EMA nounHae po3r/isj JiKapCcbKUX 3ac00iB, M0 MicTATH ranitidine mic/is
BusABeHHs N-HiTpo3ogumerniamuHd (NDMA)

Ha mnpoxanns €Bponelicbkoi Kowmicii EMA moBMHHa po3noyaTtvl OIJIsif
JMiKapchKuX 3aco0biB, 110 MicTSTh ranitidine micist TecTiB, sKi 1Moka3zanw, [0 AesKi 3
L[UX JIiIKApChbKUX 3ac00iB MiCTATb JOMIIIKY, SIKYy Ha3uBalOTh N-HITpO30JuMeTH/IaMiH
(NDMA). NDMA knacudikyeTbcsi SIK BipOTifiHUM KaHI|epOreH [si JIFOJAWUHU Ha
Ti/ICTaBi AOC/IiKeHb MPOBeJJeHNX Ha TBapyMHaxX. BiH MPUCYTHIM y JedKUX NPOAyKTax
XapuyBaHHS Ta BOJIOTNIOCTAYaHHi, ajie, sIK OUiKY€TbCsl, He MOJKe 3aro/isiTh [IKOAY TPy
CTIO)KMBaAHHI y [Iy’Ke HM3bKUX KOHIleHTpallisx. EMA po3r/isiHe HasBHi JaHi, 11100
OLTIHUTH UM € PU3MK JIJIS1 TIALIi€HTIB, SIKi 3aCTOCOBYIOTh JIIKAPChKi 3aC00M, 1110 MiCTSITh
ranitidine. Indopmauis mnpo pe3yabTatT orAgy gomimku  NDMA  Oyge
OTPW/IKO/IHEHA SIK TUIBKU CTaHe JOCTYITHOKO.

Jlikapceki 3acobm, 10 MicTSTh ranitidine IIMPOKO 3aCTOCOBYIOTBCS ISt
3MeHIIIeHHsI CeKpeLlil UTYHKOBOI KWCJIOTU Y TIAL[i€HTIB 13 IeYi€ro Ta BHUPa3KOH
UTyHKa. BoHM focTymiHi 6e3 perjenita Ta 1o petiernry. [laifieHTH, SKi MatOTh OyAb-sIKi
IUTAHHA LI0L0 ITOTOYHOI'O JIIKYBaHHS, MOXYTb 3BEepHYTUCS [0 JiiKaps. € KijbKa
a/lbTepHAaTHBHUX JIiKapChKUX 3aco0iB, sIKi MOXKYTb 3aCTOCOBYBATUCh [I/Is1 3HWD>KEHHS
cekpeLii LIJIYHKOBOI KWCJIOTH Y TIAL[I€HTIB i3 Mevi€r0 Ta BUPA3KOIO LIJIYHKA.

Y 2018 poui NDMA Ta mofibHi crionyku, Bifomi sK HiTpo3aMiHu, Oymm
BUsIBJIEHI y psifii MiKapCbKUX 3aco0iB /st 3HW)KEeHHsI apTepiabHOrO TUCKY, BiZloMi SIK
«captaHu». Lle npu3Besio 0 JesKUX BiJKIUKaHb Ta 10 orjsigy B €C, KUl BCTAHOBUB
CYBODi HOBi BUMOTH JI0 BUTOTOBJIEHHS I[UX JiKapChbKUX 3acob6iB. B ganuii vac EMA
MpaLoe HaJ KepiBHULTBOM IOA0 YHUKHEHHS HITpO3aMiHIB B IHIIMX KJjacax
mikapcekux 3acobiB. EMA TIpoJiOBXHUTh CITiBIpAlll0 3 HAalliOHAJbHUMU OpraHaMH
Biaaau, EDQM Ta MDKHapoOgHUMU TiapTHepamMy [Jjisi 3aXUCTy TMAaLi€HTIB Ta
3abe3neueHHs MPUUHATTA e(eKTUBHUX 3axO/iB /i1 3arobiraHHs MpPUCYTHOCTI LUX
JIOMIIIIOK Yy JIiIKapChKUX 3acobax.

JToK/1a/iHiIIe Mpo JiKapCchKi 3aco0u

Ranitidine Hanmexxutb A0 Kiaacy Jikapcbkux 3acobiB, Bigomux sk H2
(rictazamiH-2) 6m0KaTopu, siKi O/OKYIOTH TiCTaMiHOBHX peILeNTOpPiB y IUIYHKY Ta
3MEHILYIOTh CeKpeLlit0 LITYHKOBOI KUCAOTU. Ranitidine 3acTtocoByeTbcs ajis
NMiKyBaHHS Ta 3arobiraHHs CTaHiB, BUK/IWKAHUX HaZJIUIIIKOM KUCJIOTH B IIIYHKY,
TaKWX SK Teuisi Ta BUpa3Ku LITyHKAa. JIikapchkKi 3acobw, 10 micTaTh ranitidine,
JI03BOJIEHI HalliOHaIbHUMH OpraHaMH Ta BHUITyCKalOThCs y (opmi TabseTok Ta
iH’ eK1Iii.

JloknaHinie mpo npoueaypy

Orisig mikapcbKuX 3aco0biB, 110 MicTSTh ranitidine 6ysio po3mouaTto 12 BepecHs
2019 poky Ha BUMOry €Bporeuncbkoi Komicii BianoBigHO A0 crarti 31 [JupekTuBu
2001/83/€C. Ornasip 3pivicHioBatuMe KomiTer CHMP, BHUCHOBOK KoMiTeTy Oyze
HajlicaHuKi €BpOMEeMChbKIM KOMICii, sika BHUAACTb OCTaTOYHE 3aKOHHE PpillleHHS
000B’sI3K0OBe /10 BUKOHaHHS Y BCiX /lep>kaBax-useHax €C.

[Tocunannsi Ha mnpecc-peni3 EMA  https://www.ema.europa.eu/en/documents/press-
release/ema-review-ranitidine-medicines-following-detection-ndma_en.pdf
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