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P, 2\ Ky boi: Cuc Quan
M\ 1y Dugc
| CUq n: Bo Yt

o H BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc 1ap — Tw do — Hanh phic
S6: 527 /QP-QLD Ha Ngi, ngdy 24 thdng 07 ndm 2023
QUYET PINH

Vé viéc thu hdi gidy ding ky luu hanh thuoc tai Viét Nam déi véi thudce da
dwoc cap gidy ding ky lwu hanh

CUC TRUONG CUC QUAN LY DUQC

Can civ Ludt Durge s6 105/2016/QH13 ngay 06/04/2016;
Can cir Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu quy
dinh chi tiet mot so diéu vé bién phap thi hanh Ludt duoc,
~ Can cir Nghi dinh 0 155/2018/ND-CP ngay 12/11/2018 cua Chinh phu sia
doi mot so quy dinh lién quan dén diéu kién dau tu kinh doanh thugc pham vi quan
[y nha nwoc cua Bo Y te;
Can cir Nghi dinh sé 95/2022/Nb-CP ngay 15/11/2022 cua Chinh phu quy

dinh chirc nang, nhiém vu, quyen han va co cdu t6 chire ciia BY Y té;

Can cir Quyét dinh so 1969/0D-BYT ngay 26/4/2023 cua B¢ truong Bo Y

té quy dinh chirc nang, nhiem vy, quyén han va co cau t6 chire ciia Cuc Quan Iy
diege thugc BY Y té;

~ Can cir Thong tir s6 08/2022/T T-BYT ngay 05/9/2022 cua B¢ truong Bo Y
té quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc;
Can cir don dé nghi thu héi gidy dang ky luu hanh thudc tai Viét Nam ciia
cdc co so dang ky thuoc,
Theo dé nghi ciia Truéng phong Phong Ddang ky thuéc - Cuc Quan Iy Duegc.

QUYET PINH:
Piéu 1. Thu hdi gidy dang ky luu hanh thudc tai Viét Nam d6i v6i 23 thude
tai phu luc dinh kéem Quyét dinh nay.

Ly do: Cac co so diang ky thubc dé nghi tu nguyén thu hdi gidy ding ky
luu hanh thudc tai Viét Nam.

Piéu 2. Thudc nudc ngoai da nhap khau vao Viét Nam trudc ngay Quyét
dinh nay c6 hiéu luc duge phép luu hanh dén hét han dung cua thude. Co s ding
ky thude, san xuét thudce phai c6 trach nhi¢m theo doéi va chiu trach nhiém vé chat
lwong, an toan, hiéu qua cua thude trong qua trinh luu hanh.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.



Piéu 4. Giam doc SO Y té cac tinh, thanh phd truc thudc Trung wong, C4c
co so kinh doanh dugc va Giam déc co s¢ dang ky, co so san xuat co thude néu
tai Piéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.
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Phu luc

DANH MUC 23 THUOC THU HOI GIAY PANG KY LUU HANH TAI VIET NAM
(Kem theo Quyét dinh so 527 /OD-QLD ngay 24 /07 /2023 cua Cuc Quan Iy Duoc)

STT

Tén thube

Hoat chat, ham hrong

Dang bao ché

S6 ding ky

1. Co sé diang ky: Cong ty TNHH Dwoc pham Bach Viét (Pja chi: S6 146, ngé 230
Dinh Cong Thiwong, P. Pinh Cong, Q. Hoang Mai, Ha N¢i, Viét Nam)
1.1. Co sé san xuit: Oncomed Manufacturing a.s. (Pia chi: Karasek 2229/1b,

budova 02, 621 00 Brno-Reckovice)

Dacarbazine
Medac
(Co sd dong goi
thir cap, dan nhan,
xuat xuong 16 va
s& hitu gidy phép:
Medac Gesellschaft
fiir klinische
Spezialpraparate
mbH; Pia chi:
Theaterstrafe 6,
22880 Wedel,
buc)

Dacarbazin (dudi dang
Dacarbazin citrat) 1000mg

Bot dong kho pha
dung dich truyén
tinh mach

VN3-347-21

2. Co sé ding ky: Cong ty TNHH Dwoc pham Nam Héan (Pja chi: Phong 201, Lau

2, Toa nha City View, s6 12 Mac Dinh Chi, Phuwong Pa Kao, Qudn 1, Tp. Hoé Chi

Minh, Viét Nam)

2.1. Co s6 san xuat: Tai Guk Pharm. Co., Ltd (Pia chi: 123, Jeyakgongdan 3-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Korea)

