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

S6: 404 /QLD-DK Ha Noi, ngay 20 thang 4 ndm 2018
V/v ¢dng bo danh muc nguyén liéu
dugc Lhdt lam thude khong phai thue
hién cip phép nhap khau ctia thudce
trong nudc da duge cap SPK.

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

Can ¢t Luat duoc s6 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh 54/2017/ND-CP ngay 08/5/2017;

Can clr cac hd so thay ddi, bd sung thude trong nudc di co gidy dang ky luu
hanh da duge Cuc Quan ly Duge phé duyét néi dung thay d6i, bd sung; Theo dé nghi
cong boé nguyén lidu tai van thu s0 53/2018/DKT-DN ngay 08/03/2018, s0
57/2018/DKT-DN ngay 12/03/2018, sb 51/2018/DKT-DN ngay 08/03/2018, 56
52/2018/DKT-DN ngay 08/03/2018 va van thu sb 58/2018/PKT-PN ngay
13/03/2018 ciia Cong ty c6 phan duge pham Imexpharm,

Cuc Quan 1y Duoc thong béo:

Cong bd Danh muc nguyén liéu duoc chit 1am thudc dé san xuat thudc theo hpo | & -
so ding ky thude da c6 gidy dang ky luu hanh thudc tai Viét Nam dugc nhap kha O\
khong phai thuc hién cap phép nhap khau theo Danh muc dinh kém cong vin nay. NF
\_\'\: y
Danh muc nguyén liéu lam thude duge cong bd néu trén dang tai trén trang n
thong tin dién tir ciia Cuc Quan ly Dugc tai dia chi: www.dav.gov.vn.

Cuc Quan ly Duge thong bao dé cac cong ty san xudt biét va thuc hién.

Noi nhdn: ] TUQ. CUC TRUONG
- Nhu trén; ) ) PHO TRU 'F,.\ PHONG DANG KY TH UOC

- TT. Truong Quoc Cuong (de b/c);
- Téng Cuc Hai Quan (dé phdi hop);
- Céac Pho Cuc truong (dé b/c);

- Website Cuc QLD;

- Luu: VT, BK (Bi).




DANH MUC
NGUYEN LIEU DUQC CHAT PE SAN XUAT THUOC THEO HO SO DPANG KY THUOC PA

CO GIAY PANG KY LUU HANH THUOC TAI VIET NAM DUQC NHAP KHAU
KHONG PHAI THU'C HIEN VIEC CAP PHEP NHAP KHAU

(Ban hanh kém theo céng van s6: 4404 /OLD-PK ngay 20 thing 4

nam 2018 cua Cuc Quan ly Duwoc)

S8 oikv di Ngay hét Tiéu chudn . Tén nuéde
, P O B1ay CaNg | yiéu lwe ciia | Tén co si sin Tén nguyén liéu chat lwong | Tén co sé san xuat Dia chi co s¢ sin xuit . £
STT Tén thuoc ky lru hanh TE, i £ i i Z a Vi . e sdn xuat
£ giay ding xuat thuoc lam thuoc cua nguyeén nguyvén liéu nguyén liéu -
thuoc : = & nguyén li¢u
ky Iuu hanh liéu
Dia chi ghi trén phiéu kiém
' . nghiém: Karlstr. 15, 32423
Cong ty CPDP Phenylephrine Slegfnedh Kl Minden Germany. G
[8)] i e ikali ; 5 T ; ik
1. | ANDOLS VD-23570-15 | 17/12/2020 Smesphin hycraolilosiis USP 38 :;z:]r;mi% ;1;1;1 alien | 5 " 12 ohi trén chime nhan ermany
N GMP: KarlstraBe 15-39, 42-
44, 32423 Minden, Germany.
Potassium NSX Lek Perzonali 47, SI-2391 Sl
clavulanate Pharmaceuticals d.d | Prevalje, Slovenia '
Claminat 1 g @ Céng ty CPDP
2. g VD-19380-13 | 09/10/2018 Imgcghm Reforma #3873 Col San
Potassium NSX Baeniin Sik-de O Nicolas ?ljolentmo, ‘ Mexico
clavulanate Delegacion Iztapalapa, C.P.
09850 Mexico, D.F.
Potassium Lek Perzonali 47, SI1-2391 ;
NSX . > ) Slovenia
Claminat 250 I clavulanate Pharmaceuticals d.d | Prevalje, Slovenia
3. | mg/3125mg | VD-19381-13 | 09/10/2018 | ~or&%
w Bl Potassium Sandoz Industrial Coese Verooa, 165 i(los.
Aavuipmate NSX Products SpA ROVERETO)-38068 Italy
P ROVERETO (Trento)
Claminat 625 Cong ty CPDP | Potassium Lek Perzonali 47, SI-2391 .
% mg ¥ VBSngl) | OInEnls Imexpharm | clavulanate L Pharmaccuticals d.d | Prevalje, Slovenia Slovenia

