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FOOD AND DRUG N
ADMINISTRATION

wdniaudsrfalgymannine
RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

(ena1551Ag) - Wimiadeiuii IMPORTANT - DELIVER IMMEDIATELY)

5PAUANINTULTIYaslym (Class of Defect): 1

Reference Number: TH/1/2021/009

1. HFondanous (Brand/Trade name):
DOBL ACICLOVIR INTRAVENQUS INFUSION

2. nudousnani (Drug registration number):
1C 66/62

3. dm3uldlu (For use in):
uywe (Humans)

4. n3dleWaBUAI WIU. 11 WAT 73 (Wsnszy)
(Falsification/Fraud - specify): -

J A
5. ¥odey (INN or generic name):

6. 3UuuV (Dosage form):

ACICLOVIR Concentration for solution for infusion
7. ANUUI (Strength): 8. MuBaviy (Batch/lot number):
250 MG G061193AA

9. Juil@n (Date manufactured): 22 Aug 2019

10. SufisrRuany (Expiry date): Jul 2021

11. ‘S‘Uu\JUUﬁQﬁmﬁ (Pack size and presentation): Vials 10, 20 ML

12. §udn (Manufacturer):

Hospira Australia Pty Ltd., Australia
ﬁaé’ﬁﬁda (Contact person): -
Insényi (Telephone): -

13 éﬁ’m‘%aﬁ"ﬁ (importer):

Uitm Iigad (Usanelve) s1im

Pfizer (Thailand) Limited.

fiaéﬁﬂﬂ'a (Contact person): -
3dnwyl (Telephone): +662-761-4555

14, ﬂaa.,taﬂmaa{]:ymvlwu/mmnmmﬂnmumnu (Details of defect/Reason for recall)
umiiwu'uaqa”ﬁa-'a1tJaanmmuuanv'zﬂmwmhumsmﬂhq’m waznurdnvesansaraneiAaainnissamees

mvihazaneuinaliliegiifion S1u e Vials

Fourteen (14) vials of this batch were discovered with leakage of solution resulting in visible precipitation

underneath the metal seal.

15. ﬁ'agaminizmﬂmuazmiﬁhaan (Information on distribution including exports):

Tsaweuna wazpdiln

Hospitals and clinics. All impacted overseas markets are unknown.

16. NIAUTUNTITVBIMIIBIU (Action taken by Issuing Authority):
umvnnummmm'uadwmmmnmsanmuau-ummmna"n

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

17. m3Antiun1sludrfudely (Proposed action):

AnAusenunsSeniivAutasTenunsiuaumaning sdsnasnsudledesiuiliAntguid

-Monitor the recall and investigation reports.
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dWaviunaassunisy " FOOD AND DRUG
9TKISUAataN ADMINISTRATION

wdaipuiszTalymamninen
RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

lanarsaney - WUsa1aesiuil IMPORTANT - DELIVER IMMEDIATELY)

TWAUANTULTIVRTEY (Class of Defect): 2

Reference Number: -
1. Fordaswsi (Brand/Trade name): 2. nzideusnavi (Drug registration number):
Minisart® Filter 17594-GJ 5 micrometer 1C 36/53 (N)
as an attached device for AmBisome for Injection
3. dwiuldly (For use in): 4. nsdienUasumin Wiu. 81 11aT 73 (IWsaszy)
111419&5 (Humans) (Falsification/Fraud - specify): -
5. %mﬁzy (INN or generic name): 6. JUuy (Dosage form):
Amphotericin B Sterile powder
7. AANUWTY (Strength): 8. vuwLaYIU (Batch/lot number):
50 MG Filter 17594-GJ Lot No.00426103
9. Jufindn (Date manufactured): N/A 10. ’3’14‘7‘6’15’1148'16! (Expiry date): N/A
11. UuuuusTinuel (Pack size and presentation): A pack of Amphotericin B Vial and 5-micrometer filter
12. §u@n (Manufacturer): 13 Q’ﬁﬂﬁagﬁ (Importer):
Gilead Sciences Inc., USA UIEW A%iew 09301 Wsewelne) $1im
‘i‘laﬂ:{ﬁﬂﬁia (Contact person): - DCH Auriga (Thailand) Company Limited
n3AWA (Telephone): - "ﬁ'agﬁ"?\ﬂﬁia (Contact person): -
n3fn (Telephone): +662-257-3500

14. Manduavasdgiinu/amansiGenifiusiau (Details of defect/Reason for recall):

fnseasaido Minisart® Filter 16534-K 5 micrometer Faussglugandnstasion Ambisome for Injection

Wy Filter fananienauanvdesiduloviesyniailusumsesediels

The Minisart® Filter 17594-GJ 5 micrometer present in cartons of AmBisome for Injection, Reg. No. 1C 36/53
(N), was withdrawn for filter Lot No. 00426103 in Thailand due to a possibility of releasing fibres and
particles.

15. ﬁagamsnszmﬂmu,aznﬁa'eaan (Information on distribution including exports):
Tsaweuna wazadiln

Hospitals and clinics. All impacted overseas markets are unknown.

16. mM3Anfiun13vaanL89U (Action taken by Issuing Authority):
wimhenuihiedediszfunsldfnsesjumenindond

inform other related government sectors regarding the notice of suspending use.

17. maadiumsludrnusaly (Proposed action):
fanusrsnunisienifivfiukassnunsiuamumains sufunsmsudlytesduiiiAayguie
Monitor the investigation reports and CAPA.
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18. nuneawufieanuilsda (ssuing Authority):
AUNNUANENIINAITDIMNTUALET NTENTWANTITUAY

Food and Drug Administration,
Ministry of Public Health, Thailand

19. ?s'ac:g'ﬁwia (Contact person):

3.3 909Useiaig Suchart Chongprasert, PhD.
nsfnd (Telephone): +66-2590-7405

Biud (E-mail): QA@fda.moph.go.th

20. adde (Signed):

21. "3’14‘*7'; (Date):

16 5.0, 156

22. 1181 (Time):

1t.00
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(uwasiya sreiTand)
599807150175 UJURs1enisunu
LRNTNIAMENITUATTEVIIHASEN
(Mr.Surachoke Tangwiwat)
Deputy Secretary-General
for Secretary-General

Food and Drug Administration
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