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dinviuAmzASSUMS

AND DRUG
9IKISHazen NI

ADMINISTRATION

wdamsuihszdalymamunined
RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

tang1sd1Agy - Wsmirdesiudi IMPORTANT - DELIVER IMMEDIATELY)

#uAMUTULTIvasdym (Class of Defect): 1

Reference Number: TH/1/2021/032 '
1. JonAndfnei (Brand/Trade name): 2. nufisuenavil (Drug registration number):
Aaawisiiy aanszy “1D 207/34”
Chlorpheniramine 1D 207/34 (regarding the label)
3. dwduldlu (For use in): 4. nsdgUaaua wiv. 81 11Rs51 73 (Wsaszy)
&7 (Animals) (Falsification/Fraud - specify): - ‘
5. «‘:iamﬂ'sy, (INN or generic name): 6. 3Uuuy (Dosage form):
Chlorpheniramine maleate Sterile solution
7. A77U54 (Strength): 8. vuneLav3u (Batch/lot number):
0.010 GM/ML NNFUNITHAR
Al batches available in the market
9. Jufindn (Date manufactured): 10. '5'u°7'|m§ua'lq (Expiry date):
N/A N/A
11. 3UuuvUII9iR (Pack size and presentation): 1 Bottle x 100 ML
12. §judin (Manufacturer): 13 éﬁ"m?aﬁ"a (Importer):
U3 yarla nsns 1 -
BUKALO TRADING COMPANY LIMITED
JedfAnsia (Contact person): - _ %aé’ﬁﬁﬁa (Contact person): -
3Awv (Telephone): +66 2328 1534-6 nséwyi (Telephone): -

14. Swazduavesoymiinu/amamaideniiuendu (Details of defect/Reason for recall):
wumsimien aaewiiisHfiu (Chlorpheniramine) aansey 10 207/34 Faimdusiiilddunzdeuduem
A9 elo(@) WizT1URYERET w.Abeeo Insndaiunfiindnimaddguasaiuusiaenndosiunsilousmiu
VeINANAtueieY CHLORPHENIRAMINE tawnsileu 1A 207/34

Chlorpheniramine Reg. No.1D 207/34 regarding the product label was found to be unregistered product in
Thailand according to the Drug Law (B.E.2510), while the active pharmaceutical ingredient and strength are
compliant to the registered product: CHLORPHENIRAMINE Reg. No. 1A 207/34

15. dayamsnszaweuarnmsdsasn (Information on distribution including exports):
lsaneuna wazadiin
Hospitals and clinics. All impacted markets are unknown, i.e., information to be obtained from local MAH.

16. MIALUNTITVR MBI (Action taken by Issuing Authority):

v 1 =) v - v & < o~ 3
wdmhsruiiferdedivauiimudaSenduiuedingn
Inform other related government sectors regarding the recall of the product.

F-D3-75 (01-23/11/63) wiih 1/2



17. nmsanliunistuaausialu (Proposed action):
famumenumsiieniiviveniniismain uassenumsivaunaivguaziasnisudlvlaeiu

Monitor the recall and investigation reports.

18. misseufioanwiisda (Issuing Authority): 19. 'ﬁaﬁﬁﬂﬂ'a (Contact person):
ANINUANENTIUNTEMITUATEN NTENTNATISUAY | A7.497R I83UsEIE3g Suchart Chongprasert, PhD.
Food and Drug Administration, } nsdnyt (Telephone): +66-2590-7405

Ministry of Public Health, Thailand Bud (E-mail): QA@fda.moph.go.th

20. as¥e (Signed): 21. $ufl (Date): 22, v1an (Time):

