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

S6: 45249 /QLD-BDK Ha Noi, ngayO9 thand  nam 2018

V/v cong bd danh muc nguyén liéu
dugc chat lam thubc khong phai thuc
hién cap phép nhap khau cua thude
trong nudc da duoc cap SPK

Kinh giri: Cac co s& dang ky, san xuat thuoc trong nudc.

Cin ctt Luét duge s6 105/2016/QH13 ngay 06/4/2016;
Can ctr Nghi dinh 54/2017/ND-CP ngay 08/5/2017,

Can o cac hd so thay doi, bo sung thube trong nudc da ¢ gidy dang ky luu
hanh da dugc Cuc Quan 1y Dugc phé duyét ndi dung thay ddi, bd sung;

Theo d& nghi cong bd nguyén lidu tai van thu s6 257/2018/DKT-DN ngay
19/07/2018 va van thu sé 258/2018/DKT-DN ngay 19/07/2018 cua Cong ty CPDP
Imexpharm; vin thu s6 108/2018/OPV-BK ngay 16/07/2018 va Van thu 50
105/2018/0OPV-DK ngay 10/07/2018 cua Cong ty Co phan Dugc pham OPV; Vin
thu s6 470/DHG-RA ngay 11/07/2018 cta Cong ty cd phan duoc Hau Giang,

Cuc Quan ly Dugc thong bao:

Cong b6 Danh muc nguyén liéu duge chét 1am thudc dé san xuét thudc theo hd
so dang ky thudc da co giay dang ky luu hanh thubdc tai Viét Nam dugc nhap khau
khong phai thuc hién cap phép nhap khau theo Danh muc dinh kém cong vén nay.

Danh muc nguyén liéu lam thudc duge cong bd néu trén dang tai trén trang
thong tin dién tir cia Cuc Quan ly Dugc tai dia chi: www.dav.gov.vn.

Cuc Quan ly Duoc thong bao dé céac cong ty san xuét biét va thuc hién.

Noi nhdn: TUQ. CUC TRUONG
- Nhur trén; : PHO TRU O’NG PHONG

- CT. Vi Tuan Cuong (dé b/c);

- Téng Cuc Hai Quan (dé phéi hop);
- Website Cuc QLD; _~

- Luu: VT, DK (Bi).

Nguyen Thi Thu Thuay




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

(Ban hanh kem theo cong van so/'{ 57 44OLD-DK ngay ¢4 thangg nam 2018 cua Cuc Quan ly Duoc)

Ngay hét " 2

P : 2 e = 2. Tiéu chuan . L : . , .. .
hiéu luc caa Tén co s& san Tén nguyén liéu it Turome vin Tén co s& san xuat Dia chi co s& san xuat
gidy dang ky xuat thuoc lam thudc VhE S nguyén liéu nguyén liéu

lwu hanh nEwyet in

) S6 gifiy dang
Tén thuoc ky Iru hanh
thudc

Tén nudce
san xuat
nguyén liéu

Plot No. 41, S.V.Co-
Operative Industrial
Estate, Bachupally (V),
Quthbullapur (M),
Ranga Reddy District,
Telangana State, India.

DSM Sinochem
BP 2016 Pharmaceuticals
India Private Limited

India

- Dia chi trén GMP:
Chi nhanh 3 — Cloxacilin natri Plot No.100, Sector-56,
22/06/2022 | Céng ty CPDP (Cloxacillin Phase-IV, HSIIDC,
[mexpharm sodium) Kundli, Sonepat
Haryana, India.

BP 2016 Sterile India Pvt. Ltd. | - Dia chi trén phiéu
kiém nghiém: Plot No -
100, Sec-56, Phase-IV,
HSIIDC, Kundli,
Sonepat - 131028
Haryana (India).

CLOXACILLIN VD-26845-
0,5g" 17

India

8801 Capital Boulevard
Acetaminophen USP 37 Mallinckrodt Inc Raleigh NC 27616,
USA

Paracetamol Blue VD-22472- Cong ty CPDP
500 mg @ 15 2610512020 Imexpharm

USA

No. 58, Changxi Road,
Jingdezhen City,
Jiangxi Province,
China

Jiangxi Yuehua
Piracetam EP 8.0 Pharmaceutical Co.,
Ltd.

VD-27900- | 510017055 | Congty CPDP

G)
3. | Imenoopyl 17 Imexpharm

China

@ Thay dbi co s& san xuat duge chat theo cong vin sé 13242/QLD-PK -ngdy 12/07/2018 cia Cuc Quan ly Dugc
@ Thay dbi tén thude, tiéu chuan chat lwong duge chit theo cong van s 12723/QLD-DK ngay 04/07/2018 cia Cuc Quan ly Duoc
™ Thay 00i tiéu chuan chét lugng duge chét theo cong vin so 13409/QLD-DK ngay 13/07/2018 cta Cuc Quan ly Dugc
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Ngay hét

