BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc 1ap — Tu do — Hanh phuc
Sb: 407 /QP-QLD Ha Ngi, ngdy 08 thdng 06 niam 2023
QUYET PINH

Vé viéc thu héi gidy ding ky luu hanh thudc tai Viét Nam doi véi thudc da
dwoc cap gidy ding Ky luu hanh

CUC TRUONG CUC QUAN LY DUQC
Can cir Ludt Duwoc 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 ve bién phap thi hanh Ludt duoc;
~ Can cir Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 cua Chinh phi sira
doi mot so quy dinh lien quan dén dieu kién dau tu kinh doanh thugc pham vi quan
ly nha nuoc cua Bo Y té;
Can cit Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co cdu té chire ciia Bo Y té;

Can cir Quyét dinh sé 1969/0D-BYT ngay 26/4/2023 cua Bo truong Bo Y
té quy dinh chirc nang, nhiém vu, quyén han va co cdu té chire ciia Cuc Quan Iy
dwoc thude Bo Y té;

~ Can cir Thong tu $6 08/2022/TT. -BYT ngay 05/09/2022 cua B¢ trucng Bo Y
té quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc,

Can cit don dé nghi thu héi gidy dang ky heu hanh thuoc tai Viét Nam cia
cdc co so dang ky thuoc;

Theo dé nghi ciia Truéng phong Phong DBang ky thuéc - Cuc Quan 1y Durgc.
QUYET PINH:
Piéu 1. Thu hoi giéy dang ky luu hanh thude tai Viét Nam ddi véi 25 thude
tai phu luc dinh kém Quyét dinh nay.

Ly do: Céc co s¢ dang ky thudc dé nghi tu nguyén thu hoi 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 dugc phép luu hanh dén hét han dung cta thude. Co so ding
ky thudc, san xuat thudc phai co trach nhiém theo ddi va chiu trach nhiém vé chat
lugng, an toan, hi¢u qua cua thube trong qud trinh luu hanh.

Piéu 3. Quyét dinh nay co6 hiéu luc ké tir ngay ky ban hanh.



Piéu 4. Giam dbc So Y té cac tinh, thanh phd truc thudc Trung wong, cac
co s& kinh doanh duogc va Giam déc co sé ding ky, san xuat co thude néu tai Pidu
1 chju trach nhiém thi hanh Quyét dinh nay./.
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Phu luc
DANH MUC 25 THUOC THU HOI GIAY PANG KY LUU HANH TAI VIET NAM
(Kem theo Quyét dinh s6 407 /QD-QLD ngayos /06 /2023 ciia Cuc Quan 1y Diroc)

STT Tén thude Hoat chit, ham lwong Dang bao ché S6 ding ky

1. Co s& dang ky: Abbott Laboratories (Singapore) Private Limited (Dia chi: 3
Fraser Street, #23-28 Duo Tower, Singapore 189352, Singapore)

1.1. Co sé san xuat: Laboratorio Internacional Argentino S.A (Pja chi:Tabare 1641
C.A.B.A/Av. 12 de Octubre 4444, Quilmes, Buenos Aires, Argentina)

1 Fada Rocuronio | M&i dng 5ml chira: Dung dich tiém VN-21358-18
Rocuronium bromide 50mg

2 Sitacef Ceftazidim ( dudi dang Bot pha tiém/tiém | VN-21359-18
Ceftazidim Pentahydrat) truyén
1000mg

2. Co sé diing ky: Cong ty Co phan Sanofi Viét Nam (Pia chi: Lé I-8-2, Puong DS,
Khu cong nghé cao, P. Long Thanh My, 0.9, TPHCM, Viét Nam)

2.1. Co s6 san xuit: Boehringer Ingelheim Espana, S.A. (Pia chi:Part de la Riba, 50
08174 Sant Cugat del Valles (Barcelona), Spain)

3 Buscopan Hyoscin butylbromid Dung dich tiém VN-21583-18
20mg/ml

3. Co sé¢ ding ky: Cong ty TNHH Dwoc pham Nam Han (Pja chi: Phong 201, Lau 2,
Toa nha City View, s6 12 mac Pinh Chi, phuwong Pa Kao, Qudn I, TP. HCM, Viét Nam)
3.1. Co sé san xuat: Young Il Pharm. Co. Ltd (Pia chi:521-15, Sinjong-ri, Jinchon-
Up, Jinchon-kun, Chungchong-Bukdo, Korea)

4 Bacero 20mg Isotretinoin 20mg Vién nang mém VN-22096-19

3.2. Co s6 san xuat: Young Il Pharm. Co. Ltd (Pja chi:6-1, Munhwa 12-gil, Jineheon-
eup, Jincheon-gun, Chungcheongbuk-do, Korea)

5 Prizine Capsule Flunarizin (dudi dang Vién nang cing VN-21393-18
Flunarizin hydroclorid) S5Smg

6 Sotrel 10mg Isotretinoin 10mg Vién nang mém | VN-21227-18

4. Co'sé diing Ky: Cong ty TNHH Sanofi-Aventis Viét Nam (Pja chi: s6 10 Ham Nghi,
phirong Bén Nghé, Qudn 1, Tp. Ho Chi Minh, Viét Nam)

4.1. Co sé san xuat: Unither Liquid Manufacturing (Dia chi:1-3, allée de la Neste,
Z.1.d"en Sigal, 31770 Colomiers, France)