P U’ 11 Nov 2624 \b.0O.
-

(wwaslya seiiand)
s93aUBMs UJURNITUN
LAY TBNIIAMNTIUNTEMITUATEN
(Mr.Surachoke Tangwiwat)
Deputy Secretary-General

for Secretary-General
Food and Drug Administration

F-D3-75 (01-23/11/63) w1 2/2



; o
AIRNENR
.. 9
flas aooc/a g o & M diinNuANENIIINTEMNTUATEN

NIENTRANGITUGY
auui LY dmiauunyi eecoco

@ @ wyrIneu bdoe

o1 udafiounsiSunifiuAugn POLIFORMIN tamzidiou 1A 60/40 unisuiin 70144 uag 70145
uazen POLIFORMIN 850 laweidiu 1A 181/48 umsu@in 90145

L1

Fou weuwdasisaguimia/gsnnenislsmeuna
a o v Y
fafidennme wuuudadowhssialymanamen (F-03-75)

fmodninsuanznssunIsemITeazen (88.) TAsUSIBNUNATIATIENNTATIIN

arsuuitiou N-nitrosodimethylamine (NDMA) 91nnsuinendidnsnisunng wundniueien
* POLIFORMIN taanzifiou 1A 60/40 §un1sHAn 70144 uaz 70145 uazen POLIFORMIN 850
wuvziliou 1A 181/48 Jumsudn 90145 fiUTuns NDMA ganiunaeiniseexiuld (Acceptance Daily
Intake; ADI) 71 96 ng/day (0.048 ppm)

drinauanznsIunsemswasen Ansaudadiuvimsvudeuvesnsnousse
NDMA tusidnfnsionfnwuumu Fuftheduludesiuussnugiediailos eradeliiinns
avanvesasansfuasiusunsedediaedldiue dufuionulasndeveauiing drifnay
AugnTIUNsOIMHAzen Tl ueyandne vidn avhiu $1in dullumadenifufiven
POLIFORMIN tawvieiisu 1A 60/40 iumswﬁm 70144 uay 70145 wagyn POLIFORMIN 850
aunsilou 1A 181/48 Junisuda 90145 sandnvieanatn wisuududsunsithseisludmiienu
Mifeadedinsy ‘ |

il mavudieurasmsnsusdetinanuuifissensusunninlugdug

FwebiviuudmmhemuiidertadinganislieuasssiunssmisamsfunsudaiFenauingu
dmiudtefildunlugunsrandananasUinyumdvioindunafewasuengumsnandunaunu
wniideyaiudisznsla duinnuamsnssunsenauasenasuddvinslaeiui

< o o v ' v o o ' dd v
TN oIV wazws iniisuresituudaisuludmicenuninerdemsiu
salume azduwsean

YDuARIAMINTUDD

U

(negslea dreddand
T8RS UURTITNISUNY

QRN BYITNIAASATIUAIDIMISUASET

5. 0 bé&o wmbe, o bédwo Haod
5815 o bewe cace



drdnmuntuzAssUMSs f
aTKIsllacan K‘S‘E /

wduFauisEIstymiamunine,
RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

FOOD AND DRUG
ADMINISTRATION

sana15a1Agy - lUsauaeiuil (IMPORTANT - DELIVER IMMEDIATELY)

TUANTURTIUBsU (Class of Defect): 2

Reference Number: TH/11/2021/031
1. Yondadost (Brand/Trade name): 2. naidsusnail (Drug registration number):
1. POLIFORMIN 1. 1A 60/40
2. POLIFORMIN 850 2. 1A 181/48
3. dwsuldly (For use in): 4. nsdlenasuny wsu. 81 wns1 73 (IUsasey)
uywe (Humans) (Falsification/Fraud - specify): -
5. ijam;‘:’sy (INN or generic name): 6. 3Uuuy (Dosage form):
Metformin hydrochloride . Film - coated tablet
7. AU (Strength): - 8. v{mmamiu (Batch/lot number):
1. 500 MG 1. 70144 and 70145
2. 850 MG 2. 90145
9. Juflndn (Date manufactured): 10. ":'u"?l‘tl'la"ua’lq (Expiry date):
1. 08/03/2017 (Similar in both batches) 1. 31/03/2022 (Similar in both batches)
2. 15/10/2019 2. 31/10/2022
11. JUuUUUTTAI0T (Pack size and presentation): 1 aluminum pack x 10 tabs
12. fudn (Manufacturer): 13 é’ﬁﬂﬂ?a'&"a (Importer):
u3Em Warhdu 9rvia -
POLIPHARM CO., Ltd. Jodfinde (Contact person): -
, ﬁaﬁﬁmia (Contact person): - nsénvi (Telephone): -
Tnsfiwef (Telephone): +66 2316 9419-21 - : -"

