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RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

onanehilal - Tdmhdrviufi (tupoRTANT - DELTVER IMMED)ATEL.)

:vn'uarrru1uu:.:talflnlur (Ctass of Defect): 1

Reference Number: TH/V 2O2L/OO9

r. fi aruinri'euti (grand/Trade name):

DBL ACICLOVIR INTRAVENOUS INFUSION

2. ilvrfiE uurratd {orrg registration number):

g. driliu1t1u (For use in): 4. n:rfisrUaaln1! fl:u. rrMnr1 7a 0rJ:n:vu)
(Fatsification rFraud - specify):

S. fiaarrTry (lNN or generic name): 6. :duUU (Dosage form):

Concentration for sotution for infusion
7. fi?1lltr:.r (Strength):

250 MG

8. ulroratiu (BatcMot number):
G061193AA

g. iufiilfin (Date manufactured): 22 Aue 20L9 date): )u|2021
uuu::vYsud (pack size and presentation): Viats 10, 20 ML

tZ. {nin (Ma nufacture r) :

Hospira Austratia Pty Ltd., Austratia

da{f,ada (Contact person): -
Ivr:frr,n{ (Tetephone): -

r {riruSodr (tmporter):

uidy lv{rroi (il:crrnlyru) ,irn"n

Pfi zer (ThaiLand) Limited.
Av^
tAHnRnA (Contact person): -

Ivr:frr,rr{ (Tel.ephone ) : +662-7 6 L-45 55
14. :rua;rdsatadlrgurd*rza.rrqn.
!nr:irfr!to{41:aualuoonurd'ruuant:nuririrbifinr:rtln1{'rru uacflur.{dnra.:ar:avarufirfinornnr::vr14ura.:

- au,
n'rrirasa r uu5 r': ru'ld'rJr aqfi rfi uu dru?! o< Via l.s

Fourteen (14) viaLs of this batch were discovered with Leakage of sotution resutting in visibl.e precipitation
underneath the metal seal.

rs. riaXanr:n:uo'luu1[a;nr:dloan (lnformation on distribution inctuding exports):
t:rnurura uacndin
Hospitals and ctinics. At[ impacted overseas markets are unkncwn.
16. nr:it0unr:ro.ruilrslru (Action taken by lssuing Authority):
$d'{}lilrs rrui rfi urto.:lfivr: ru6.: nr:riunrfi u6urar ur d'q n6ir:
lnform other retated government sectors

17. nr:ilfiunr:ludrfruiahJ (eroposed action):
fiflnru:ru{runr:6Ernrfiu6uBav:1u{runr:f,ua:uyratun :rrldurn:nr:uriltrJorriuilfirfinflrgr.,dl
Monitor the recatl and investigation reports.
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ilU1n! tedbd

17 59 4-c J iu n r :r.r fr rt OO 426 tO3'Luu ::o firuc{r ol! - - - - - i- -"

zufinfirud AmiBisome for tnjection !unr:26n O2125OM
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RAPID ALERT NOTIFICATION OF A O;TTCTIVE MEDICINAL PRODUCT

nnanehilry - [ilffiiteiqv\ufi 1upoRTANT - DEL:IER IMMED;ATELI)

:vq''unrru:urr:rtalflryur (Ctass of Defect): 2

Reference Number:

r. 6a r.rfisrniruri (Brandrrrade name) :

Minisart@ Fil.ter 17594-GJ 5 micrometer

as an attached device for AmBisome for lnjection

2. ilslfiuuurtatfi (Drug registration number):

1C 36153 (N)

r. dtaiuldlu (For use in):

uuuri (Humans)
4. n:niuldaoltetlu yt:u. u1 l,tet:1 7: (Td:n:;q)
(Fatsification /Fraud - specify):

S. daarfin; (lNN or generic name):

Amphotericin B

6. :iltluu (Dosage form):

Sterite powder

7. a?1ilr[T.r (Strength):

50 MG

8. yrrotatdu (Batch/l.ot number):

Fil.ter 17594-GJ Lot No.00426103

g. iudarf,n (Date manufactured): N/A to. iuiisrduaru (Expiry date): N/A

rr. JrJrruuu::$i'rus{ (pact size and presentation): A pack of Amphotericin B Viat and 5-micrometer fitter
12. {26rr (Manufacturer):

Gil.ead Sciences lnc., USA
4u^
tJo I'l glFtflo (Contact person) :

Tvr:ayrr{ (Tetephone): -

ta {ritaiod'.r (lmporter):

ririvr dfiior ooinr (rJ:yryrnlvru) rirfi'n

DCH Auriga (Thail.and) Company Limited

do{6noio (Contact person): -

Ivr:frr,rri (Te Lephone ) : + 662-257 -3500

14. :rsavtSantorflo;rardilu,/d'ln4nn1:riunrfiuar6u (Details of defecVReason for reca[l.):
I

ri'rn:olilaont6o Minisart@ Fil.ter 16534-K 5 micrometer 6lu::rlurnn6nnirudar Ambisome for tnjection

vru'jr Fitter d'rndrrorrrJaor.Jdourfr'ulara6oor1nrnfii{Judun:rurio#rJruld

The Minisart@ Fitter 17594-d 5 micrometer present in cartons of AmBisome for lnjection, Reg. No. 1C 36153

(N), was withdrawn for fi|.ter Lot No. 00426103 in Thail.and due to a possibiLity of reteasing fibres and

partictes.

15. riouanl:n:so1uu'luavnr:dloon (lnformation on distribution inctuding exports):
s Aa
L:.ryru1u1a ttaunaun

Hospita[s and clinics. At[ impacted overseas markets are unknown.

t O. nr:ra'rrfi un't:ra.tilil'tu.r1u (Action taken by lssuin g Authority):
v t ii e qv u qvu

lta.ivu? u{'tl.Jyltnu?10.: 114:y{un1: [tn?n:0.::unr:zuanor'lna r':
lnform other retated goygrnqrent sectors regarding the notice of suspending use.

1 7. n1:ei1 lfi u nr:turir d'us{ ohJ (eroposed action) :

fionril:rEJ.irunr:6uni6u6u!!ae:ia{'ruflr:f,uaruurarruq :rrfiuirsr:nr:ufi'lrflorrYui'lfi'rfinflryr'.t"i'.
Monitor the investigation reports and CAPA.
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dta
te. fia{finrio (Contact Person):

Fr:.afl1fi ao{il:utaBt Suchart Chongpraseft, PhD

lvr:n'nr{ (Te te pho ne) : + 6 6-259 0-7 40 5

6rud (r-mai|.): QAofda.moPh. go.th

1 8. r.mjr s.!rufi a anrari.:fi a (lssui n g Authority) :

;ir fin r r u n ru v n : :il n 1 : o r v1 5 tta u u'l n : u ?1 : ? { a I nl 5 il A t
Food and Drug Administration,

Ministry of Pubtic Heal.th, Thailand

22. t;a1(Time):

I b"oo

zt. iuS (Date):

J6 an z5tstr

20. a{fia (Signed):

(uru4:Ttn rirriimnj)

:o{ La fl lBnri rJfr ri6 :rtnr: rtvru

tat ri nr: n ruv ni:il nirol?lt:$au u1

(Mr.Surachoke Tangwiwat)

Deputy Secretary-GeneraI

for Secretary-GeneraI

Food and Drug Administration

F-D3-75 @t-23/11/63) uit az


