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To Whom it May concern

Product name: EDURANT 25MG 30 FC.TABL.TAIW.
Batch name: KJL5S00

Product code: 413241

We, Janssen Cilag Latina S.p.A, hereby certify that the information reported in this statement is authentic
and accurate.

The batch KIL5S00, code 413241, EDURANT 25MG 30 FC.TABL. TAIW. has been packaged in full compliance
with GMP requirements. The bottle labels are applied without overlapping the internal identifier number
printed on the bottle. (For detail see figures below).

A record on Trackwise System (TW#1952304 “Internal identifier number not completely covered by Label
bottle for batch KJL5500, code 413241, EDURANT 25MG 30 FC.TABL.TAIW”} was opened in order to
improve the labeling process to avoid future occurrences.

The batch quality has been assessed as following:

- the variable data (batch and expiry date) printed on the label are clearly legible;

- the primary packaging materials and artwork are compliant;

- no market complaints were received for this kind of “cosmetic defects”;

- the regulatory impact for this “cosmetic defects” is excluded since there is not a specific
requirement to cover the internal identified number on the bottle;

- there are no quality or regulatory requirements for which this bottle could not be acceptable;

- according to packaging process the equipment is able to correctly apply the label and verify the
variable data printed regardless the bottle side on which the label is applied;

- there is no efficacy nor patient safety and product quality impact for the cosmetic defect object of
this statement;

- all quality specifications are met.

Therefore, quality impact on the product is excluded.
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Date and signature

By signing the present QA MEMO the affiliate accept the batch object of this statement for
commercialization purpose.

Date and Signature:
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