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RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

wna1sanAty - Tsmirdelneviufl (IMPORTANT - DELIVER IMMEDIATELY)

seAUAIUUTITR sty (Class of Defect): 2

1. Jondnsoust (Product name): 2. neidougnail (Drug Registration number):
DIOFORGE-160, VALSAN-160 . _ 1A 1/58 (NG), 1A 12/59 (NG)

3, dwuldlu (For use in): AU (Humans)

4. iamﬁ'&y (Generic name): 5. jUuu (Dosage form): -

VALSARTAN ‘ Film-coated Tablets

6. AW (Strength): 7. mnelaviu (Batch/lot number):

160 mg _ VNTUNTINGR

8. Yufindn (Date manufactured): 9. uilundusng (Expiry date):

10. gﬂﬁuwssqﬁmﬁ (Pack size): Blister pack, Strip pack

11. guAn (Manufacturer): U3d fadwe 9fn
gudn (importer): ‘
%aé’ﬁﬂﬂ'a (Contact person):

nsémyi (Telephone): 0 2461 1027

nsans (Fax):

Bd (E-mail):

- ] - -
12. SwasiBuavesdgiiny / awnmsiseniiuenfu (Details of defect / Reason for recall)
¢ o - A A w da ) ‘oA 5
pwnsenILaTETAvIgaIINT (USFDA) Bunfundninusienfilldaulsynaures Valsartan 3numassan Hetero Labs Limited,

. o . - = : o ) v a
India tilssanamanuansuudieu N-Nitrosodimethylamine (NDMA) FudumsiionanoWiauzse

13. i’agamsﬁizmumuasmsa'qaaﬂ (Information on distribution including exports):

Tsawenuna, eaTN, S1uvIBen

14, nsAiiunisvesdinauAnENsINA1SEIMNSUWALEN (Action taken by Thai FDA, the competent Authority of Thailand):

4 - W - s o - v w - J y
L33e fadwe e WisenifiuenAuainviesmana wavseunsHaAnNeIEE1t2AT

: o a o w 1 . v ' o & o a
15, Mysunsludisusely (Proposed action): veludmihenuiiiouieniiunis

16. whenufieenwilidla (ssuing Authority): 17. %aﬁﬁm’a (Contact person): wisiaiusg lvoan
AInNUALENTIIMTEIMSUATEN A Tnséwvi (Telephone): 0 2590 7315
Sd (E-mail): druginspection@fda.moph.go.th
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