BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc lap - Tw do - Hanh phiic

S0: 14400 /QLD-PK Ha Ngi, ngay 34 thing § nim 2018

V/v céng bd danh muc nguyén liéu
dugc chat lam thudc khéng phai thuc
hién cp phép nhép khiu cua thube
trong nude di duogce cip SBK

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

Cin ctt Luat duogc s6 105/2016/QH13 ngay 06/4/2016;
Can cur Nghi dinh 54/2017/ND-CP ngay 08/5/2017,

Cén ¢l cic hd so thay doi, bd sung thude trong nudc da co gidy ding ky luu
hanh da dugc Cuc Quan ly Dugc phé duyét ndi dung thay doi, bo sung;

Theo dé nghi cong bd nguyén lidu tai van thu sb 1391/CV/DPKH ngay
18/08/2018 va van thu s6 1291/CV/DPKH ngay 07/08/2018 cua Cong ty CPDP
Khinh Hoa; vin thu sé 113/2018/OPV-BK ngay 25/07/2018 va vén thu 56
110/2018/OPV-DK ngay 19/07/2018 ctia Cong ty Co phan Dugc phdm OPV; Vin
thu s6 438/CV-MR ngay 17/07/2018 cla Céng ty cb phan tap doan Merap; Vin thu
50 02/CV-GN ngay 07/08/2018 cta Cong ty CP dugc pham Gia Nguyén; Vin thu sb
67-2018/CV-VCP ngay 14/08/2018 cua Coéng ty CP dugc pham VCP; Vin thu dé
ngay 18/07/2018 ctia Cong ty TNHH US Pharma USA,

Cuc Quan ly Dugc thong bao:

Cong bd Danh muc nguyén li¢u dugc chit 1am thubc dé san xuét thudc theo hd
so dang ky thude da co gidy dang ky luu hanh thudc tai Viét Nam duoc nhap khéau
khong phai thuc hién cip phép nhap khiu theo Danh muc dinh kém cOng van nay.

Danh muc nguyén li¢u lam thude duoc cong bd néu trén dang tai trén trang
thong tin dién tu cua Cuc Quan 1y Duoc tai dia chi: www.dav.gov.vn.

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

Noi nhdn: TUQ. CUC TRUONG

- Nhu trén;
- CT. Vii Tuén Cuemg (dé bic); kL RUON G PHONG

- Tong Cuc Hai Quan (dé phéi hop);
- Website Cuc QLD; ~
- Luu: VT, BK (Bi).




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 DPUQC NHAP KHAU
KHONG PHAI THUC HIEN VIEC CAP PHEP NHAP KHAU

(Ban hanh kem theo cong van So‘;.;f 4900 1OLD-DK ngay 34 thang § nam 2018 cua Cuc Quan ly Duoc)

o ik i Ngay hét Tiéu chuén Tén
ST . £ P & hiéu luc cua Tén co 86 sdn Tén nguyén li¢u lam chat lwong | Tén co s& sdn xuat Dia chi co s& san xuét E,m ““?"
Tén thudc ky luu hanh i Ll , P . £ ; i e S san xuat
T £ gidy dang ky xudt thude thube cua nguyén nguyén liéu nguyén li¢u g
thude . B nguyén liéu
Iuru hanh lidu
HPT ; Plot No.6/3, road No.11
NSX (In- | Pharmaceutical 5
L s house) Private Limited IDA, Nacharam, . India
Cong ty c0 phan Hyderabad-500 076, India
0 VD-21314-14 A . Lansoprazol pellets
1. | Lansoprazol ¢ 12/08/2019 | dwgc pham Khénh :
Hod 8,5% wiw Metrochem API Plot No. D-69/A (part) &
NSX (In- Betuate Tiraited D-69, Phase-1, IDA., Indi
house) Jeedimetla, Hyderabad - . s
500 055, Telangana, India
Cong ty c6 phin Aurisco Badu Industrial Park
2. | MESECA @ VD-23880-15 | 17/12/2020 tap Fluticasone propionate EP 8.0 Pharmaceutical Zone, Tiantai, Zhejiang China
doan Merap Co.,Ltd Province, 3 L7200, China
Cong ty cb phin i usp 8801 Capital Boulevard,
(3) % L 3 .
3. | Tydol 80 VD-29069-18 22/02/2023 dirgephim OGPV Acetaminophen 38/NF33 SpecGx LLC Raleigh, NC 27616 USA USA
Cong ty ¢b phan : usp 8801 Capital Boulevard,
(3) o = h
4. | Tydol 150 VD-27980-17 19/09/2022 i phim OPY Acetaminophen 38/NF33 SpecGx LLC Raleigh, NC 27616 USA USA
b ty Sty | TORGROFEn 307 | g g, | DAl fr? zéozeﬁi?ﬁn_m’ =
5. | Operoxolid 50 @ | VD-22972-15 | 09/09/2020 oHE I PO granulte (Com P Pharmaceutical Co., B 2 Korea
duge phdm OPV o] s oG xudt Chungcheongnam-do,
Roxithromycin 50%) Ltd Korea

