BOY TE CONG HOA XA HOI CHU NGHITA VIET NAM

CUC QUAN LY DUOQC Poc 1ap - Tw do - Hanh phtc
S6: s /Qb-QLD Ha Noi, ngay 03 thdng s nam 2019
QUYET PINH

Ve viéc thu hoi gidy dang ky lvu hanh thudc tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC
Can ct Luat Duoc ngay 06 thang 4 nam 2016;

Can cr Nghi dinh Sd/2017/NB CP ngay 08/05/2017 cuia Chinh pha Chinh
phl quy dinh chi tiét mot s6 diéu vé bién phap thi hanh Luat duorc;

Can ct* Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 cta Chinh pha stra
doi mot s6 quy dinh lién quan dén diéu kién dau tv kinh doanh thuéc pham vi quan
Iy nha nwéc cua BO Y t€;

Can ctr Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cta Chinh pha quy
dinh chtrc ndang, nhiém vu, quyén han va co cdu té chirc clia Bo Y té;

Can clr Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 cua B6 truéng B6 Y
t€ quy dinh chic nang, nhiém vu, quyén han va co cdu tdo chitrc clia Cuc Quan ly
duoc thudc BO Y t€;

Can clr Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 cua Bo trwdng BO Y
té quy dinh viéc dang ky luw hanh thudc, nguyén liéu lam thudc;
Can ct don dé nghi It s6 dang ky luu hanh tai Viét Nam cula cac co s¢ dang
ky thu6c;
Xét dé nghi cua Truéng phong Phong Bang ky thudc - CIUC Quan ly Duorc,
QUYET PINH:

Diéu 1. Thu hdi gidy dang ky lvu hanh thudc tai Viét Nam doi véi cac thube
c6 tén trong Danh muc thu6c bi thu hoi gidy dang ky lwvu hanh tai Viét Nam kem
theo Quyét dinh nay.

Ly do: Co s& dang ky thubc tw nguyén dé nghi rat sé dang ky luvu hanh tai
Viét Nam.

DPiéu 2. Co so dang ky thudc, nha san xuat thudc phai co trach nhiém theo
ddi va chiu trach nhiém vé chat lvgng, an toan, hiéu qua cua thudc trong qua trinh
Ivu hanh cho dén khi hét han dung cuia thuéc déi véi cac thube néu tai Biéu 1 va
dap &rng cac quy dinh nhu sau:

1. Thuéc tiong 11UOC duoc san xuét trudc ngay Quyét dinh nay co hiéu luc.



2. Thubc da nhap khau vao Viét Nam hodc thudc nhap khau trong tredng
hop dugc giao hang tai cdng di cia nwdc xuat kliau trwéec ngay Quyét dinh nay cé
liiéu luc, CO' s nhap khau trinh van tai don cla 16 thudc dé thé hién hang héa dwoc
Xudt tlr cang di cla nwdc xuat khau tredc ngay Quyét dinh nay co hiéu lyc dé duoc
théng quanl.

3. Thubc san xuat trong nwéc quy dinh tai khoan 1 va thu6c nhap khau quy
dinh tai khoan 2 Biéu nay duoc phép Ivu hanh dén hét han dung cla thudc.

Diéu 3. Quyét dinh nay co hiéu luc ké tir ngay ky ban hanh.

DPiéu 4. Giam doc SO Y té, cac co s¢ kinh doanh duwoc va Gidam doc co so' ¢
thudc néu tai Biéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhan: KT. CUC TRUONG
Nhu Diéu 4; 2
TT. Trwong Qudc Cudng (dé b/Cy TRUONG

CT. Vi Tudn Curong (dé blc);
Cuc Quan Y - Bd Qudc phong, Cuc Y té - Bo Cong an;
Cuc Y té Giao théng van tai - BO Giao thong van tai;
Téng cuc Hai quan - Bd Tai chinh, Bao hiém Xa hoi Viét
Nam;
- Vu Phap ché Cuc Quan Iy Y, Dugc c¢b truyén, Cuc Quan ly .
KCB, Thanh ua B6, Vién KN thusc TW, Vién KN thudc TP. Tat bat
HCM;
- Téng Cong ty Dugc Viét Nam - Cong ty c¢6 phan, Cac Cong
ty XNK Dugc phdm;
- Cac Bénh vién & Vién cé givong bénh tryc thudc BO;
- Website Cuc QLD, Tap chi Dugc & MY phdm-Cuc QLD;
- Lwu: VT, Céc Phong thudc Cuc QLD, BKT(12).



