BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc 1ap — Tw do — Hanh phic
Sé: 95 /QP-QLD Ha Néi, ngay 01 thdng 02 nam 2024
QUYET PINH

vé viéc thu hoi glay dang ky luu hanh thudc tai Viét Nam dbi véi thude da
dwoc cap gidy ding ky lwu hanh

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Duwoc s6 105/2016/QH13 ngay 06/04/2016;

Can cwe Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu quy
dinh chi tiét mot sé diéu vé bién phdp thi hanh Ludt dwoc;

Can cir Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 ciia Chinh phii sira
d6i mot sé quy dinh lién quan dén diéu kién dau tw kinh doanh thuéc pham vi quan
Iy nha nwée ciia Bo Y té;

Can cir Nghi dinh so 95/2022/ND CP ngay 15/11/2022 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyen han va co cdu té chirc ciia B Y té;

Can cir Quyét dinh sé 1969/0D-BYT ngay 26/4/2023 cua Bj truong B Y

té quy dinh chirc nang, nhiem vy, quyen han va co cdu t6 chire ciia Cuc Qudn 1y
dweoc thuéc B Y té;

~ Can cir Thong tw s6 08/2022/T T-BYT ngay 05/9/2022 cua B¢ truong Bo Y
te quy dinh viéc dang ky lwu hanh thuoc, nguyén liéu lam thuoc,
Can cir don dé nghi thu hoi gidy dang ky luu hanh thuoc tai Viét Nam cia
cdc co so dang ky thuoc,
Theo dé nghi ciia Truong phong Phong Dang ky thuéc - Cuc Quan Iy Durre.

QUYET PINH:
Piéu 1. Thu héi gidy dang ky luu hanh thudc tai Viét Nam déi véi 23 thude
tai phu luc dinh kém Quyét dinh nay.

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

Piéu 2. Thuc nudc ngoai da nhap khau vao Viét Nam trudc ngay Quyét
dinh nay c6 hiéu luc dugc phép luu hanh dén hét han dung cua thube. Co s6 dang
ky thudc, san xuat thudc phai co trach nhiém theo ddi va chiu trach nhiém vé chat
luong, an toan, hiéu qua cua thudce trong qua trinh luu hanh.

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



Piéu 4. Giam d6c S Y té cac tinh, thanh phd truc thudc Trung wong, cac
co so kinh doanh duoc va Giam déc co s dang ky, co sé san xuat c6 thue néu
tai Piéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhgn: KT. CUC TRUONG
- Nhu biéu 4; . ) . . ° >
- B trudng Dao Hong Lan (d€ b/c); i 71’(/}{0 CUC TRUONG
- Th truong D& Xuan Tuyén (dé blc); S 2\

/ A\ \

- Cuc truong Vi Tuén Cuong (dé b/e); /- cuc
-Cuc Quan Y - B9 Quéc phong; Cuc Y té - Bo Cong an;/ o QUAN 1 o
Cuc Y té Giao thong van tai - Bo Giao thong van tai; }\: - \\ . ik
- Téng cuc Hai quan - B Tai chinh; \\z N
- Bao hiém Xa hoi Viét Nam;
-B0 Y té: Vu Phap ché, Cyc Quan Iy YDCT, Cuc QLKCB, =i
Thanh tra Bo; Trung tdm mua sdm tap trung thube Qudc gia; Nguyén Thanh Lam
- Cac Vién: KN thuéc TW, KN thuée TP. HCM;

- Téng Cong ty Dugc Viét Nam — Cong ty ¢b phén;

- Céac Bénh vién & Vién cd givong bénh truc thudc Bo;

- Cac phong Cuc QLD: QLKDD, QLCLT, QLGT, Website

Cuc QLD;

- Luu: VT, BKT (Trg) (2b).




