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

s6: /1269 JQLD-DK Ha Néi, ngay.77 thdang 04 ndam 2018
V/v cong b6 danh muc nguyén liéu
dugc chat lam thudc khong phai thuc
hién cip phép nhap khau cua thube
trong nude di dugc cip SPK

Kinh gui: Céc co sd dang ky, san xuat thudc trong nudec.

Cin cir Luat duge s6 105/2016/QH13 ngay 06/4/2016;
Céan cir Nghi dinh 54/2017/ND-CP ngay 08/5/2017,

Céan cr cong vin so 15292/QLD-DBK ngay 27/09/2017 cua Cyc Quan ly Dugce vé
vi¢c thay d6i co s& san xuét dugc chat, tiéu chuén chat lugng dugce chit:

Cian ctr cong van sé 8302/QLD-PK ngay 16/06/2017 ciia Cuc Quan ly Dugc vé
vigc thay d6i tiéu chuan duqc cha‘it bo sung co so san xuat duogc chz‘it

Cén cir cong vin sb 8281/QLD-DK, ngay 16/06/2017cua Cuc Quan ly Dugc vé
vi¢c thay d6i tiéu chuan duqc chat bo sung co sO san xuat dugc chat;

Cian clr cong van sb 8225/QLD-DK, ngay 15/06/2017cua Cyc Quan ly Dugc vé
vigce thay doi tiéu chuan duqc chét, b6 sung co so san xuét dugce chat;

Cén cr cong van ) 3183/QLD-DK ngay17/03/2017 cua Cuc Quan ly Dugc vé viée
thay déi tiéu chuan dugc chat, co s¢ san xuét dugc chat;

Can cir cong véin sO 2931/QLD-DK ngay14/03/2017 cua Cuc Quan ly Dugc vé viée
thay d6i tiéu chuan dugc chét, co s& san xuit duge chit;

Cian cir cong vin s6 7319/QLD-DK ngay 25/05/2017 cua Cyc Quan ly Dugc ve
viéc thay doi tiéu chuén duqc chét, co s& san xuit duge chat;

Can cr cong vin sb 10005/QLD-BK ngay 14/07/2017 cua Cuc Quan ly Dugc vé
viéc thay d6i tiéu chuan duqc chit, b6 sung co s& san xuat dugc chét;

Cén ¢ cong vin s 12624/QLD-DK ngay 21/08/2017 cia Cuc Quan 1y Dugc vé
viéc thay doi tiéu chuin duqc chat, bd sung co s& san xuét duge chat;

Cin cir cong vin s6 131 16/QLD-DK ngay 28/08/2017 cia Cuc Quan ly Dugc vé
viéc thay d6i tiéu chuén dll'()’C chal bo sung co s san XUAt duoc chat

Cin cir cong vin sb 12622/QLD bK ngay 21/08/2017 cua Cuc Quan ly Dugc vé
viéc thay ddi tiéu chuin dugce chat, bd sung co sO san xuét dugc chat;

Cén cir cong van sb 14577/QLD-DK, ngay 18/09/2017 cua Cyc Quén ly Dugc vé
viéc thay ddi tiéu chudn du’qc chat, bé sung co so san xuat dugc chat;

Cin cir cong vin s6 912/QLD-PK, ngay 06/02/2017 ctia Cuc Quan 1y Duge ve viéc
bd sung co s& san xuat du‘qc chat;

Can cir cong van so 13900/QLD-DK ngay 08/09/2017cua Cuc Quan ly Dugc vé
viéc thay ddi co s san xudt dugc chat;

Can cr cong van sO 717/QLD-DK ngay 24/01/2017cua Cuc Quan ly Dugce vé viée
b sung co s& san xuat dugc chét;

Cén clr cong vin s6 5444/QLD-DK ngay 24/04/2017 cua Cuc Quan 1y Duge vé
vigc thay doi tiéu chuan duqc chét b6 sung co SO san xuat dugc chat;

Cin cir cong van sb 5445/QLD-DK ngay 24/04/2017 cua Cyc Quan ly Dugc ve
viéc thay d6i tiéu chuan duoc chét, bd sung co sO san xuét duge chat;




Cin ctr cong vin sb 11052/QLD-bK ngay 31/07/2017 cia Cuc Quan ly Dugc vé
viéc thay dbi tiéu chuan dugc chét, co s¢ san xudt dugc chét;

Cin cir cong van sb 11087/QLD-BK ngay 31/07/2017 cua Cuc Quén ly Dugc vé
viéc thay doi tiéu chuan dugc chit, co so san xuat dugc chat;

Can cir cong van s6 2975/QLD-bK ngay 14/03/2017 cua Cuc Quan ly Dugc veé
viée thay doi tiéu chuan dugc chat, co sd san xuit dugce chat;

