BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péoc lap - Tw do - Hanh phiic
S6: 2956e/QLD-DK Ha Néi, ngay 24thang 01 niam 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 161 ho so so tlep nhan so 111972/TT91 ngay 5/12/2024 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 doi, bd _sung duoc phé duyét kem theo cong
van nay do6i voi thude Clorpheniramin 4 mg, sé ding ky 893100480324,

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.
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( Hop 1 chai x ...
1000 vién nén bao phim e
o Viém mdi di Ging

va cac triéu chiing di ting khac

Clorpheniramin

Chlorpheniramine maleate

My, 6

Clorpheniramin 4 mg

Chlorpheniramin maleat

THANH PHAN

Mi vién nén bao phim chita
- Chlorpheniramin maleat........... 4mg
- Tadugc viradicho.....1viénnénbao phim

CHi BINH, CACH DUNG, CHONG CHi
DINH VA CAC THONG TIN KHAC:
Xem trong td hudng dan st dung
thudc kem theo.

BAO QUAN:NGai khd, dudi 30°C,

tranh anh sang.

TIEU CHUAN: TCCS.

QUY CACH DONG GOl:

Ho6p 1 chai x 1000 vién nén bao phim

DE xa tdm tay tré em. Doc ky hudng
dan str dung trudc khi dung

SPK/Reg.No.:

Cq sd sdn xudt: , R
CONG TY CO PHAN DUUC PHAM BOSTON VIET NAM
$6 43, dudng s 8, KCN Viét Nam - Singapore,

phutng Binh Hoa, thanh phd Thudn An, tinh Binh Duiang.
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Box of 1 bottle x
1000 film-coated tablets

Allergic rhinitis
and other allergic symptoms

Clorpheniramin

Chlorpheniramine maleate

Clorpheniramin 4 mg

Chlorpheniramin maleat

COMPOSITION

Each film-coated tablet contains
- Chlorpheniramine maleate......... 4mg
- Excipients g.s. for....1film-coated tablet

INDICATIONS, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER
INFORMATION: See the package insert
STORAGE: Inadry place, below 30°C,
protect from light.

SPECIFICATION: In-house
PACKAGING:

Box of 1bottle x 1000 film-coated tablets

Keep out of reach of children. Read
carefully the package insert before using

Manufacturer:

BOSTON VIETNAM PHARMACEUTICAL JSC

No. 43, Street No.8, Vietnam - Singapore Industrial Park,
Binh Hoa Ward, Thuan An City, Binh Duang Province.

S6 16 SX/Lot.No:
NSX/Mfg Date:
HD/Exp Date:
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Clorpheniramin 4 mg

THANH PHAN

Méi vién nén bao phim chira
- Chlorpheniramin maleat........... 4mg
- Tadugcvitadlcho....1viénnén bao phim

CHi BINH, CACH DUNG, CHONG CHi
DINH VA CAC THONG TIN KHAC:
Xem trong t& huéng dan st dung
thude kem theo.

BAO QUAN:NGi khé, dudi 30°C,

tranh anh sang.

TIEU CHUAN: TCCS.

QUY CACH PONG GOl:

Hop 1chai x 1000 vién nén bao phim
Dé xa tam tay tré em. Doc ky hudng dan
st dung trudc khi dung

SPK/Reg.No.:

Co s sdn xuft: R .

CONG TY CO PHAN DUGC PHAM BOSTON VIET NAM

S43, dudng s6'8, KCN Viét Nam - Singapore,

phutng Binh Hoa, thanh phd Thugn An, tinh Binh Dugng.

Each film-coated tablet contains

I ([ J
- Chlorpheniramine maleate... 4mg L]
- Excipients g.s. for....1film-coated tablet ® ®

INDICATIONS, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER B )
INFORMATION: See the package insert o
STORAGE: Inadry place, below 30°C,
protect from light. °
SPECIFICATION: In-house
PACKAGING:

Box of 1bottle x 1000 film-coated tablets ®
Keep out of reach of children. Read
carefully the package insert before using
S5 16 SX/Lot.No: CP L
NSX/Mfg Date:

HD/Exp Date: * o
Manufacturer: ° .
BOSTON VIETNAM PHARMACEUTICAL JSC ® ®
No. 43, Street No.8, Vietnam - Singapore Industrial Park,
Binh Hoa Ward, Thuan An City, Binh Duong Province.

. Chai 1000
Vién nén bao phim
Viém mdi dj tng
va cac triéu ching di tng khac

Clorpheniramin

Chlorpheniramin maleat

iramin
4mg

Clorphen
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