BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pjc lap - Tuw do - Hanh phic

Sé:/{ 9¢50 /QLD-BK Ha No¢i, ngay ()3 thang () nam 2018

V/v cong bd danh muc nguyén liéu
duogc chat 1am thudc khong phai thuc
hién cip phép nhap khiu cia thube
trong nudc da duge cip SPK

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

~ Can cu Luat dugc s6 105/2016/QH13 ngay 06/4/2016;
Can cur Nghi dinh 54/2017/ND-CP ngay 08/5/2017,

Cin ¢t cac hd so thay ddi, bd sung thude trong nudc da c6 gidy ding ky luu
hanh d4 dwoc Cuc Quan Iy Duoc phé duyét ndi dung thay ddi, bd sung;

Theo d& nghi cong bd nguyén lidu tai vin thu 703/DHG-RA ngay 20/09/2018
ctia Cong ty CP dugc Hau Giang; Vin thu s6 982/CV-DK/DMC ngay 22/08/2018 va
van thu s s6 981/CV-DK/DMC ngay 22/08/2018 ctia Cong ty cd phan xuat nhap
khiu y té Domesco; Vin thu sb 14/2018/CBNL-HS ngay 13/09/2018 clia Cong ty
TNHH Hasan-Dermapharm; Vin thu s 720/DKT-TRA ngay 25/09/2018 ctia Cong
cb phan Traphaco,

Cuc Quan ly Dugc thdong béo:

‘ Cong bd anh muc nguyén liéu dugc chét lém thudc dé san xuit thude thgo
ho so dang ky thuoc da c6 gidy dang ky luu hanh thudc tai Viét Nam dugc nhép khau
khong phai thuc hién cap phép nhap khau theo Danh muc dinh kém cong van nay.

Danh muc nguyén liéu 1am thubc duoc cong bd néu trén ding tai trén trang
thong tin dién tr cia Cuc Quan 1y Duogc tai dia chi: www.dav.gov.vn.

Cuc Quan 1y Duoc thong bao dé cac cong ty san xuat biét va thyc hién.
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DANH MUC
NGUYEN LIEU DUQC CHAT DE SAN XUAT THUOC THEO HO SO PANG KY THUOC PA
CO GIAY PANG KY LUU HANH THUOC TAI VIET NAM PUQC NHAP KHAU

KHONG PHAI THU'C HIEN VIEC CAP PHEP NHAP KHAU

(Ban hanh kem theo cong van so”'./ 9980 IQLD-DK ngay o3 thang (onam 2018 ciia Cuc Quan Iy Dugc)

S gidy dan Ngiy het « Tiéu chuén : Tén nudc
ST A £  glay cang hiéu luc ctia | Tén co s& san xuat Tén nguyén liéu £ . Tén co so san Dia chi co sd san xuat % z
Tén thudc ky luu hanh e ; £ s % chat luong cta X iy e san xuat
T £ giay dang ky thudc lam thudc 2 xuat nguyén liéu nguyén liéu S
thudc g nguyén li¢u nguyén liéu
luu hanh
Works: Unit-1, 198-202
New Industrial Area No.2,
Mandideep-462046,
District: Raisen [M.P],
Céng ty cé phan Lupin Limited India. India
duge Hau Giang - St Corporate Ofﬁce:‘ 159,
1. | Hapenxin capsules ® | VD-23382-15 | 09/09/2020 | Chi nhanh nha méy i BP 2015 CS.T.Road, Kalina,
duoc pham DHG Y/ Santacruz (Eagt), Mumbai
tai Hau Giang. - 400 098, India.
DSM Sinochem | Calle Ripolles, 2 Poligono
Pharmaceuticals | Industrial Urvasa, Sta it
Spain, S.A. Perpetua de Mogoda, P
08130 Barcelona, Spain
21 SY No. 10/B
Cong ty Co phan : ’ :
2. | Cinnarizin25 mg® | VD-19144-13 | 19/06/2019 | XultnhapkhduY |  Cinnarizine g gyyy | SRR ) Gedepatad Vlaze, INDIA
X Pvt. Limited Jinnaram Mandal, Medak
t¢ DOMESCO s :
Distric. A.P, India
Amoxicillin DSM Sinochem ?g:;i\:og?:tt&ngh Nager;
5 T trihydrate BP 2017 Pharmaceuticals 2 . INDIA
Ofmantine-D: o CB i compacted India Pvt. Ltd Nammnstoihn, Puigah
3| gos e o® | VD-22308-15 | 09/02/2020 | Xuét nhdp khdu Y ’ ' 144533 India
Hg t¢ DOMESCO Potassium Sandoz Industrial Corso Verona. 165. 38068
Clavulanate: Avicel BP 2016 Products SpA, i 2 ITALY
Ttaly Rovereto (Trento), Italy

® Piéu chinh dia chi nha san xuit dugc ghét, bd sung nha san xudt dugc chét, ¢
Iy Duoc; thay doi tén co s¢ san xuat thude theo cong véan s6 6925/QLD-DK nga
@ Bo sung co s& san xuat dugc chat theo cong van s6 1924/QLD-DK ngay 25/01/

® B$ sung co s& san xuit dugc chét theo cong vin s6 14289/QLD-DK ngay 25/07/20 ic Quan 1y Duoc




Ngay hét

ST 2 £ So, and d‘ang hiéu luc ciia | Tén co s& san xudt Tén nguyén liéu T;‘e“ chuanﬁ Tén co s& san Pia chi co sd san xuét T<::n nu?c
Tén thude ky luu hanh P , £ < £ chat luong cta £ e St san xuat
T £ gidy dang ky thudce lam thudce 5 T xuat nguyén liéu nguyén liéu i
thuoc ; nguyén liéu nguyén liéu
luu hanh
K-57, M.1.D.C, Tarapur,
P16 Trichem Life Boisar. Dist. Palghar- India
Cong ty TNHH Ha Trimetazidin Sciences Limited | 401506, Maharashtra,
() 8 = ¥
4. | Vashasan MR VD-23333-15 09/02/2020 o, dibgiroibrid Yol
. Via Vaditis 5, 03010
B Chemit B4 Patrica (Frosinone), Italy Tsly
Vitamin B1 s Postfach 1145 D-79629
S DSM Nutritional
. (Thlamlr_l BP 2014 BrocusisEiahd Grenzach-Wyhlen, Germany
ydroclorid) Germany
) Vitamin B6 s Postfach 1145 D-79629
Cong ty TNHH (Pyridoxin ppgnis | DooADmtoml | o e Genmany
5. | Carmanus © VD-27364-17 | 22/06/2022 TraphécAo Hung Tdeoolorid) FrodnatsOmiot | ey
én
Lonza Guangzhou
_— Nansha Ltd gia | 68, Huangge Dadaobei,
(;I’i‘ézrt?:;ri‘%) BP 2014 cng choDSM | Nansha District, China
Nutritional Guangzhou 511455, China
Products Ltd

@ BH sung co ¢ san xuét duoc chét, thay doi tiéu chudn chét lwong duoc chat theo cong vin s 16851/QLD-DK ngay 31/08/2018 cua Cuc Quan ly Dugce
® Thay dbi tén va cach ghi dia chi co s6 sdn xuat duoc chét theo cong vin s6 17777/QLD-DK ngay 18/09/2018 ctia Cuc Quan 1y Dugc; Thay d6i dia diém san xuat thudc, cap nhat tiéu
chuén cht luong dugc chit theo cong vin $6 17951/QLD-DK ngay 03/11/2017 ctia Cuc Quan 1y Duoc

.