Cin ctr cong vin sd 2930/QLD-DK ngay 14/03/2017 cua Cyc Quan ly Dugc vé
viée thay d6i tiéu chuin duoc chat, co s& san xuét duge chat;

Cin clr cong vin sb 2884/QLD PK ngay 14/03/2017 cua Cuc Quan ly Dugc ve
viée thay d6i tiéu chuin dugc chét, co s& san xudt duoc chit;

Can cilr cong van s6 2949/QLD-PK ngay 14/03/2017 vé viéc thay doi tiéu chuén
dugc chat, co so san xuat dugc chat;

Cin ctr cong vin so 15237/QLD-DK ngay 27/09/2017 cua Cuc Quén 1y Duogc vé
viéc thay doi tiéu chuan duogc chat;

Can ctr cong van sb 3635/QLD-DK ngay 27/03/2017 cua Cyc Quan ly Duoc vé
viéc thay doi tiéu chuan duoc chat, co s¢ san xuat dugc chat;

Cin cir cong vin sb 14593/QLD-DK ngay 18/09/2017 cua Cuc Quan ly Dugc veé
viéc thay ddi tiéu chuan duoc chét, co s¢ san xuét duoc chét;

Can cu cong van so 15912/QLD-BK ngay 09/10/2017 cua Cuc Quan ly Dugc vé
viée thay d6i co so san xuat duoc chat, cip nhat tiéu chudn chit luong duoc chat;

Cén ct cong vin sd 18245/QLD-PK ngay 07/11/2017 cia Cuc Quan ly Dugc vé
viéc thay ddi tiéu chuan chit luong dugc chét;

Cuc Quan ly Dugc thong bao:

Cong bb Danh muc nguyén li¢u dugce chat 1am thudc dé san xuat thude theo hd so
dang ky thuoc da co glay ding ky lwu hanh thudc tai Viét Nam dugc phép nhap khau
khong yéu cau phai c¢6 gidy phép nhap khau theo Danh myc dinh kém cong vin nay.

Danh muyc nguyén li¢u lam thudc dwgc cong bd néu trén ddng tai trén trang thong
tin dién tir cua Cuc Quan ly Dugc tai dia chi: www.dav.gov.vn.

Cuc Quan Iy Dugc thong bao dé cac cong ty san xudt biét va thuc hién.

ng; nhén: TUQ. CUC TRUONG
- Nhu trén; L4 ey 3 ~ ’ x
- TT. Trwong Qudc Cuong (de b/c); PHO T x GNG}B{&IONG PANG KY THUOC

- Téng Cuc Hai Quan (de phéi hop);

- Cac Pho Cyc trudng (dé blc);

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

- Luu: VT, BK.

P6 Minh Hung




DANH MUC NGUYEN LIEU DUGC 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 van sé: A€ /QLD-PK ngay 7 thang 07 ném 2018 ciia Cuc Quan Iy Dugc)

