BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap — Tu do — Hanh phiic
Sb:305  /QDP-QLD Ha Néi, ngay 3, thdng 05 ndam 2021
QUYET PINH

Vé viéc thu hdi Gidy ding ky luu hanh thuoc tai Viét Nam déi véi 14 thudc
dwoc cap gidy ding ky luu hanh

CUC TRUONG CUC QUAN LY DUQC

Can cwr Ludt Duoc ngay 06 thang 4 nam 2016;

Can cwr Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu quy dinh
chi tiét mot s6 diéu vé bién phap thi hanh Ludt duoc;

Can cit Nghi dinh s6 155/2018/NP-CP ngay 12/11/2018 ciia Chinh phii sita
doi mét sé quy dinh lién quan dén diéu kién dau tw kinh doanh thudéc pham vi quan
ly nha nwoc cua Bo Y té;

Can cit Nghi dinh s6 75/2017/NP-CP ngay 20/6/2017 ciia Chinh phii quy dinh
chirc nang, nhiém vy, quyén han va co céu té chire ciia BY Y té;

Can cir Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 ciia BY trucéng Bé Y té
quy dinh viéc dang ky luu hanh thude, nguyén liéu lam thudc;

Can cir Quyét dinh s6 7868/0D-BYT ngay 28/12/2018 cua Bo truong Bo Y té
quy dinh chirc nang, nhiém vu, quyen han va co cdu t6 chire ciia Cuc Qudn 1y dwoc
thuéc Bo Y té;

Can cir don dé nghi thu héi gidy ding ky luu hanh thudc tai Viét Nam cia cdc
co s¢ dang ky thuéc;

Xét dé nghi ciia Trwdng phong Phong Ping ky thuéc - Cuc Quan 1y Duoc,

QUYET PINH:

Piéu 1. Thu hoi Gidy dang ky luu hanh thude tai Viét Nam doi véi 14 thube
duoc cap gidy dang ky luu hanh, cy thé sau day:

1. Co so dang ky thudc: Bayer (South East Asia) Pte., Ltd. (d/c: 2, Tanjong
Katong Road, #07-01, PLQ 3, Singapore (437161), Singapore).

1.1. Co s san xuit thubc: Bayer AG (d/c: Kaiser-Wihelm-Allee 51368
Leverkusen, Germany).

STT | Tén thude Hoat chét, ham lugng Dang bao ché So dang ky

Vién phong

thich kéo dai VN-20386-17

1 Adalat LA 60mg Nifedipin 60mg

2. Co s& dang ky thudc: Merck Sharp & Dohme (Asia) Ltd. (d/c: Flat/Rm
1401 A&B 14/F & 27/F, Caroline Ctr, 28 Yun Ping Road, Causeway Bay, Hong
Kong).

2.1. Co s6 san xuat thudc: Merck Sharp & Dohme Ltd. (d/c: Shotton Lane,
Cramlington, Northumberland NE23 3JU, United Kingdom).



Cozaar (Co s&
dong goi va xuét
xudng: Merck
Sharp & Dohme
(Australia)  Pty.
Ltd.,, d/c: 54-68
Ferndell  Street,
South  Granville,
N.S.W. 2142,
Australia)

Vién nén bao

Losartan kali 50mg ohim

VN-20026-16

3. Co so dang ky thudc: Merck Sharp & Dohme (Asia) Ltd. (d/c: Flat/RM
1401 A&B 14/F & 27/F., Lee Garden Two, 28 Yun Ping Road, Causeway Bay, Hong
Kong).

3.1. Co s6 san xudt thudc: Laboratoire Merck Sharp & Dohme - Chibret (d/c:
Route de Marsat, Riom, F-63963 Clermont - Ferrand Cedex 9, France).

STT | Tén thubc Hoat chét, ham luong Dang bao ché S6 dang ky

Invanz (dong goi
tai  PT  Merck
Sharp Dohme
Pharma Tbk. Dia
3 chi: JI. Raya
Pandaan Km 48,
Pandaan,

Pasuruan, Jawa
Timur, Indonesia)

Ertapenem (dudi dang | Bt dong kho

Ertapenemnatri) 1g | pha tiém truyén | V2002516

3.2. Co s& san xuét thudce: N.V. Organon (d/c: Kloosterstraat 6, 5349 AB Oss.,
The Netherlands).

STT | Tén thubc Hoat chét, ham luong Dang bao ché S6 dang ky
4 Remeron 30 Mirtazapin 30mg ;/r:?r?] nen  bao VN-22171-19

4. Co so dang ky thudc: Merck Sharp & Dohme (Asia) Ltd. (d/c: Flat/RM
1401A&B 14F & 27F., Caroline Center, Lee Gardens Two, 28 Yun Ping Road,
Causeway Bay, Hong Kong).

