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: iRausaLserrudyyaanmraniuien
RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

wonansddty - WWsmirdalagviudl IMPORTANT - DELIVER IMMEDIATELY)

seAuAMUTULTIvadym (Class of Defect): 2

1. Fondnsdust (Product name): 2. veaoueiaeil (Drug Registration number):
BINOCRIT (40,000 1U/ML) 1C 13/61 (B)

3. dwsulglu (For use in): uywd (HUMANS)

4. %‘amﬁ'ty (Generic name): 5. 3Uuuv (Dosage form):

EPOETIN ALFA Solution for injection

6. AIUUSY (Strength): 7. vinewaviu (Batch/lot number):

40,000 IU/ml 2003110013 way 2003110015

8. Juiindn (Date manufactured): 9. ﬁ'uﬁmgumq (Expiry date):

12/2019 11/2021

10. Sﬂu.'UUUﬁqnm% (Pack size): Pre-filled syringe

11. §uéia (Manufacturer): IDT BIOLOGIKA GMBH anWusansisuigiwesuil
Junusning (Distributor): u3¥ Tundfia (Ussinellne) $1iin

fojfinsia (Contact person): -

nséwi (Telephone): 0 2080 0999

Insans (Fax): - '

fud (E-mail): -

12, iwa“taﬂmaaﬂmwmwu / a'um\n'lititlmnumﬂu (Details of defect / Reason for recall):
nnanmwaaumammammﬂ (Retentlon sample) W& nTundn . anAeui 8 wurh Met(54)0x uuu’ﬂumwasgwumun'n
ﬂ'lﬂﬂ‘i']'iﬂﬂ mamaunusumsnamau (Out of Trend, OOT)

13. dayansnszanesuasmsdesen (Information on distribution including exports):
Tsanguna uazadin

14. psshuiiunseeddinauANLNsSUNSEMNIWALEN (Action taken by Thai FDA, the competent Authority of Thailand):
1) WmhesuidsredinsuiinadenifuAug) BINOCRIT (40,600 IU/ML) wevzilisu 1C 13/61 (B) Juniskan
2003110013 uay 2003110015 lasasinslavesuish Tundda Usuvelne) Srin

2) udsliu3dn Tundia Wsawelve) Sife erumamsSenifuefunniemann uasnsduaumanmneasgm
winumsmsunlotesiuliliifatigmen

15. mstuflumslugdusaly (Proposed action). famuramsiFeniivefiuresudth lunifa (Ussnalne) Siia

16. mhoaufipenmisde (Issuing Authority): 17. %a@'ﬁmda (Contact person): urlennsal Soud1m
dninnuaAnnsSUNIIIISUALEN Twséwil (Telephone): 0 2590 7405
Sld (E-mail): QA@fda.moph.go.th
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