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

s6: 20535 jQLD-PK Ha Noi, ngay 07 thdng 12 ndim 2017
V/v cong bd danh muc nguyén li¢u
dugc chat lam thudc khong phai thuc
hign cap phép nhap khau cua thude
trong nudce da duoc cap SPK.

Kinh gui: Cac co so ding ky, san xuét thudc trong nude.

Can ctr Luat duge sd 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh 54/2017/ND-CP ngay 08/5/2017;

Can cu cong ?v‘einqsé 12576/QLD-DK, ngay 18/08/2017 cia Cuc Quan ly
Dugc vé viéc thay doi, bo sung thuoc trong nudc duge cap so dang ky;

Can ctr cOng van s6 sb 12685/QLD bK, ngay 21/08/2017 cia Cuc Quan ly
Duoc vé viéc thay dbi, bd sung thudc trong nude duge cap s6 dang ky;

Can cr cong van 5O 4481/QLD-DK, ngay 07/04/2017 cta Cyc Quan ly
Duoc vé viéc thay doi, bo sung thudc trong nude duge ¢ap sb dang ky;

Can cu cong van 5O 20512/QLD-DK, ngay 19/10/2016 cia Cuc Quan ly
Dugc vé viée thay ddi, bo sung thudc trong nudc duoc cap s6 dang ky;

Cuc Quan ly Dugc thong bao:

Cong bd Danh muc nguyén liéu dugc chat 1am thube dé san xuét thudc theo
hé so dang ky thude da co giay dang ky Iuu hanh thudc tai Viét Nam dugc phép
nhap khau khong yéu cdu phai co gidy phép nhap khau theo Danh muc dinh kem
cong van nay.

Danh muc nguyén liéu lam thudc dugc cong bd néu trén ding tai trén trang
thong tin dién tir cia Cuc Quan 1y Dugc tai dia chi: www.dav.gov.vn.

Cuc Quan 1y Duoc thong bao dé cac cong ty san xuat biét va thuc hién.
Noi nhn: TUQ. CUC TRUGNG

- Nhu trén; :
- TT. Truong Québc Cudng (dé b/c); ; g TRUONG PHONG

- Céc Phé Cyc trudng (dé blc);

- Tong Cuc Hai Quan (dé phoi hop);

- TP. PKT Nguyén Huy Hung (dé b/c);
- Website Cuc QLD;

- Luu: VT, bK.

P& Minh Hing



DANH MUC NGUYEN LIEU DUQC CHAT LAM THUOC
~ PUQC PHEP NHAP KHAU KHONG YEU CAU PHAI CO GIAY PHEP
NHAP KHAU CUA THUOC TRONG NUGC PA PUQC CAP SO PANG KY LUU HANH TAI VIET NAM

(Ban hanh kém theo cong véin s6: 70535 /QLD-PK ngay OF thang 12 ndm 2017 cia Cuc Qudn Iy Dugc)
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Ghi cht: (1) Thay di tiéu chudn dugc chét tir USP 35 thanh EP 8 theo cong vén so 12576/QLD-PK, ngay 18/08/2017 ciia Cyc Quan Iy Dugc.
(2)Thay déi tén thu6c tir ABAB 500 mg thanh Paracetamol ABA 500 mg va thay d6i tiéu chuan dugc chat acetaminophen tir BP 2010 thanh
USP 37 theo cong van s6 12685/QLD-PK ngay 21/8/2017 cua Cuc quan ly Dugc. )
(3) Thay déi tén thanh phém tir pms-Bactamox 750 mg thinh Bactamox 750 mg va thay dbi tidu chuin dwgc chit amoxicillin trihydrat tir BP

2010 thanh EP 8.0 theo cong van sb 4481/QLD-PK ngay 07/04/2017 ctia Cuc quan 1y Duoc.
(4)Thay doi tiéu ch

Cuc quan 1y Dugc.

-

¢

Ut clorpheniramin maleat tir DDVN IV thanh BP 2013 theo cong van s6 20512/QLD-PK ngay 19/10/2016 cia
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