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FOOD AND DRUG
ADMINISTRATION

wdaiouihszialgywinunines
RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

tond13d1Aey - TUsalrdeivii IMPORTANT - DELIVER IMMEDIATELY)

sEAUATWUUTIYaITyw (Class of Defect): 1

Reference Number: TH/1/2025/04

1. Yondndoust (Brand/Trade name):
NORMAL SALINE 0.9%

2. nadousnavil (Drug registration number):
1A 1393/29

3. dAmiuldlu (For use in):
uyt (Human)

4. nidipasuniu wiu. 1 15 73 (Wsnsy)
(Falsification/Fraud - specify): -

5. $ommulty (INN or generic name):
Sodium chloride

6. 3Uuuy (Dosage form):

Small volume parenterals

7. AU (Strength):
Each 100 ml contains Sodium chloride 900 mg

8. wunuiavju (Batch/lot number):
2411099

9. Suitnian (Date manufactured):
9/11/2024

10. uitenduany (Expiry date):
9/11/2026

11. JUuuuUTIYAs (Pack size and presentation) :

1 plastic bottle size 100 ml x 50 ml

12. §niin (Manufacturer):

uitm wiueia soalia TUsdnd 91a (o)
General Hospital Products Public Co,, Ltd.
%éﬁud (Contact person): -

Insdndl (Telephone): +66 2073 0490-6

13 éﬂ'm?aﬂ"i (Importer): -
odnsio (Contact person): -
nsfvsi (Telephone): -

14. neazdoavasdyiniwu/amanisiduniiiugiAy (Details of defect/Reason for recall:

- v & - v - ° g v '
wudwdanUasussyduduruiliegluionarafinuowussyius (viawarain) st 1 vn Awuanluzuiuan

One item was found to contain contaminant, identified as a strand of hair, embedded in the packing

bottle, as seen in the picture below.

15. i’aqan’nm:o‘we‘lua:n‘\sdman (Information on distribution including exports):

Tsmeua adtin

Hospitals and clinics

All impacted overseas markets are unknown, i.e., information to be obtained from local MAH.
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16. NM3ATun15vaamiabay (Action taken by Issuing Authority):

WmsuiRetelinswiinmsGonituium

Inform other related government sectors regarding the recall of the product.

17. msanitiunisludrdusiely (Proposed action):

fanussnumseniiviun senumsvaumamauazinasmsuiludssiuiiliiaatiguen

Monitor the recall and investigation reports.

18. wiwaioanwisde (Issuing Authority):

ehﬁ'nnuﬁmxnssumsmmsua:m NIENINAGINGY

Food and Drug Administration,

Ministry of Public Health, Thailand

19. ﬂmjﬁnda (Contact person):
NQY.259N1 Yavas

Ms.Worasuda Yoongthong

nsAwv (Telephone): +66-2590-7405
3w (E-mail): QA@fda.moph.go.th

20. asde (Signed):

R e |
(Dr.Withid Sariddeechaikool)

e
—¥

21. 3uil (Date):

11 February 2025

22. \1a1 (Time):

01:45 PM

Damedant : Z
DeputySecfefy—othefer

For Secretary - General

Food and Drug Administration
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