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R4 BUHE IMP FESEEHHZE (The confirmation of the partial manufacturing of a IMP)

(H : 8LEpgHY 85 /ESE LETTER HEAD OF MANUFACTURER WHO CARRIED OUT THE MANUFACTURING
ACTIVITY]

1. SR B E S E Name of the product and description of the manufacturing stage (41 : ¥f 2.
REN) 500 =5 5 A 0 1 AR E SRR EAL e.g. paracetamol 500 mg tablets, primary packaging
into blister packs).
2. #t5% Batch number.
Bl e Rk Name and address of the site carrying out the partial manufacturing.
4. SRS 1755 Reference to the Technical Quality Agreement (in accordance with Chapter 7 of the
PIC/S GMP Guide).

5

5. fifEs7 %0 Confirmation statement.

PR IERERY. » Ffloin'E ihak (TQA) PR R BLE S B U 58 2T & [l A BNEAEEE E]HY GMP 25K K i
o PRI RER - DAREORFT & [Z et /S pgad o] AL T I E /Y S S5 FE(MA)ZE5K < | hereby
confirm that the manufacturing stages referred to in the Technical Quality Agreement have been carried
out in full compliance with the GMP requirements of the [insert jurisdiction] and the terms described in
the Agreement for ensuring compliance with the requirements of the Marketing Authorisation(s) as
provided by [Contract Giver/ manufacturer certifying and releasing the batch].

(MR ELERY)AP 7444 Name of the Authorised Person confirming the partial manufacturing.
(MR ELERY)AP 2544 Signature of Authorised Person confirming the partial manufacturing.
%4 H HY Date of signature.
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