BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc l1ap — Tw do — Hanh phuc
Sb: 597 /QDP-QLD Ha Néi, ngay27 thdng 11 ndam 2020
QUYET PINH

Vé viéc thu hdi Gidy ding ky luu hanh thuoc tai Viét Nam d@éi véi 20 thudc
dwoc cap gidy ding ky luu hanh

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc s6 105/2016/QH13 ngay 06/4/2016;

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 duoc; Nghi dinh s6 155/2018/ND-
CP ngay 12/11/2018 ciia Chinh phii siva d6i mét sé quy dinh lien quan dén diéu kién
dau tw kinh doanh thudc pham vi quan ly nha nudc cua Bo Y té;

Can cu Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy dinh
chirc nang, nhiém vu, quyén han va co cdu té chire ciia BO Y té;

Can cir Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bé truéng B Y té
quy dinh viéc dang ky luu hanh thuée, 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 vy, quyén han va co cdu t6 chire ciia Cuc Qudn 1y dwoc
thuéc Bo Y té;

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

Xét d@é nghi ciia Truwdng phong Phong Pang ky thuéc - Cuc Qudn 1y Duor,

QUYET PINH:

Piéu 1. Thu hoi Gidy dang ky luu hanh thude tai Viét Nam doi véi 20 thube
duogc cap gidy ding ky luu hanh, cy thé sau day:

1. Co so dang ky thudc: Alvogen (Thailand) Limited (@/c: 1126/2, Room
1501-1502, 15th Floor, Vanit Building 1l, New Petchburi road, Makkasan Sub-
district, Ratchathewi District, Bangkok 10400, Thailand).

1.1. Co s& san xuat thudc: Alembic Pharmaceuticals Limited (#/c: Panelav,
Tal-Halol, Dist. Panchmahal, India).

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

1. | Telmotens Telmisartan 80 mg Vién nén VN-19427-15

1.2. Co sé san xuit thubc: Genepharm S.A. (d/c: 18th Km Marathonos
Avenue, 15351, Pallini, Greece).

STT Tén thudc Hoat chat, ham luong Dang bao ché S6 dang ky
Irbesartan 150mg; Vien nén bao
2. | Co- Alvoprel Hydrochlorothiazid . VN-19883-16
12,5mg phim




STT Tén thudc Hoat chat, ham luong Dang bao ché S6 dang ky
Irbesartan 300mg; Vién nén bao
3. | Co- Alvoprel Hydrochlorothiazid 25mg phim VN-19884-16

1.3. Co sé san xuat thude: Zaklad Farmaceutyczny Adamed Pharma S.A. (d/c:
95-054 Ksawerow, Szkolna 33 Str., Ba Lan).

STT Tén thudc Hoat chit, ham luong Dang bao ché Sb dang ky
Rosuvastatin Calcium ViBn nén bao
4. | Alvostat 10,4 mg; him VN-19433-15
Rosuvastatin 10mg P
Rosuvastatin Calcium Vian nén bao
5. | Alvostat 20,8mg; him VN-19434-15
Rosuvastatin 20mg P

2. Co sé diang ky thude: Cong ty C6 phan Dugc phém Sanofi-Synthelabo Viét
Nam (d/c: 15/6C Dang Van Bi, quan Thu Duic, Tp. Ho Chi Minh, Viét Nam).

2.1. Co s san xuat thudc: Cong ty Co6 phan Duoc pham Sanofi-Synthelabo
Viét Nam (d/c: 15/6C Pang Van Bi, quan Thii Piec, Tp. Ho Chi Minh, Viét Nam).

Lactoserum atomisat 0,99

STT Tén thudc Hoat chét, ham luong Dang bao ché S6 dang ky
Moi 100ml chira: Thude nude
6. | Lactacyd FH Acid lactic 1g; di P VD-27025-17
ung ngoai

3. Co s¢ dang ky thudc: GlaxoSmithKline Pte Ltd (d/c: 23 Rochester Park,
Singapore 139234, Singapore).
3.1. Co so san xuat thudc: GlaxoSmithKline Biological S.A (d/c: Rue de
I'Institut 89, B-1330 Rixensart, Bi).

hop v6i bién doc t6 uén
van (TT) 25mcg

STT Tén thude Hoat chét, ham luong Dang bao ché S6 dang ky
Polysaccharide vé cua
Haemophilus influenzae
7. | HIBERIX (PRP): 10mcg PRP cOng B4t dong kho QLVX-988-17

4. Co s ding ky thude: Stragen Pharma SA (d/c: Chemin du Pré-Fleuri 3,
1228 Plan-les-Ouates, Switzerland).

4.1. Co s& san xuat thudc:

Haupt Pharma Munster GmbH (d/c:

Schleebruggenkamp 15, 48159 Munster, North Rhine-Westphalier, Germany).