B6 Y TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DU uc Poc 1ap - Iw do - Hanh phiic

DANH MUC
Thudc bi thu hoi gidy dang ky lvu hanh tai Viét Nam
(Ban hanh kem theo Quyét dinh s6 /QD-QLD ngay 03 thang 5 nam 2019
cta Cuc trwdng Cuc Quan ly Duoc)

Seongsui-ro, Seongdong-ro, Seoul, Korea).
1.1. Co s& san xudt thudc: Schnell Biopharmaceuticals, Inc (d/c: 16, Dumeori-gii,
Yanggang myeon, lhvaseong-si, Gyeonggi-do, Korca).

STT Tén thudc Hoat chat, ham lugng Dang bao ché S6 dang ky
: ... Cefazolin (dw6¢i dang Thudc bot pha ] ]
1. Cefdivale injection Cefazolin sodium) Ig tiam VN-20620-17

1.2. Co s& san xuat thuéc: Chunggei Pharm Co., Ltd. (d/c: 16, Dumeori-gii,
Yanggam-myeon, Hwaseong-si, Gyeonggi-do, Korea).

STT Tén thudbc Hoat chéat, ham lvong Dang bao ché S6 dang ky
Cglfu;lne Cefgperazon (du_c’ri dang BOt pha tiém VN-18622-1S
Injection Ceioperazon natri) Ig

2. Co s& dang ky thudc: Boehringer Ingelheim International GmbH (d/c: Binger
Strasse 173, 55216 Ingelheim am Rhein, Germany).

2.1. Co s0 san xudt thuéc: E-Pharma Trento Spa (d/c: Frazione Ravina, Via Provina
2, 38123 Trento (TN), ltalyy, Co s& xuét xwdng: Ginsana SA (Dia chi: Via Muiini, 6934
Bioggio, Switzerland).

STT Tén thudc Hoat chat, ham lvong Dang bao ché S6 dang ky

Cao nhén sam d& dinh
chuan Ginseng ext.
3. Pharmaton Fizzi (twong duwong voi 0,9 mg Vién sui VN-21584-18
Ginsenoid Rbl, Rgl va
Re) |

3. Co s& dang ky thudc: Paradigm Pharmaceuticals Inc. (d/c: 2600 W.Big Beaver
Road, Suite 550, Troy, Michigan 48084, USA).

3.1. Co s& san xuat thudc: Apotex Inc. (d/c: 150 Signet Drive, Toronto, Ontario, M9L
1T9, Canada).

STT Tén thudc Hoat chat, ham lvong Dang bao ché S6 dang ky

Rosuvastatin (dudi dang Vién non bao

4 Rovastin I0mg Rosuvastatin calci) 10mg phim

VN-20592-17



Rosuvastatin (dwéi dang Vién nén bao VN-20593-17

5. Rovastin 20mg Rosuvastatin calci) 20mg phim

4, Co s& dang ky thuéc: Mcrck Export GmbH (d/c: BPia chi: Frankfurter Strape 250,
64293 Darmstadt, Germany).

4.1. Co s& san xudt thuéc: Merck Serono S.p.A (d/c: Via Deile Magnoiie 15,
(Loc.Frazione Zona Industriaie), 70026 Modugno (Bari), Itaiy).

STT Tén thudc Hoat chat, ham lugng Dang bao ché S6 dang ky

6. SAIZEN Somatropin 8 mg Bot pha tiém QLSP-1123-18
5. Co s& dang ky thudc: Coéng ty TNHH Dwoc pham Tién Giang (d/c: 23 dudng s6 9,
Khu dan cu Nam Long, p. Tan Thuén Bong, Q 7, TP Ho6 (‘hi Minh, Viét Nam )

5.1. Co s0' san xuat thuéc: Earma Glow (d/c: 4672/18, Khandsa Road, Gurgaon,
Haryana, India).

STT Tén thudc lloat chat, ham lwvoiig ~ Dang bao ché S6 dang ky
Clopidogrel (dwéi dang A

7. Clopisun Clopidogrel bisuliat) Viennénbao \\ 51780-19
75mg phim

6. Co' s& dang ky thuéc: Enter Pharm Co., Ltd (d/c: 51, Myeongnyun-I-ga, Jongno-
gu, Seoui, 110 -521, Korea). .

6.1.Co s& san xuat thuéc: BTO Pharmaceutical Co., Ltd. (d/c: 70,
Osongsaengmyeong 6-ro, Osong-cup, Heungdeok-gu, Cheongiu-si, Chungcheongbuk-do,
Korea).

TR Tén thudc Hoat chat, ham lwong Dang bao ché S6 dang ky

8. Tinosot gel Isotretinoin 0,5mg/g Gel bdi da VN-20757-17

Danh muc gém 02 trang 08 thudc../. .
KT. CUC TRUONG
TRUONG

Tat Pat



