BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péoc lap - Tw do - Hanh phiic
S6: 1222¢/QLD-DK Ha Noi, ngay 14thang 01 nam 20 25
V/v thay doi, bo sung d6i voi thude
da cap GPKLH

Kinh gtri: CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM

Dia chi: S6 43, dwong so 8, KCN Viét Nam - Singapore, Phuong Binh Hoa,
Thanh phé Thudn An, Tinh Binh Dwong, Viét Nam

Tra 101 hd so so tlep nhan so 110635/TT91 ngay 18/11/2024 va cac tai liéu lién
quan ctia cdng ty vé viéc thay doi, bo sung ddi véi thude da duogc cap gidy dang ky
luu hanh;

Can cir Théng tu sd 08/2022/TT-BYT ngay 05/9/2022 cta Bo Y té quy dinh
viéc dang ky luu hanh thudc, nguyen lidu lam thudc;

Can ctr Bién ban tham dinh ho so thay d6i/bo sung cta cong ty, Cuc Quén ly
Dugc ¢6 y kién nhu sau:

Dong y v6i ndi dung dé nghi thay d01 bd sung duoc phé duyét kém theo cong
van nay ddi vai thude Cetirizin 10 mg, s6 dang ky 893100480224.

Ngoai noi dung duoc phé duyét, cac noi dung khac giir nguyén nhu hé so ding
ky thude lwu tai Cuc Quan 1y Dugc.

Cé&c ndi dung thay doi, bo sung néu trén dugc thuc hién ké tir ngay ky cong van
nay. Riéng noi dung thay d6i, sau 12 thang ké tir ngdy ky cong van nay, cong ty
phai thuc hién theo ndi dung thay dbi da dugc phe duyét.

Cuc Quan ly Dugc thdng bao dé cong ty biét va thuc hién dung céc quy dinh vé
dang ky luu hanh thudc.

Noi nhén: KT. CUC TRUONG
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Film - coated tablets

Cetirizin 10 mg

Cetirizine dihydrochloride 10 mg

Co s& san xuat / Manufactured by :

CONG TY cO PHAN DUGC PHAM BOSTON VIET NAM

S8 43 Budng s6 8, KCN Viét Nam-Singapore, phudng

Binh Hoa, thanh phé Thuén An, tinh Binh Duong, Viét Nam
BOSTON VIETNAM PHARMACEUTICAL JSC

No.43 street No.8, Vietnam - Singapore Industrial Park,

Binh Hoa Ward, Thuan An City, Binh Duong Province, Vietnam
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Vién nén bao phim

Cetirizine dihydrochloride 10 mg
Thudc uéng
]0 mg Oral route

Hop 10 vi x 10 vien nén bao phim
Box of 10 blisters x 10 film - coated tablets

MOI VIEN NEN BAO PHIM CHUA:

Cetirizine dihydroclorid ... 10 mg
T4 dugc vira du cho 1vién nén bao phim
EACH FILM - COATED TABLET CONTAINS:
Cetirizine dihydrochloride ........ccc...... 10 mg
Excipients g.s. for .......1 film - coated tablet
Tiéu chuan/Specification: TCCS/In-house
SPK/Reg.No. :

Film - coated tablets

Cetirizin 10 mg

Cetirizine dihydrochloride 10 mg

Chi dinh, cach dung, chéng chi dinh va cac théng
tin khac: xem trong t& huéng dan st dung thudc kém theo.
Indications, administration, contraindications and
other information: see the package insert.

Bao quan nai khd, dudi 30°C, tranh anh sang

Store in a dry place, below 30°C, protect from light
DE XA TAM TAY TRE EM

Poc ky hudng dan stf dung trudc khi diing

Keep out of reach of children

Read carefully the package insert before using

S6 16 SX / Batch No.:
NSX / Mfg. Date:
HD / Exp. Date

Barcode




CONG TY
COPHAN

36 mm

80 mm

Cetirizin Cetirizin Cetirizin
Cetirizin dihydroclorid 10 mg Cetirizin dihydroclorid 10 mg Cetirizin dihydroclorid 10 mg
* 10mg * 10mg 10mg
Cetirzin Dihydroclorid, 10mg Cetirizin Dihydroclorid 10mg Cetirzin Dihydroclorid 1omg

Co'siSX: CONG TY CO PHAN DUQC PHAM
BOSTON VIET NAM
$5105K:

Co'siSX: CONG TY CO PHAN DUQC PHAM
BOSTON VIET NAM
$5105K:

Co's6SX: CONG TY CO PHAN DUQC PHAM
BOSTON VIET NAM
$5105K: HO:

droclorid. 10mg
ONG TY CO PHAN DUGC PHAM
BOSTON VIET NAM BOSTON VIET NAM BOSTON VIET NAM
S8165K: HD: S8165K: HD: S8165K: HD:
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