P P
14. swaziBvavasdymiinu/auvgnisiieniivenfu (Details of defect/Reason for recall):
NnuamMInTIRIaTeluitsansvuiiou (mpurities) 18913 N-Nitrosodimethylamine nuU3umuad
a ’ ) I 5.4
arsUudipuiuninnusiseuiuld (NMT 0.048 ppm)

The impurity content of N-Nitrosodimethylamine exceeded the acceptable daily intake [NMT 0.048 ppm].

15. -ﬁ'asgan'liniza'lau'mazn'ﬁdaaan (Information on distribution including exports):
Tsimenuia addin wasiuvieen

Hospitals, clinics, and pharmacy stores.
All impacted overseas markets are unknown, i.e., information to be obtained from local MAH.

16. N1IANEUNTYDINLUIYIY (Action taken by Issuing Authority):
wmmbsruiifieadadimsuiinsFoniuiuvesn POLIFORMIN was POLIFORMIN 850

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

17. msanfumsluardusialy (Proposed action):
AnmuTsnunaifeniiviiue Nenumsivanmamguazinaimisudledesiuliliifatymda

Monitor the recall and investigation reports.

F-D3-75 (01-23/11/63) Wi 1/2




Food and Drug Administration,
Ministry of Public Health, Thailand

1 o o~ . . o a
18. wrsnunivanuileda (Issuing Authority): 19. ¥agAnda (Contact person):
UNNUANNTINMTOMTUALEN NTENTNAGITUGY | 05897 90eUstiady

Suchart Chongprasert, PhD.
WsAni (Telephone): +66-2590-7405
Buud (E-mail): QA@fda.moph.go.th

20. as¥a (Signed):

7]

21. 5ufl (Date): 22. 1981 (Time):

11 NOV 20U i} . oo

(udasTon dredimnd)
F03a1EMT YfURTIwN1sUMY
LAYIIMIANENTTUNITOMITUALEN

(Mr.Surachoke Tangwiwat)
Deputy Secretary-General
for Secretary-General
Food and Drug Administration

F-03-75 (01-23/11/63) Wi 2/2
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o o [y v o« Y
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aInvuAUIASSUMS

= O0OD AND DRUG
okIslasn {5 j

ADMINISTRATION

wdnAauilsedalymanininen
RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

tona15a1Agy - Wsaradesiui IMPORTANT - DELIVER IMMEDIATELY)

sAUAMNTULTIURLUYM (Class of Defect): 2

Reference Number: TH/11/2021/029
1. Jondnsae’ (Brand/Trade name): 2. pedousnavi (Drug registration number): -
BECOSCL 2A 1119/27 )
3. dwsuldlu (For use in): 4. nsdleasuniy wiu. 81 aas 73 (Usasey)
uywd (Humans) (Falsification/Fraud - specify): -
5. ﬂamﬂm (INN or generic name): 6. 3Uuuu (Dosage form):
Dextrose monohydrate 10 GM, Sodium chloride Large volume parenteral
0.9 GM, Thiamine hydrochloride 1 MG and others . )
7. ﬂ'J'luuN.(Strength): ~ 8. Mmma‘us:u (Batch/lot number):
srwasiBuamude 5 2107089
As mentioned in No. 5
9. Suilu@n (Date manufactured): 10. '3'uﬁma"ua'lq (Expiry date):
15-07-2021 115-07-2024
11. gUuUUYTTRIQ (Pack size and presentation): 1 Plastic bag/bottle x 500 or 1,000 ML
12. gjwdin (Manufacturer): 13 é’ﬁ’m?iaﬁ"a (Importer):
UiEm Lotueda sealida Tusdnd d1ia (umnaw) -
General Hospital Products Pubtic Co., Ltd. flas:{ﬁﬂda (Contact person): -
%aﬁﬁﬁﬁa (Contact person): - Insdwl (Telephone): -
n5fns (Telephone): +66 2073 0490-6