- & N’.g,.ﬁy hét :lé; Té e Tén nwrdc
S6 gidy diing i h{c Tén co'sé'san | Tén nguyén liéu lam i NCOSUSAN | pia chi co si sin xuit nguyén | san xuét
STT | Tén thube ky lru hanh | céia gidy £ o chit lwgng | xuét nguyén ! i A
X - 4 xuat thuoc thuoe iy 24 liéu nguyén
thuoc ding ky nguyen liéu Tidu
luu hanh liéu
Cong ty cb phin g‘;f”";iﬁmn No.3 Tianfu Road, Daxing Bio-
Amfaneo VD-19315-13 | 10/09/2018 | dugc phdm Alphachymotrypsin BP 2015 Biojﬁ'ech Co medicine Industry Park, Beijing, China
Ampharco U.S.A E China. 102609
1. Ltd
Mochs Poligono Rubi Sur — César
Martinell I Brunet, 12A 08191 Spain
. T Catalana, S.L ,
Cong ty c6 phan Rubi — Barcelona
Disicar 20 @ VD-23504-15 | 17/12/2020 dugc phim Telmisartan USP 38 Survey No. 10, LD.A.,
Ampharco U.S.A Hetero Labs Gaddapotharam, Jinnaram India
Limited Mandal, Medak District Andhra
2. Pradesh, India.
Mochs Pollg_ono Rubi Sur — César _
Martinell I Brunet, 12A 08191 Spain
o Catalana, S.L ;
Céng ty cé phin Rubi — Barcelona
3. | Disicar 40 @ VD-23505-15 | 17/12/2020 dugc pham Telmisartan USP 38 Survey No. 10, LD.A.,
Ampharco U.S.A Hetero Labs Gaddapotharam, Jinnaram India
Limited Mandal, Medak District Andhra
Pradesh, India.
Modkis Poligono Rubi Sur — César
b Martinell I Brunet, 12A 08191 Spain
% x A atalana, S.L 2
Cong ty co zphan Rubi — Barcelona
4. | Disicar 80 @ VD-23506-15 | 17/12/2020 dugc phdm | Telmisartan USP 38 Survey No. 10, LD A,
Ampharco U.S.A Hetero Labs Gaddapotharam, Jinnaram India
Limited Mandal, Medak District Andhra
Pradesh, India.
Cong ty cd ph:;“m Zhejiang Tianyu | Jiangkou Development Zone,
Irsatim 150 © VD:23507-13 | '17/12/2020 dugc pham Irbesartan USP 39 Pharmaceutical | Huangyan District, Taizhou China
5 Ampharco U.S.A Co., Ltd. City, Zhejiang Province, China.
. Cbng ty c6 phan Zhejiang Tianyu | Jiangkou Development Zone,
6. | Irsatim 300 VD-23508-15 | 17/12/2020 | dugc phim Irbesartan USP 39 | Pharmaceutical | Huangyan District, Taizhou China
Ampharco U.S.A Co., Ltd. City, Zhejiang Province, China.
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. _ % Cong ty ¢b phin Zhejiang Tianyu | Jiangkou Development Zone,
19. }];Ls;asartlm L VAR | SHIBE0D dugc phim Irbesartan USP 39 | Pharmaceutical | Huangyan District, Taizhou China
Ampharco U.S.A Co., Ltd. City, Zhejiang Province, China.
U sy Cong ty cé‘phé‘in Zhejiang Tianyu | Jiangkou Development Zone,
20, sasg)um RS dugce pham Irbesartan USP 39 Pharmaceutical | Huangyan District, Taizhou China
1 VD-22116-15 | 09/02/2020 | Ampharco U.S.A Co., Ltd. City, Zhejiang Province, China,
Zhejiang Tianyu | Jiangkou Development Zone,
L Irbesartan USP 39 Pharmaceutical | Huangyan District, Taizhou China
Uiagaitis gl VD-22117-15 | 09/02/2020 | Cong ty cd phan Co., Ltd. City, Zhejiang Province, China.
21; 300 @ duoc phim ="
Ampharco U.S.A angzhou Ko, 518 Laodon
. ; L g east road, ;
Hydrochlorothiazide EP 8.0 Pharmaceutical Changzhou, Jiangsu, CHINA China
Factory
N PR Beijing : : ;
i . Cong ty co phan u No.3 Tianfu Road, Daxing Bio-
22. | Usatrypsin @2 VIRIRI6I-10: | HA2E0IN dwgc phim Alphachymotrypsin BP 2015 gfﬁa;;ag?m medicine Industry Park, Beijing, China
Ampharco U.S.A Ltd - China. 102609
B 2 Beijing : : .
; . B Cong ty o phan y No.3 Tianfu Road, Daxing Bio-
53, | Usatrypsinfort | VD-20664-14 | 12/06/2019 | ™ '8 46 | Alphachymotrypsin | BP2015 | Seyvamtianrum | 4 ine Industry Park, Beijing, | China
@) Bio-Tech Co., ;
Ampharco U.S.A Ltd China. 102609
Fine Chemicals Business Unit —
19 Pelplinska
.| Alendronate sodium Polpharma SA | £3 200 Starogard Gdanski, Folked
Maxxwomen | YD-22807-15 | 09/09/2020 Congty coaphan trihydrate Poland
24, 24) dugc pham ! USP 38
capsule Ampharco US.A (Alendronat natri T-108/109, MIDC, Tarapur,
o trihydrat) JPN Pharma Pvt | Boisar, Tal. Palghar, Dist. Indi
Ltd Palghar - 401 506, Maharashtra, o
India.
i Fexobigding Glenmark House, 3rd Floor,
allerz 180 VD-21819-14 | 08/12/2019 | Congty co phan T Glenmark HDO Corporate Bldg
25. gss)'a ee dugc pham Y ; di USP 38 | pharmaceuticals | A Wing, B.D. Sawant Rd. India
Ampharco U.S.A 1(1F Z};O ehrlla ]:; limited Chakala, Andheri (E), Mumbai
ydrochlorid) 400 099, Maharashtra, INDIA
Ghi chu:

(1).Thay dbi co s& san xuét dugc chit, tiéu chuin chét ]LrO‘ng dugc chat tai Céng vin so 15292/QLD-DPK ngay 27/09/2017 cia Cuc Quan ly Duoc;
(2). Thay d6i tiéu chuan duoc chiét, bd sung co s¢ san xuat dugc chit tai Cong vin sc 8302/QLD-BK ngay 16/06/2017 cua Cuc Quan ly Dugc;

