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CADICEFPO 50

Cefpodoxime 50mg

Powder for oral suspension

60 x 40 x 85mm
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)
COMPOSITION: THANH PHAN:
Each sachet 3¢ contains: M goi 3g chia
Cetpodaxime 50mg Cetpodaxim 50mg
Excipients q.5 1 sachet Ta owpe v.d 1 ol

CADICEFPO 50

Cefpodoxim 50mg

INDICATIONS, CONTRA-INDICATIONS.
DOSAGE, ADMINISTRATION:
Please refer to enclosed package nsert

STORAGE:
In cool and dry place, below 30°C, protect

from direct sundight

SPECIFICATION: Manufacturer

Bot pha hin dich udng

cHi DjWH, cHONG CHI DINH, LIEU DONG,
CACH DUNG:
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phuc
$6:/W685 /QLD-PK Ha Ngi, ngéy oM théng 3 nim 2017
V/v thay doi co s& ddng ky, bo
sung quy cach dong goi
Kinh gri:
- Cong ty TNHH US Pharma USA

Pia chi: L6 B1-10, duong D2, KCN Tay Béic Cu Chi, 4p Bau
Tre 2, xd Tan Hoi, huyén Cu Chi, TP. H5 Chi Minh

- Cong ty Cé phan Dugc pham Can Gid

Pia chi: Lau 2, Khu 2F-C1, tdoa nha Mirae Bussiness Centrer,
268 T6 Hién Thanh, P15, Q10, Tp.HCM.

Ngay 21/02/2017, Cuc Quan ly Dugc nhian duge don ding ky thay doi
- kém theo van thu dé ngay 13/02/2017 cua cong ty (s6 tlep nhan 210/BSTDTN)

vé viéc bo sung hd so theo yéu cau tai cong van so 23999/QLD-DK ngay
09/12/2016 cua Cuc Quan ly Dugec lién quan den viéc thay doi co s dang ky, bo
sung quy cach dong goi dbi voi thube san xuit trong nude da duge cp sé ding
ky luau hanh;

Cin ctr Thong tu s6 44/2014/TT-BYT ngay 25/ [1/2014 cua B9 truong Bo
Y té quy dinh viéc ding ky thuoc Thong tu s6 06/2016/TT-BYT ngay
08/03/2016 cua Bé truong Bo Y té quy dinh ghi nhan thudc;

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

Pong y dé cong ty dugce thay d6i co so dang ky, bo sung quy cach dong
goi dbi voi thuoc Cadicefpo 50, s dang ky: VD-17281-12, cu thé nhu sau:

1. Thay ddi co s dang ky:

- Co s6 dang ky da duyét: Cong ty c¢6 phan Dugc pham Can Giod.

" Dia chi: Lau 2, khu 2F C1, toa nha Mirae Bussiness Center, 268 Toé Hién

Thanh, phudng 15, Quan 10, Tp. H6 Chi Minh

- Co s6 ding ky thay doi: Cong ty TNHH US Pharma USA.

Dia chi: Lo B1-10, duong D2, KCN Tay Bic Cu Chi, .'flp Bau Tre 2, xa
Tan Hoi, huyén Cu Chi, TP. Hb Chi Minh

2. B6 sung quy cach dong goi:

- Quy cach dong g01 da duyét: Hop 14 goi x 3g.

- Quy cach dong goi bo sung: Hop 10 goi x 3g, hop 20 gdi x 3g.

Mau nhin quy cach dong goi bo sung duge déng dau xac nhan cua Cuc
Quan ly Dugc va dinh kém Coéng vén nay.

Ngoai ndi dung dugc thay doi trén, tat ca cac noi dung khac giir nguyén
nhu hd so dang ky thude luu tai Cuc Quan ly Dugec.

Cong ty dang ky, nha san xudt phai chiu trach nhiém vé chét lugng d6i
v6i thude luu hanh trén thi trudong, ndi dung ghi trén nhan thude, quy dinh vé so
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hiru tri tué lién quan dén nhan hiéu hang hoa ctia thudc va cé trach nhiém thong
bao su thay dbi nay dén céc co quan lién quan va khach hang.

Sau 03 thang ké tir ngay ky cong van ndy, cong ty khong duge san xuit
thude trén véi co so dang ky cii da duoc thay doi.

