BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc lap - Tu do - Hanh phiic

56:3090 /QLD-DK Ha N6i, ngay pg thdng o ndm 2018
V/v cdng bé danh myc nguyén liéu
duge chat lam thudc khong phai thuc
hién cép phép nhap khau cia thude
trong nudce d3 dwoc cip SPK.

Kinh gtri: Cac co s¢ dang ky, san xuat thudc trong nudec.

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

Cén c1r cong van so 22483/QLD-BK ngay 29/12/2017 cia Cuc Quan ly Dugc vé
viéc bo sung co s& san xuét dugc chét, cap nhat tiéu chuan chét lrong dugc chiat;

Cin ctr ¢éng vin s6 22481/QLD-PK ngay 29/12/2017 cua Cuc Quan ly Dugc vé
viéc thay dbi tén thudc, bd sung co so san xuat duge chit, cdp nhat tidu chuin chit
lwgng duoc chat;

Cén cir cong van s6 21413/QLD-DK ngay 18/12/2017 cia Cuc Quan ly Dugc ve
viéc thay doi tén, dia chi co s& san xuat dugc chat;

Cén cir cong vin sb 22480/QLD-DK ngay 29/12/2017 cua Cyc Quan ly Duge vé
viéc cap nhat dia chi co s& san xuét dugce chét, cap nhét tidu chuan chit lugng dugc
chét;

Cin cir cdng vin sd 10154/QLD-DK ngay 17/07/2017 ctia Cuc Quan ly Duoc vé
viéc thay dbi tiéu chudn chét luo’ng duge chét; cong vin sb 22106/QLD-DK ngay
26/12/2017 ciia Cuc Quén 1y Duge vé viée thay dbi tén nha san xuét duge chét;

Cin clr cong van sé 17913/QLD-PK ngay 03/11/2017 cia Cuc Quan ly Dugc vé
viéc thay dbi co s& san xudt dugc chit Paracetamol, tiéu chuan duoc chét, t4 duge, cip
nhit lai tén, dia chi co s& san xuit dugc chit Phenylephrin hydroclorid va
Chlorpheniramin maleat;

Can cir cong van sd 20281/QLD-bK ngay 01/12/2017 caa Cuc Quan Iy Dugc vé
viéc thay dbi tén, dia chi co s& san xuét dugc chét, cAp nhat tiéu chudn dugc chét, ta
duoc;

Can cir cong van s6 20141/QLD-BK ngay 01/12/2017 cia Cuc Quan ly Dugc vé
viéc thay dbi co s¢ san xuit duge chit;

Can cir cong vién 50'21527/QI_1D-DK ngay 19/12/2017 cha Cuc Quan ly Dugc vé
viéc thay d6i co s& san xuat duoc chat;

Cuc Quén ly Duge théng bao:

Cong bd Danh muc nguyén liéu duge chat lam thube dé san xuét thudc theo hd
so dang ky thudc da co gidy dang ky luu hanh thudc tai Viét Nam dugc phép nhép
khau khéng yéu céu phai c6 gidy phép nhap khéu theo Danh muc dinh kém cong vin
nay.
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Danh muc nguyén liéu lam thudc dugc cong bd néu trén ding tai trén trang
thong tin dién tir cua Cuc Quan ly Dugc tai dia chi: www.dav.gov.vn.

Cuc Quan 1y Duoc thong bao dé cac cbng ty san xuat biét va thyc hién.

Noi nhdn: TUQ. CUC TRUONG

- Nhur trén; G 2

- TT. Truong Quéc Cudng (dé blc); TRUONG O ANG KY THUOC
- Téng Cuc Hai Quan (dé phdi hop); P
- Cac Pho Cuc trudng {dé b/c);

- Website Cuc QLD;

- Luu: VT, BK (Bi).

e€n Huy Hung
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DANH MUC NGUYEN LIEU DUQC CHAT LAM THUOC DUQIC PHEP NHAP KHAU KHONG YEU CAU PHAI CO GIAY PHEP

NHAP KHAU DE SAN XUAT THEO HO S0 DANG KY THUOC TRONG NUGC
DA DUQC CAP SO DANG KY LUU HANH TAI VIET NAM

(Ban hanh kém theo cng vin 56 3090 /QLD-DK ngdy 09 thang0p_nam 2018 ciia Cuc Qudn Iy Duegr)
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STT

Tén thube

S gidy ding
ky lwu hinh
thufic

Naiy hét
hiéu Irc el
gidy ding
ky lru hinh

Tén co sir sin
xuit thudc

Tén nguyén ligu
fam thude

Tiéu
chudn
chat hrgng
cua
nguyén
liéu

Tén co i sin xudt
nguyén lidu

Dia chi o' sé sin xudt
nguyén liu

Tén nude
sin xudt
nguyén

liéu

GMP: KarlstraPe 15-39, 42-
44, 32423 Minden, Germany.