Phu luc

DANH MUC 23 THUOC THU HOI GIAY PANG KY LUU HANH TAI VIET NAM
(Kem theo Quyet dinh so 95 /OD-QLD ngay 01 /02 /2024 cua Cuc Quan ly Dwoc)

STT Tén thube

Hoat chét, ham lwong

Dang bao ché

S6 ding ky

1. Co s¢ ding ky: Cong ty TNHH Dwoc pham Tién Giang (Pja chi: 23 Puong s6 9,
Khu dan cw Nam Long, Phuong Tan Thuan Pong, Qudn 7, TP. Ho Chi Minh, Viét

Nam)

Co s6 san xuit: Swiss Pharma Pvt. Ltd. (Dia chi: 3709, G.1.D.C., Phase- 1V, Vatva,
City: Ahmedabad-382 445, Dist. Ahmedabad, Gujarat State, India)

1 Edcox 250

Cefprozil (duédi dang
Cefprozil monohydrat)
250mg

Vién nén bao phim

890110427723

2. Co sé ding ky: Cong ty TNHH Johnson & Johnson (Viét Nam) (Pja chi: Tang
12, Toa nha Vietcombank, S6 5 Cong truong Mé Linh, Phuong Bén Nghé, Quan 1,
Thanh pho Ho Chi Minh, Viét Nam)
Co sé san xuat: Olic (Thailand) Ltd. (Pia chi: 166, Moo 16, Bangpa-In Industrial
Estate, Udomsorayuth Road, Bangpa-In District, Ayutthaya Province, Thailand)

2 Imodium

Loperamide hydrochloride
2mg

Vién nang

VN-13196-11

3. Co so dang ky: Les Laboratoires Servier (Dia chi: 50 rue Carnot, 92284 Suresnes

Cedex, France

Co sé san xuat: Les Laboratoires Servier Industrie (Dja chi: 905, route de Saran,

45 520 Gidy, France

3 Preterax Perindopril tert-butylamine | Vién nén 300110077323
2mg; Indapamide 0.625mg
4 Bi Preterax Perindopril tert-butylamine | Vién nén 300110140823
4mg; Indapamide 1.25mg
5 Coversyl Plus Piribedil arginine 2.5mg; Vién nén bao phim | VN-18925-15
2.5mg/0.625mg Indapamide 0.625mg
6 Trivastal Retard | Piribedil 50 mg Vién nén bao VN-22655-20
50 duong giai phong
kéo dai

4. Co sé ding ky: LUNDBECK EXPORT A/S (Dja chi: Ottiliavej 9, DK-2500 Vaiby,

Denmark)

Co sé san xuit: Rottendorf Pharma GmbH (BPja chi: Ostenfelder Strasse 51-61

D-59320 Ennigerloh.

, Germany)

Co s& dong goi: Merz Pharma GmbH & Co. KgaA (Pia chi: Ludwigstrasse 22, D-
64354 Re{nheim, Dure)
Co sé xuat xwong 16: H. Lundbeck A/S (Dia chi: Ottiliavej 9, 2500 Valby, Denmark)

7 Ebixa Memantine 8,31mg (dudi | Vién nén bao phim | VN3-95-18
dang Memantine
hydrochlorid 10mg)

8 Ebixa Mbi vién nén bao phim Vién nén bao phim | VN3-96-18

chtra Memantin 16,62mg
(dudi dang Memantin
hydrochlorid 20mg)
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STT

Tén thudc

Hoat chit, ham lwong

Dang bio ché

S6 ding ky

5. Co sé dang ky: Mega lifesciences Public Company Limited (Pia chi: 384 Moo 4,
Soi 6, Bangpoo Industrial Estate, Pattana 3 road, Praeksa, Mueang, Samutprakarn
10280, Thailand, Thai Lan)
Co s& san xuit: Inventia Healthcare Limited (Dia chi: FI-F1/1-F75/1, Additional
Ambernath M.1.D.C., Ambernath (East), Thane 421506, Maharashtra State, India)

