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

s6://959/QLD-BK Ha Noi, ngay 27 thang € nam 2018
V/v cong b6 danh muc nguyén li¢u
dugc chat lam thube khong phai thue
hién cip phép nhip khau cia thuée
trong nudc di duge cap SPK.

Kinh gtri: Céac co s¢ dang ky, san xuat thubc trong nudc.

~ Cin ot Ludt duge sb 105/2016/QH13 ngay 06/4/2016;
Cin cir Nghi dinh 54/2017/ND-CP ngay 08/5/2017;

Cin ¢t cac hd so thay doi, bo sung thube trong nuédc da co gidy ding ky luu
hanh da dugc Cuc Quan ly Duoc phe duyét ndi dung thay déi, bd sung; Theo dé nghi
cong bd nguyén lidu tai van thu so 143/2018/CV-STA dé ngay 14/05/2018 cua Cong
ty TNHH LD Stada Viét Nam, viin thu s6 05/2018/CBNL-HS ngay 09/04/2018 va
van thu sb 06/2018/CBNL-HS ngay 13/04/2018 cua Cong ty TNHH Ha san —
Dermapharm, vén thu s6 101 1CV/DPKH ngay 15/06/2018 ctia Cong ty c6 phan duoc
pham Khanh Hoa, Van thu s6 572/CV-DK/DMC ngay 11/06/2018 cua Cong ty co
phan XNK Y té Domesco,

Cuc Quan ly Dugc thong bao:

Cong bd Danh muc nguyén li¢u duoc chit lam thude dé san xuat thudc theo ho
so dang ky thubc da co gidy dang ky luu hanh thudc tai Viét Nam duoc nhap khau
khong phai thuc hién cap phép nhép khau theo Danh muc dinh kém cdng vén nay.

Danh muc nguyén li€u lam thudc duge cong bd néu trén ding tai trén trang
thong tin dién tt ctia Cuc Quan ly Dugc tai dia chi: www.dav.gov.vn.

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

Nﬂlnhan TUQ. CUC TRUONG

- Nhu trén; 2 ;
PHQ TRUONG PHONG

- CT. Vii Tuin Cudng (dc b/c);

- Téng Cuc Hai Quan (dé phdi hop); ’ﬁANG KY« THUOC

- Website Cuc QLD; — » ey > £

- Luu: VT, BK (Bi).

Nguyen Thi Thu Thuy



DANH MUC _ ,
NGUYEN LIEU DUQC CHAT PE SAN XUAT THUOC THEO HO SO PANG KY THUOC DA
CO GIAY PANG KY LUU HANH THUOC TAI VIET NAM PUQC NHAP KHAU
KHONG PHAI THUC HIEN VIEC CAP PHEP NHAP KHAU

(Ban hanh kém theo cong vin s6.//959 |QLD-PK ngay £ F thang 4 nam 2018 ciia Cuc Qudn 1y Duoc)