M B sung co s& san xuat duoc chét theo céng vin so 15841/QLD-PK ngay 10/08/2018 cua Cuc Quan Iy Dugc
@ B sung co so san xuat duge chit theo cong vin sé 110695/QLD-DK ngay 08/06/2018 cua Cuc Quan 1y Dugc; thay ddi tén co s san xuét duge chit theo hd so thay dbi thong béo, ma
tiép nhan: 1986/TDTN ngay 15/06/2018;
® Thay dbi tén va cach ghi dia chi co s& san xuat dugc chét theo hd so thay ddi chi can thong bao, ma thp nhéin: 2060/TPTN ngay 26/06/2018
* Thay ddi tén va céch ghi dia chi co s& san xuit duge chét theo hd so thay dbi chi can thong bdo, ma tiép nhin: 2091/TPTN ngay 26/06/2018
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Ngay hét

Tiéu chuin

Telangana state, India —
502307

ST . 2 SO, gy d\ang hidu lue cia Tén co s¢ sdn Tén ngﬁyén lidu lam chét lugng | Tén co s& sén xuét Pia chi co s& sin xudt T?n e
Tén thude k¥ Ivu hanh L e . x £ £ X u s im n 1ea s&n xudt
T F gidy ding ky xudt thude -thude cla nguyén nguyén liéu nguyén liéu f o ia
thude L Iy nguyén liéu
lwu hanh lidu
o Dasan 342, Deogamsan-ro, Dogo-
6. | Tydol250® VD-29818-18 | 27/03/2023 | Comglycophan | Microencapsulated | Nhasan | o000 ica) oo | TOVEOD, Asansi, Korea
dugce pham OPV acetaminophen Xudt Lid Chungcheongnam-do,
) Korea.
Nitika 85 Pili Nadi, Industrial i
BP 2014 . India
Gel nhém hydroxyd Chemicals Area, Kamptee road
kit (Dried 340/1,4,5, Chitra
Aluminium Industrial Estate, Phase
A PR : BP 2014 Priti Industries ’ Indi
VD-21655. Céngty conphan hydroxide) IT, Chitra, Bhavnagar- nes
7. Remint-S fort ¢ 14 19/09/2019 duge phim 364 004
Khénh Hoa s o : :
Nitika 85 Pili Nadi, Tndustrial .
_ BP 2014 , 1 hacl, Incusta India
Magnesi hydroxyd Chemicals Area, Kamptee road
(Magnesium 340/1, Chitra Industrial
hydroxide) BP 2014 Priti Industries Estate, Phase 11, India
Bhavnagar — 364 004
VD-25528 R I —— Henan Dongtai | East Changh d
- - : iclofenac natri enan Dongtai as anghong road, .
8. | Diclofenac ™ 05/09/2021 duoc phim ) _ BP 2015 £ engtiong 1 China
16 . (Diclofenac sodium) Pharm Co., Ltd Tangyin, Henan, China
Khanh Hoa
Plot No. 43&44, IDA,
L Phase II-Pashamylaram,
. Céng ty cd phan
At tatin 20 VD-21313- z . . Chromo Patancheru Mandal, .
9. orvastatin 12/08/2019 | duoc phim Khénh | Atorvastatin calcium USP 38 : - India
Q)] 14 Hod Laboratories Medak District,

©) Dinh chinh lai tén hoat chét theo cong van sb 13489/QLD-DK ngay 16/07/2018 ctia Cuc Quin ly Dugc;
© B sung co s& san xuat duoc chét, thay dbi tiéu chuén chit lwong dugc chit theo cbng vian sb 15242/QLD-BK ngay 27/09/2017 cua Cyc Quan ly Dugc;

