’ BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUOC Poc lap - Tu do - Hanh phic
S6: 6540 |QLD-DK Ha Ni, ngay 43 thing 4 nam 2018
V/v cong bo danh muc nguyén ligu
dugc chat lam thudc phai kiém soat \

dac bi¢t phai thyc hién cap phep nhap
khiu cua thuoc trong nudce da duoc
cap SbK.

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

_— Can ctr Lujt dugc sb 105/2016/QH13 ngdy 06/4/2016;
Can cu Nghi dinh 54/2017/ND-CP ngay 08/5/2017,

Can ctr cac ho so thay doi, bd sung thude trong nudc da co glay dang ky luu
hanh da dugc Cuc Quan ly Dugc phé duyét ndi dung thay d6i, bd sung; Theo dé
nghi cong bd nguyen liéu tai Van thu so 356/2018/CV-CPCI1HN ngay 26/03/2018

ctia Cong ty ¢b phan duoc pham CPC1 Ha Noi,
Cuc Quan ly Dugc thong béo:

Cong bd Danh muc nguyén li¢u dugce chat lam thudc dé san xuat thude theo
ho so dang ky thuoc da c6 giay dang ky luu hanh tai Viét Nam phai kiém soat dic
biét phai cap gidy phép nhap khau theo Danh muc dinh kém cong vin nay.

Danh muc nguyén liéu lam thude dugce cong bd néu trén dang tai trén trang
thong tin dién tir cua Cuc Quan ly Duoc tai dia chi: www.dav.gov.vn.

Cuc Quan 1y Duoc thong bao dé cac cong ty san xuat biét va thuc hién.

Ns: nhan: TUQ. CUC TRUONG
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- Cac Phé Cyc truong (dé b/c);

- Tong Cuc Hai Quan (d¢ phdi hop);
- Phong Quan 1y kinh doanh dugc;

- Website Cuc QLD; 7

- Lwu: VT, DK (Bi).




DANH MUC

NGUYEN LIEU DUOC CHAT PE SAN XUAT THEO HO SO PANG KY THUOC
PA CO GIAY PANG KY LUU HANH TAI VIET NAM PHAI KIEM SOAT PAC BIET
PHAI THUC HIEN CAP PHEP NHAP KHAU

(Ban hanh kém theo céng van so: £5/0 /QLD-DK ngay -3 thang _17, nam 2018 cua Cuc Quan Iy Duoc)

Sb vibv Ngay hét Tiéu chuén Tén nuéc
ST Tén thué aa % Ig(l?i hi¢u luc cua Tén co sé san Tén nguyén li¢u chit lrong Tén co sé san Dia chi co sé san xuit san xuét
T en thuoe h?ngh “}1 e gidy diing ky xuit thube lam thuoc cua nguyén | xuat nguyén liéu nguyén liéu nguyén
S luu hanh liéu liéu
Sethna 4th Floor, 55
Mabharshi Karve Road,
Salbutamol BP 2014 Megafine Marine Lines, Mumbai — India
sulphate Pharma (P) Ltd. 400 002. INDIA
Cong ty cb Maharashtra
i A-5/2, Lote Parshuram
1 Zegs?lb‘; - ;‘;D‘zls 1 12/08/2019 Pi‘?“ dggél Y —— i Industrial Area MID.C,,
PRI poam 4 © BP 2014 1Py Tal. Khed, Dist. Ratnagiri, India
No61 sulphate Lifescience Ltd. Pin Code 415722
Maharastra (India)
01, Saisiddhi Bldg Plot No.
Salbulauol BP0y |oonlicalth 264HAiroli. Navi Mumbai |  India
sulphate Industries Maharashtra. An d6
Sethna 4th Floor, 55
Mabharshi Karve Road,
Sal‘bk‘:‘?m"l BP 2014 i‘,’:}‘;gaﬁ“(cp) Lig._ | Marine Lines, Mumbai — India
BURNCE . " | 400_002, INDIA
Cong ty cb Mabharashtra
2 A-5/2, Lote Parshuram
G e |ag o | i (BT, o i St Industrial Arca MID.C,, |
nebules 2. o i BP2014 | PV .4 | TalukaKhed. Dist AnBj
: SSRGS Ratnagiri — 415 722.
Maharastra. An Bo
01, Saisiddhi Bldg Plot No.
Silbutairgl Bp2014 | Zeonhealth 264HAiroli. Navi Mumbai | An Do
sulpl?te industries Maharashtra, An do
o :

(M B6 sung co s& san xudt nguyén li¢u tai Cong vén so 8508/QLD-DK ngay 25/05/201
@ Bé sung co s san xudt nguyén liéu tai Cong vin s6 8507/QLD-DK ngay 25/05/201
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Va Q@ng vin s6 282/ D-DK ngay 09/01/2018 cia Cuc Quan 1y Duoc
céngvan <;0 368 QLD-DK ngay 01/03/2018 ctia Cuc Quan ly Duoc




sh otk Ngay hét Tiéu chuin _ Tén nude
ST Té £ et e hiéu lyce cia Tén co so san Tén nguyén licu chit lwong Tén co so' san Dia chi co' s¢ sin xuit san xuét
én thuoc diang ky luu | . ¥ . £ £ : , £ T pagn o
£ § hanh thude giay ding ky xuit thude lam thuoc ciia nguyén | xuat nguyén li¢u nguyén liéu nguyén
M luru hanh liéu liéu
) Sy. Nos. 1/22,2/1t0 5,6 to
Cong ty co USP 38. BP 18, 61 to 69.
I VD- phan dugc Moxifloxacin < Aurobindo Pydibhimavaram Village ,
(3) S . §
B | Moxieye 2000114 | %8/122019 | i CPCI Ha | hydrochloride | i % EP: | Pharma Limited | Ranasthalam mandal, hadia
. 8.0, TCCS . W
NoO1 Srikakulam District,
) Andhra Pradesh, India
6. Cﬁ’;‘féﬁ{;‘f Fevofloxadin TCCS (tiéu | Shaoxing Hantai | 10 B2-B6 Jiayi Plaza, No.
4. | Dropstar @ 21574-14 phém pu Y [ chuannha | Pharmaceutical | 127 Renming E Rd, China
; P i san xudt) | Co., Ltd. Xinchang, Zhejiang, China

Noi

) B sung co o san xuat duge chat, cap nhat, thay doi ticu chuan
) B6 sung co so san xuat duge chit, thay do

i tiéu chuan cha

chét luong dugce chat tai Cong vian 4845/QLD-PK ngay 22/03/2018 cua Cyc Quan 1y Dugc
it lugng dugce chat tai Cong van 6121/QLD-BK ngay 20/04/2016 cua Cuc Quan 1y Dugc