Cuc Quan ly Dugc thong bao dé cong ty biét va thuc hién diing cac quy
dinh ctia Viét Nam vé luu hanh thude./.
Noi nhin: KT. CyC TRUONG

- Nhu trén; CUC TRUONG
- Luu: VT, DK (Ng).
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BOY TE
CUC QUAN LY DUQC

CONG HOA XA HQI CHU NGHIA VIET NAM
Doc ldp - Ty do - Hanh phic

BIEN BAN

THAM DINH HO SO THAY PO/ BO SUNG
THUOC TRONG NUOC DA CO SPK

I. THONG TIN CHUNG

1. Tén Cong ty déng ky: Cong ty ¢6 phin duge phim Cin Giv
Dia chi: 43D/14 Ho Van Hué, Phudng 9, Quan Phi Nhuan, TP. Ho Chi Minh

2. Tén Cong ty san xuat: Cong ty TNHH US Pharma USA
Pia chi: L6 B1-10, Puong D2, KCN Téy Béc Cu Chi, TP. H Chi Minh

3. Tén thudc: Cadicefpo 50
. 86 dang ky: VD-17281-12

4
5. Tudi tho thudc: 36 thang
6

7. Dang bao ché, ham lugng;
8
9

. Cong van dén sb: 1006
10.Ngay dén: 17-08-2016

11.Ngéay nhén hé so tir vin thu phong: 24-08-2016
II. NOI DUNG PE NGHI THAY POI/BO SUNG

. Cong thirc: Cefpodoxime 50 mg

. Quy céch dong goéi: Hop 14 géi x 3 g thude bot udng

thay ddi co sé ddiing ky thube, bd sung quy cich dong goi;

(Chi tiét noi dung thay dbi:hop 10, 20 goi x 3g);
Céc ndi dung khéc dé nghi xem muc C - Pon ding ky)

A A
Bo sung lan

S6 CVBS
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IIL. NOI DUNG VA KET QUA THAM DINH
PHAN Y KIEN CHYEN GIA THAM DINH TIEU BAN PHAP CHE
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Cadicefpo 50, VD-17281-12; Sb cdng vin dén 1006, ngay dén: 17-08-2016
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BQ Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc ldp - Ty do - Hanh phic
s6: 23999 IQLD-DK  Ha Néi, ngay 09 thang A2 niim 2016
V/v thay doi co s& dang ky thudc, bo
sung quy cach dong goi

Kinh giri: ~ Céng ty ¢6 phan dugc phdm Can Gid ‘
Dia chi: 43D/14 Ho Van Hué, Phuong 9, Qudn Phu Nhudan, TP. Ho Chi Minh

Ngay 17/8/2016, Cuc Quan ly Dugc nhén dugce don ding ky thay doi dé
ngay 14/7/2016 cua cong ty vé viéc thay doi co so dang ky thuoc bo sung quy
cach dong goi ddi véi thude san xuét trong nude di duoc cdp sé ding ky luu

hanh.

~ Can ctr Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua B9 truong Bo
Y té quy dinh viéc dang ky thudc; Can ctr Thong tu s6 06/2016/TT-BYT ngay
08/3/2016 cua Bo trudéng B Y té quy dinh ghi nhan thudc;

Cén cur Bién ban thim dinh hd so thay d6i/bd sung ctia cong ty, Cuc Quén
ly Duogc ¢ y kién nhu sau:

Chua dong y dé cong ty duoc thay dm co s¢ dang ky thude, bo sung quy
cach dong gbi ddi véi thude Cadicefpo 50, sé diang ky VD-17281-12, ly do:

- MAu nhan, don ding ky va cac p:han hé so lién quan: Yéu cau ghi dia chi
cong ty theo dung dia chi ghi trong gidy chung nhan du diéu kién kinh doanh
thuoc.

Cuc Quan ly Dugc théng bao dé cong ty biét va thuc hién ding cac quy
dinh cua Viét Nam vé luu hanh thuoc./.

Noinhan: KT. CUC TRUGNG
- Nhur trén; Seh bt
- Lwu: VT, DK (Chi). ‘ﬁ,..IfHO CUC TRUONG




