BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic

8644 544 /QLD-bK Ha N¢i, ngay_;3-thdng 5. ndm 2018
V/v cong s b danh muc nguyén li€u
dwoc chat 1am thude phai kiém soét
ddc biét phai thuc hién cap phép nhép
khéu ctia thuéc trong nude di duoc
cip SPK.

Kinh gui: Cac co s¢ dang ky, san xuat thuoc trong nudc.

Can ctr Luét dugc s6 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh 54/2017/ND-CP ngay 08/5/2017,

Can ¢t cac hd so thay ddi, bd sung thude trong nudce da co gidy diang ky luu
hanh da duoc Cuc Quan Iy Dugc phé duyét ndi dung thay doi, b sung;

Theo d& nghi cong bd nguyén liéu tai Van thu so 950/CV-2018/SVP ngay
02/07/2018 cua Cong ty CP duoc pham Savi; Vin thu s6 0718- 122/DAV-RA ngay
09/07/2018 cua Cong ty CP Fresenius Kabi Bidiphar; Van thu s6 14/CV-DKT ngay
11/07/2018 cia Cong ty c¢b phan dugce phim Quang Binh,

Cuc Quan ly Duogc thong bao:

Cong bé Danh muc nguyén liéu dugce chit 1am thudc dé san xuét thudc theo
hé so dang ky thuoc da co giay dang ky luu hanh tai Viét Nam phai kiém soat dic
biét phai cap gidy phép nhap khau theo Danh muyc dinh kém cong vén nay.

Danh muc nguyén liéu lam thudc duoc cong bd néu trén ding tai trén trang
thong tin dién tr cia Cuc Quan ly Dugc tai dia chi: www.dav.gov.vn.

Cuc Quan ly Dugc thong bao dé céac cong ty san xuét biét va thuc hién.

Noi nhdn: TUQ. CUC TRUONG
- Nhu trén; (- A
- CT. Vii Tuan Cuong (dé b/c);

- Téng Cuc Hai Quan (dé phdi hop);
- Phong Quan ly kinh doanh dugc;

- Website Cuc QLD;

- Luu: VT, DK (Bi).

Nguyen Thi Thu Thuy



DANH MUC

NGUYEN LIEU DUQC CHAT DE SAN XUAT THEO HO SO PANG KY THUOC
PA CO GIAY PANG KY LUU HANH TAI VIET NAM PHAI KIEM SOAT DAC BIET
PHAI THU'C HIEN CAP PHEP NHAP KHAU

(Ban hanh keém theo cong van 56'.‘/.;4—5‘,{7 /OLD-DK ngay g3 thang . ! nam 2018 cua Cuc Quan ly Duoc)

Sé oik Ngay hét Tiéu chuin ) Tén nuwéc
ST . £ RN hiéu lue cua Tén co so san Tén nguyén liéu chiat lwong | Tén co sé san xuat Dia chi co s& san xuét san xuit
T Tén thuoc diang ky luu iAv ding kv At thub lam thud « 2 én lid én lid A
hanh thue | SiaY ding ky xuit thuoc am thuoc ciia nguyén nguyén liéu nguyén liéu nguyén
Iuru hanh liéu liéu
No.31 Weisan road,
. 4 s Ciprofloxacin Shangyu Jingxin | Zhejiang Hangzhou Bay
1. | SaViCipro " VD%?ZS' 22/02/2023 ((:ljli}élcgptyhé?rﬁ 21;3;; hydrochloride USP 38 Pharmaceutical Shangyu Industrial Area, China
) monohydrat Co., Ltd. Shangyu city, Zhejiang
Province, 312369
Salbutamol : Cong ty co phin . W.E. Highway, Kashi Mira,
2. | Kabi 0,5mg/Iml VD'igSf'g‘ 10/09/2018 | FreseniusKabi | Salbutamolsulfat | BP 2017 J""YI""dC};‘r’if;‘;“al Post Mira District: Thane - |  India
@ Viét Nam — 401 104, Maharashtra, India
. . Gy Fhesthnal L anphua Zhejiang 'Prownce (}‘hermcal
VD-26239- Congty cophan | cip ofioxacin Pharmaceutical Co. | "4 Medical Materials Base
3. | Ciprofloxacin 06/02/2022 duogc pham P : USP 38 ; Linhai Zone, Linhai, China
17 : : hydrochloride Ltd. i .
Quang Binh Zhejiang, China
- s BB Fhejinng Lanshos Zhsjﬁn%‘l’r(lnﬁme Ql;emlcal
; VD-27997- Dug;ty;eh phdn Ciprofloxacin Pharmaceutical Co. | 0 o oa piRae Base ;
4. | Quafacip @ 19/09/2022 dugc pham . USP 38 ' Linhai Zone, Linhai, China
17 : : hydrochloride Ltd. 3 ;
Quang Binh Zhejiang, China

™ Thay doi tiéu chuan Chdt lwong dugc chit theo cong vin so 12089/QLD-PK ngay 28/06/2018 ctua Cuc Quan 1y Duoc;

@ Thay ddi tiéu chuan chét lugng dugc chit theo cong vén s6 12719QLD-DK ngay 04/07/2018 ciia Cuc Quan ly Dugce; Thay d6i tén cong ty san xuét thudc tai cong van sé 14017/QLD-
DK ngay 23/07/2018 cia Cyc Quan ly Dugc

@ B sung co s¢ san Xuét duge chit theo cong van 50 10355/QLD-PK ngay 05/06/2018 cta Cuc Quan ly Dugc;
@ Thay déi tiéu chuan chét lugng duge chat theo cong vin sé 10357/QLD-PK ngay 05/06/2018 cua Cuc Quan 1y Dugc;



