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udaiewiszdedymanninen
RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

tonarsaAgy - 1Usadeviusi IMPORTANT - DELIVER IMMEDIATELY)

szfuaMuTuLsIraslm (Class of Defect): 1

Reference Number: TH/I/2024/002

1. Yowdnsinust (Brand/Trade name): 2. nafvugnavii (Drug registration number):
MEKARD 1C 39/64

3. dwmiuldlu (For use in): 4. n3divrUasumu wsu. 81 a1 73 (Wsasey)
uq‘cm' (Humans) (Falsification/Fraud - specify): -

LY ﬂa’d’lﬁmv (INN or generic name): 6. 3Uuuy (Dosage form):

Dobutamine Solution for infusion

7. A7uUse (Strength): 8. vuglaviu (Batch/lot number):

250 mg/20 ml C10600006A

9. Jufindn (Date manufactured): 10. '?uﬁméumq (Expiry date):

05/2022 04/2024

11. 3Utluuuisqﬁm‘ﬁ (Pack size and presentation): 1 vial X 20 ml

12. fjuan (Manufacturer): 13 é’ﬁ'm“iaﬁ"a (Importer):

POLIFARMA ILAC SAN. VE TIC. AS. Wajudnuiin Aglyvung

Republic of Turkey PINYO PHARMACY LIMITED PARTNERSHIP
ﬂac"{ﬁnvia (Contact person): - %‘aé’ﬁm’a (Contact person): -

nsdwyi (Telephone): - nsAwyi (Telephone): +66 2438 5379

14. eanduavasdymitwu/amgnisideniivendu (Details of defect/Reason for recall):
d o - ' a °
wuansavanewasud nndladudviesou uariiounavienznevudmassagluasazany

The solution was found a change of color from clear to yellow, and suspended black particles.

15. ﬁaz‘;amsnszmumuaxmsdman (Information on distribution including exports):

Tsaneruna AaTN wasi e

Hospitals and clinics.
All impacted overseas markets are unknown, i.e., information to be obtained from local MAH.
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16. M3AiiuN15YIMLI897U (Action taken by Issuing Authority):
v ' - v v o -
whmmhsnuiifrtedimsudanmsGeniiviue

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

17. nsautiunsluadusaly (Proposed action):
fiamussanunisSenifiviun senunsdvaumaivguaziasmsuilvdesiuliliidedymd

Monitor the recall and investigation reports.

18. wiaawiteanuiiade (Issuing Authority): 19. %agﬁnda (Contact person):

dANINNUANENTIUNITOMITUAYET NTINTNAIGITUGY | NEYITAN Ganes

Food and Drug Administration, Ms Worasuda Yoongthong

Ministry of Public Health, Thailand nsdnvl (Telephone): +66-2590-7405

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

20. asifa (Signed): 21. 4uil (Date): 22. 1181 (Time):

—— <————| 17Feb2024 11.30 AM
(Or.withid Sariddeechaikool)

Deputy Secretary - General
For Secretary - General
Food and Drug Administration
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(Visible black particles)
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