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Rapid Alert Notification of a defective Narcotic (medicinal) Product

onasdIfgy - lUsnundslneviudl Important — deliver immediately
seuANTULs IRl (Class of Defect) (11 [ 2 M 3

(nsslduingamnUaeu lufingidou Wanseylidaau)

1. Yordnsinus (product name): 2. luddymstunzfoutngamin i
8931 0.5 Aaan3u (LORA 0.5 mg) (Drug registration number): P1A 8/2563

3. %amﬁty (Generic name): Lorazepam 4. 3Uuuu (Dosage form): Win (Tablet)

5. ALY ( Strength ) : 0.5 Ha@n3u (0.5 mg) 6. 3u ( Batch/ lot number ): 220170

7. Jufindn (Date manufactured): 02-08-2022 8. fuflendueny (Expiry date): 01-08-2024

9. gﬂLLUUUiiﬁ;ﬁmWT (Packaging design) : 1,000 Lflﬂ/nizl!n (1,000 tablets/bottle)
10. Qjmam/éjﬁ%—éébﬂ%ﬁ%—‘"r (Manufacturer/ fmporter)

Farffnsio (Contact person): U3¥M Tsanundvnssunenuauiia 31An il 111 wydl 7 duauvimddes
JUNBUINUD JMINALNTUIINTG 10560 Usemelng (Atlantic Laboratories Corporation Ltd. 111 Moo. 7,
Bang Phli Noi Subdistrict, Bang Bo District, Samut Prakan Province 10560, Thailand)

Insénil/ nsans / 8wwa (Telephone/ Fax/ E-mail) : (66+) 0 2300 9555, 0 2707 1253

11. s1azidunveslymiiny/ anvsnsuwdasauieseiny Jumesutimudym

(Details of defect / Reason for recall)
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Food and Drug Administration Received a test report from the Department of Medical Sciences on
June 10, 2024. Test report found that Products that do not conform to standards in the Organic
impurities section (Lorazepam related compound C and Total impurities) are classified as a level 3

quality problem because the products have quality defects that do not cause obvious harm or cause a

low level of harm.

12. funinudeym / Yeyan1snszaneuaznisdesn (nformation on distribution including exports)
IufegranAndusiannusEm lssnundunssunenuauia 31na Wudauiinga
Product samples were collected from Atlantic Pharmaceutical Factory Co., Ltd., which is the

manufacturer.

13.77150 L IUNTVDIEIINIUAMENTIUNITOIMNTHALET (Action taken by Thai FDA, the competent Authority
of Thailand)
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Report urgent warnings to relevant agencies. Inform the public via the FDA safety alert
website. Inform the manufacturer, owner of the registered formula, to recall the product and
suspend production until the cause is investigated and the effectiveness of the solution is
reported to the Food and Drug Administration. Plan solutions and prevent problems from

reoccurring.

14.m3siiunsiuanunely (Proposed action)
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The working group considering quality problems in narcotic products considers the
appropriateness of the report of the investigation results to determine the cause and the
manufacturer's solution. Then report the results of the consideration to the company to continue

producing the drug or correct the defects and send it back for reconsideration.

15.meuiioenuiisde (ssuing Authority) 16. {Anwie (Contact person) Wnsdwm (Telephone)
NBIAUANINENGAR SINNUANENTIUNMTEIWNSUAYEN | NANATUNUAVIR SOBNERANA NBIAIUALINE LA
(Narcotics Control Division, Food and Drug 5. 0 2590 7000 si@ 70319

Administration, Thailand) (Post marketing, Narcotics Control Division, Food

and Drug Administration, Thailand
Tel. (66+4) 0 2590 7000 #70319)
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Food and Drug Administration, Thailand
udl 04-07-2024
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