OnHoBieHHs iH(popMaii (010 TIKaPCHKUX 3ac00iB, [0 MiCTATH Baj/ICapTaH.
EMA aHasi3ye iHiii jikapcbKi 3aco0u, 110 Ha/1eXXaTh /I0 «CapTaHiB»

€BporeiicbKa areHiiisi 3 gikapcbkKux 3acobiB (EMA) B mpoijeci OIiHKY JTiKapChbKUX
3acob6iB (mami —JI3), 110 MiCTSTh BajicapTaH BUBYAE TAKOXK CyOCTaHIIif0 l03apTaHy
BupobHuiTBa Hetero Labs, IHfis, mic/ia BusiB/ieHHSI B Hill Jy>kKe HU3bKUX piBHIB N-
HiTpo3ogietunaminy (NDEA).

Y pesysbrari BUsIB/IEHHS L{i€] JOMILIKKA HiMELIbKMM YIIOBHOBaK€HUM OPraHOM B
OLIIHKY Ternep OyAyTh BK/IIOUeHi iHmm JI3, 1o micTsaTh yoTtupu "capraHu', a came
KaHJecapTaH, ipbecapTaH, Jio3apTaH i oJiMecapTaH.

Sk i BancapraH, L [il04i peYOBUHM MarOThb CIelM(iuHy KilbLieBy CTPYKTYpY
(TeTpa3os), CUHTE3 SKOTO MOTEHLIIMHO MOXXe TIPU3BeCTH [0 YTBOPEHHS [OMIIIOK
TakuX, IK NDEA. [Hii npenapaT Kacy, IKi He MatOTh LJbOI'O KiJIbLisl, He BK/IFOUYeHi
[l0 aHasmisy.

O6uzgi momimku, NDEA ta N-nitpo3oaumetunamin (NDMA) knacudikyrThcs K
MO>K/IMBi KaHIleporeH!. SIKUM UMHOM 1i TOMIIIIKY 3'IBUJTUCS B TIPOLIeCi BUPOOHUI[TBA
«capTaHiB» I1le He BU3HaueHo i Oy/ie orjiHtoBaTCh EMA.

Buxopsium 3 kiibkocTi NDEA, 1110 BUSIBJIIETBCS 10 LIUX Mip B OJHIU MapTii Jio3apTaHy
BupobHuiTBa Hetero Labs, 6e3rnocepegHboro pusuky s TallieHTiB He icHye. Tomy
TNaLjieHTaM peKOMeHAY€ETbCS He MPUMUHATHA NPUKOM JI03apTaHy Ta IHILIKWX «CapTaHiB»
0e3 KOHCy/IbTaLlil TiKaps.

EMA noTtpibHO TpOBeCTH [OAATKOBi JOCTiKeHHs JjIs1 BU3HAUEHHS KiJIbKOCTI Ifi€l
JIOMILLIKH, 1 U4 MOXKHa i1 BBa)KaTH [0y CTUMOIO.

3a3HaueHa BuIe iH(MOpMallis cTana JOCTYIHOI B Xo#i ouinku EMA, mjo 6yma
posrouaTa, Koau B Aeskux JI3, 110 MicTATh BajsicapTaH 3 CyOcTaHLili BUpOOHULITBA
Zhejiang Huahai, Kurait Ta Zhejiang Tianyu, KuTaii, 6y/i0 BUsiB/IeHO HeZOIyCTUMHUI
piBeib NDMA. NDEA 0yra BusiB/ieHa y BajicapTaHi, BUpobHuiTea Zhejiang Tianyu.

IMTocunannsa Ha npec-peniz EMA: http:/www.ema.europa.eu/ema/index.jsp?
curl=pages/news_and_events/news/2018/09/
news_detail 003023.jsp&mid=WC0b01ac058004d5c1

ITocunaHHA Ha iHIII HOBUHH II0/]0 Ba/ICAPTaHIB:

http://www.dec.gov.ua/index.php/ua/2-uncategorised/2488-novi-dani-otsinki-
bezpeki-likarskikh-zasobiv-shcho-mistyat-valsartan

http://www.dec.gov.ua/index.php/ua/2-uncategorised/2439-onovlena-informatsiya-
shchodo-otsinki-likarskikh-zasobiv-shcho-mistyat-valsartan-pislya-viyavlennya-

domishok-u-diyuchij-rechovini
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