BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUANLY DUQC DPoc 14p - Tu do - Hanh phiic
S6: 44 /QDP-QLD Ha Ngi, ngay ¢ thdng o nam 2018
QUYET PINH

V& viée rit s6 ding ky lwu hanh thude ra khéi danh muc c4c thude
dwoc cap so ding ky luu hanh tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC

Can ctt Ludt Dugc ngay 06 thang 04 nam 2016;

Céan ctr Nghi dinh s6 75/2017/ND-CP ngay 20 thang 6 nam 2017 cua Chinh phua
quy dinh chirc nang, nhiém vy, quyén han va co cdu t6 chirc cia BO Y té;

Cin ctr Quyét dinh sb 3861/Qb-BYT ngay 30/9/2013 ctia B trudng B Y té quy
dinh chtc nédng, nhiém vy, quyén han va co cau td chirc ciia Cuc Quan 1y duoc thudc Bo
Y té;

Cin ctt Thong tir sb 44/2014/TT-BYT ngay 25/11/2014 cia B6 Y té quy dinh viéc
dang ky thudc;

Can ctr hd so tw nguyén dé nghi rut sb dang ky cia céc co s dang ky thudc;

Xét d& nghi ctia Truong phong Phong Ping ky thude - Cuc Quan 1y Dugc,

QUYET PINH:

Piéu 1. Rut sb ding ky cua cac thubc c6 tén trong Danh muc céc thude rat s6 ding
k¢ ban hanh kém theo Quyét dinh nay.

Ly do: Co s¢ dang ky thudc tw nguyén rit sé ddng ky luu hanh thude do khéng c6
nhu ciu kinh doanh.

Pidu 2. Cac co s ding ky thudc, ‘nha sin xuit cac thudc néu tai Piéu 1 phai ¢6
trach nhiém theo d&i, chiu trich nhiém vé chét lugng, an toan, hi€u qua cia thube trong
qué trinh luu hanh cho dén khi het han dung cua thu6c doi véi cac thudc dé nghi rat s6
dang ky neu trén d3 dwoc san xuit, nhap khiu trude ngay Quyét dinh nay c6 hiéu lyc.

Blf‘ill 3. Quyét dinh nay c6 hiéu hrc ké tir ngay ky ban hanh. ) ,
Dié‘u 4. Giam doc S¢'Y t€, cac co s¢ kinh doanh dugc va Giam doc co s& c6 thudc
néu tai Pi€u 1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhin:

- Nhu Diéu 4;

- Bo trudng Nguyén Thi Kim Tién (dé b/c);

- Cyc Quén Y - B§ Quéc phong, Cuc Y té - B Cong an; -
- Cuc Y té Giao théng van tai - B6 Giao thong vén tai;
£ Tong cyc Hai quan - B Tai chinh, Bao hiem Xa hoi Viét Nem; N

- Téng Cong ty Du'oc Viét Nam Cong ty cb phan Cac Con
XNK Durge pham; ) = - J:
- Céc Bénh vién & Vién c6 giwdng bénh tryc thudc By; Thir treomg Bo Y te
- Website Cuc QLD, Tap chi Dugc & M¥ phﬁm-Cuc QLD;

- Luu: VT, Cac Phong thude Cuc QLD, BKT(12).
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BOY TE

CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM

Doc 1ap — Tw do — Hanh phic

DANH MUC

CAC THUOC RUT SO PANG KY LUU HANH TAI VIET NAM
(Ban hanh kém theo Quyét dinh s6 4.1 /QD-QLD ngay 4 thang0y nim 2018 )

b
—_—

1. Co s& ding ky thudc: Co s& diit gia cong: Cong ty C6 phin Dwgc phim Sanofi-
Synthelabo Viét Nam (d/c: 10 Ham Nghi, Qudn 1, TP. H6 Chi Minh, Viét Nam ).
1.1.Co sé¢ san xuit thudc: Co sé nhin gia cong: Cong ty TNHH Pierre Fabre Viét
Nam (d/c: S6 1, dwong 4 A, Khu céng nghiép Bién Hoa 2, Péng Nai, Viét Nam).