) Thay dbi co sér san xuat dwoc chét, tiéu chudn chit luong dugc chit theo cdng van so 12665/QLD-DK ngay 21/08/2017 cia Cuc Quan 1y Dugc;

® B sung co s& sdn xudt duge chét, thay ddi tiéu chudn chit luong duge chit theo céng vin sé 10666/QLD-PK ngay 08/06/2018 clia Cuc Quin ly Dugrc;
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S8 iy diin Ngay hét Tiéu chuén ) ) Té .
ST & 2 y g1y . & hiéu luc cua Tén co sd san Tén nguyén liéu lam chat lugng | Tén co sd san xuat Dia chi co sé san xuat e.n mrc;c
Tén thudc ky luu hanh e , £ £ : " 5 . 5 e san xuat
B 2 giay dang ky xuat thudc thude ctia nguyén nguyén liéu nguyén liéu e
thuoc Jne £ nguyén liéu
luu hanh liéu
Morepen Village,
Morepen
) Nalagarh Road, Near )
USP 38 Laboratories _ . India
oo Baddi, Distt. Solan,
Limited )
(H.P.) 173205, India
Plot No. 5901, Kanoria
Chemical Road, Nr. Par
Reine Drugs GIDC Estate, .
USP 38 ) ) India
Lifescience Ankleshwar-393002,
District Bharuch,
Gujarat, India
Zhejiang . _
, . Xiayangdi,  Nanfeng
Feng’an Bio- L. i
USP 37 . Street, Xianju County, China
- pharmaceutical Zheii Chi
VD-26175- Cong t)g co phz_m . G, Lid, ¢jiang, Lhina
10.| Katrypsin 06/02/2022 | duoc pham Khanh |  Alphachymotrypsin -
17 Hoa Ningbo . s a b
. 8 Xingshun road, Binhai
Linzyme . ; L
USP 37 L New City, Xiaocaoe China
Biosciences .
Town, Yuyao, China
Co., Ltd.
a-Hydroxymethionin
calci
Congey ob phdn a-Ketoisoleucin calci
) 2 : Evonik Nutrition & | Rodenbacher Chaussee 4,
11.| Ketovital 19 VD-26791-17 | 22/06/2022 du'c_rlt\:I gﬁ;g}l Gia a-Ketoleucin calei NSX G Gl 63457 Hanau Germany
o-Ketophenylalanin
calci
a-Ketovalin calci

© B sung co s& san xuat dugc chit, thay ddi tiéu chudn chat luong duoc chét theo
(9 Thay d6i tén co s& san xuat dugc chat theo ho so thay doi chi can thong bao, ma so:




Naay hét

Tiéu chuan

ST R Z SO, gldy d‘ang hiéu luc cia Tén co s& sdn Ténnguyén lidu lam chét lugng | Tén co s& sin xuét Dia chi co s& san xuét T(?n nu’?rc
Tén thudc ky fuu hanh 2l . z £ -y . o A 1in o ten sdn xuat
T h gidy ding ky xuat thude thuoe cla nguyén nguyén liéu nguyén liéu PURBYN
thude R ) 3 -2 nguyén liéu
Iru hdnh liéu
. o . ) Reyoung No.1 Ruiyang Road,
2| Cloxaxim VCP | 1y sa1s 17 | ogiozzonn | COPEIYEOPREN, |y iiinsogium | TSNSX | pharmaceutical | Yiyuan County, Shandong |  China
an Dugc phim VCP: (In House) X .
Co.Ltd Province, China
Survey No. 374, Gundla
VD-26031- Céng ty TNHH Covalent Machanoor Village,
13.| Cefuking 4» 16 15/11/2021 US Pharma Cefuroxim axetil USP 38 Laboratories Hathnoor Mandal, China
USA Private Limited Medak Txst-502 296,
Telangana, India

U1 b sung nha san xudt duoc chit, (c@p nht ti€u chuan chit luong duoc chét theo cong viin s6 10350/QLD-DK ngiy 05/06/2018 ciia Cuc Quin Ly Duroc;
12 B sung co sd sdn xuit duoc chét theo cong vin sb 12667/QLD-DK ngiy 04/07/2018 cia Cuc Quan Iy Dugc; thay dbi tén thudc theo cong vin sé 6042/QLD-BK ngay 05/03/2017 cia
Cuc Quan ly Duge
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