9 Perglim 4 Glimepiride 4mg vién nén VN-13269-11
6. Co s¢ dang ky: Novartis (Singapore) Pte Ltd (Dia chi: 10 Collyer Quay, # 10-01,
Ocean Financial Centre Singapore (049315), Singapore)
6.1. Co s& san xuat: GlaxoSmithKline Manufacturing S.p.A. (Pia chi: Strada
Provinciale Asolana 90, 43056 San Polo di Torrile Parma, Italy)
10 | Hycamtin Topotecan Hydrochloride 4 | Bot pha dung dich | VN-22664-20
mg truyén tinh mach
6.2. Co s& san xuat: Sandoz GmbH (Pia chi: Biochemiestrasse 10, A-6250 Kundl,
Austria)
11 | Xorimax 250mg | Cefuroxim (dudi dang Vién nén bao phim | 900110031823
Cefuroxim axetil
300,72mg) 250mg
7. Co sé dang ky: Novartis (Singapore) Pte Ltd (Dia chi: 20, Pasir Panjang Road,
#10-25/28, Mapletree Business City, Singaporel 17439, Singapore, Singapore)
Co sé san xuat: Lek S.A (Pia chi: Podlipie Street 16, 95-010 Strykow, Poland)
Co sé dong goi va xuat xwong: Lek S.A. (Pia chi: 50C, Domaniewska Street, 02-
672 Warsaw, Poland
12 | Glimepirid 4mg | Glimepirid 4 mg Vién nén VN-21920-19
13 | Glimepirid 2mg Glimepirid 2 mg Vién nén 590110191023
8. Co sé dang ky: Novartis Pharma Services AG (Dja chi: Lichtstrasse 35, 4056
Basel, Switzerland)
Co s¢ san xuat: Novartis Singapore Pharmaceutical Manufacturing Pte. Ltd.
(Dia chi: 10Tuas Bay Lane, 637461 Singapore, Singapore)
Co s& dong goi va xuat xwdéng: Novartis Saglik, Gida ve Tarim Urunleri San. ve
Tic. A.S.; (B_iq chi: Yenisehir Mahallesi [hlara Vadisi Sokak No. 2, Pendik, Istanbul,
TR 34912, Tho Nhi Ky),
14 | Galvus Met Vildagliptin 50mg; Vién nén bao phim | VN-23243-22
50mg/1000mg Metformin hydrochlorid
1000mg
15 | Galvus Met Vildagliptin 50mg; Vién nén bao phim | VN-23244-22
50mg/500mg Metformin hydrochlorid
500mg
16 | Galvus Met Vildagliptin 50mg; Vién nén bao phim | VN-23245-22
50mg/850mg Metformin hydrochlorid
850mg
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STT

Tén thube

Hoat chét, ham lwong

Dang bao ché

S6 ding ky

9. Co sé¢ diang ky: Pfizer (Thailand) Limited (Pia chi: No. 323 United Center
Building, Floors 36th and 37th, Silom Road, Silom Sub-district, Bang Rak District,
Bangkok Metropolis, Thailand)
Co sé san xuat: Hospira Australia Pty Ltd. (Dia chi: 1-5, 7-23 and 25-39 Lexia
Place, Mulgrave VIC 3170, Australia)

17 | Calcium Folinate | Acid folinic (duéi dang Dung dich tiém VN-22925-21
10mg/ml calcium folinate)
Injection 100mg/10ml

18 | Oxaliplatin Oxaliplatin 100mg/20ml Dung dich dam dac | VN-14990-12
Hospira pha dung dich tiém
100mg/20ml truyén

10. Co s¢ dang ky: Pharmaceutical Works POLPHARMA S.A (Dia chi: ul.

Pelplinska 19, 83-200 Starogard Gdanski, Poland)

Co s& san xuit: Pharmaceutical Works Polpharma S.A. (Pja chi: 19 Pelplinska

Street, 83-200 Staro,

ard Gdanski, Poland)

19 | Zolaxa Rapid Olanzapine 10mg Vién nén phan tan | VN-18046-14
trong miéng

20 | Zolaxa Rapid Olanzapine 15mg Vién nén phan tan | VN-18047-14
trong miéng

21 | Zolaxa Rapid Olanzapine 20mg Vién nén phan tan | VN-18048-14
trong miéng

22 | Zolaxa Rapid Olanzapine Smg Vién nén phan tan | VN-18049-14
trong miéng

11. Co sé dang ky: Sanofi-Aventis Singapore Pte. Ltd. (Pia chi: 38 Beach Road,
#18-11, South Beach Tower, Singapore (189767), Singapore)
Co s6 san xuat: Sanofi Winthrop Industrie (Dia chi: I rue de la Vierge, Ambares

et Lagrave, 33565 Carbon Blanc Cedex, France)

23

CoAprovel®
300/25mg

Irbesartan 300mg;
Hydrochlorothiazide 25mg

Vién nén bao phim

VN-17393-13