2

Sucar Suspension

Sucralfate hydrate 1g/15mi

Hon dich

VN-21392-18

3. Co'sé diing ky: Cong ty TNHH Mot thanh vién An Phat (Bja chi: 1973 Nguyén Hitu

Canh, phuong 19, quan Binh Thanh, thanh phé Ho6 Chi Minh, Viét Nam, Viét Nam)

3.1. Co sé san xuat: Jubilant Generics Ltd. (Pja chi: Village Sikandarpur
Bhainswal, Roorkee-Dehradun Highway, Bhagwanpur, Roorkee, District
Haridwar, Uttarakhand 247661, India)

Irbesartan 150mg;

3 Irbejub H Hydrochlorothiazide 12,5mg Vién nén bao phim | 890110124023
4 Irbejub H Hy drg?r?li)ar;t?hr}ai?ggn%,Smg Vién nén bao phim | 890110124123
5 Irbejub H Hy d:(r)t():ﬁslﬁrrtoat?\iig? dr292;5mg Vién nén bao phim | 890110124223
6 thg:e't;bgg?)”rﬁg Ibesartan 300mg Vién nén bao phim | VN-17987-14
7 Jubl Irbesartan Irbesartan 150mg Vién nén bao phim 890110024423

tablets 150mg

(VN-18340-14)




STT

Tén thube

Hoat chat, ham hrong

Dang bao ché

S6 ding ky

4. Co sé ding ky: Cong ty TNHH Novartis Viét Nam (Pia chi: Phong 1001, lau 10,
Centec Tower, 72-74 Nguyén Thi Minh Khai, phieong Vé Thi Sdu, Qudn 3, Tp. Ho

Chi Minh, Viét Nam)

4.1. Co sé sanxuat: Salutas Pharma GmbH (Pja chi: Otto-von-Guericke-Allee 1,

39179 Barleben,

Germany)

Tamoxifen
Sandoz 10mg

Tamoxifen (Dudi dang
Tamoxifen citrat 15,2mg)
10mg

Vién nén bao phim

400114024923
(VN-20583-17)

5. Cosé dang Kky: Les Laboratoires Servier (Dia chi: 50 rue Carnot, 92284 Suresnes

Cedex, France)

5.1. Co sé san xuat: Les Laboratoires Servier Industrie (Pia chi: 905, Route de
Saran, 45520 Gidy, France)

Metoprolol tartrate 25mg;
Implicor 25 Ivabradin (dudi dang A .
o mg/5 mg Ivabradin hydrochloride Vien nen bao phim | VN3-351-21
5,390mg) 5mg
Metoprolol tartrate 25mg;
Implicor 25 Ivabradin (dudi dang o .
10 mg/7.5 mg Ivabradin hydrochloride Vien nen bao phim | VN3-352-21
8,085mg) 7,5mg
Metoprolol tartrate 50mg;
Implicor 50 Ivabradin (dudi dang o .
1 mg/5 mg Ivabradin hydrochloride Vien nen bao phim | VN3-353-21
5,390mg) 5mg
Metoprolol tartrate 50mg;
Implicor 50 Ivabradin (dudi dang o .
12 mg/7.5 mg Ivabradin hydrochloride Vien nen bao phim | VN3-354-21
8,085mg) 7,5mg

6. Co sé dang ky: Macleods Pharmaceuticals Limited (Dia chi: 304, Atlanta Arcade,
Marol Church Road, Andheri (E.), Mumbai - 400 059, India)
6.1. Co s& san xuat: Macleods Pharmaceuticals Limited (Pia chi: Block N-2,

Village Theda, Post Office Lodhimajra Tehsil Baddi, Distt. Solan, Himachal

Pradesh-174101,

India)

13

Atormac 10

Atorvastatin Calcium
Trihydrate 10,34mg

Vién nén bao phim

890110125923




STT

Tén thudc

Hoat chit, ham lwong

Dang bao ché

S6 ding ky

7. Co sé dang ky: Merck Sharp & Dohme (Asia) Ltd. (Pia chi: 27/F., Lee Garden
Two, 28 Yun Ping Rqad, Causeway Bay, HongKong)
7.1. Co s6 san xuat: Alkermes Pharma lreland Ltd. (Pia chi: Monksland,

Athlone, Co. Westmeath, N37 EAQ9, Ireland)

14

Emend
(Co s¢ dong gai,
Xudt xuong:
Merck Sharp &
Dohme B.V.
b/c: Warrderweg
39, Haarlem,
2031 BN,
Netherlands)