- J ] . - - . - -
14. swsaztﬁaﬂ‘uaaf]:ywmwu/a%ﬂﬂnﬁuumﬁut;l’lﬁu (Details of defect/Reason for recall):
o v v v J L’ [N ada cct
nuamsAnmarwasiluhdadeanulunsa-sins (pH) vesasazany Suwnlinlbidunesgunaiddinsin:
sylilunsiivudiriuen (pH = 4.0-4.3)

The pH test during stability study showed a tendency to fail the criteria (pH = 4.0-4.3).

15. %’agammszmuU'luazmiddaan (information on distribution including exports):
Tsanguia wazadiin

Hospitals and clinics.
All impacted overseas markets are unknown, i.e., information to be obtained from local MAH.

16. n1sanilun1svaavieau (Action taken by Issuing Authority):
[ ' a a v <t a o
wimhssuferdadlinsuiinsSeniviulaeaiaslavese BECOSOL

Inform other related government sectors regarding the voluntary recall of the product.

F-D3-75 (01-23/11/63) w1 1/2




Monitor the recall and investigation reports.

17. nmsaniiunisludrdudely (Proposed action):
Aemmurenunsieniiviue senumsivaunauasnasmsusledasiuiiaadome

Food and Drug Administration,
Ministry of Public Health, Thailand

' = o
18. nilguivanuiivda (Issuing Authority):
ANINNUANENTTUMTDMMTUAZEN NTENTNATITNAY

19. %aé’ﬁam’a (Contact person):
A7.4MA 0UTHIEASS

Suchart Chongprasert, PhD.

3wl (Telephone): +66-2590-7405
B4 (E-mail): QA@fda.moph.go.th

20. as¥e (Signed):

iy

21, $ufl (Date):

1 NOV 2021

22, 11a1 (Time):

1v.09

4 1 av 4§
(uegslen A1eiiand)
58318975015 UURTIImsunuy
- larEMsAMENTIIMIBMSUATEN |

(Mr.Surachoke Tangwiwat)
Deputy Secretary-General
for Secretary-General
Food and Drug Administration

F-D3-75 (01-23/11/63) w1 2/2
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5o¢ udaounisiSenifufuen DIAFORMIN awzidiou 1A 594/50 Junisedin 3¢18/228 uaw 2019/193

Fou wsuwndanarsuguimin/gsnnemsismena

fafidandey wuuwdadsuhseTadaymaunimel (F-D3-75)

MedinnuangnssuAToIMNTHare (u.) THTUTBNUNAIATIINMSATIINETS
Yudleu N- -nitrosodimethylamine (NDMA) irtnei'lﬁ'na'u.tawi’mntawﬁm voninAnueign DIAFORMIN
wanezidou 1A 594/50 iumimam 3418/228 Fuiludn 12/06/2018 'J‘uﬁumu 110621 LLa.,‘sumimam
2019/193 Juiiwan 12/04/2019 'Juaume 210423 wuihiiusinaansuuitieu NOMA ganAnnma
nswausuld (Acceptance Daily Intake; ADI) # 96 ng/day (0.048 ppm)
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dwnnunznssUMS ‘ \ FOOD AND DRUG
OTKIASLLgtan @ ADMINISTRATION

wdamauiihseislymguninen
RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

tang15a1Agy - [Usairaesiuil IMPORTANT - DELIVER IMMEDIATELY)

