BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap — Ty do — Hanh phic

Sé: 3394/QLD-DK Ha Noi, ngay 22 thang 0.8 niim 2018

V/v dinh chinh danh muc
nguyén liéu lam thube du‘o‘c
phép nl‘tép khéu khéng yéu cau
GPNK cua thude trong nudc da
duwge cip s6 dang ky.

Kinh giri: Co s& ding ky, san xuét thubc trong nuée

Cin ctr Luét Duoc sé 105/2016/QH 13 ngay 06/04/2016;

Cén cir Nghi dinh 54/2017/ND-CP ngay 08/5/2017,

Cin ¢ Vian thu d& ngdy 25/10/2017 cia Céng ty cb phin duge phém
Agimexpharm, Cong vén 328/NCPT dé ngay 15/1/2018 cua Coéng ty CPDP
Trung Uong I- Pharbaco, van thu sb6 32/CV-RVN dé ngay 18/1/2018 cua Cong
ty Roussel Viét Nam vé viéc dinh chinh thong tin cong bd nguyén liéu dugc chat
lam thudc duoc phep nhap khau khong yéu cau gidy phép nhap khiu thudc trong
nude da dugce cap so dang ky;

Cuc Quan ly Dugc théng béo:

Céng bb Danh muc nguyén liéu lam thuoc dé san xuét thudc theo hd so
dang ky thubc da c6 gidy dang ky luu hanh thude tai Viét Nam dugc phép nhap
khéu khéng phai thuc hién cap phép nhép khiu (Danh muc dinh kém).

N¢i dung dinh chinh trong danh muc kém theo Céng vin nay thay thé.ndi
dung d6i véi 01 thubc da duge cong bb tai Cong van so 3570/QLD-DK ngay
27/3/2017, 03 thubc di dugc cong bd tai cong vin so 5201/QLD-PK ngay
20/4/2017 va 01 thubc da duge cong bb tai Cong vin sb 17852/QLD-DPK ngay
02/11/2017 cia Cyc Quan ly Dugc.

Danh muc nguyén liéu lam thudc dugc coéng bd néu trén dang tai trén
trang thong tin dién t&r ctia Cyc Quén ly Duge tai dia chi: www.dav.gov.vn.

Cuc Quan ly Duoc théng bao dé co s& biét va thuc hién./.

Noi nhin: TUQ. CUC TRUONG

- Nhur trén; AT >

- TT. Truong Québc Cudng (dé blc);
- Céc Phé Cyc trudng (dcf: b/c);

- Téng Cyc Hai Quan (de phoi hgp);
- Website Cuc QLD;

- Luu: VT, BKT (TTr).

N Eilygn‘ i—luy Hung
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DANH MUC NGUYEN LIEU LAM THUOC LA DUGC CHAT, TA DUQC, BAN THANH PHAM BE SAN XUAT THUOC
THEO HO $0'DANG KY THUOC DA CO GIAY PANG KY LUU HANH TAI VIET NAM

KHONG PHAI THUC HIEN CAP GIAY PHEP NHAP KHAU
Dinh kém cong vin s6 44 /QLD-DK ngay 73 thing (J nim 2013

wong | - Pharbaco

Reduced)

$6 giky dang hgﬁy hf;a Tiéu chudn —
STT | Ténthue | ky lwuhinh gﬁy‘:;ng Ténco'sérsinxult | Tén nguyén ligu tim | chit hegng | Tén co sirsnvuft | Dia chi cosdrsin vuit oy
thude A I hinh thude thude ciia I:ilég:yén nguyén ligu nguyén ligu -,
Chi nhénhcéngt_ycé
phéin duge phim P.1. Rubi Sud, Carrer de
1 Acecyst | VD-25112:16 | 05/09/2021 | Agimexpharm - Nha méy [ Acetylcysteine EP7 Mochs Catalana S.L | Ce'sar Martinell i Brunet, | Spain
san xut dugc pham 124, 08191 Rubi, Barcelona
Agimexpharm
Sterile Glutathione
; Sodium Lyophilized Kyowa Hakko Bio Co., | Hofu plant: 11, Kyowa-cho,
2 | Billerol300 |[VD-19464-13| 10972018 CT?;“ D‘?‘g’hhj‘;‘ag“"g (L-Gluathione | IPXVI Ltd- Japan Hofueshi, Yamaguchi, | Japan
g Reduced) 478522, lapan
Sterile Glutathione NSX No.2 Qiancun Road,
CTCP Duoe phim Trun Sodium Lyophilized Wuxi Jida Chengchang Industrial Park,
3| Billeol 300 [VD-19464-13| 1092018 0P IR L (1 Glutathione Pharmacetical o, Lid| - Huangt Town, Jangyin, | .
wong | - Pharbaco \ . China
Reduced) Jiangsu Province, 214445,
China
Sterile Glutathione
CTCP Droc ohim Trung Sodium Lyophilized Kyawa Hakko Bio Co., | Hofu plant: 11, Kyowa-cho,
4| Duraamin 600 VD -19465 - 13| 1092018 WOCPRN TS Glutathione | JPXVI Ld - Japan Hofishi, Yamaguchi, | Japan

1478522, Japan
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CTCP Duge pham Trung

Sterile Glutathione
Sodium Lyophilized

Pharmaéeiﬂ ical Co., Ltd

No.2 Qiancun Road,
Chengchang Industrial Park,

5 | Duratamin 600 [VD-19465- 13| 10/9/2018 o - Pharbac (L-Glutathione Huangtu Town, Jiangyin, Chin
o - *0arveo Reduced) Jiangsu Province, 214445, ;
China
Sterile Glutathione
: Sodium Lyophilized Kyowa Hakko Bio Co., | Hofu plant: 1-1, Kyowa-cho,
6 | Duratamin 900 VD -19016- 13| 19/6/2018 CTiPU"D“I"’fP‘;:‘;‘;‘acT;““g (LGlutthione |  JPXVI Lid- Japan Hofu-shi, Yamaguchi, | Japan
: Reduced) 78522, Japan
Sterile Glutathione NSX No.2 Qiancun Road,
CTCP Duoe phim Trun Sodium Lyophilized Wuxi Jida Chengchang Industrial Park,
7 | Duratamin 900 VD -19016- 13| 19/6/2018 l.- Ppharbaco ¢ (L-Glutathione Pharmaceutical Co., Ltd | Huangtu Town, Jiangyin, China
fone Reduced) Jiangsu Province, 214445,
China
Congty Roussel Vi Pharmazell Private Plot No. B3/B6, Al/A2,
8 Desalmux | VD-28433-17 | 19/9/2022 & Carbocistein EP80  |Limited, India MEPZ, Tambaran, Chennai- | India |

Nam

600 043

Danh muc niy bao gom 08 khon..
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