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Vé viéc/ Ref: Phat hién ca nghi ngé thubc gid Aclasta /Suspect counterfeit detected case of
Aclasta

Cbng ty TNHH Sandoz Viét Nam xin kinh g 1&i chao dén quy co quan va xin dwoc trinh bay van
dé nhw sau.

Sandoz Vietnam Company Limited would like to send our greetings to you and report the case as
below.

Chung téi la nha dang ky clia san phdm Aclasta, s gidy phép Iwu hanh: 900110171700 (VN-21917-
19), nha sén xuét 1a Lek Pharmaceuticals d.d. Slovema Hién tai chung téi nhan dwoc bao céo 1 trong
hop nghi ngé thube gia Aclasta nhw sau:

We are the Marketing Authorization Holder of Aclasta , registration number: 900110171700 (VN-21917-
19), and the manufacturer is Lek Pharmaceuticals d.d., Slovenia. Currently, we have discovered one
case of suspect counterfeit Aclasta as below:

Ngay 16 thang 7 nam 2025, bé phan Quan Ly Dia Ban va phong Quan Ly Chét Luong, cong ty TNHH
Sandoz Viét Nam da nhan duwoc phan énh cla nha thubc thuOc Phong kham — Dung cu y khoa Gia
dinh, dia chi: G2-41 Pham Hung, phu¢ng An Hoa, thanh pho Rach Gia, Kién Glang Theo phan anh
tor nha thuéc thi cé6 mét khach hang khéng ré danh tinh da dén hai nha thube vé san pham Aclasta.
Khach hang nay da chia sé mét birc anh (dinh kém) ctia bao bi san pham va hoi thOng tin vé Aclasta
nhwng sau dé khdng mua mat hang nay tir nha thudc (nha thudc khéng cé ban san phdm Aclasta nhw
trong hinh). Dwa trén hinh anh dwoc nha thudc chia sé gom cac théng tin vé sb 16 — ngay san xuét —
han dung, cong ty TNHH Sandoz Viét Nam va nha may san xuét cla Sandoz da xac minh nhw sau: |

» L6 hang khéng dwoc san xuét bdi Lek Pharmaceuticals d.d., Slovenia
» L& hang khong dwoc nhap khau béi cong TNHH Sandoz Viét Nam

e Céc 16 hang dwoc san xuéat tir sau thang 05/2024 da khéng con logo clia Novartis trén nhan
ma thay vao dé |a logo Sandoz nhw trong hinh dinh kém.

On 16 July 2025, the Local Management team and the Quality Assurance department of Sandoz
Vietnam Company Limited has received a report from a pharmacy belonging to the Clinic - Family
Medical Devices, address: G2-41 Pham Hung, An Hoa Ward, Rach Gia City, Kien Giang. According to
the report, an unidentified walk-in customer approached the pharmacy with a question regarding the
authenticity of a box of Aclasta. The customer has shared an image (attached) of the product box
and asked information about Aclasta however did not purchase the item from the pharmacy (the
pharmacy does not sell Aclasta products as the image). Based on the picture shared by the pharmacy
including information of batch number — manufacturing date — expiry date, Sandoz Vietnam Company
Limited and the manufacturing site have verified as below:

e The batch is not manufactured by Lek Pharmaceuticals d.d., Slovenia
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e The batch is not imported by Sandoz Vietnam

*» The batches manufactured from after May 2024 have no longer the Novartis logo on the label;
instead, they feature the Sandoz logo as shown in the attached image.

Chung t6i nghi ngé rdng san pham néi trén la thubc gid, va da gl bao cao dén Trung tam Quéc Gia
vé Théng tin Thudc va Theo déi Phan (ng C6 hai clia Thuébc theo quy dinh.

We suspect that-the above Product is counterfeit and already sent the report to the National DI&ADR
Center as per regulations.

Nhan thdy viéc lru hanh thubc gid trén thj tredng c6 thé khéng dam bao vé chét lwgng thube, anh
huéng dén hiéu qua diéu tri va tinh an toan clia thuéc cho bénh nhan, vi vay ching téi xin duoc thong
b4o dén-Quy Co Quan trudng hop ndy va mong nhan dwgc huwéng dan néu ¢ tir quy co quan.
Counterfeit products cannot guarantee the drug quality, thus affecting the efficacy and safety of the
drugs.,This may have patient safety considerations. Therefore, we would like to report on this case and
lookforward to receiving your guidance if any on further actions.

Tran trong / Sincerely,

DOZ VIET NAM / SANDOZ VIETNAM CO., LTD.

Danh muc dinh kém/ List of annexes:

Phy luc/ Annex: Hinh anh san phdm nhap khau chinh thirc bdi Sandoz Viét Nam va san pham
nghi ng& gia/ Image of the product officially imported by Sandoz Vietnam and suspected
counterfeit product.
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Phu luc/ Annex:
Hinh anh san pham nhap khau chinh th&rc b&i Sandoz Viét Nam va san pham nghi ngé gia/
Image of the product efficially imported by Sandoz Vietnam and suspected counterfeit product.

. 2 a AR it b o o San pham nghi ngd gia/
San pham nhapkhau chinh thirc b&i Sandoz Viét Nam/ Suspected counterfeit product

Product officially imported by Sandoz Vietnam

L6 san xuat tir thang 05 ndm 2024 cé logo Sandoz L6 san xuat sau thang 05 nam 2024 c6 logo Novartis
The manufactured batch from May 2024 has Sandoz logo The manufactured batch after May 2024 has
Novartis logo

i

HD.S&IGSX.NSX:MWLO‘I’.MFD&\ bao |




