KOMOMHAIIMHU KapOuI01a/IeBoiona.
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Jlumepamypa:

https://www.ema.europa.eu/en/documents/psusa/carbidopa/levodopa-cmdh-scientific-
conclusions-grounds-variation-amendments-product-information-
timetable/00000548/202210_en.pdf
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