Clorpheniramin
maleat
(Chlorpheniramine
maleate)

BP 2013

Supriya Lifescience
Ltd 1]

- Dia chi vén phong: 207/208
Udyog Bhavan, Sonavala
Road, Goregoan (East),
Mumbai-400 063,
Maharaghtra, India

- Dia chi nhd my: A-5/2, Lote

Parshuram Industrial Area,
M.ID.C, Tal-Khed, Dist-
Ratnagiri 415722 Maharashtra
State, India.

India

Alimazin 5 mg
vl

VD-23569-15

171272020

Céng ty CPDP
Imexpharm

Trimeprazin tarirat
{Alimemazine
tartrate)

BP 2016

Sanofi Chimie

45 Chemin de Meteline BP15,
04201 Sisteron Cedex, France

France

Valsartan 80
mg ®

VD-27909-17

19/09/2022

Céng ty CPDP

Tmexpharm

Valsartan

USP 36

Alembic
Pharmaceuticals
Lid.

- Bia chi viin phing: Alembic
Road, Vadodara-390003,
Tndia.

- Dia chi nhi may: Vill.
Panelav, P.0. Tajpura, Tal.
Halol, Dist. Panchmahal, Pin
No.: 389 350, India, ®

India

Zobacta 33758

VD-25700-16

15/11/2021

Chi nhanh 3 -

Cong ty CPDP
Imexpharm tai
Binh Duong

Piperacillin sodium
+Tazobactam
sodium sterile (8:1)

TCCS

FRESENIUS KABI
iPSUM S22

- Dia chi cong ty: Piazza
Maestri del Lavoro, 7-20063
Cernusco S.N. - Milano -
Italy.

- Dia chi nhi may:
+Via San Leonardo 23 -
45010 Villadose (RO), Italy
+Via A, Boito, 13, 20053
Taccona di Muggio (MB),
Italy
+ Loc. Masserie Armieri,
86077 Pozilli (15), Ttaly

Italy

Thubic ho nguti
lén OPC

VD-25224-16

05/09/2021

Congty cb phin
Durge pham
OpPC

Cineol

DBVN IV

Jiangsu Dahua
Pharmaceutical Co.,
Ltd. (10

B-082 New Century City
Garden, No. 71, Huaihai East
RD., Huaian Jiangsu, China.

China.
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STT | Tén thube ke ru hioh hiég lyccia | Tén ‘w $6 Evu‘m Tén uguyéll liéu chét !trqrng Tén co s sin xuét Dia chi ¢o s& sin xuit sin xudt
thube giay dang |  xuat thuoc 1am thudc ciia nguyén ligu nguyén ligu nguyén
ky lru hanh nguyén ligu
liu
; 5 i Jiangsu Dahua B-082 New Century City
: . Cong ty ¢6 phan : %
| Tochow | ynoineis | 203002t | Duepbim | Cneol | DpvNiy | PremaceuoalCo, | Garden, No. 71, uaalEast | -y
em OPC OPC L. . RD., Huaian Jiangsu, China.

Ghi chu:

(1). BS sung ¢0 0 sén xuit duge chét, cip nhit tiéu chudn chét hwong duge chit tal cong vin 50 0 22483/QLD-DK ngay 29/12/2017 cia Cye Qudn Ly Dugc ;

(2). Thay ddi tén thudc, b0 sung oo s& sin xuat duge cht, cap nhat tiéu chudn cht huong duoe chét tai cong vin s6 2248 1/QLD-DK ngay 29/12/2017 cita Cuc Quin I
Durge;

(3). Thay di tén, dia chi c0' 80 sin xudt durge chit tai cdng vin 6 21413/QLD DK ngay 18/12/2017 cuia Cuc Quén Ly Duge;

(4). Thay di co 56 san xuat duge chal tiéu chuan chat lugng dugc chit tai cong van s6 22504/QLD-DK ngay 29/12/2017 cia Cuc Quén 1y Duge;

(5). Bd sung ¢o 8 san xuat duge chat, thay doi tiéu chudn chat hrgng duge chil tai cong vin s0 1736/QLD-BX ngdy 24/01/2018 ciia Cyc Quan 1§ Duge;

(6). Thay i ca 6 san xudt duge chét Paracetamol, tiéu chudn dirge chit, 4 droc, cip nhit la tén, dia chi co's6'sin xudt duge chit Phenylephrin hydroclorid va
Chlorpheniramin maleat tal cong vin so 17913/QLD-BK ngay 03/11/2017 cia Cyc Quan Iy Dugc

(7). Thay 161 tén, dia chi co s6 sin xudt duge chat, cdp nhdt tiéu chudn duge chét, t duge theo cong vin s6 20281/QLD-DK ngiy 01/12/2017 cita Cuc Quan 1y Dugc;
(8). Bd sung dia chi co 56 san xuit duge chit theo ho so Notification;

(9). Thay d0i tén co's& sin xut dge chit heo 16 so Notification;

(10). Thay dm o0 50 sin xuat dugc cht tai cdng vin so 20141/QLD-BK ngay 0111212017 ciia Cyc Quén 1y Duge;

(11).Thay d6i co s6r sin xuét duoc chét tai cong vin s 21527/QLD-DK ngay 19/12/2017 cia Cyc Quén ly Duge ;
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