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

S6: %?5’7’/QLD*DK Ha Noi, ngay 03 thang 5 nam 2018
V/v cong b6 danh muc nguyén liéu
dugc chal lam thudc khdng phai thye
hién cap phép nhip khau ctia thudce
trong nudc da duge cip SPK.

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

Can ctr Luat duoc sb 105/2016/QH13 ngay 06/4/2016;
Can ctit Nghi dinh 54/2017/ND-CP ngay 08/5/2017,

Cin ¢t cac hd so thay ddi, bd sung thude trong nude di co glay dang ky luu
hanh da dugc Cyuc Quan ly Dugc phé duyét ndi dung thay ddi, bo sung; Theo dé
nghl cong bd nguyén lidu tai van thu so 33 8/DKT-TRA ngay 09/04/2018, van thu
s0 344/DKT-TRA ngay 09/04/2018 va van thu s6 345/PKT-TRA ngay 09/04/2018
cua Cong ty co phan Traphaco; Van thu s6 144/2018/DKT-DN ngay 16/04/2018
ctia Cong ty ¢6 phan dugc pham Imexpharm,

Cuc Quan ly Dugc thong béo:

Cong bd Danh muc nguyén li¢u duoc chét lam thudc dé san xuét thude theo
ho so dang ky thude di co giay dang ky luu hanh thude tai Viét Nam dugc nhap
khau khong phai thuc hién cip phép nhap khau theo Danh myc dinh kém cdng vén
nay.

Danh muc nguyén liéu lam thude duge cong bd néu trén ding tai trén trang
thong tin dién tir cua Cuc Quan ly Duoc tai dia chi: www.dav.gov.vn.

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

Nc:i nhdn: TUQ CU(; TRUGNG
- Nhur trén; PHO TRUONG PHONG

- CT. Vii Tuan Cudng (de b/c); v , P
- Tong Cuc Hai Quan (dé pho: hop); DPANG KY THUOC
‘ﬂﬂ'l’f?w--b!

- Website Cuc QLD; —
- Luu: VT, DK (Bi).
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DANH MUC
NGUYEN LIEU DUQC CHAT PE SAN XUAT THUOC THEO HO SO PANG 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 kem theo cong van 56: F15F

/OLD-DK ngay 0F thang 5~ nam 2018 cua Cuc Quan ly Duoc)
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Congty TNHH | . OLA, Sngapore Scionce Pak. | ¢
1. | Farel ™ VD-26454-17 06/02/2022 | Traphaco Hung | Dimethyl sulfoxid | USP 38 Arkema Pte.,Ltd (V § : Singapore
3 IT The Alpha, Singapore
Yén
117684
s - Cong ty TNHH : g
p. | Viennhuan oy 936017 | 22/06/2022 | Traphaco Humg | Bisacodyl peonia | DessElugmes: Ve RBERILRORGEL | semsg
trang Ovalax @ Ven Branch Lugano
DSM Nautritional
Vitamin B3 Products Lid gia | 39 pi Road, Haizhu .
5 (Nicotinamid) SRS cOng i nhimiy | it Guaneshou 510288 | €hind
Cong ty TNHH I Lonza Guangzhou ’ &
3. | Carmanus ® VD-27364-17 | 22/06/2022 | Traphaco Hung Ltd ®
Yén -
sy s 5 DSM Nutritional 5 .
Vitamin B5 (Calct Dairy Ayrshire Scotland
pantothenat) BP 2014 {I;roducts (UK) Ltd KA245]] UK
y Cong ty TNHH ; .
. £ =
4. | TrajordanCa™ | ypy 19716.12 | 17/10/2018 | Traphaco Humg | S USP 38 Caudan 26 R bl Camemenve; France
Yén glycerophosphat Lavirotte 69008 Lyon

() Thay ddi dia diém san xuét thudc, dinh chinh tén, dia chi nha san xuét dugce chét, cap nhat tiéu chuan chat lugng dugc chét tai Cong vin 50 4141/QLD-bK ngay 12/03/2018 cta Cuc

Quan ly Duoc;

@ Thay d6i dia diém san xudt thude, dinh chinh tén, dia chi nha san xuat dugc chat, cap nhat tiéu chuin chét lwvong dugc chit tai Cong van s6 15954/QLD-PK ngay 09/10/2017 cua Cuc

Quan 1y Dugc;

@ Thay d6i dia diém san xuét thudc, dinh chinh tén, dia chi nha san xuét dugc chat, cap nhat tidu chuin chat lugng duge chat tai Cong vin s6 17951/QLD-PK ngay 03/11/2017 cia Cuc