STT Tén thude Hoat chit, Ham lwgng | Dang bao ché S6 ding ky
Mbi 6ml chira:
X Eucalyptol 2100mg; .
1. | Dau gi6 kim Menthol 2340mg; Methyl Dau gio GC-242-15
salicylat 258mg; -

Camphor 102mg

2. Co s& ding ky thudce: F. Hoffmann-La Roche Ltd (d/c: 124-Grenzacherstrasse,
CH-4070 Basel, Switzerland).

2.1.Co s¢& san xuat thuoc:

68305 Mannheim, Germany).

Roche Diagnostics GmbH (d/c: Sandhoferstrasse 116,

STT Tén thudc Hoat chit, Him hrong | Dang bao ché S6 ding ky
Mircera Methoxy polyethylene o
2. glycol-epoetin beta- Dung dich tiém | QLSP-0723-13
75meg/0,3ml

2.2. Co s& san xuét thudc: F. Hoffmann-La Roche Ltd. (d@/c: Grenzacherstrasse 124,

4070 Basel, Switzerland).

STT Tén thube Hoat chét, Ham lwgng | Dang bao ché $6 dang ky
3. | PEGASYS Pegmtctforonalioe-2a 159 | vy g gl | QLEP-1008-17
mcg/0,5ml
4. | PEGASYS Peginterferonalfa 22 180 | 1 fichtiem | QLSP-956-16
mcg/0,5ml

2.3.Co s¢ san xuét thudc: F.Hoffmann-La Roche Ltd (d/c: Grenzacherstrasse 124,
CH-4070 Basel, Switzerland); Co s& dong goi thir cap: F.Hoffmann-La Roche Ltd.
(D/c: Wurmisweg, CH-4303 Kaiseraugst, Switzerland).

STT Tén thube Hoat chit, Him lwgng | Dang bao ché So dﬁlig ky
Dung dich dam
: Avastin Bevacizumab 400 dic @é pha
e mg/16ml 400 mg/16ml dung dich tiém GLaE-220-16
: truyén




Avastin

Bevacizumab 100
mg/4ml

Dung dich dam
dic dé pha
dung dich tiém
truyén

QLSP-924-16

2.4. Co sb san xufit thude: Geunentech Inc. (d/c. 1 DNA Wuay, South San Francisco, CA
94080, USA; Co sé déng goi thit cap: F. Hoffmann-La Roche Ltd. (@/c: Wurmisweg,
CH-4303 Kaiseraugst, Switzerland )

STT Tén thudc Hoat chit, Him lwrgng | Dang bao ché S6 ding ky
Dung dich ddm
7 | Avastin Bevacizumab 100 mg/4 dac dp ph.ei QLSP-1049-17
ml dung dich tiém
truyén

2.5.Co sé san xuit thudc:

Chugai Pharma Manufacturing Co.,

Kiyohara Kogyodanchi, Utsunomiya-city, Tochigi, Japan).

Ltd. (d/c: 16-3,

STT Tén thube Hoat chit, Him lwgng | Dang bao ché S6 dang ky
Dung d%ch dam
8. | Actemra Tocilizumab 80mg/4ml déc de ti€m VN-16756-13
: truyén

2.6.Co s& san xuit thudc: F.Hoffmann-La Roche Ltd. (d/c: 124 Grenzacherstrasse,
CH-4070 Basel, Switzerland).

STT Tén thude Hoat chit, Him lwong | Dang bio ché S6 ding ky
9. | Tamiflu Oel i phsphate Vién nang cing VN-16483-13
75mg :
2.7.Co s& san xuét thube: Roche S.p.A (d/c: Via Morelli 2 - 20090, Segrate, Milan,
Italy).
STT Tén thudc Hoat chit, Him lwgng | Dang bao ché S6 diang ky
10. | Tamiflu Oseltamivir phosphate | yrey v oimp | VNG16261-13
45mg
11. | Tamiflu ?gzlléamlwr plespliate Vién nang cing VN-16260-13

2.8.Co s& san xuit thubc:

Productos Roche S.A.de C.V (d/c:

Nte.1536 B. CP50030 Col.Parque Industrial. Toluca, Mexico).

Via Isidro Fabela

STT Tén thube Hoat chit, Ham lwong | Dang bao ché S6 ding ky
12. | Xeloda Capecitabine 500mg Vler;ﬁf; bag VN-16258-13

3. Co sé¢ dang ky thubc: Bayer (South East Asia) Pte, Ltd. (d/c: 63 Chulia # 14-00,
Singapore (049514), Singapore ).

3.1.Co s& san xuét thude:
Dobereinerstrasse 20, D-99427 Weimar, Germany).

Bayer Weimar GmbH und Co., KG (d/k:




STT Tén thude Hoat chit, Ham hrong | Dang bao ché S6 ding ky
13. | Androcur I(I:l}épr"te“’ne R Vién nén VN-19564-16

3.2. Co s& san xuét thude: Berlimed S.A. (@/c: Poligono Industrial Santa Rosa S/n, E-
28806 Alcala de Henares, Madrid, Spain).

STT Tén thudc Hoat chat, Him llr(mg Dang bao ché S6 ding ky
" | ~ Dung dich "
14. | Ventavis Iloprost 0 Olmg/ml thulé dang hit VN-19795-16

3.3. Co s& san xuit thubc:

Toufflers, 59390 Lys-Lez-Lannoy, France).