7 Depakine Natri Valproate 200mg/ml | Dung dich ung VN-11313-10




STT Tén thudc Hoat chat, ham luwong Dang bao ché S6 ding ky

5. Co s¢ dang ky: Enter Pharm Co., Ltd. (Dja chi: 1, Hyehwa-ro 3ga-gil, Jongno-gu,
Seoul, Korea)

5.1. Co s& san xuat: Hankook Korus Pharm. Co., Ltd. (Dia chi:30, Gangjeo-ro,
Jecheon-si, Chungcheongbuk-do, Korea)

8 Korus Captopril | Captopril 25mg Vién nén VN-22396-19
Tab.

5.2. Co s6 san xuit: PMG Pharm Co., Ltd (Pia chi:59, Gyeongje-ro, Siheung-si,
Gyeonggi-do, Korea)

9 Dimoxiti Cap. Diacerein 50mg Vién nang cliing VN-22259-19

6. Co s& dang ky: GlaxoSmithKline Pte., Ltd. (Dia chi: 23, Rochester Park, Singapore
139234, Singapore)

6.1. Co'sé san xuit: GlaxoSmithKline Manufacturing S.p.A., (Dia chi:Via A.Fleming,
2, 37135 Verona, Italy)

10 Fortum 2g Ceftazidim (dudi dang Bot pha tiém hay VN-21417-18
ceftazindim pentahydrat) 2g | truyén

7. Co s& dang ky: Hyphens Pharma Pte. Ltd (Dia chi: 16 Tai Seng Street, #04-01,
Singapore 534138, Singapore)

7.1. Co'sé san xuat: Guerbet (Dja chi:16-24 rue Jean Chaptal 93600 Aulnay-Sous-Bois,
France)

11 Dotarem Acid Gadoteric Dung dich tiém VN-15929-12
0,5mmol/ml
(27,932g/100ml)

8. Co s& dang ky: Mundipharma Pharmaceuticals Pte. Ltd. (Pia chi: 12 Marina
View, #22-01 Asia Square Tower 2, Singapore 018961, Singapore)

8.1. Co sé san xuét: Purdue Pharmaceuticals, L.P. (Pia chi:4701 Purdue Drive,
Wilson, NC 27893, USA)

Co sé dong goi: Sharp Corporation (Dia chi: 7451 Keebler way, Allentown, PA 18106,

USA)

12 OxyContin 10mg | Oxycodon HCI 10mg Vién nén giai VN-21914-19
phong kéo dai

13 OxyContin 20mg | Oxycodon HCI 20mg Vién nén giai VN-21915-19
phong kéo dai

9. Co s& 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: Ebewe Pharma Ges.m.b.H Nfg.KG (Pia chi:Mondseestrasse 11,
4866 Unterach am Attersee, Austria)




STT Tén thudc Hoat chat, ham luwong Dang bao ché S6 ding ky
14 Vinorelbin Vinorelbin (duéi dang Dung dich dam dac | VN-20829-17
"Ebewe" Vinorelbin tartrat) 10mg/ml | pha dung dich tiém
truyén

9.2. Co sé san xuat: Ever Pharma Jena GmbH (Pja chi:Otto-Schott-Str.15, 07745
Jena, Germany)
Co s& xuit xwéng: Salutas Pharma GmbH (Pia chi: Otto-von-Guericke-Allee 1, 39179
Barleben, Germany)

15

Midazolam
Sandoz Smg/1ml

Midazolam (dudi dang

Midazolam HCI) 5mg/ml

Dung dich tiém

VN-22942-21

9.3. Co sé san xuat: Haupt Pharma Wolfratshausen GmbH (Pja chi:Pfaffenrieder
Strasse 5, 82515 Wolfratshausen, Germany)

16 Calciumfolinat Acid folinic (dudi dang Dung dich tiém VN-23089-22
"Ebewe" calci folinat) 10mg truyén

17 Calciumfolinat Acid folinic (dudi dang Dung dich tiém VN-23090-22
"Ebewe" calci folinat) 10 mg truyén

9.4. Co s& san xuat: Lek Pharmaceuticals

Ljubljana, Slovenia)

d.d, (Pia chi:Verovskova 57, 1526

18 Curam Quicktabs | Amoxicillin (dudi dang Vién phan tan VN-18637-15
1000mg Amoxicllin trihydrat)
875mg; Acid clavulanic
(dudi dang Kali
clavulanate) 125mg
19 Curam Quicktabs | Amoxicillin (dudi dang Vién phan tan VN-18638-15
625mg Amoxicllin trihydrat)
500mg; Acid clavulanic
(dudi dang Kali
clavulanate) 125mg
20 Kineptia 1g Levetiracetam 1000mg vién nén bao phim | VN-20832-17
21 Kineptia 250mg | Levetiracetam 250mg vién nén bao phim | VN-20833-17
22 Kineptia 750mg | Levetiracetam 750mg Vién nén bao phim | VN-20835-17
23 Rishon 20mg Rosuvastatin (dudi dang Vién nén bao phim | VN-20193-16

Rosuvastatin calcium
20,791mg) 20mg

9.5. Co'sé san xuat: Sandoz GmbH (Dia chi:Biochemiestrasse 10, 6250 Kund|, Austria)

24

Amoxicillin
250mg

Amoxicillin (du¢i dang
amoxicillin trihydrat)

250mg

Vién nén phan tan

VN-22180-19




STT

Tén thudc

Hoat chét, ham lwong

Dang bao ché

S6 ding ky

10. Co sé dang ky: Stragen Pharma SA (Dia chi: Chemin du Pré-Fleuri 3, 1228 Plan-

les-Ouates, Switzerland)

10.1. Co sé san xuit: Mitim S.R.L. (Pia chi:Via Cacciamali, 34/38-25125 Brescia,

Italy)

25

Ceftriaxon
Stragen 2g

Ceftriaxone (dudi dang
ceftriaxone sodium 2g)

Bot pha dung dich
tiém

VN-20720-17