STT Tén thudc Hoat chat, ham luong Dang bao ché S6 dang ky
Ethinylestradiol 30mcg; Vién nén bao
8. | Gesdonyl Gestodene 75mcg duong VN3-138-19

4.2. Co s san xuét thude: Corden Pharma Latina (d/c: Via del Murillo Km
2.800, 04013 Sermoneta, Italy).




STT

Tén thudc

Hoat chat, ham luong

Dang bao ché

S6 dang ky

Moliavex

Paclitaxel 6mg/ml

Dung dich dam
ddc dé pha
dung dich tiém
truyén

VN3-130-19

10.

Moliavex

Paclitaxel 6mg/ml

Dung dich dam
dic dé pha
dung dich tiém
truyén

VN3-131-19

11.

Moliavex

Paclitaxel 6mg/ml

Dung dich dam
ddc dé pha
dung dich tiém
truyén

VN3-208-19

5. Co so dang ky thudc: Merck Sharp & Dohme (Asia) Ltd. (@/c: 27/F., Lee
Garden Two, 28 Yun Ping Road, Causeway Bay, Hong Kong).
5.1. Co s6 san xuat thudc: Merck Sharp & Dohme Ltd. (d/c: Shotton Lane,
Cramlington, Northumberland NE23 3JU, United Kingdom); Co s¢ dong goi: PT
Merck Sharp Dohme Pharma Tbk. (P/c: JI. Raya Pandaan Km 48, Pandaan,
Pasuruan, Jawwa Timur, Indonesia).

STT Tén thuéce Hoat chét, ham luong Dang bao ché S6 dang ky
. . Montelukast (dudi dang A i ) ]
12. | Singulair Montelukast natri) 10mg Vién nén nhai VN-19260-15

5.2. Co s& san xuat thudc: Anesta LLC (a wholly owned subsidiary of

Cephalon Inc.) (d/c: 4745 Wiley Post Way, Salt Lake City, UT 84116, USA); Co so
dong goi va xuat xuong: N.V. Organon (d/c: Kloosterstraat 6, 5349 AB Oss, The
Netherlands).

STT Tén thude Hoat chét, ham luong Dang bao ché S6 dang ky
Mirtazapine (dudi dang Vién nén phan
13. | Remeron Soltab Mirtazapine bao c¢6 chira t4n tron rEién VN-18938-15
24% hoat chat) 30mg & miehe

5.3. Co so san xuat thude: Merck Sharp & Dohme Ltd. (d/c: Shotton Lane,
Cramlington, Northumberland NE23 3JU, United Kingdom); Co s& dong goi: PT
Merck Sharp Dohme Pharma Tbk. (P/c: Jl. Raya Pandaan Km 48, Pandaan,
Pasuruan, Jawwa Timur, Indonesia).

STT Tén thudc Hoat chat, ham luong Dang bao ché S6 dang ky
Sitagliptin (du¢i dang A
14. | Januvia 25mg Sitagliptin phosphat Vien nen bao VN-19258-15
phim
monohydrat) 25mg

6. 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).




6.1. Co s& san xuat thuc: Patheon Manufacturing Services LLC. (@/c: 5900
Martin Luther King, Jr. Highway Greenville, North Carolina 27834, USA); Co s¢
dong goi cap 1: Merck Sharp & Dohme Corp. (D/c: 4633 Merck road, Wilson, North
Corolina, 27893, USA); Co s& dong goi cp 2 + xuat xudng: PT Merck Sharp Dohme
Pharma Tbk (b/c: JI. Raya Pandaan Km 48, Pandaan, Pasuruan, Jawwa Timur,
Indonesia).

STT Tén thude Hoat chit, ham luong Dang bao ché Sb dang ky
. . Montelukast (dudi dang A4 i )
15. | Singulair Montelukast natri) 4mg Com uong VN-18939-15

7. Co so dang ky thudc: Bayer (South East Asia) Pte., Ltd. (d/c: 63 Chulia
Street # 14-00, Singapore (049514), Singapore).

7.1. Co so san xuat thudc: Catalent Germany Eberbach GmbH (d/c:
Gammelsbacher Str.2, 69412 Eberbach, Germany); Co s& dong géi va xuat xuong:
Bayer Pharma AG (D/c: D-51368 Leverkusen, Germany).