Quan ly Duoc;

4 Thay ddi dia diém san xuét thube, tén, dia chi nha san xuit dugc chit, cip nhat tiéu chuan chat luong dugc chat tai Cong vin s6 8872/QLD-DK ngay 26/06/2017 ctia Cuc Quan ly

Duoc;
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Ngay hét

Tiéu chuan
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i £ SO, glay d‘ang hiéu Iye cia | Tén co so sin Tén nguyén liéu | chit lwgng | Tén co sé sian xuit Dia chi co so san xuit T?n Mo
STT Tén thuoc ky luru hanh T g £ £ N £ £ - e hten sian xuat
£ giay ding xuat thuoe lam thuoc cua nguyén nguyén licu nguyén liéu Rt
thuoc ; : By a * # nguyén liéu
ky luu hanh liéu
](Eo;ghty TII:II?nH Acid NSX Givaudan - 56 Rue Paul Cazeneuve, France
Y]v:% Ii) A & glycerophosphoric Lavirotte ) 69008 Lyon,
Congty THHH V"?m".‘ - DSM Nutritional Postfach 1145, D79629
Traphaco Hung | (Thiamin BP 2014 Germany
. g Products GmbH Grenzach-Wyhlen
Yén hydroclorid)
Céngty TNHH | Vitamin B2 DSM Nutritional
Traphaco Hung | (Riboflavin natri BP 2014 Products France F-68 305 Saint-Louis Cedex France
Yén phosphate) SAS®
%);gh?c(:o Hun 2;'1322:;?]6 BP 2014 DSM Nutritional Postfach 1145, D79629 German
ap & I 3 Products GmbH ) | Grenzach-Wyhlen y
Yén hydroclorid)
DSM Nutritional
Cong ty TNHH | 00 nin PP Products Ltd (g1a | 39 131 1; Road, Haizhu .
b (Nicotinamid) [ CRE i ity District Guangzhou 510288 SEaE
Yén Lonza Guangzhou £z
Lid) @
Chngty THHE. | Nk Carl-Bosch-Str. 38, 67056
Traphaco Hung | (dl- Alpha BP 2014 . Germany
i Ludwigshafen
Yén Tocoferyl acetat) BASFSE @
Cong ty TNHH Vitamin B1 Marine Economic
Traphaco Hung e BP 2014 Jiangsu Brother Development Zone, Dafeng, China
e (Thiamin nitrat) Cho ) y
Yén Vitamins Co., Ltd ©® | Jiangsu
: ; Céng ty TNHH T Hebei Yuxing bio- | Xicheng district,ningjin
Amorvita Multi 5 Vitamin B12 el EAEmE e .
5.1 e VD-18073-12 | 20/12/2018 ir;]phaco Hung (Cranocsbalaning BP 2014 ﬁ?glneenng Co.,Ltd | county, hebei province china
Congdy TNEH | Vitantin b5 - Postfach 1145. D-79629
Traphaco Hung | (Pyridoxine BP 2014 DSM Nutritional Germany
" ; : Grenzach-Wyhlen
Yén hydrochlorid) Products GmbH

® Thay d6i dia diém san xuét thude, nha san xuit duoc chat,
ngay 04/10/2017 cua Cuc Quan ly Duoc;