4.1. Co sé san xuat thudc: Frosst Iberica S.A. (d/c: Via Complutense, 140,
28805 Alcala de Henares, Madrid, Spain).

STT | Tén thubc Hoat chat, ham luong Dang bao ché S6 dang ky

Exinef 90mg (Co
s6 dong  goi:
Merck Sharp &
Dohme B.V., d/c:
Waarderweg 39,
NL-2031 BN

Vién nén bao

Etoricoxib 90mg ohim

VN-21206-18




Haarlem,
Netherlands)

5. Co so dang ky thudc: Merck Sharp & Dohme (Asia) Ltd. (d/c: 27/F, Lee
Garden Two, 28 Yun Ping Road, Causeway Bay, Hong Kong).

5.1.Co so san xuat thudc: Schering-Plough Labo N.V. (d/c: Industriepark 30,
B-2220, Heist-op-den-Berg, Belgium).

STT | Tén thudc Hoat chit, ham luong Dang bao ché S6 dang ky

M&i gam thudc chia:
Betamethason (dudi dang
Betamethason Thubc m& VN-20815-17
dipropionat) 0,5mg;
Salicylic acid 30mg

Diprosalic
Ointment

5.2. Co sé san xuat thudc: Merck Sharp & Dohme Ltd. (d/c: Shotton Lane,
Cramlington, Northumberland NE23 3JU, UK).

STT | Tén thubc Hoat chét, ham luong Dang bao ché S6 dang ky
7 Zocor 10mg Simvastatin 10mg ;/r:ler?] nen  bao VN-21067-18

5.3. Co s& san xuat thudc: Frosst Iberica S.A. (d/c: Via Complutense, 140,
28805 Alcala de Henares, Madrid, Spain).

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

Exinef 120mg (Co
s¢ dong  goi:
Merck Sharp &
Dohme B.V., d/c: Vién nén bao

8 | Waarderweg 39, Etoricoxib 120 mg ohim VN-22027-19
NL-2031 BN
Haarlem,
Netherlands)
Exinef 60mg (Co
s6 dong  gou
Merck Sharp & Vien nén bao
9 Dohme B.V., d/c: | Etoricoxib 60mg VN-22172-19

Waarderweg 39, phim

Haarlem 2031 BN,
Netherlands)

6. Co s¢ dang ky thudc: Novartis Pharma Services AG (d/c: Lichtstrasse 35,
4056 Basel, Switzerland).

6.1. Co s& san xuat thudc: Sandoz GmbH (d/c: Biochemiestrasse 10, 6336
Langkampfen, Austria).

STT | Tén thubc Hoat chat, ham luong Dang bao ché S6 dang ky




Sandostatin Lar 10
mg (Co s& san xut
dung moi pha tiém:
Abbott Biologicals
B.V., dia chi:
Veersweg 12, 8121
AA Olst,
10 Netherlands; Co s&
dong goi va xuit
xudng:  Novartis
Pharma Stein AG,
dia chi:
Schaffhauserstrass
e, 4332 Stein,
Switzeland)

Octreotid (dudi dang

octreotid acetat) 10 mg Bot pha tiém VN-20046-16

7. Co so dang ky thude: Sanofi-Aventis Singapore Pte Ltd (d/c: 38 Beach
Road, #18-11, South Beach Tower, Singapore (189767), Singapore).

7.1.Co so san xuat thude: Chinoin Pharmaceutical & Chemical Works Private
Co., Ltd. (d/c: 3510 Miskolc, Csanyikvolgy, Hungary).

