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[Privacy] CR 33 Years M 15 May 2023

#1 Hand rash [Hand rash] (10019117 v28.0) / Outcome : recovered / Start date : 15-May-2023 / End date : 19-May-2023

#2 flushed skin [Flushed skin] (10016824 v28.0) / Outcome : recovered / Start date : 15-May-2023 / End date : 19-May-2023

(dose per interval/unit/separate dose/text)

#1 Mencetamol® 1 g /10 mL oral solution (PARACETAMOL); Batch/Lot number : [UNK]

#1 1 gram  1  time(s) every Total #1 Oral use

#1 Acute pain

#1 15-May-2023 / 15-May-2023 #1  

#1  /  / Continuing :  / 

Kern Pharma
Pol. Ind. Colon II, C/Venus, 72
08228 Terrassa, Barcelona ES

CR-KERNPHARMA-202501570

02-Jun-2025

#1 Costa Rica

05-Jun-2025
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14-19. SUSPECTS DRUGS (full)

Seq. No.                              :   1
Drug                                    :   Mencetamol® 1 g /10 mL oral solution (PARACETAMOL)
Daily dose                           :   1 gram  1  time(s) every Total
Dosage text                         :   
Route of administration       :   Oral use
Batch / Lot number              :  [UNK]
Indication for use                 :   Acute pain (10066714 v28.0)
Therapy dates (start/end)    :   15-May-2023 / 15-May-2023
Therapy duration                 :    
Did reaction abate ?            :   Yes
Did reaction reappear ?       :   No–NA (no rechallenge was done, recurrence is not applicable)

CASE DESCRIPTION (Case narrative)

Case received from partner Menarini regarding Mencetamol. Day 0 = 02Jun2025, non-serious reaction. 

1) Hand rash (10019117)
2) Flushed skin (10016824)
Start date: 15-May-2023 / End date: 19-May-2025

Patient reports he was given 1 g of mencetamol, and after taking it, a flushing and a rash appeared on his hands 20- 30 minutes later. The patient discontinued the product,
and the rash continued for up to 4 days, then diminished and disappeared.

The patient is now fully recovered.

Weight: 95 Kg / Height: 170 cm

The company has assessed Hand rash and Flushed skin as probably related to Mencetamol therapy using the Karch Lasagna  algorithm (modified).

DUPLICATE NUMBERS

#1    CA-01062025 (MENARINI)
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