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Valsartan is an angiotensin II receptor blockers(ARBs) used to treat high blood pressure and heart failure. In Na@ﬂmcﬂfﬂ 0 AIDYIY

2018, the U.S. FDA recalled valsartan because of contamination of the carcinogenic chemicals called N-

nitrosodimethylamine (NDMA). In Thailand, Thai FDA suspended the sale and collected both ARBs raw \

materials and finished products. A total of 232 samples which included losartan, valsartan, olmesartan,

irbesartan, azilsartan, telmisartan and candesartan were sent to Department of Medical Sciences for the analysis

of nitrosamines contamination (NDMA, N-nitrosodiethylamine; NDEA and N-nitroso-N-methyl-4-aminobutyric
Ab Str act acid; NMBA, usingliquid chromatography-tandem mass spectrometry. It was found that Losartan rawmaterials

are eight samples below the limit and five samples over the limit. Valsartan rawmaterials are three samples over

the limit. Losartan finished products are four samples below the limit and forty-two samples over the limit. One-
hundred and seventy samples of raw materials and finished products are free fromcontamination. The limits set T el mesa rta n'llliWTJﬂﬁ' ‘]J‘L!ﬁjﬁ)u
by ICH for NDMA and NMBA are 96 ng while that of NDEA 1s 26.5 ng,based on the maximum daily dose. Thai

FDA suspended the sale and their production thus patients can use the medicines with confidence and reduce
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unnecessary carcinogens risk. /
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Active substance Maximum daily =~ Limitin API Maximum daily Limitin API Maximum daily ~Limit in API
(max daily dose) intake (ng) (ppm) intake (ng) (ppm) intake (ng) (ppm) i _ _

Valsartan (320 mg) 96.0 0.3 26.5 0.083 96.0 0.3 asduilou naduTag lulianudunus
Losartan (150 mg) 96.0 0.96 26.5 0.27 96.0 0.96 DTIGERGERNLNIS

Olmesartan (40 mg) 96.0 2.4 26.5 0.66 96.0 2.4 UlliﬁﬁﬂﬁﬂﬂTﬂﬂTﬁfJLLWdQﬂ”Iﬁ‘]JHLﬁ@Uﬁ
Irbesartan (300 mg) 96.0 0.32 26.5 0.088 96.0 0.32 YALIU mmﬁﬂmﬁﬂuﬁﬂjaumﬂﬁmﬂﬁ

Candesartan (32 mg) 96.0 3.0 26.5 0.83 96.0 3.0 dsazas WiemanalgRsemaundials

Telmisartan (30 mg) 96.0 1.2 26.5 0.33 96.0 1.2 AU TTHINMIFUATIZHINAL
Azilsartan (80 mg) 96.0 1.2 26.5 0.33 96.0 1.2 f’y
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Carcinogenic Risk, M7(R1)
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TIo R+ c £81 S . U.S. Food and Drug Administration. FDA updates on angiotensin II receptor blocker (ARB) recalls including valsartan,
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CS7 losartan and irbesartan.

' Time (mj Available from: www.fda.gov/drugs/drugsafety/ucm613916.htm
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