() Thay di co s& san xuat duge cht, tiéu chuan chat lugng dugc chit theo cong van s6 17913/QLD-DK ngay 03/11/2017 ciia Cuc Quan ly Duoc; diéu chinh dia chi co s& san xuit dugc
cht

2 Thay déi tén thude theo cong vin 50 3680/QLD-DK ngay 27/03/2017 cia Cuc Quan 1y Duge

© Thay doi tén thudc theo cong vin so 503/QLD-PK ngay 17/01/2017 cta Cyc Quan 1y Dugc

“ Thay d6i tén thudce theo cong van so 658/QLD-DK ngay 24/01/2017 cia Cuc Quan ly Duge




S6 oiy di Ngay hét A-- Tiéu chuan PR i
. . £ ) gy Cang hiéu luc ciia | Tén co sé san Tén nguyén li¢u chat lwong | Tén co sé san xuit Dia chi co' s¢ san xuiit . £
STT Tén thuoc ky lru hanh Loy £ £ . £ P 2 al ia i san xuat
thube giay da!‘lg xuat thuoce lam thuoc cua 1'1:guyen nguyén licu nguyén liéu nguyén ligu
ky leu hanh liéu
. : . Corso Verona, 165 (loc.
Plotasf‘“m NSX [S,‘mjoz I“Sd”;mal ROVERETO)-38068 Italy
PR Ll ROVERETO (Trento)
Potassium NSX Lek Perzonali 47, S1-2391 Sioveri
clavulanate . Pharmaceuticals d.d | Prevalje, Slovenia
5. ;l;‘néglgts-?gﬂ(i} VD-20204-13 | 27/12/2018 C?;%gﬁ;g E " Reforma 7573 Col. San
otassium . icolds Tolentino, .
clavulanate Nax Reuiiiiy, S8 de GV Delegacion Iztapalapa, C.P. NiEs
09850 Mexico, D.F.
Dia chi ghi trén phiéu kiém
nghiém: No. 368, Jianshe
o Street, Hengshui City, Hebei
ig‘;i});‘hcng Province, 053000, P.R. China
o Dia chi ghi trén chirng nhan China
Pharmaceutical Co., ;
MEXCOLD . Céng ty CPDP | Paracetamol BP2016 |14 GMP: Southeast Xijingming
6. ABA 500 © VD-21855-14 12/08/2019 Tmexpharm Village, Donganzhuang
Township, Shenzhou Country,
Hengsui City, China.
Angiu Lu'an No 35, Weixu North Road,
Pharmaceutical Co., | Angiu City, Shandong China
Ltd. Province, China.
Biseracttiin E)i.a chi trén’ CoA: Vil!.
sochiiiia Tiawichiuda - Se_udpura. Tehsil - Derabassi,
E— I — Nectar Lifesciences | Distt. Mohali (Pb) Hidia
Chi nhanh 3 - sod-ium (8:1) {In-hout;‘c] Ltd. Dia chi trén GMP: Village
7 ZOBACTA VD-26853-17 | 22/06/2022 Cong ty CPDP - ’ ’ Saidpura, Tehsil Derabassi,
" 12,257 Imexpharm tai District S.A.S Nagar (Mohali)
Binh Duong Piperacillin Ticu chuin
sodium va ha sa : | Fresenius Kabi Piazza Maestri del Lavoro, 7- ltaly
Tazobactam i S O Anti-Infectives S.r.l. | 20063 Cernusco S.N.-Milano By
sosiyiges (In-house)

9 Thay ddi tén thudc theo cong van so 13214/QLD-DK ngay 28/08/2017 ciia Cuc Quan 1y Dugce '
(& Thay doéi tén thude, Ci:ip nhiat dia’ chi co s¢ san xuét‘dlr(_rc chat, bo sung co so san xuat dugce chat theo cong vin s6 459/QLD-DK ngay 11/01/2018 cia Cuc Quan ly Dugce
™ Bo sung co s& san xudt duge chat theo cong vin so 3899/QLD-DK ngay 06/03/2018 cta Cuc Quan 1y Dugc
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