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FOOD AND DRUG
ADMINISTRATION

IENERITR PR N BT R LTV R
RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

na15a1Ay - 1Usau il IMPORTANT - DELIVER IMMEDIATELY)

TEAUANUTULTIVEIUyu (Class of Defect): 2

Reference Number: TH/II/2025/01

1. YonAnS e (Brand/Trade name):
EFAVIRENZ TABLETS (600 MG)

- o i .
2. nzidgusnaun (Drug registration number):

1A 23/58 (NG)

3. awsulylu (For use in):

uu‘wé (Human)

4, nsnjvUasun1y wsu. 81 11ns 73 (IWsaszy)

(Falsification/Fraud - specify): -

5. ﬁamﬁ’m“ (INN or generic name):
EFAVIRENZ

6. 3Uuuu (Dosage form):
FILM - COATED TABLET

7. AULTY (Strength):
600 mg

8. vuuLavUY (Batch/lot number):
A665121

9. ’3’1191‘0459\ (Date manufactured):

03/08/2023

10. "J'uﬁmauumq (Expiry date):
03/08/2027

11. gUuUUU'isqﬁm*n‘ (Pack size and presentation) : 1 bottle x 30 tablets

12. tiu@n (Manufacturer):

BIANISLNAYNTTY

The Government Pharmaceutical Organization
ﬂaéﬁm‘ia (Contact person): -

sAny (Telephone): -

13 Qﬁm%'aé"a (Importer): -
'ﬁavjﬁﬂda (Contact person): -

3An9 (Telephone): -

- . P p
14, S'ma:taumjaaﬂmwmwu/mmo;mmumﬁumau (Details of defect/Reason for recall):

P - LV - ol ® v W QJ/ ! v v e
SoninuAulavatiasle Weswwinwunan1sdnw stability lumidanisasatsuesiien Wasnadawmiutarimue

1MTFILVDINAAN I

Voluntary recall due to results of stability study on dissolution test not meet the requirement.

15. ﬁagamsnszmvmua:msdqaan (Information on distribution including exports):

lsane1u7a AGTN WaYSIUYIEE

Hospitals, clinics, and pharmacy stores.

All impacted overseas markets are unknown, i.e., information to be obtained from local MAH.
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16. n1sAntiuN15veenuBau (Action taken by Issuing Authority):

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

17. m3antiunasiuaidunaly (Proposed action):

Monitor the recall and investigation reports.

Annssaunsisniviue senumsdvaumaivauazinasnisuilyleaiuiibiiadymd

' B v
18. MuwUNDNUINGD (Issuing Authority):
AUNNUANENTIUNITOMITUATET NTENTNAGITUY
Food and Drug Administration,

Ministry of Public Health, Thailand

19. ﬂaéﬁﬂda (Contact person):

NEY.5AAT YAVl

Ms.Worasuda Yoongthong
nsdwyl (Telephone): +66-2590-7405
9wa (E-mail): QA@fda.moph.go.th

20. avdo (Signed): 21. 3uil (Date): 22. 1181 (Time):
— < }:
(Dr.Withid Sariddeechaikool) 21 January 2025 09:30 PM
Deputy Secretary - General

For Secretary - General

Food and Drug Administration
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9IKISLLASE

LA U5y MIANAINY
RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

onarsarny - TUsauraenuil IMPORTANT - DELIVER IMMEDIATELY)

T¥AUAIUTUNSIYaIUnyu (Class of Defect): 2

Reference Number: TH/I1/2025/02

1. %anamﬁm‘ﬁ (Brand/Trade name):
REGPARA TABLETS 25 MG

2. nudougnavi (Drug registration number):
1C 92/56 (N)

3, dmsulylu (For use in):
quﬂ (Human)

4. nsdiprUasuniy wiu. 81 ¥ 73 (WUsasey)
(Falsification/Fraud - specify): -

5. "'uamﬁ'ty, (INN or generic name):
Cinacalcet HCl

6. 3Uuuv (Dosage form):
FILM - COATED TABLET

7. AU (Strength):
25 MG

8. viuuLav3u (Batch/lot number):
1) DES169673 5) DBS176029
2) DHS171508 6) EES176888
3) DMS173039 7) EHS179579
4) DMS174840 8) ENS181131

9. ’J’U\‘f‘mﬁn (Date manufactured):
1) 1 Mar 22 5) 1 Dec 22
2) 1 Jun 22 6) 1 Mar 23

4) 1 Sep 22 8) 31 Oct 23

10. Juilg1duey (Expiry date):

1) 28 Feb 25 5) 30 Nov 25
2) 31 May 25 6) 28 Feb 26
3) 31 Aug 25 7) 31 May 26
4) 31 Aug 25 8) 30 Sep 26

)
)
3) 1 Sep 22 7) 1 Jun 23
)
1

11. S\JuUUUﬁqﬁ'm‘ﬂ (Pack size and presentation): 1 box x 10 blistered packs x 10 tablets

c

v

12. gwan (Manufacturer):
OHARA PHARMACEUTICAL CO., LTD.

KAMI FACTORY, SHIGA, JAPAN
%aéﬁﬂda (Contact person): -
nsAnn (Telephone): -

13 @'ﬁwﬁaﬁa (Importer): -
ﬂaéaﬂda (Contact person):
DKSH (THAILAND) CO., LTD.
US¥M Alateaiat (Usewalng) 3110
WsdAny (Telephone): -

p o “ -~ A
14. s'laa:tavwaaﬂmvwmwu/mmqmmumﬁumnu (Details of defect/Reason for recall):
v o «y c'/ <d = o J 3’ ° . =N w 'y |
guwsaamumﬁuauuﬂmUauﬂs'la 11DI9NMS19nVAsUNUBY N-Nitroso-cinacalcet TunanAusan laanuin

a & - a o
U3HuansUuiUaunnuI st wuuun e gen

The importer voluntarily recalled the product due to the detection of N-Nitroso-cinacalcet contamination.

It was found that the level of contamination increases with the age of the product.
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15, t'l'm\l,amin'izmumuazmidman (Information on distribution including exports):
lsaneua Adtin wavduieen

Hospitals, clinics, and pharmacy stores.

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

16. N1IANTUUNTTVDIMUIB91U (Action taken by Issuing Authority):
v ' ~N - v v ot - N
LW\W\U')UQWUV]WU')‘UGQIVW\?']UUQﬂ'ﬁﬁﬂﬂ\ﬁUﬂUU']

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

17. msantiunsludraudelu (Proposed action):
ARAWTIWUMSISEATUALEN MsUMsAvaUmaImaLazinsmsuilytasiuliliifatioywid,

Monitor the recall and investigation reports.

18. mulvuoanmisde (Issuing Authority): 19, ﬂaéﬁﬂda (Contact person):

ﬁwﬁnﬂuﬂmznssumsmmsuazm nszwswmmsmqv ARIENT ganiod

Food and Drug Administration, Ms.Worasuda Yoongthong

Ministry of Public Health, Thailand InsAnm (Telephone): +66-2590-7405
ua (E-mail): QA@fda.moph.go.th
20. 8370 (Signed): 21. Jufl (Date): 22. 1781 (Time):
< > —— anuary 2023 04:30 PM
(Dr.Withid Sariddeechaikool) 26 January 2025 |

Deputy Secretary - General

For Secretary - General

Food and Drug Administration

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




