DAVIPHARM

S6/No: 360/DVP-TB-25 TP Hd Chi Minh, ngay 11 thang 12 ndm 2025
Ho Chi Minh City, December 11, 2025
THU THONG BAO/ NOTIFICATION LETTER

Kinh giri: Quy Khdach Hang

Dear: Customers

Céng ty C6 phan Duoc pham Dat Vi Phit (DAVIPHARM) xin chan thanh cam on Quy khéach hang
d4 ludn tin tuéng va ting ho cac san phdm cua cong ty.

Dat Vi Phu Pharmaceutical Joint Stock Company (DAVIPHARM) sincerely expresses. our
gratitude to the valued customers for your continued trust and support in using owr products. :

Cong Ty xin giri dén Quy khach hang thong tin vé san phdm Vién nén bao phim PRUZENA
chirta hoat chit chinh 1a Doxylamin succinat 10 mg, Pyridoxin HCI 10 mg, s§ dang ky
893100703924.

The company would like to inform customers about PRUZENA film-coated tablet product, which
contains the active ingredients Doxylamine succinate 10 mg, Pyridoxine HCl 10 mg, with visa
number 893100703924.

San phdm Vién nén bao phim PRUZENA truéc diy Cuc Quan Iy Dugc cép theo sb
VD-19666-13, thoi diém do s6 dang ki chua xac dinh 13 1a thudc ké don hay thudc khéng ké
don. Sau khi dugc gia han s6 dang ky, PRUZENA dugc Cuc quan ly Duoc clp sb dang ky theo
diy s6 mai 1a 893100703924 vao ngay 02/08/2024 va da duoc Cuc Quan ly Duge dua theo sb
dang ky moi phan loai vao nhém thudc khong ké don. Bén canh d6, thudc duge Cuc Quan ly
Dugc phé duyét vao Danh muc thudc khong ké don, quy khach hang c6 thé tra ciru tai dudong
link sau: https://dichvucong.dav.gov.vn/congbothuockhongkedon.

The product PRUZENA film-coated tablets was granted the visa number VD-19666-13 by Drug
Administration of Vietnam (DAV). At the time of approval, the product was not clearly classified
as a prescription or non-prescription drug. Upon visa extension, PRUZENA was given a new
visa number of 893100703924 on 02/08/2024 and was classified as a non-prescription drug
based on the format of the visa number. Moreover, it is also included by DAV into the register of
non-prescription drugs, which can be accessed via the link
https://dichvucong.dav.gov.vn/congbothuockhongkedon.

Tuy nhién, ngay 17/05/2024, truéc khi dugc Cuc quan 1y duogc thay doi thong tin sb dang ky méi
phan biét hang khong ké don cho PRUZENA, thi cong ty chiing toi da nop thay dbéi mau nhan
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méi v6i cuc Quan ly Duge va theo s6 dang ky cii chung t6i van dé ndi dung ghi nhan hop “Rx
Thudc ké don” theo quy dinh. Va mAu nhan nay da dugc Cuc QLD duyét ngay 11/(32/2025. Do
do cac 16 san phdm c6 ngay san xudt tir 19/07/2025 vi Céng Ty dang ap dung theo mau nhan hop
thudc duoc Cuc Quan ly Dugc phé duyét dé luu hanh trén thi truong. Va hién tai nh~a‘1 may dang
tién hanh nop lai mau nhan mai diéu chinh bd noi dung,“Rx Thubc ké don” trén mau nhan cho
phit hop véi thi truong va sé dang ky méi Cuc QLD da cap.

However, on 17/05/2024, before DAV updated the information about the visa number and
non-prescription status of PRUZENA, we had submitted the variation dossier to DAV to change
the artwork design which still contained the text “Rx Prescription drug” as per applicable
regulations. The design was approved by DAV on 11/02/2025. Hence, we have applied the newly
approved design for batches manufactured from 19/07/2025. We have also submitted a variation

dossier to change the artwork design with the text “Rx Prescription drug” being removed to
ensure consistency with the market situation and the new visa number granted by DAV.

Trong thoi gian chd doi Cuc Quan ly Duge duyét lai mau méi, rat mong Quy khach hang thong
cam va su dung mau nhén hién tai.

While waiting for DAV’s approval of the new artwork design, we hope for vour understanding
and accepting the current artwork design.

Xin chan thanh cam on va tran trong kinh chao.

Thank you very much and respectfully.

Dugc si Phu trach Pam Bio Chat Lwgng/
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