Ngay hét

calcium trihydrate

Sri Venkateswara Co-

ST 2 2 S6 gidy dang ky | hi¢u luc cia Tén co s& san xuat Tén nguyén liéu T:cu chuanv Tén co s¢ san xudt Dia chi co sd san Tcr: s
Tén thuoc ; z E e ; z ; £ chat lwong cua 5 P S xuat nguyén
T luu hanh thuoe | giay dang ky thudc lam thude LA nguyén liéu xuat nguyén liéu B
; nguyén li¢u liéu
lrru hanh
Vitamin C DSM I iangs_han . 3an_g_shan R.oad, ‘
.y e : (Ancerbicadid) EP 8.0 Pharmaceutical Jingjiang, Jiangsu China
Bidirng @ Chi nhanh Céng ty (Jiangsu) Co., Ltd. | Province
| VD-26558-17 06/02/2022 | TNHH Lién Doanh =
STADA-VIET NAM | Calcium Sineli Kalk Gl | CovsS-Seha-Stabe
carbonate - & Co.KG . Sy
' D-65582 Diez
il Chi nhanh Céng ty Zhejiang Excel AR
2 e VD-24561-16 23/03/2021 | TNHH Lién Doanh Gemfibrozil USP 38 Pharmaceutical Co., Y’ China
300 2 Development Zone,
STADA-VIET NAM Ltd ; ”
Taizhou, Zhejiang
R.S.No. 33 & 34,
Coéng ty TNHH Lién ; Mathur Road,
3. | Dudolor200 1y 5335115 | 09/09/2020 | Doanh STADA- Tbuprofen Epgy | SEEesasm Periyakalapet, India
VIET NAM s Puducherry — 605
014
. DSM Sinochem Bhai Mehin Singh
Atorvastatin ; : Nagar, Toansa, Distt. .
: USP 38 Pharmaceutical India India
N . calcium . e Nawanshahr 144 533,
Chi nhanh Cong ty Private Limited Puniab
4. | Lipistad 10@ VD-23970-15 17/12/2020 | TNHH Lién Doanh - J : ;
- Atorvastatin Chemical Technical
STADA-VIET NAM . ; . :
calcium USP 38 Dr. Reddy’s Operations, Unit-II, dia
(Atorvastatin Laboratories Limited | Plot No. 110 & 111,

@) Thay ddi tén co s& sin xuat dugc chat, diéu chinh tén va dia chi co s¢ san xuat dugc chét tai cong vin sd 3889/QLD-DK ngay 06/03/2018 cta Cuc Quén 1y Duge.
@ Thay d6i tén co s& san xual thudc theo cong vin s6 3 185/QLD-DK ngay 17/03/2018 cua Cuc Quan 1y Dugc
(3) Bo sung co sd san xuat dugc chat, cip nhat tiéu chuin chét lugng duge chit theo conb vén s0 14673/QLD-DK ngay 19/09/2017 cta Cuc Quan ly Duge

(4) Thay dbi tiéu chuan chat lugng dugc chit, bd sung co s& san xuit dugce chit theo cong vin sé 5608/QLD-DK ngay 30/03/218; va thay ddi tén co s& sin xuat thudc tai cong vin sb
3155/QLD-DBK ngay 17/03/2017 cua Cuc Quan ly Dugc
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Ngay hét , L ' e
ST . : S6 gidy dang ky | hiéu lyc cta Tén co s¢ san xuat Tén nguyén liéu —l;u'u chuanl Tén co s san xuat Dia chi co s0 san Teri e
Tén thudc ; : o 5 £ ; £ chat lugng cua R : P xuat nguyén
T lwu hanh thuoc | giay dang ky thude lam thudc s nguyén liéu xuat nguyén liéu "
5 nguyén licu liéu
luu hanh
operative Industrial
Estate, Bollaram,
Jinnaram, Medak
District - 502 325,
Andhra Pradesh
Chi nhénh Céng ty : ; .
5. | NAC200eff |y 23674-15 | 26/05/2020 | TNHH Lién Doanh | Acetylcystein EP 7.0 g;ﬁiij"g“"; tlian | o R s Ttaly
STADA-VIET NAM 1P &
Hebei Jiheng (Group) No: 368 Jlanshe.
: Street, Hengshui ;
EP 8.0 Pharmaceutical Co., . . ; China
Lid City, Hebei Province
Partamol Tab. Chi nhanh Céng ty ) 053000
6. | ©® VD-23978-15 17/12/2020 | TNHH Lién Doanh Paracetamol C-4, Industrial
STADA-VIET NAM Sri Krishna Development Area,
EP 8.0 Pharmaceuticals Unit-1 Uppal, India
Limited Hyderabad — 500
039, Telangana
Hebei Jileng (Group) | NO- 368 Jianshe
- Street, Hengshui )
EP 8.0 Pharmaceutical Co., : : : China
Ltd City, Hebei Province
) 053000
sz p C-4, Industrial
Ultradol @ Chi nhanh Céng ty Sri Krishna Development Area,
7. VD-22007-14 08/12/2019 | TNHH Lién Doanh Paracetamol EP 8.0 Phartisiceuticals Unit-1 Uppal, Tiidia
STADA-VIET NAM Limited Hyderabad — 500
039, Telangana
Raleigh Plant 8801
EP 8.0 Mallinckrodt Inc. Capital Boulevard USA
Raleigh, NC 27316

