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RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

nasddey - TWsmiraslaeviui IMPORTANT - DELIVER IMMEDIATELY)

seAupMuTULsIYasyw (Class of Defect): 1

1. Jondnsoust (Product name):
Biotrexate 50 mg/2 ml

2. verdoueniani (Drug Registration number):
1C 895/29

3, dmsuldlu (For use in): AW (Humans)

a. Yoansiy (Generic name):

5. gUuuu (Dosage form):

Methotrexate Sterile Solution
6. AT (Strength): 7. mneiavsu (Batch/lot number):
50 mg BVU 1010

8. Sufludn (Date manufactured):

9. YuilnAueny (Expiry date):

10. JUUUUTIYIA (Pack size): Vial

11. .

1) §udin (Manufacturer); BIOCHEM PHARMACEUTICAL
INDUSTRIES, India

Fundn (importer): vhejududhin Aglywisund -
%‘aﬁﬁﬂﬁia (Contact person):

nséwsi (Telephone): +66 3574 6895-99

nsans (Fax):

Bd (E-mail):

2) fjndm (Manufacturer):
Findh (mporter):
%vjﬁﬂm'a (Contact person):
nséwyi (Telephone):
nsans (Fax):

Bud (E-mail):

B o .
12. wazidoavastyyiiny / anvansiSeniiuen@u (Details of defect / Reason for recall):
wuemslifieUszasd loun T8 endou wundu Uinfses BP g1 PR g9

& -
ATIINULYD Pseudomonas spp. Way Acinetobactor spp.

13. Yoyan1sns¥angeuazn1sdeen (Information on distribution including exports):

Tsanenuna, madn, Sruaneen

14. msadiunsvasdinuRnENIsUNTOIMISUaLEN (Action taken by Thai FDA, the competent Authority of Thailand):
uwdhafudusiie Aglyvdind Wideaiuefunnisinain wasssiumsdmheendansm

o & o e 1 . g v d o A4 o a
15. msawfiumsludriusely (Proposed action): weliudamsnuniiedasnesuiiuns

16. mheuioanwisde (Issuing Authority):
AUNUANEATINAITEIMISUALEN

17. Foiffinsio (Contact person): weiadusg lvunn
nséws} (Telephone): 0 2590 7315
Bld (E-mail): druginspection@fda.moph.go.th
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