Delpharm Lille SAS (d/c: Z.I de Roubaix-Est, Rue de

STT "Tén thut’:}c

Hoat chit, Ham lrgmg

Dang bio ché

S0 ding ky

15. | Androcur

Cyproteron acetate 50mg

Vién nén

VN-18165-14

4. Co s& ding ky thudc: Cong ty C6 phan Dwoe phdm OPV (d/c: Lé 27, Puong 34,
KCN Bién Hoa II, Phuong An Binh, thanh phé Bién Hoa, tinh Péng Nai, Viét Nam ).
4.1.Co s& san xuit thube: Cong ty Cé phin Dwge pham OPV (d/c: S6 27, Puong 34,
KCN Bién Hoa II, Phuong An Binh, thanh phé Bién Hoa, tinh Péng Nai, Viét Nam).

STT Tén thube

Hoat chit, Him luong

Dang bao ché

S6 ding ky

16. | Asmolex 80

Sotalol hydroclorid 80mg

Vién nén

VD-26218-17

5. Co s¢ ding ky thubc: Cong ty TNHH Duge pham Minh tri (d@/c: 36 Vu Huy Tén,
Phuong 3, Q. Binh Thanh, TP. Hé Chi Minh, Viét Nam ).

5.1.Co s& san xuit thudc:

Chungcheonbuk-do, Korea).

Huons Co. Ltd (d/c: 100, Bio valley-ro, Jecheon-si,

STT Tén thudc Hoat chit, Him lwrong | Dang bao ché S6 ding ky
Bivonfort Bromhexin HCL ——
17. Toicetion P— Dung dich tiém | VN-19090-15

6. Co sé ding ky thude: GlaxoSmithKline Pte., Ltd. (d@/c: 150 Beach Road, # 21-00
Gateway West, Singapore 189720, Singapore ).

6.1.Co s& san xuit thudc:

Barnard Castle, County Durham, DL12 8DT, UK).

Glaxo Operations UK Limited (d/c. Harmire Road,

STT Tén thudc

Hoat chéit, Him hrong

Dang bao ché

S6 ding ky

Duac Once Daily

18. Gel

Clindamycin (duéi dang
Clindamyecin phosphat)
1% (kl/kl); Anhydrous
Benzoyl Peroxide (dudi
dang Hydrous Benzoyl
Peroxide) 5%

Gel

VN-19962-16




7. Co s& diang ky thuéc: Merck Sharp & Dohme (Asia) Ltd (d/c: Flat/RM 14014A&B
14/F & 27/F, Caroline Centre, 28 Yun Ping Road, Causeway Bay, Hong Kong).

7.1.Co sé san xuit thuéc: MSD International GmbH (Singapore Branch) (@/c: 60
Tuas West Drive Singapore 638413 - Singapore); Co s& déng géi thi cAp va xuit
xwéng: Schering-Plough Labo N.V.(B/c: Industriepark 30, 2220 Heist-op-den-Berg,

Belgium)

STT Tén thube Hoat chit, Ham lwgng | Dang bao ché S6 ding ky
19. Eiggg%f@ ggg;r;t;gegcr); D BQ;}?; Eixih ’ QLSP-873-15
20. ?:Eggéi%g ggg;l‘f;ge;‘rﬁ AR Basl?aﬁﬁgiha QLSP-874-15
. [PECINTRON, [ egmteon 2| B | quspam

7.2.Co s& san xuét thudc: Schering- Plough (Brinny) Company (d/c: Innishannon,
County Cork, Ai-len); Co s& déng g6i, sdn xuat dung moi va xuat xwéng: Schering-
Plough Labo N.V (Pja chi: Industriepark 30, Heist-op-den-Berg, 2220- Belgium).

STT Tén thude Hoat chit, Ham lwgng | Dang bao ché S6 diang ky
Peg-intron Peginterferon alfa-2b Bot dong khd
22, 50 mcg/0,5ml pha tiém QLEP-07a0-13
Peg-intron Peginterferon alfa-2b Bo6t dong kho
. 80 mcg/0,5ml pha tiém i

8. Co s&¢ dang ky thubc: Cong ty cd phz‘“in dwoe phim Euvipharm-Thanh vién tip
doan F.LT. (d/c: dp Binh Tién 2, xd Pirc Hoa ha, Birc Hod, Long An, Viét Nam ).
8.1.Co s& san xuét thubc: Céong ty cd phin dwgc pham Euvipharm-Thanh vién tip
doan F.I.T. (d/c: dp Binh Tién 2, xi Pirc Hoa ha, Dirc Hod, Long An, Viét Nam).

STT Tén thubc Hoat chit, Him lwgng | Dang bao ché S6 ding ky
; Cefuroxim 500mg (dudi Vién nén bao
24. | Eucinat 500 dang Ceftifoiin sxetl) b VD-17323-12

Danh muc gém 04 trang 24 thudc./.

rueong Quoc Cuong

Thit truwéng B Y té




