BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pge lap - Tw do - Hanh phic
sé: 3745 1QLD-PK Ha Ngi, ngay A3 thing 4 nam 2023

V/v thay déi co s& diang ky, thay déi
mau nhin

Kinh gn:
- Merck Sharp & Dohme (Asia) Ltd.; DPia chi: 27/F, Lee
Garden Two, 28 Yun Ping Road, Causeway Bay, Hong Kong
- Organon Hong Kong Limited; Pia chi: Unit 48-136, 48/F,
Lee Garden One, 33 Hysan Avenue, Causeway Bay, Hong
Kong

Cuc Quan Iy Duoc nhan dugc hd so sb tiép nhan 1222/TDNN ngay
31/05/2022 va cc tai liéu lién quan ctia Cong ty vé viée thay d6i co s& ding ky,
thay d6i m&u nhan d6i vdi thubc da dugc cép gidy dang ky luu hanh.

Can ctr Thong tu s6 08/2022/TT-BYT ngay 05/09/2022 ctia B trudéng Bo
Y 1é quy dinh viéc ding ky luu hanh thudc, nguyén liéu 1am thudc; Théng tu sb
01/2018/TT-BYT ngay 18/01/2018 cia B6 trudng Bo Y té quy dinh viéc ghi nhan
thudc, nguyén liéu 1am thuée va to huéng dan sir dung;

Cén ct Bién ban thim dinh hd so thay ddi/ bd sung cua Cong ty, Cuc Quan
Iy Duge ¢é y kién nhu sau:

Pong ¥ vé viée thay ddi co s& ding ky, thay ddi miu nhan déi véi thubc
Cozaar 50mg, sb diang ky: VN-20570-17, cu thé nhu sau:

1. Thay ddi co sé dang ky:

- Co s¢ dang ky da duogc phé duyét: Merck Sharp & Dohme (Asia) Ltd.;
Dia chi: 27/F, Lee Garden Two, 28 Yun Ping Road, Causeway Bay, Hong Kong

- Co s6 ding ky d& nghi thay d6i: Organon Hong Kong Limited; Pia chi:
Unit 48-136, 48/F, Lee Garden One, 33 Hysan Avenue, Causeway Bay, Hong
Kong

2. Thay d6i mau nhan; Miu nhin dé nghi thay d6i dugc déng déu x4c nhén
cua Cuc Quan ly Dugc va dinh kém theo cong vin nay.

Ngoai ni dung dugc thay ddi trén, tit ca cac néi dung khéc gilt nguyén
nhu hé so dang ky thude hwu tai Cyc Quan ly Duogc.

Co s¢ dang ky, co s& san xuét phai chiu trich nhiém vé chét luong doi véi
thudc lwu hanh trén thj trudng va cé trach nhiém théng bao su thay dbi nay dén
cac co quan lién quan va khéach hang.

Sau 12 thang ké tir ngay ky cong vin nay, thudc trén khong duge nhéap khéu
v4i cac ni dung cli dd dé nghj thay dbi.

Cuc Quan ly Dugc thong bao dé Cong ty bidt va thuc hién dung cac quy
dinh cta Viét Nam vé Ity hanh thudc./.
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Noi nhin:

- Nhu trén;

- Cuc trudng (dé b/c);
- Luw: VT, BKT (TA).
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COZAAR 50mg - Carton

COZAAR®

Box of 2 biisters x 14 film-coated tablets

(losartan potassium 50 mg)
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COZAAR®

For Oral Use

(losartan potassium 50 mg)

Box of 2 blisters x 14 film-coated tablets .

COZAAR®

XN-XXXELXAR

Box of 2 blisters x 14 film-coated tablets

(losartan potassium 50 mg)
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COZAAR 50mg - Foil

LOT NO.
COZAAR®
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