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

16. | Adalat 10mg Nifedipin 10mg Vién nang mém VN-20389-17

7.2. Co so san xuat thudc: Delpharm Lille SAS (d/c: Parc d'Activités
Roubaix-Est, 22 Rue de Toufflers, CS 50070, 59452 Lys-Lez-Lannoy, France).

STT Tén thude Hoat chit, ham lugng Dang bao ché So dang ky
Vién trang chira:
Micronised Estradiol
valerate 2mg;
17. | Climen Vién hong chua: Vién nén bao VN-21682-19

Micronised Estradiol
valerate 2mg;
Micronised cyproterone
acetate 1mg

7.3. Co s san xuat thuoc: Bayer Weimar GmbH und Co. KG (d/c:
Doebereinerstrasse 20, D-99427 Weimar, Germany); Co s¢ dong g6i va xuat xuong:
Bayer AG (d/c:Miillerstrafe 178, 13342 Berlin, Germany).

STT Tén thudc Hoat chat, ham luong Dang bao ché S6 dang ky
18. | Angelig Estrad_lol 1mg; Vién nen bao VN-19015-15
Drospirenone 2mg phim

8. Co so ding ky thubce: Pfizer (Thailand) Ltd. (d@/c: Floor 36, 37 United
Center Building, 323 Silom Road, Silom, Bangrak, Bangkok 10500, Thailand).

8.1. Co so san xuat thudc: Boehringer Ingelheim Pharma GmbH & Co. KG
(d/c: Birkendorfer Strasse 65 88397 Biberach an der Riss, Germany); Co s& dong
g6i va xuat xuong: Wyeth Pharmaceuticals (B/c: New Lane, Havant Hampshire P09
2NG —UK); Co s san xuit dung méi: Vetter Pharma Fertigung GmbH & Co.KG
(D/c: Schuetzenstrasse 87, 88212 Ravensburg, Germany).
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STT Tén thudc Hoat chat, ham luong Dang bao ché S6 dang ky

Bot dong kho

oha tiém VN-18950-15

19. | Enbrel Etanercept 25mg

8.2. Co s san xuat thudc: Hospira Australia Pty Ltd (d/c: 1-5, 7-23 and 25-
39 Lexia Place, Mulgrave VIC 3170, Australia).

STT Tén thube Hoat chét, ham lugng Dang bao ché S6 dang ky
Dung dich dam
Anzatax : dac pha dung ] ]
20. 300mg/50ml Paclitaxel 300mg/50mi dich tiém VN-21436-18
truyén

Ly do: C4c co so dang ky thude tu nguyén dé nghi thu hoi gidy dang ky luu
hanh tai Viét Nam.

Piéu 2. Thudc trong nude duge san xuat trude ngdy 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 nude xuat khau trudc ngay Quyét
dinh nay c6 hiéu luc dugce phép luu hanh dén hét han dung cta thude. Co s¢ ding
ky thude, san xuét thude phai c6 trach nhiém theo doi va chiu trach nhi¢m vé chat
lugng, an toan, hiéu qua cia thube trong qua trinh luu hanh.

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

Picu 4. Giam d6c S Y té cac tinh, thanh phd truc thudc Trung uong, cac co
s& kinh doanh duogc va Giam doc co so ¢6 thudce néu tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhin: KT. CUC TRUONG
- Nhu biéu 4; , .
- B truong Nguyén Thanh Long (dé b/c); PHO CUC TRUONG

- TTr. Truong Québc Cudng (dé b/c); —=
- Cuc truong Vii Tuan Cuong (dé b/c); S0 )
- Cyc Quan Y - B6 Qudc phong; Cuc Y té - B6 Cong an; Cuc Y té '

thong van tai - Bo Giao thong van tai; Tong cuc Hai quan - B Tai C, j \ .Iu;_:l-;"' -

- Bao hiém X3 hoi Viét Nam; \ DU ) -

“BOY té: Vu Phép ché, Cuc Quan Iy YDCT, Cuc QLKCB, Thanh tra'B o, S :f

- Céc Vién: KN thuéec TW, KN thudc TP. HCM, Kiém dinh Qudc gia vae." v F 3

xin va SP y té; ~ Nguyén Thanh Lim

- Téng Cong ty Dugc Viét Nam; Cac DN XNK Dugc phdm;

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

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

- Luu: VT, BKT (NCB).
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