STT | Tén thubc Hoat chét, ham luong Dang bao ché S6 dang ky
Dolargan - Dung dich ) i
11 100mg/2ml Pethidin HCI 100mg/2ml thube tiem VN-20264-17

8. Cosodang ky thudc: Cong ty TNHH Dugc pham Viét Phéap (d/c: S6 11B,
pho Hoa Bang, P. Yén Hoa, Q. Cau Giay, Ha Noi, Viét Nam).
8.1.Co s¢ san xuat thudc: Mitim S.R.L (d/c: Via Cacciamali, 36/38, Brescia,
Italy).

STT | Tén thude Hoat chit, ham lugng Dang bao ché S6 dang ky
12 Cefotaxim Stragen Cefotax!m (d}ml dang Bt pha tiém VN-20147-16
19 Cefotaxim natri) 19

9. Co so ding ky thudc: Cong ty TNHH Duogc pham Tién Giang (d/c: 23
duwong s6 9, Khu dan cw Nam Long, P. Tan Thudn Péng, Q.7, TP. Ho Chi Minh, Viét
Nam).

9.1.Co s6 san xuét thudc: Kwality Pharmaceutical PVT. Ltd. (d/c: Nag Kalan,
Majitha Road, Amritsar, Punjab, India).

STT | Tén thubc Hoat chat, ham luong Dang bao ché S6 dang ky
Cefpodoxim (dudi dang

13 | Captidox Cefpodoxim proxetil) | Vién nang cung VN-21781-19
100mg

~10. Cosodang ky thudc: Cong ty Co phan Dugc Pham Otsuka Viét Nam (d/c:
So 27, buong 34, Khu Cong nghi¢p Bién Hoa Il, Phuwong Long Binh, Thanh pho
Bién Hoa, Tinh Dong Nai, Viét Nam).



10.1. Co s6 san xuat thudc: PT. Otsuka Indonesia (d/c: JI. Sumber Waras No.
25, Lawang, Malang 65216, Indonesia).

STT | Tén thubc Hoat chit, ham luong Dang bao ché S6 dang ky
Hon hop cac acid amin, | Dung dich tiém

14 | Aminofluid cac chat dién giai, truyén tinh VN-15862-12
Glucose mach

Ly do: Cac co s& dang ky thube tu nguyén dé nghi thu hoi gidy dang ky luu
hanh tai Viét Nam.

Piéu 2. Thudc trong nude duge san xuét trude ngay Quyét dinh nay co hiéu
luc, thude nudc ngoai nhap khau vao Viét Nam hodc thude nudc ngoai nhap khau
trong truong hop dugc giao hang tai cang di ciia nudc xuat khau trude ngay Quyét
dinh nay c6 hiéu luc dugc phép luu hanh dén hét han dung cta thudc. Co so ding
ky thudc, san xudt thudc phai cé trach nhiém theo ddi va chiu trach nhiém vé cht
luong, an toan, hi¢u qua cua thube trong qua trinh luu hanh.

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

Picu 4. Giam d6c S Y té cac tinh, thanh phd tryc thudc Trung uong, cac co
s& kinh doanh duogc va Giam doc co so ¢o thuoc néu tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Notnhén- v KT.CUC TRUONG
- BT. Nguyéen Thanh Long (d€ b/c); ’ -

- TTr. Truong Québc Cudng (dé b/c); , PHQ CUC TRUONG
- Cuc truéng Vii Tudn C}Ibﬂg (dé blc); ’ v\,\\ N\

- Cuc Quan Y - B Quoc phong; Cuc Y té - B Cong an; 7 AN

Cuc Y té Giao thong van tai - B6 Giao thong vén tai; \ . [ lr_ |

- Téng cuc Hai quan - B6 Tai chinh; \ ‘G

- B4o hiém X& hoi Viét Nam; Vi

~B3Y té Vu Phap ché, Cuc Quan Iy YDCT, Cuc QLKCB, (o= . )
Thanh tra Bo: ~Neguyen Thanh Lam

- C4c Vién: KN thubec TW, KN thudc TP. HCM, Kiém dinh
Qudc gia vic xin va SP y té;

- Téng Cong ty Dugc Viét Nam — Cong ty c¢b phan; Cac
Cong ty XNK Dugc phim;

- Cac Bénh vién & Vién c6 giuong bénh truc thudc Bo;

- Céac phong Cuc QLD: QLKDD, QLCLT, PCTTra,
QLGT,Van phong; Website Cuc QLD;

- Luu: VT, BKT (TA).
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