32AUAMUTUITIYBTYN (Class of Defect): 2

Reference Number: TH/11/2021/030
1. FonBnfnust (Brand/Trade name): 2. nifouenavil (Orug registration number):
DIAFORMIN 1A 594/50
3. dmivldlu (For use in): 4. nadlyJasuny wsu. 81 1a9 73 (Usassy)
uywd (Humans) (Falsification/Fraud - specify): -
5. Joanilyy (INN or generic name): 6. gUuuv (Dosage form):
Metformin hydrochloride - Compressed tablet
7. AU (Strength): : 8. #nElaYy (Batch/lot number):
500 MG - : 1. 3418/228 :
2. 2019/193
9. Yufin@n (Date manufactured): 10. ﬁuﬁméumq (Expiry date):
1.12/6/2018 1. 11/6/2021
2. 22/4/2019 2.21/4/2023
11. gUuUUUTII (Pack size and presentation): 1 aluminum pack x 10 tabs
12. fiudn (Manufacturer): 13 Q’ﬁ'm?aé"a (Importer):
U3 TSy anuiund $1ifa -
Forty- Two Siam Medicare Co., Ltd. ﬁaéﬁﬂﬁ'a (Contact person): -
%asjﬁﬁda (Contact person): - nsdwy (Telephone): -
nsdw (Telephone): +66 2579 0789

14. wazBeavasdgmiinu/amnnisiGeniiuen@u (Details of defect/Reason for recall):
NnransnsieTsiiuidossuuiou (Impurities) ¥84a15 N-Nitrosodimethylamine wuuIu e
asUulouduninnsifioensuld (NMT 0,048 ppm)

The impurity content of N-Nitrosodimethylamine exceeded the acceptable daily intake [NMT 0.048 ppm)].

15. il'agaminizmumLl.a:.'midaaan (Information on distribution including exports):
Tsmeua addin wasiuvien

Hospitals, clinics, and pharmacy stores.
| Al impacted overseas markets are unknown, i.e., information to be obtained from local MAH.

16. MIANTUNITYD ML (Action taken by Issuing Authority):
v ' { o [y <t o
wdmhsnuineteslimiuiinisiSonifivAuveass DIAFORMIN

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

17. masfiunsludduselu (Proposed action):
AapuTenunsiieniiviue) sisnumsiumumaivauasnasmsuiledesiuiiliifadymid

Monitor the recall and investigation reports.

18. wissauiieanmisde (Issuing Authority): I 19. ﬂacjﬁﬂda (Contact person):

F-D3-75 (01-23/11/63) wih 1/2




Food and Drug Administration,
Ministry of Public Health, Thailand

dinnuANENTIUMIDIMISHALEN ASTNTNAGITUAY

A5.490 I83Uszialy

Suchart Chongprasert, PhD.

WA (Telephone): +66-2590-7405
Swd (E-mail): QA@fda.moph.go.th

20. as¥e (Signed):

]

21. $ufl (Date):

22, 1781 (Time):

1 NOv 2001 L 00

7z A
(udgslym fra¥iand)
souaviims Uiaswnmsunu
LATIBMIANEATINNTEWMISUALET

(Mr.Surachoke Tangwiwat)
Deputy Secretary-General
for Secretary-General
Food and Drug Administration

F-D3-75 (01-23/11/63) Wi 2/2
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0l wyrdineu beoe
Foe whafounsSenifiufuen GLUCOPHAGE 500 mg taunziiien 1A 405/49 Jumskdn 176166

Sou wswmdassaguimin/snemslsmea

.y v v oo ar
daidanane wuudareuihsyillgwnunmen (F-D3-75)

Fedninnuanenssimsenskazen (es) unenusaieTsimsanndudio
N-nitrosodimethylamine (NDMA) 9 nnaifivienfansmsune wusdnsineien GLUOCOPHAGE 500 MG 1a%
neidou 1A 405/49 sumswam 176166 'Juwwam 2/1/2017 Funumeny 2/1/202 wAnlae U3 auma‘ﬂwa
w'ﬁu'mmma Lmuuwﬂr«aaso P1rim fiFanos NOMA fiusinausinssensy (Acceptance Daily Inake; ADI)
o ng/day %138 o.0a%@ ppm

