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RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

anassAgy - Wenurdslaeviufi (IMPORTANT - DELIVER IMMEDIATELY)

szAUAINTUNIvRIdY (Class of Defect): 1

1. Fomdnstue’ (Product name):
GENTAWIN

2. neifusnani (Drug Registration number):
1A 456/27

3, dwiuldlu (For use in):  aywd (HUMANS)

a. Yeasiey (Generic name):

5. gUuuu (Dosage form):

GENTAWIN STERILE SOLUTION

6. AU (Strength): 7. inwiavsu (Batch/lot number):
40 MG/ML 85168

8. Yufindn (Date manufactured): 9. YuiltnAueny (Expiry date):
APRIL 2018 APRIL 2021

10. sUMUUUTIYI (Pack size):  Ampule 2 ml

11. §judim (Manufacturer): U3dh wuwessanindidnd 91

unudvng (Distributor): -
FofjAndie (Contact person):
Tnséwyi (Telephone): 02-530-0590
nsans (Fax): 02-530-1228

Bud (E-mail):

] a P .
12. Swaziduavestyvniinu / awvamaSeniiuenAu (Details of defect / Reason for recall):

a -] d o 1 - 1 '3
wumsasanUasydsluvasaefidaluiinsUaly

13. ‘t'fi):‘l,an’linisinElmuasm‘i?idaan (Information on distribution including exports):

Tsawenuravagiuuieen

14. mssudiunsuesdninauanenIsUNITOIMNSHae (Action taken by Thai FDA, the competent Authority of Thailand):
1) uUdiUSIW wueisaaindignd $ria Widndunisduamumanivg wisussrunisiieniiiver GENTAWIN juniskin 85168

) *
AUINNDINAIN

2) wisdliliseinse Yslumsldien Tnsnsaeapudnuazeniaunisliynasy

o a o w 1 . 3 ' dad v d o a
15. msafiunisluddunalu (Proposed action): validmhenuiifierfesedniiuns

' o s R N )
16. Misufioanilsde (Issuing Authority):
AINUANEATIUNTOIMITUALEN

17. JorjAnsie (Contact person): wisasuiy lvoqn
Insfwvl (Telephone): 0 2590 7315
Bud (E-mail): druginspection@fda.moph.go.th
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103]0 Thanland Tel (02)530-05904 Fax (02)5304228
gl geqdmgs@generaldrugshouse com

’

iRy %ﬂm Gentawin mjection 80 mg/2 mi Ampoule
i IcIn 80:mgl2 mi) ‘nmmusﬂ 2 ml/ampoule L&wvtﬁaﬁﬁ
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General Drugs House Co., Ltd

L

2-4 9, ﬂ]ﬁN'S’I’J 82 mmsum) U IMoINaN walmaman APUNHIMNIUAT 10310
2-4 Lardprao Road Soi 82, Bangkok 10310, Thailand. Tel : (02)530-0590-4 Fax : (02)530-1228
http://www.generaldrugshouse.com ; ¢-mail : gendrugs@generaldruyshouse.com :

tanssanifusindudedadsaandaiu

iAflumensageunasamaneseidmewueinanindiind aviuil 31 NINGIAN 2562
T LRIEY ng]':h fﬁ’ﬁ 81 Gentawin injection 80 mg/2 ml Ampoule (Gentamicin Sulfate equivalent to
gentamicin 80 mg/2 mi) mu’mués"g 2 miampoule @evzidlauf 1A 456/27 Lot & Cont. NG. 85168
Mfg. Date 4/2018 Exp. Date (ma"umq) 4/2021 ' |
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