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Trung TAm Théng Tin Thudc Qudc gia

Cbng ty TNHH DKSH Pharma Viét Nam (sau diy goi tat 1a DKSH Pharma) xin giri 16 chao tran
trong dén Quy Co quan.

Hién nay, DKSH Pharma Viét Nam 12 don vi nhap khiu mét s6 san phdm thudc do Cheplapharm
Arzneimittel GmbH (sau day goi tit a CHEPLAPHARM) la chi s& hiru, vao thi truong Viét Nam.

Vira qua, CHEPLAPHARM nhan dugc thong tin 13 Phong Céanh sat Kinh té - Poi 6, Phong PCO3,
Céng An Tp. H4 Chi Minh tai Viét Nam dang thu giit sin phim mang nhan higu LEXOMIL® 6 mg dang
vién nén, sé 16 F3193F01, han ding 12/2027 do CHEPLAPHARM la chii s& hitu (theo s6 h so:
536/CSKT-D6).

Theo bio cio didu tra tir CHEPLAPHARM, San phdm that LEXOMIL® 6mg, hoat chat
Bromazepan 6mg, dang bao ché vién nén, qui cach déng goéi hdp 30 vién, s6 16 F3193F01, han ding
12/2027, dugc san xuat bdi va déng goi tai Cenexi (Fontenay sous Bois 52, rue Marcel et Jacques
Gaucher, 94120 Fontenay-sous-Bois France) vao ngay 07/12/2022. L6 san phidm LEXOMIL® 6mg, s616
F3193F01 dugc xuit ban bdi CHEPLAPHARM, dugc phan phéi tai thi truong Phap, khong dugc nhap
khAu vao Viét Nam bdi DKSH Pharma va ciing khong dugc phan phéi tai thi truong Viét Nam.

CHEPLAPHARM dj tién hanh so sanh, di chiéu bao bi cita mAu san phim that va sin phim dang
thu giit, dong thdi xac nhén bing vin ban ring san phdm mang nhin hiéu Lexomil® 6 mg, s6 16
F3193F01, han dung 12/2027 dang thu giir boi Cong an TP. H6 Chi Minh la thudc gia. (Xin vui long
xem chi tiét bao cdo dinh kém).

Nhim h3 trg CHEPLAPHARM trong viéc bao céo thudc gia va d& dam bao an toan cho ngudi sit
dung, DKSH Pharma xin tran trong théng bao dén Quy Co Quan. Kinh dé nghi Quy Co quan xem xét,

ddng thai c6 hinh thirc thong tin rong rdi dén cong dong nham ngin chin viée sir dung thudc gia.

Tran trong kinh chao./. (n/wu
-
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Dinh kém:

1. Thu yéu Cﬁ‘l‘l bao cdo‘lhuéc gia cia CHEPLAPHARM géi DKSH.
2. Bdo cdo diéu tra thudc gia sin phdm LEXOMIL® 6mg, s6 16 F3193F01 ciia CHEPLAPHARM.

Delivering Growth - in Asia and Beyond.
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gelhof 24 _ 17489 Id _

24 Penjuru Road
#03-02
609128 Singapore

Greifswald, 08/20/2025

Submission of Falsification Report FAL-2025-031 to Vietnamese Authorities on Behalf of
Cheplapharm

Dear Sir or Madam,

In connection with the current falsification case FAL-2025-031, we kindly request your support.
— Cheplapharm has prepared a comprehensive falsification report regarding this case. We ask you to submit
this report directly to the Vietnamese authorities on behalf of Cheplapharm in a timely manner.

Given the importance of prompt and accurate reporting, we would appreciate receiving confirmation
once the report has been submitted to the authorities.

Please do not hesitate to contact us should you require any further information or clarification.
We thank you in advance for your support and cooperation.