ANNUANZNTINNMIEMNSHALEN AITaNAIiuINsUuauTesansnansse NDMA
- LY .74 d‘ 1 [-] L 1 1 d J - 1
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wdaiiawdsedslymgauninen
RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

tona158185y - Wsarhaaiusl IMPORTANT - DELIVER IMMEDIATELY)

siuauuusivalam

(Class of Defect): 2

Reference Number: TH/IV2021/033

1. Jawdasouel (Brand/Trade name):
GLUCOPHAGE (500 MG)

2. nedousnavii (Drug registration number):
1A 405/49

3. dmiuldlu (For use in):

g (Humans)

4. nadignUasuan wiv. 81 a5 73 (Wanssy)

(Falsification/Fraud - specify): -

5. Foantiey (INN or generic name):

Metformin hydrochloride

6. JUuuy (Dosage form):
Film - coated tablet

7. ANUUSY (Strength):
500 MG

8. vanelaviu (Batch/lot number):
176166

9. Jufinda (Date manufactured):
2/1/2017

10. 5uﬁa1§umq (Expiry date):
2/7/2022

11. glJLI.UUUﬁQﬁ'm‘ﬂ (Pack size and presentation): 1

aluminum pack x 10 tabs

12. uda (Manufacturer):

U3t Bumaslve wisughida wiyuraate St
Interthai Pharmaceutical Manufacturing Ltd.
%acjﬁ_ﬂda (Contact person): -

Tnsdnwd (Teleph;)ne): +66 2941 2992

13 fum3ads (Importer):
ad@nsia (Contact person): -

Twi_ﬁ'wvf (Telephone): -

- a ) d B p 3 ) -
14. TwazBuavasdymiiwu/ativgnisiuniiuenAu (Details of defect/Reason for recall):

INHANITNTIVIATIWILRTRa1sUuLTBU (Impurities) Yada1s N-Nitrosodimethylamine wuu3anavasans

Vudeuiuninnusiniimun (Acceptance Daily Intake %38 ADI iU 0.048 ppm)

The impurity content of N-Nitrosodimethylamine exceeded the standard criteria [Acceptance Daily Intake

NMT 0.048 ppm].

15. ﬁaganﬁnszmumuaznﬁd«aan (Information on distribution including exports):

Tswmeruna adtin uazduvisen

Hospitals, clinics, and pharmacy stores.

All impacted overseas markets are unknown, i.e., information to be obtained from local MAH.

16. M3AHUN1I5YBIMUILU (Action taken by Issuin

¢ Authority):

wiamhonuidededimsuiimsdoniiuAuvasen GLUCOPHAGE (500 MG)

F-D3-75 (01-23/11/63) wih 1/2




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

17. msantiumsluarausalu (Proposed action):

Monitor the recall and investigation reports.

fanmsrsunsiFeniviuet nenunsiusumaimauazinasnsuiladesfuilimiaatiguid

Food and Drug Administration,

Ministry of Public Health, Thailand

. P o .
18. wingwiteanwiiade (Issuing Authority):
dNINNUANEATIINTEMTUALET NTENTNANEITNGY

19. Yadffinsia (Contact person):

AT WWTuATE

Suchart Chongprasert, PhD.
3AWY (Telephone): +66-2590-7405
g (E-mail): QA@fda.moph.go.th

20. a4¥a (Signed):

N

21. 3ufl (Date):

4.2 Nov

0

22. 1781 (Time):

(.00

(negslen Awdiand)
788115015 UjURT1wMsuny
aYinsANENIINITEMNIULATEN

(Mr.Surachoke Tangwiwat)
Deputy Secretary-General
for Secretary-General

Food and Drug Administration

F-D3-75 (01-23/11/63) wi 2/2