dinh chinh tén, dia chi nha sin xuét duoc chiét, cap nhat tiéu chudn chat lugng dugc chét tai Cong vin sé 15562/QLD-DK
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A £ AERY NG hi¢u lyec cia | Tén co sé san Tén nguyén li¢u chit lwong | Tén co' sé san xuit Dia chi co' s san xuit s =
STT Tén thudce ky luvu hanh B £ £ < % = % i sk i sdn xuat
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Congty TNHH | . . .o gg:ﬁang Golden- | \15.89 zhongxing Road, Liao,
6. | Lubrex extra® | VD-18074-12 | 20/12/2018 | Traphaco Hung W .. | USP38 _ Kanmen Sub-District, Yuhuan | China
B potassium chlorid Pharmaceutical Co., i
Yén 6 county, Zhejiang 317602
Lid ©
Cong ty TNHH . ’
s Acid 321 Bangpoo Industrial .
= (7 i S z :
7. | Aspirin-100 VD-20058-13 08/11/2018 Trnaphaco Hung aestplsatioulis BP 2014 vaf'icyl (Thailand) Estate, Samutprakarn, 10280, Thailand
Yén Limited 7
Cong ty TNHH T, Characteristic Industry Park
8. | Tottimextra® | VD-21741-14 | 19/09//2019 | Traphaco Hung | Borneol CP 2010 : y ® | Kaide, Jiangkou County, China
5 Biotech Co.,Ltd : i
Yén Tongren City,Giuzhou
Vitamin B2 Cong ty TNHH Chifeng 84 YiDong Street, Hongshan
9. | o) VD-21981-14 | 08/12/2019 | Traphaco Hung | Riboflavin USP38® | Pharmaceutical District, Chifeng, Inner China
g Yén Co.,Ltd Mongolia 024001
Zhejiang Xianju No.5 Chuancheng South
Betamethason USP 38 Xianle Road, Chengguan Town, China
Dibetalic 19 Cong ty TNHH | dipropionat Pharmaceutical Xianju County, Taizhou
10| Proctalic VD-23251-15 | 09/09/2020 | Traphaco Hung Co.Ltd @9 City,Zhejiang Province
Yén
. T 29 Avenue Joannés MASSET
(10) )
Acid salicylic BP 2014 Novacyl 69258 Lyon Cedex 09 France
Cong ty TNHH Zhejiang Charioteer | Tongyuanxi, Dazhan, Xianju,
11.| Avircrem " VD-23891-15 | 17/12/2020 | Traphaco Hung | Acyclovir USP 38 ") | Pharmaceutical Zhejiang province, 317321, China
Yén Co.,Ltd P.R

© Thay dbi dia diém san xuat thubc, nha san xuit dugc chét, _cap nhat tiéu chuan chit lwong duge cht tai Cong vin s 8886/QLD-DK ngay 26/06/2017 ciia Cyc Quan ly Duogc;
@ Thay déi dia diém san xuét thudc, tén, dia chi nha san xuat dugc chét, cap nhat tiéu chun chit luvgng dugc chit tai Cong van s6 15562/QLD-PK ngay 04/10/2017 ctia Cuc Quan ly

Dugrc;

® Thay ddi dia diém san xudt thubc, nha san xuat duge chat, dinh chinh tén, dia chi nha san xudt dugc chat, cap nhat tiéu chuin chit lugng dugc chat tai Cong vin s6 9246/QLD-DK ngay
03/07/2017 cta Cyc Quan 1y Duoc;
@ Thay déi dia diém san xuat thudc, cap nhat tiéu chuin chét luong duge chit tai Cong van s6 8885/QLD-DK ngay 26/06/2017 ciia Cye Quén 1y Dugc;
(19 Thay déi dia diém san xuat thudc, nha san xit dugc chat, cap nhat tiéu chuan chat lugng duge chit tai Cong vin s6 8879/QLD-PK ngay 26/06/2017 ctia Cuc Quén 1y Duoc;
() Thay dbi dia diém san xuit thube, cap nhat tiéu chuin chét luong dugc chat tai Cong van so 8888/QLD-DK ngay 26/06/2017 cia Cyc Quan ly Dugc;
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Cong ty TNHH - Zhejiang Charioteer | Tongyuanxi, Dazhan, Xianju,
12.| Avirtab (' VD-23892-15 | 17/12/2020 | Traphaco Hung | Acyclovir USP 38 ™ | Pharmaceutical Zhejiang province, 317321, China
Yén Co.,Ltd P.R
g?:ﬁsu g 8 Yinxing Road Economic
Clotrimazol USP 37 (%) p . Development Zone, Danyang, | China
Pharmaceutical Jianesy (9
Co.,Lud €
I E Cong ty TNHH Sdamdihasen i?;fql}zng Ry No.5, Chuancheng South
13.| Tratison VD-23893-15 | 17/12/2020 | Traphaco Hung CRAmEDas USP 38 (19 ] Road, Xianju, Zhejiang Chiiea
Yén dipropionat Pharmaceutical 317300 China
Co.,Ltd ¥
Gentamicin (dudi Yantai Justaware No.1, Yanfu Road, Zhifu
dang Gentamicin | BP 2014 (19 R district, Yantai, Shandong China
Pharceutical Co.,Ltd )
sulfat) Province, P.R
; 5 ; ] Poligono Industrial Rubi Sur,
14, | feeieysiein | vD-23ses-ts | 17120000 | oY CDP | Aeeyveen (| Epgo gochs Cataland, | /Cesar Martinell 1 Brunet, | Spain
me mexp o e 12A, Rubi, Barcelona, 08191
Strada Rivoltana km. 6/7,
20090 Rodano (Mi) (Bia chi
: Cong ty CPDP | Loperamide van phong).
(15) - 5
15.| Lopradium VD-23577-15 | 17/12/2020 Tmexpharm hydrochlotide USP 40 Olon S.P.A Via Livelli, 1-26852 Casaletto Italy
Lodigiano, Fraz. Mairano
(Lodi) (Pia chi nha may)
Cong ty TNHH Zhejiang East - Asia E e T a s s
16.| Leivis (9 VD-24973-16 | 15/07/2021 | Traphaco Hung | Ketoconazol USP 38 Pharmaceutical S P Zheii China
Yeén Co.Ltd (16 of Sanmen County, Zhejiang