Yours sincerely,

Susanne Bohme

Signatory Name: Susanne Bokme
Username: sussnne boshme @cheplapharm com
Sgring me Aug 0, 2025, 124140618 a.m (UTC)

box sioN 19K)QIQ1-17V6586Z

Susanne Bohme
Qualified Person

ADDRESS MANAGING DIRECTORS BANK DETAILS

CHEPLAPHARM Arzneimittel GmbH Edeftraud Lafer _ MEng (CEO) Deutsche Bank _ IBAN: DE34 1307 0000 0227 3332 00 _ SWIFT-Code: DEUTDEBRXXX
Ziegelhof 24 _ 17489 Greifswald _ Germany Sebastian Braun _ MBA (CEO) All currencies

CONTACT Dr. Bianca Juha _ MD, MBA (CSO)

T. +493834 451 -0 _F. +49 3834 451 -1119 Dr. Kia Parssanedjad _ MD (CFO) REGISTERING COURT

info@cheplapharm.com _ cheplapharm.com Artem Geverkyan _ MEcon (COO) Stralsund _ HRB 5896
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Pheimittel GmbH _ Ziegelhof 24 17489 Greifswald _Germany

Greifswald, 20-Aug-25

TO WHOM IT MAY CONCERN

AUTHENTICITY REPORT

Confirmed Falsification of Lexomil® 6 mg tablets in Vietnam
CHEPLAPHARM Reference: FAL-2025-031

Dear Sir or Madam,

We, CHEPLAPHARM Arzneimittel GmbH (referred to as CHEPLAPHARM), hereby inform the competent
authority of the interim investigation results concerning the confirmed falsification of Lexomil® 6 mg

tablets in Vietnam.

Table of Contents:

1. Reason for Investigation

2. Available Information for Investigation

3. Lot Tracing for the Genuine Finished Product and Trending

4. Packaging Material Investigation Summary

5. Chemical Analysis of Suspected Falsified Sample

6. Patient Risk Assessment

7. Conclusion
ADDRESS MANAGING DIRECTORS BANK DETAILS
CHEPLAPHARM Arzneimittel GmbH Edeltraud Lafer _ MEng (CEO) Deutsche ; -Code: ROX
Ziegelhof 24 _17489 Gredfswald _ Germany Sebastian Braun _ MBA (CEO) A:Tcusrvcencua;nk-lam‘ RN 000 07 SRR 00, BTSRRI
CONTACT Dr. Bianca Juha _ MD, MBA (CSO)
T. +49 3834 3914-0 _F. +49 3834 3914-119 Dr. Kia Parssanedjad _ MD (CFO) REGISTERING COURT
info@cheplapharm.com _ arm.com Artem Gevorkyan _ MEcon (COO) Stralsund _ HRB 5896
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1. Reason for Investigation

On 31 July 2025, CHEPLAPHARM was contacted by the manufacturer Les Laboratoires Servier regarding
a seizure conducted by the Ho Chi Minh City Police (Economic Police Department, Team 6, PCO3
Department) in Vietnam on various products bearing the Servier logo (case reference number:
536/CSKT-D6). One of these products was Lexomil® 6 mg bar-shaped tablets in the French layout (150
units), with CHEPLAPHARM as the product owner. The concerned batch is F3193F01 with an expiry
date of 12/2027. This report has been prepared to determine whether the Lexomil® 6 mg tablets seized
by the police in Vietnam are genuine products of CHEPLAPHARM or if they are falsified.

2. Available Information for Investigation

For the technical investigations, CHEPLAPHARM received photos showing all sides of the secondary
packaging, the top and one side of the primary packaging, and the tablets inside the Lexomil® 6 mg
tablet container.

3. Lot Tracing for the Genuine Finished Product and Trending

Genuine LEXOMIL® 6 mg bar-shaped tablets, batch F3193F01 (exp. 12/2027), were manufactured and
packaged at Cenexi (Fontenay sous Bois 52, rue Marcel et Jacques Gaucher, 94120 Fontenay-sous-Bois
France), on 07 December 2022. It was released by CHEPLAPHARM Arzneimittel GmbH and distributed
to the French market by CHEPLAPHARM France. This batch was not distributed to Vietnam.

