1o yBaru BUPOOHHUKIB aHTHAIa0e THUHHUX JIIKAPCHKHUX 3aco0iB (Tiazo/niguH/IioHN),
[0 MiCTATH MiOr/IiTa30H.

B pamMkax TMOCH/IEHOTO MOHITOPUHTY BUPOOHMIITBA, €Bporelicbka areHIlis 3
nikapcekux 3aco6iB (EMA) Ta HaljioHa/IbHI OpraHu B/a/id TIPOTIOHYIOTh KOMIIaHisM,
III0 BUKODUCTOBYIOTb TIeBHi peareHTH [jisd BUPOOHUIITBA aHTH[iabeTUUHUX
TIpernapariB, 110 MiCTSTh ITiOTJTiTa30H, TIEPEBiPUTH CBOI JIiKapChKi 3aco0u Ta Tpoliecu
iX BMPOOHMIITBA, 3a/i/I1 YHUKHEHHSI ITPUCYTHOCTI JIOMIIIIOK HiTpO3aMiHiB, 30KpeMa
HiTpo3oguMetunaminy (NDMA).

[le mOB’si3aHO 3 BUSIBJIEHHSIM HU3bKUX DPiBHIB AoMillku NDMA B AeKibKOX
napTisx miormita3oHy, BUpobHuiiTBa KomraHii «Hetero Labs», IHzis. KoHijeHTpaiiis
nomiiiky NDMA He BUXOAWIA 3a TPaHWYHO JOMYCTHMi MeXKi, 1[0 paHimie Oyiu
BCTAHOBJIEHi /1Sl JTiKapChKUX 3aco0iB, IJ0 MiCTSTh CapTaHHW, TOMY piBeHb iX Ge3reKku
BBa)Ka€ThCSI MPUUHITHUM.

HiTpo3aminu k1acu@ikyroTbCs K BipOriJjHi KaHLIepOreH! [/1s1 TIAUHU. BoHu
MPUCYTHI B MPOAYKTax XapuyBaHHS Ta BOZi, i OifbluicTh mrofed migmar0Thes ix
BIUIMBY IWIOAHA B HEBEJMKUX KIIBKOCTSAX. OHaK TIPUCYTHICTb HITPO3aMiHIB Yy
NiKapchKUX 3acobax MO>KHa TIOTIepeInTH.

Hitpo3aminu Briepiie Oyiu BUSIBAEHI Yy aHTHTIePTEeH3WBHUX JIiKapChbKUX
3acobax, kmacy capraHiB y uepBHi 2018 poky. ¥ 3B’sa3Ky 3 LMM Biaja
€pornencekoro Coro3y (€C) 3anpoBafwia HaCTYIHI 3aXOAu: MapTil JIiKapChbKUX
3acobiB, 1[0 MiCTU/IM HiTpO3aMiHH, Oy/M BiIK/IMKaHi 3 aNTek; MAlliEHTH Ta MeAWYHi
TMpaLjiBHUKA OTPHUMa/y BIAMOBIAHI peKOMeHZAllil 1100 a/bTePHAaTUBHUX METO/IB
nikyBaHHsi; B €C Oynu mpoBefieHi J0JATKOBI TeCTyBaHHS CapTaHiB, 3 MeETOIO
rapaHTyBaHHs Oe3eKu TIalfieHTiB.

[Ticns mnonepeaHii BucHOBKIB ~ EMA cTOCOBHO 0e3MmeKyd 3aCTOCYBaHHS
AQHTUTIMepTeH3UBHUX JIIKApCbKUX 3acofax, Kjacy capTaHiB 3 JoMilllKaMu
HiTpO3aMiHiB, BUPOOHMKU B)KMBAalOTh HaJIeXXHi 3aXx0Au [Jisi YHUKHEHHs abo
yTPUMaHHS [JOMILIOK y AOMYCTUMUX MerKax.

ba3ytourich Ha [JocCBiZii BuBYeHHs captaHiB, EMA rmoumHae pob6oty 3
eKCriepTaMu  peryJjsaTopHoi wmepexi €C, BK/IHOUalOuUd Hal[iOHA/IbHI  OpraHy,
€BpONEeNHCLKUM AUPEKTOPAaTOM 3 SIKOCTi JiKapChKMX 3acobiB Ta OXOPOHU 370pOB'S
(EDQM) Ta €Bporeiicbkoro Kowmiciero, mozo 3arobiraHHs MmofioHNX iHI[UAEHTIB y
MaitOyTHROMY Ta pO3POOKH METOZiB YIIpaB/IiHHS HUMHU.

IHdopmariisi Tpo pe3ynbTaTd MPOBEEHWX HaBUaHb Ta TMOAA/bIN Ail Oyze
orybsiikoBaHa EMA.

EMA 6yze npojoBXXyBaTH CITiBITpAIfi0 3 HallioHAJIbHUMU OpraHaMH Bjay Ta
MDKHapOJHUMU TlapTHepaMHW i1 3a0e3reueHHsT BUKOHAHHS BHUPOOHWKaMU
BIATIOBIJHUX 3aXO/iB L1010 HITPO3aMiHiB.

IH(popMariiliHe ocuIaHHS:

https://www.ema.europa.eu/en/documents/press-release/update-nitrosamine-
impurities-ema-continues-work-prevent-impurities-medicines_en.pdf
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