(12 Thay d6i dia diém san xuat thuoc, cép nhat tiéu chuan chat luong dugc chit tai Cong van 50 8876/QLD-DK ngay 26/06/2017 cua Cuc Quan ly Dugc;
(13 Thay déi dia diém san xuét thudc, nha san xuét dugc chat, diéu chinh dia chi nha san xuat duoc chit, cap nhat tiéu chuin chat lwong duogc chat tai Cong vin s0 8880/QLD-PK ngay
26/06/2017 cua Cuc Quan ly Duoc;
04 Piédu chinh tén, dia chi co s& san xuat duoc chat tai Cong van s6 6172/QLD-DK ngay 06/04/2018; cap nhat tiéu chuan chat luong dugc chit tai Cong vin s6 12576/QLD-DK ngay
18/08/2017 cta Cuc Quan ly Dugc;
5 Thay dbi tén, dia chi van phong cua co s¢ san xuit duoc chdt ¢ip nhat tiéu chuén chét luong duge chat tai Cong van 5O 12576/QLD-DK ngay 18/08/2017 cua Cuc Quan ly Dugc;
(19 Thay déi dia diém san xuat thudc, tén, dia chi nha san xuét dugc chit, cap nhat tiéu chuan cht lvong duge chat tai Cong vin s 9741/QLD-PK ngay 12/07/2017 cia Cuc Quan ly

Duoc;
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£ £ 0 gldy dAnS | pian lwe cita | Tén co sé san Tén nguyén liéu | chitluwgng | Tén co sé san xuit Dia chi co s& sin xuit el
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Congty TNHH | o . gﬁ:ﬁ e P Zhongxing Road, Liao,
17.| Lubrex (7 VD-24974-16 | 15/07/2021 | Traphaco Hung fodnscimii USP 38 Pharmaceutical Kanmen Sub-District, Yuhuan | China
Yén y Co..Ltd (7 county, Zhejiang 317602
Cong ty TNHH Gliicossiin gﬁg;ang e No.89 Zhongxing Road, Liao,
18.| Lubrex - FU® | VD-24975-16 | 15/07/2021 | Traphaco Hung R USP 38 Phifisceitesl Kanmen Sub-District, Yuhuan | China
Yén ’ Pl county, Zhejiang 317602
Cong ty TNHH -t Siegfried Pharma
19.| Nostravin 19 | VD-24976-16 | 15/07/2021 | Traphaco Hung EYJO““’“?"“" USP 38 Chesikalien Karistrasse 1539 42-41 By
Yén ydroclorid Minden GmbH (9 32423 Minden
i Céng ty TNHH | Vitamin E (DL- T
gk | ot VD-24979-16 | 15/07/2021 | Traphaco Hung | alpha tocopheryl | BP2014 | BASF-SE-Bic | Carl- Bosch - 3867056 | oy,
400mg Yén acciit) Ludwigshafen

(7 Thay déi dia diém san xuat thubc, nha san xuat duoc chat cap nhit tiéu chuan chit lwong duoc chét tai Cong van so 8881/QLD-BK ngay 26/06/2017 ctua Cuc Quan ly Dugc;
(% Thay ddi dia diém san xuat thudc, nha san xuét dugc chat cap nht tiéu chudn chat lugng dugce chét tai Cong vin sb 8874/QLD-DK ngiy 26/06/2017 ciia Cuc Quan ly Dugc;
(9 Thay dbi dia diém san xuét thudc, tén, dia chi nha san xuat dugc cht, cap nht tiéu chuan chat lugng dugc chit tai Cong vin s6 8873/QLD-DK ngay 26/06/2017 ctia Cuc Quin 1y

Duoc;

@9 Thay dbi dia diém san xudt thudc, dinh chinh tén, dia chi nha san xuat dugc chat, cap nhat tiéu chuin chét luvong dugc chit tai Cong vian s6 15931/QLD-PK ngay 09/10/2017 cua Cuc
Quan 1y Dugc;
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