The batch number indicated on the primary packaging of the seized product is F3173, which
corresponds to the primary packaged tablets of genuine Lexomil® 6 mg bar-shaped tablets, batch
F3173F01. The expiry date of this batch is 09/2027. It was packaged and manufactured at Cenexi
(Fontenay sous Bois 52, rue Marcel et Jacques Gaucher, 94120 Fontenay-sous-Bois France), on 20
September 2022, released by CHEPLAPHARM Arzneimittel GmbH, and distributed to the French
market by CHEPLAPHARM France. This batch was also not distributed to Vietnam.

The trend by batch number showed that this is the only reported falsification with these batch
numbers.
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4. Packaging Material Investigation Summary

The Quality Assurance Department of CHEPLAPHARM examined the photos of the suspected
falsification samples. These samples were compared to the approved artworks for the French market.

Lexomil®6 mg
comprimé quadrisécable
Bromazépam

F3193F01 A
12,0027 KFHA
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The following differences and results were found:

The comparison with the artwork of the secondary packaging revealed discrepancies in several cases
regarding the additional logo of Les Laboratoires Servier and the font used. Additionally, the absence
of accents is noted on all sides of the secondary packaging material. The comparison of the top of the
packaging revealed three words where the accents are missing: Comprimés, quadrisécables, and Boite.
The bottom side of the packaging shows differences in the position and font used. On the front side,
the main difference is the presence of the Les Laboratoires Servier logo. On the right side of the
packaging, the accents are missing for the words: Comprimés, quadrisécables, and Boite. On the left
side, the colour, thickness, and positioning of the frame differ. In the lower frame regarding the
impairment of driving ability, the font used differs entirely from the original. On the backside of the
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packaging, the most prominent discrepancies are again the absence of the accents, missing for the
words: Bromazépam, comprimé, quadrisécable, portée, and limitée. Additionally, a number is printed
on the disposal instructions that does not exist in the original artworks.

The product code, batch number, and expiry date of the secondary packaging align with the retention
sample. The serial number has been verified; it is valid, and the item is still in status “available.”
However, the printing of the Data-Matrix code, the arrangement, and the font of the variable data
differ from the retention sample.

The small excerpt of the primary packaging shows discrepancies in font style and positioning, and again
the additional logo of Les Laboratoires Servier. Furthermore, the expiry date printed on the primary
packaging of the falsified sample, "12/2027," is incorrect, and both the bottom and the top of the
primary packaging are designed differently. In contrast to the falsified sample, the bottom of the
primary packaging of the retention sample is green, the top closes flush, and has an inner spiral.
Additionally, the batch number printed on the primary packaging does not match the batch number
on the secondary packaging.

The tablets show no abnormalities based on the photos. However, without a chemical analysis, no
statement can be made about their authenticity.

5. Chemical Analysis of Suspected Falsified Sample
Chemical analysis is not possible since the physical samples have not been provided.
6. Patient risk assessment

The appearance of the secondary packaging on the provided pictures lead to a verification for falsified
packaging material. Since no chemical analysis results are available for the active ingredient content
or potentially critical ingredients in the potentially falsified tablets, a final assessment is not possible.
Thus, a risk to patient safety cannot be ruled out, so the counterfeit is classified as RAS Il.

7. Conclusion

CHEPLAPHARM was not able to perform a complete investigation, because only pictures of the
suspected falsified samples were available. The packaging material investigation on the provided
pictures has revealed clear verification for falsified packaging material.

CHEPLAPHARM will close the record FAL-2025-031 as confirmed falsification.
With kind regards

CHEPLAPHARM Arzneimittel GmbH

Dr. Thomas Lmmrich, Susanne Bohme
ot s iy e
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Deputy EEA-QPPV Qualified Person
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