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ApTaneHeM-cofepxkaLlme neKapCTBEHHbIE CPeACTBa (PUCK Pa3BUTUSA
3HUedanonaTmn)

YBaKaeMble CreunanncTbl CUCTEMbI 34PpaBO0XPaHEHNS,

[enapTameHT IeKapCTBEHHbIX CPEACTB U MeAULNHCKUX n3genunii npu M3 KP
NHpopMMpyeT Bac 0 HOBOM pUCKe pas3BUTUSA 3HLUedanonatum npu NpUMeEHEHUU

JpTaneHema.

KomuteT no oueHke puckoB EBpPONENcKoro MeamMLNHCKOrO areHTcTBa
(PRACEMA), Ha o0ocCHOBaHUM 0030pa MMEKLWMNXCA [LaHHbIX, MOMYyYeHHbIX
ot EudraVigilance 1 nutepatypbl, MPUYMHHO-CNEACTBEHHAsA CBA3b  MeXAy
BO3HMKHOBEHMEM 3HUedanonatMm n MPUMeHEHNEM Jf1eKapCTBEHHbIX CPeACTB,
cofepXawux apTaneHem, rno KpawHe mMepe, BO3MOXHO, 1 YTO BOCCTAHOB/IEHNE Y
NauMeHTOB C NOYEYHOW HEAOCTaTOYHOCTbHO MOXKET ObITb MPOAO/HKNUTENbHbIM.

Coobuwanocb 06 3HuedanonaTtun Npu NpUMeHeHUU apTarneHema. Ecnm ectb
nogo3peHne Ha 3HUedanonaTMio, BbI3BaHHYK  3pTarieHeMOM  (Hanpumep,
MUOKNOHWSA, CYAOPOrn, W3MEHEHMe MCUXUYECKOrO COCTOSIHUSA, YrHETEHHbIN
YPOBeHb CO3HaHWs), CneayeT pPacCMOTPETb BOMPOC O MpeKpalieHUun npuema
apTaneHema. lMauneHTbl C MOYEYHOW HEA0CTaTOYHOCTLIO 061a4atoT 60/1ee BbICOKUM
PUCKOM PasBUTUA 3HLUedanonatun, BbI3BAHHON 3pTareHeMOM, YTO MOXET
NPOANUTbL CPOKU NeYeHUs.

NnTepaTypa:

https://www.ema. euroya. eu/en/documents/prac-recommendation/new-yroduct-information-
wordins-extracts-prac-recommendations-sisnals-adopted-25-28-october-2021 en.pdf
https ://www. ema. euroya. eu/en/documents/prac-recommendation/yrac-recommendations-
sisnals-adoyted-25-28-october-2021-vrac en.ydf
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