S6 gidy dang | .. : R . " N Tiéu chuin R I e s g Tén nude
ST Tén thubc ket Bt h.lfu lx_rc cua, Tén ;:cr s.cr:san Ten‘nguycr: lidu chit hwong cé Tén co sE:r sal_r} xuat Dia chi €O SO san xuat "
T 2 giay dang ky xuat thude lam thuoc T nguyén li¢u nguyén li¢u e
thude X nguyén ligu nguyén liéu
lwu hanh Euy
Plot no. 222 t0 224 &
235 to 237, Phase I,
Mephenesin 500 VD-20451- Cong ty CPDP . NSX Synthokem Labs Pvt. | IDA, Pashamylaram, .
4. mg 14 04/03/2019 Imexpharm Mephenesin (In house) Ltd. (Unit II) Patancheru Mandal, India
Sangareddy District,
Telangana State, India
No.2428, Anji Road,
, s e o Sanzao Town, Jinwan
5. | Bactamox 500 mg | VD-22899- | 9/59/509 | CONEY CPDP | g s ctam pivoxil e L L District, Zhuhai, China
15 Imexpharm (In house) Laboratories Co. Ltd.
Guangdong - 519040,
P.R.China.
57/2, M.L.LD.C Ind.
2 i g ) Area, Dhatay, city:
6. | Ebasitin © v %31337 12/08/2019 g‘;’;% ‘ﬂmclfl Ig‘;‘{‘/ Ebastin EP 8.0 ﬁ’;ﬁk FrayogFes Roha, Dist.: Raigad - India
PR e 402116 Maharashtra,
India
i Plot No.25/B, Phase-
7. | Stresnyl 100 @ VD-12927- 0g/11/2018 | Conety Co phan Amisulpride EP 8.0 (S%Erctrir)mbs Hmited | 1, DA, Jeedimetla Indi
: Y Duoc phim OPV p : Hyderabad — 500 055, R
Telangana, India
e Plot No.25/B, Phase-
5 g Symed Labs Limited 2
VD-19422- Cong ty Co phan : 2 . III, IDA, Jeedimetla .
(8) = t] ) ; o
8. | Stresnyl 200 13 10/09/2018 Duoc phim OPV Amisulpride EP 8.0 (Unit I1) Hyderabad — 500 055, India
Telangana, India
Unit-2, Chippada
" % -l _— ; Village, Annavaram
9. | Amegesic 200 ND:ZTa0 19/09/2022 Long Yy (;:0 phi Naproxen sodium | USP38/NF33 D.l b Laboralouies Post, Bheemunipatnam India
1y Duoc pham OPV Limited

Mandal,
Visakhapatnam

® Thay ddi tén thudc theo cong van sé 12372/QLD-DK ngay 16/08/2017 cia Cuc Quan 1y Dugc; Diéu chinh dia chi co s6 san xuit duoc chat theo cong vin sé 13241/QLD-DK ngay
12/07/2018 cua Cuc Quan 1y Duoc
) Thay d6i tén thude, diéu chinh lai dia chi nha san xuat dugc chét theo cong vin s6 11287/QLD-DK ngay 15/06/2018 ctia Cuc Quan 1y Dugc
) Thay ddi co s san xudt duge chét theo cong van s6 13402/QLD-DK ngay 13/07/2018 cia Cuc Quan 1y Dugc
7 Thay d6i co so san xudt dugc chit, tiéu chuén chét lwong duge chat theo cOng van 56 12677/QLD-DK ngay 04/07/2018 cua Cuc Quan ly Dugc
® Thay ddi co s&& san xudt duge chét, tiéu chuén chit lwong duge chét theo cong van sé 12676/QLD-PK ngay 04/07/2018 cua Cuc Quan 1y Duge
@ Thay d6i tén thube theo cong van sé 12052/QLD-DK ngay 28/06/2018 cua Cuc Quan ly Duoc;
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Sb gidy dan Ngdy hét . Tiéu chuén . . : : Tén nude
ST . ‘  glay Cang hiéu lyc cua Tén co s& san Tén nguyén li¢u R s Tén co s& san xuat Pia chi co s¢ san xuat : x
Tén thuoc ky Iuu hanh A ; 2 2 : A chat lugng cua e s san xuat
T £ gidy diang ky xudt thube lam thuoc i nguyén liu nguyén li¢u an i
thuoc : nguyén licu nguyén li¢u
luru hanh
District, Andhra
Pradesh -531 162, India
Cong ty o ph?m
duoc Hau Giang - fueaTabiormries H-4, MIDC, Waluj
10.| Teginol 50 10 VDRG0 | ammpmpmy | CiniAbD S Atenolol BP2016 | Limited Wt ana India
16 may duoc pham eATihpaliad) Aurangabab, 431136,
DHG tai Hau g India
Giang

(9 Thay dé_i tén co s& san xuat thude theo cong vin sb 6925/QLD-DK ngay 16/04/2018 cua Cuc Quan ly Dugc; thay ddi co so san xudt duge chit, tiéu chuan chat lugng dugce chét tai
cong vin s6 11589/QLD-DK ngay 21/06/2018 cia Cuc Quan 1y Dugc
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