Aprepitant 80mg & 125mg

Vién nang cung

VN3-338-21

8. Co sé dang ky: Mundipharma Pharmaceuticals Pte. Ltd. (DPia chi: 10 Hoe Chiang

Road #20-04/05 Keppel Towers Singapore 089315 (Singapore), Singapore)

8.1. Co sé san xuat: Teikoku Seiyaku Co., Ltd (Pja chi: 567 Sanbonmatsu
Higashikagawa Kagawa 769-2695, Japan)

15

Lignopad
(co so dong goi:
Zuellig Pharma
specialty Solutions
Group Pte. Ltd,;
dia chi: 15 Changi
North way #02-
02, #02-10
Singapore 498770)

Lidocain 0,79 (5%kl/kl)

Miéng dan

VN-18035-14

9. Co s6 dang ky: Novartis (Singapore) Pte Ltd (Dia chi: 10 Collyer Quay, # 10-01,
Ocean Financial Centre Singapore (049315), Singapore)
9.1. Co sé san xuat: Salutas Pharma GmbH (Bja chi: Otto-von-Guericke-Allee 1,

39179 Barleben, Germany)

Tamoxifen Tamoxifen (dudi dang A .
16 20mg Tamoxifen citrate) 20mg Vién nén bao phim | VN-20584-17
9.2. Co sé san xuat: Sandoz Grup Saglik Urunleri llaclari San. Ve. Tic. A.S. (Pia
chi: Gebze Organized Industrial Region, lhsan Dede Cadde N0.900. Sokak,
TR.41480 Gebze- Kocaeli, Turkey)
Simvahexal 10mg
(Co so dong goi
va Xuat xudng;
17 Lek S.A, Dia chi: | Simvastatin 10mg Vién nén bao phim | VN-22665-20
16 Podlipie
Street, 95-010
Strykow, Poland)
9.3. Co s san xuét: Sandoz Private Limited (Pia chi: MIDC, Plot No. 8-A/2 & 8-
B, TTC Industrial Estate, Kalwe Block, Navi Mumbai 400708, India)
18 Desaurus Desloratadin 5mg Vién nén bao phim | VN-19980-16




STT Tén thudc

Hoat chit, ham lwong

Dang bao ché S6 ding ky
10. Co sé dang ky: Pharmaunity Co., Ltd (Pia chi: 69-5 Taepyeongno, 2-Ga, Jung-

Gu, Seoul, Korea)

10.1. Co s& san xuat: Theragen Etex Co., Ltd (Dia chi: 58, Sandan-ro 68 Beon-
gil, Danwon-gu, Ansan-si, Gyeonggi-Do, Korea)

19 Kesude Tab

Prothionamide 250mg

Vién nén bao phim | VN-21642-18

11. Co sé dang ky: Takeda Pharmaceuticals (Asia Pacific) Pte., Ltd. (Pia chi: 21,
Biopolis Road #O4-Q1/12 Nucleos Singapore 138567, Singapore)

11.1. Co s6 san xuat: Takeda Pharmaceutical Company Limited, Osaka Plant

(Pia chi: 17-85, Juso-honmachi, 2-Chome Yodogawa-ku, Osaka, 532-8686, Japan)
Dexilant 30mg

(co so dong goi:
Delpharm Novara Vién nang phéng
20 s.r.l., dia chi: Via Dexlansoprazol 30mg thich cham VN3-269-20

Crosa 86, 28065- :
Cerano (NO),
Italy)
Dexilant 60mg
(co so dong goi:
Delpharm Novara

21 | srl,diachi: Via Dexlansoprazol 60mg V:ﬁf‘ Eabng pgghg VN3-304-21
Crosa 86, 28065- 1ch bien do1
Cerano (NO),

Italy)

12. Co sé dang ky: Zuellig Pharma Pte. Ltd. (Dia chi: 15 Changi North Way #01-01,
Singapore 498770, Singapore)
12.1. Co s& san xuat: Astellas Pharma Tech Co. Ltd. Toyama Technology

Center (Pia chi: 2-178 Kojin-machi, Toyama city, Toyama 930-0809, Japan)
Protopic (Bong

goi: Zuellig
Pharma Specialty

Solutions Group Tacrolimus (dudi dang
22 Pte Ltd.. dia chi: Tacrolimus monohydrate) Thudc m& VN-16292-13
15 Changi North 3mg/10g
Way #02-02,
#02-10 Singapore
498770)
Protopic (Bong
goi: Zuellig
Pharma Specialty
Solutions Group Tacrolimus (du6i dang
23 Pte Ltd.. dia chi: Tacrolimus monohydrate) Thudc m& VN-16293-13
15 Changi North 10mg/10g
Way #02-02,
#02-10 Singapore
498770)
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