) Thay ddi tén co so san xudt thude theo cong van $6 3429/QLD-DK ngay 24/03/2017 ctua Cuc Quan ly Dugc; thay ddi tén va dia chi nha san xuat dugc chit theo cOng vin 06 9768/QLD-

DK ngay 12/07/2017 cua Cyc Quan ly Duoc;

® Thay ddi tén co s& san xuat thude theo cong van sb 3155/QLD-PK ngay 17/03/2017 cia Cuc Quan 1y Dugc; bé sung nha san xuat dugce chat theo cong van sé 13798/QLD-DK ngiy
07/09/2017 cta Cyc Quan 1y Dugc;
@ Thay d6i tén co so san xuat thude theo cong vin sé 3429/QLD-PK ngay 24/03/2017 cua Cuc Quan 1y Dugc; bd sung nha san xudt duge chét, cap nhat tiéu chuan dwoc chit theo cong
van s0 14672QLD-PK ngay 19/09/2017 cua Cuc Quan ly Duoc;
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o Ngay hét ) ) 5 p—
ST 3 £ So gidy dang ky | hiéu luc cua Tén co sO san xuat Tén co s¢ san xuat Dia chi co s¢ san Tcr} e
Tén thuoc ; £ T ’ £ i g £ G e xuat nguyén
T luru hanh thuée | giay dang ky thuoc nguyén liéu xudt nguyén liéu lidu
luu hanh :
. G 1 Valea Lupului .
Nystatin USP 39 Antibiotice S.A street, Lasi 707410 Rumani
Cong ty TNHH Lién Sichuan Long March | 448 Changqing Road,
8. | Vastad ® VD-22683-15 26/05/2020 | Doanh STADA- Neomycin sulfate EP 8.0 Pharmaceutical Co., | Leshan, Sichuan China
VIET NAM Ltd. 614000
3 - Jiangsu Sainty 21 Software Avenue, ntr s
ey ks Handsome Co. Ltd. Nanjing, Jiangsu Cling
. - ; No. 1, Linjiang
» Céng ty TNHH Lién : s Shanghai shyndec Pt
g, | Azcine 250 |y 19693-13 | 10/09/2018 | Doanh STADA- Aty USP39 | Pharmaceutical Averue, Lagiang China
mg VIET NAM dilydrate (Haimen) Co., Ltd., | LoWn, Haimen,
; i ) Jiangsu
Chi nhanh cong ty - T—Y Shanghai shyndec iseil’l?ﬁi? fn
10.| Azicine "0 VD-20541-14 | 04/03/2019 | TNHH Lién Doanh | o' 2% USP39 | Pharmaceutical o T China
STADA-VIET NAM y (Haimen) Co., Ltd. e :
Jiangsu
Cong ty TNHH Lién | Clotrimazole Guangzhou Hanpu ggz.u?, il:)%or:lg'll"\l {::;h
11.| Stadgentri ¢V VD-23363-15 09/09/2020 | Doanh STADA- (Clotrimazole BP 2015 Pharmaceutical Co. Coi 1hua Ci g China
VIET NAM micronized) Ltd. e t,
uangzhou
Chemical Technical
Operations, Unit-II,
o Chi nhanh Cong ty . Plot No. 110 & 111
: (n » ?
g, | TR X VD-23341-15 | 17/12/2020 | TNHH Lién Doanh | A0SRt | ygpsg | DrReddys i venkateswara Co- | India
STADA-VIET NAM Y m operative Industrial
Estate, Bollaram,
Jinnaram, Medak

o Bo sung co s¢ sin Xlidt duge chat thay doi tiéu chuan chit lwgng dugce chét theo cong vin sb 15287/QLD-DK ngay 27/09/2017 clia Cuc Quén 1y Dugc
® B sung co s¢ san Xudt duge chit theo cong vin so 6973/QLD-PK ngay 16/04/2018 cua Cuc Quan ly Dugc