(3). Thay ddi tiéu chuin dugc chét bd sung co s& san xuat dugc chét tai Cong vin 50 8281/QLD-PK, ngay 16/06/2017ctia Cuc Quén 1y Dugc
(4). Thay dbi tiéu chuén dugc chét, bd sung co s& san XuAt duge chit tai Cong véin sb 8225/QLD-PK, ngiy 15/06/2017¢cta Cyuc Quén 1y

(5). Thay dbi tiéu chun dugc chit, co s& san xut duge chit tai Cong vin s6 3183/QLD-DK ngay17/03/2017 cia Cyc Quan 1y Duge

L&

7




(6). Thay ddi tiéu chudn dugc chat, co s& sin xuat dugc chit tai cong van s6 2931/QLD-PK ngay14/03/2017 ciia Cuc Quin Iy Duge

(7). Thay bi tiéu chuin duoc chét, bd sung co & sin xuat duge chét tai Cong vin s6 10005/QLD-PK ngay 14/07/2017 cia Cuc Quén 1y Dugc
(8). Thay ddi tiéu chuin dwoc chét, bd sung co s& sén xudt dugc chét tai cong van s6 12624/QLD-PK ngay 21/08/2017 ctia Cuc Quan 1y Dugc
(9).Thay déi tiéu chuin duoc chét, bd sung co s& sin xuit dugc chit tai cong vin s6 13116/QLD-DK ngay 28/08/2017 cia Cyc Quén 1y Duge
(10). Thay dbi tiéu chuén dugc chét, bd sung co s& san xuat dugc chét tai cong vin s6 12622/QLD-DPK ngay 21/08/2017 ctia Cuc Quan ly Duoc
(11). Thay ddi tiéu chuén dugc chat, bd sung co s& san xuat dwrgc chit tai cong van s 14577/QLD-PK, ngay 18/09/2017 cia Cuc Quén 1y Duge
(12). B sung co s& san xuét dugc chét tai cong van s6 912/QLD-PK, ngay 06/02/2017 ciia Cyc Quén 1y Dugc

(13). Thay ddi co s& san xufit dugc chét tai cong vin s6 13900/QLD-DK ngay 08/09/2017ciia Cyc Quan ly Duge

(14). Thay dbi tiéu chuin duoc chét, bd sung co s& san xuét dugc chét tai cong van so 5444/QLD-DK ngdy 24/04/2017 clia Cuc Quén ly Duge
(15). Thay ddi tiéu chudn dwoc chat, bd sung co sé san xuit dugc chit tai cong vén s 5445/QLD-DK ngdy 24/04/2017 ciia Cuc Quan 1y Dugc
(16). Thay i tiéu chudn dwogc chét, co s& san xuit duge chit tai cong van sb 11052/QLD-DK ngay 31/07/2017 cia Cyc Quin Iy Duge

(17). Thay i tiéu chuin duoc chét, co s& san xuit duge chit tai cong vin s 11087/QLD-PK ngay 31/07/2017 cia Cuc Quan 1y Duge

(18). Thay dbi tiéu chuin duoc chét, co s& san xult dugc chit tai cong vin sb 2975/QLD-PK ngay 14/03/2017 ciia Cuc Quéan 1y Duoc

(19). Thay i tiéu chuin dwoc chét, co s& san xuit dugc chit tai cong van s 2930/QLD-PK ngay 14/03/2017 ctia Cuc Quén 1y Duge

(20). Thay i tiéu chuan duoc chét, co s& san xuit duge cht tai cong van sb 2884/QLD-DK ngay 14/03/2017 ctia Cuc Quén 1y Dugc

(21). Thay déi tiéu chudn duge chat, co s& san xuét dugc chit tai cong vin sé 2949/QLD-PK ngay 14/03/2017 clia Cyc Quan 1y Dugc; thay ddi tiéu chudn duge chit tai cong vin s6
15237/QLD-PK ngay 27/09/2017 ctia Cuc Quan Iy Dugc

(22). Thay d3i tiéu chuén dugc chit, co s& san xudt dugc chat tai cong van s6 14593/QLD-PK ngay 18/09/2017 clia Cuc Quan Iy Duge

(23). Thay dbi tiéu chuén duoc chét, co s& san xut duge chit tai cong van s6 14573/QLD-DK ngay 18/09/2017 cia Cuc Quén Iy Duge

(24). Thay dbi co s san xuét duoc chét, cip nhit tiéu chuin chat lugng duge chit tai cong van s6 15912/QLD-PK ngy 09/10/2017 ctia Cuc Quan 1y Duoc;
(25). Thay dbi tiéu chuan chét lrong dugc chét tai cong van s6 18245/QLD-DK ngiy 07/11/2017 ciia Cuc Quén 1y Duge.