(19 Thay d6i tén co s san xuét thude theo cong vin s6 3195/QLD-PK ngay 17/03/2017 cia Cuc Quan 1y Dugc; Bé sung co s& san xudt duge chit theo cong vin s6 6956/QLD-DK ngay
16/04/2018 ctia Cuc Quan ly Dugce

4 Thay ddi co s san xuat dugc chit theo cong van 50 3812/QLD-PK ngay 05/03/2018 ciia Cyc Quan ly Dugc
anBg sung co so san xuat dugc chit, thay ddi tiéu chuan chét luong dugc chit theo cong vin s6 7020/QLD-PK ngay 16/04/2018 cia Cuc Quan 1y Duge
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Ngay hét

Milan

ST fa S6 gidy ding ky | hiduluccia | Téncososinxuit | Ténnguyénligu |  LCUCNUaR |y oo s san xudt Djachicosysan | Lojnuoc sin
Tén thudc 3 £ e : £ : £ chat lugng cua o : P xuat nguyén
i luu hanh thuoe | giay dang ky thuoce lam thuoc s nguyén liéu xuat nguyén liéu i
: nguyén liéu liéu
luu hanh
District - 502 325,
Andhra Pradesh
Atm?vastatm DSM Sinochem Bhai Mohan Smgh
CA N USP38 | Pharmaceutical India | 2835 Toansa, Distt. India
(Atorvastatin : i Nawanshahr 144 533,
; { Private Limited :
calcium trihydrate Punjab
FheSiang Haisen Liushi Street PC
13.| Sucrahasan® | VD-19187-13 | 19062018 | SOng Y TNHHHa o\ oy USP38 | Pharmaceutical Co,, | 322104 Dongyang, China
san - Dermapharm Lid Zhejiang Province,
' China
I];Iil:)l::u(;:anules- 122 Yangwan road
: China-448000 ;
) % Pharmaceutical Co., : . . China
Cong ty c6 phan Lid. I ingmen Clty_, Hubei
14.| Tbuprofen ¥ | VD-22478-15 | 26/05/20120 | dugc pham Khédnh | Ibuprofen USP 38 Province, China
Hoa
; 45-16 Ramsey road,
BoeSeiences. USA. | srstapeny 11067, USA
USA
: Cong ty ¢b phin xuét s Yangzhou Liberty 22, Yangli Road, :
15.| DOYYEN | vD2g382-17 | 19/09/2022 | nhp khiuy é R EP9.0 | Pharmaceutical Co., | Yangzhou, Jiangsu, China
& DOMESCO 4 Lt China.
Camino Viejo de
Derivados Quimicos | Pliego, S/N 30820 Spai
o 5 5 S Sau (Spain) Alcantarilla, Murcia, pain
16.| hafenthyl 300 | vy 93330-15 | 09/09/2020 | COnE WY - Fenofibrat EP 8.0 Spain
: san-Dermapharm : T
Via benvenuto Cellini
Olon S.p.A 20, 20090 Segrate, Ttaly

02 B$ sung nha san xudt duoc chat Sucralfat theo cong vin ) 5561/QLD-PK ngay 30/03/2018 ctua Cuc Quan ly Dugc
1) B sung co s san xut dugc chat, thay d6i tiéu chuan dugc chit theo cong van s6 9403/QLD-PK ngay 28/05/2018 cuia Cuc Quan ly Dugce
U9 Thay d6i tiéu chuin chat luong duge chat theo cong van so 10364/QLD-DK ngay 05/06/2018 cua Cuc Quan Iy Duoc;
19 B sung co s& san xuat dugc chat, thay ddi tiéu chuan chat luong duge chit theo cong vian s6 5650/QLD-PK ngay 30/03/2018 cua Cuc Quan ly Duge

4




