BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic
86: 423 /Qb-QLD Ha noi, ngay 7 thdang Z nam 2013
QUYET PINH

Vé viéc rit sé dang ky luu hanh thuéce ra khoéi-danh muc céc thude
dugc cdp so dang Ky tai Viét Nam

CUC TRUGNG CUC QUAN LY DUGC

Can ctr Luat Dugce ngay 14 thing 6 nam 2005;

Cin cit Nghi dinh s& 63/2012/ND-CP ngay 31/8/2012 ctia Chinh pha quy
dinh chitc ning, nhiém vu, quyén han va co c4u té chiic cia B6 Y t¢;

Cin ctt Quyét dinh s& 3861/QD-BYT ngay 30/9/2013 cia BY trudng Bo Y
t€ quy dinh chifc ning, nhiém vy, quyén han va co c4u t8 chic clia Cuc Quan 1y
Dugc thudc B Y t€;

Cian o Théng tu s6 44/2014/TT-BYT ngay 25/11/2014 cia Bo Y t€ quy
dinh viéc ding ky thudc;

Cin cif théng tin, khuyén cdo cia Co quan quéan Iy Duge moét s6 nuée trén
th€ gi6i va két luan cta Hoi Déng Tu vén cép s6 dang ky thudc - Bo Y t€ vé viéc
thu6c chita hoat chéit Biphenyl dimethyl dicarboxylat hodc Bifendat va thu6c
chita hoat chit Cefetamet chua ddp iing duge hiéu qua theo quy dinh hién hanh;

Xét dé nghi clia Trudng phong Ping ky thuéc, Trudng phong Quan 1y
chat lrong thuéce - Cuc Quan 1y Duoc,

QUYET PINH:

Piéu 1. Riit s6 ding k¥ cla céc thuGe chita hoat chét Biphenyl dimethyl
dicarboxylat, thu6c chita hoat chét Cefetamet ra khéi Danh muc cic thuSc duge
cép s6 diang ky luu hanh tai Viet Nam (c6 Danh muc kém theo).

Piéu 2. Dinh chi lvu hanh trén todn quéc va thu héi todn bo cdc thube
chita hoat chit Biphenyl dimethyl dicarboxylat, thuéc chita hoat chét Cefetamet
c6 tén tai Diéu 1 néu trén.

Piéu 3. Giao cong ty diang ky ph6i hop v6i nha sin xuat, nha nhép khéu,
nha phan ph6i thudc thuc hién thu héi va hiy toan b thuSc chita hoat chat
Biphenyl dimethyl dicarboxylat, thu6c chifa hoat chét Cefetamet va bdo céo két
qua vé Cuc Quan 1y Dugc theo ding quy dinh tai Théng tu s6 09/2010/TT-BYT
ngay 28/4/2010 cia B6 Y t€ huéng din viéc quan 1y chét luong thudc,

S& Y t€ c4c tinh, thanh phé truc thuéc Trung wong c6 trich nhi¢ém chi dao
gidm sdt viéc thuc hién c6ng tic thu héi va hlty céc thudc néu trén.

Piéu 4. Quyét dinh nay ¢6 hiéu luc ké tir ngay ky ban hanh.



Piéu 5. Gidm d6c S& Y t€ céc tinh, thanh ph6 truc thuéc Trung wong,
Giam do6c c4c don vi kinh doanh thudc, Gidm d6c co s& diang ky va/hodc nha san
xudt cdc thuc néu tai Diéu 1 chju trich nhiém thi hanh Quyét dinh nay.

Noi nhdn:

- Nhrr Biéu 5;

- BO trudng Nguyén Thi Kim Tién (d€ b/c);

- C4c Déng chi Thit trudmg (d€ blc);

- Cuc Quin Y - B6 Quéc phong, Cuc Y 1€ - By Cong an;
- Cuc Y 1€ Giao thong van tii - Bo Giao théng van tai; PEEN
- Téng cuc Hai quan - B4 Tai chinh, Bao hiém Xa hoi Viét N\ B3

- Vu Phép ché, Cuc Quan 1y Y, Dugc c8 truyén, Cuc Quan I¥N

chita benh, Thanh tra Bo Y t&, Vien KN thuéc TW, Vien KN
- Téng Cong ty Duge Viét Nam, Cic Cong ty XNK Dugc phim;

- Cc Benh vién & Vién c6 giudng bénh truc thude Bo Y 1€; Truong Quéc Cudng
- Website Cuc QLD, Tap chi Dugc & M§ phdm-Cuc QLD;

- Lwua: VT, cédc Phong thude Cuc QLD, DKT(12).



BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Péc lap - Tu do - Hanh phic

DANH MUC CAC THUOC RUT SO PANG KY
(Ban hanh ké¢m theo Quyét dinh s6 /23 /QP-QLD ngdy 29 thdng 7 nam 2015)

I. Thube chira hoat chit Biphenyl dimethyl dicarboxylat:

1. Céng ty diing ky: Cong ty CPTM va Duge pham Ngoc Thién (@/c: S6 10, Ngé 3, Puong Ly
Bén, Phwong Ngé Quyén, TP. Vinh Yén, Tinh Vinh Phiic).

1.1. Nha sin xuiit: Boram Pharm. Co., Ltd. (@c: 471 Moknae-Dong, Danwon-gu, Ansan-Si,
Kyungki-Do, Korea).

STT | Tén thude Hoat chat Dang bio ché S6 ding ky
Biphenyl Dimethyl : 1
I | Decaxy Dicarboxylate 25mg Vién nén VN-10013-10

2. Cong ty ding ky: Hanbul Pharm. Co., Ltd. (@c: #40-8, Banje-Ri, Wongok, Anseung-Si,
Gyeonggi-Do, Korea).

2.1. Nha sin xuit: Korea Arlico Pharm Co., Ltd. (@c: 160-17, Hoijuk-ri, Kwanghyewon-myun,
Jinchun-gun, Chungcheongbuk-do, Korea).

STT | Tén thube Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl n "
2 | Acterox Dicarboxylate 25mg Vién nén bao phim | VN-11822-11

3. Cong ty ding ky: Daewon Pharmaceutical Co., Ltd. (d/c: 467-24, Kunja-dong, Kwangjin-gu,
Seoul, Korea).

3.1. Nha san xuit: Daewon Pharmaceutical Co., Ltd. (d/c: 903-1, Sangshin-ri, Hyangnam-myun,
Hwaseong-kun, Kyunggi-do, Korea).

STT | Tén thube Hoat chit Dang bao ché S6 ding ky
; Biphenyl Dimethyl ik .
3 | Liveko Dicarboxylate 25mg Vién nén bao phim | VN-13107-11

4. Cong ty dang ky: Dong Kwang Pharmaceutical Co., Ltd. (d/c: Coryo DaeyoUngak Tower,
25-5, 1-Ka, Chungmuro, Chung-gu, Seoul, Korea).

4.1. Nha sén xuét: Dong Kwang Pharmaceutical Co., Ltd. (d/c: 439-1, Mogok-dong, Pyongtaek
City, kyungki-do, Korea).

STT Tén thube Hoat chét Dang bao ché S6 diing ky
Biphenyl Dimethyl
4 | Talpax Tablet Dicarboxylate Vién nén VN-11018-10
25mg

5. Cong ty dang ky: Hana Pharm. Co., Ltd. (d/c. 30/ Bando B/D, 946-18, Doguk-Dong,
Kangnam-Ku, Seoul, Korea).

5.1. Nha san xuét: Dae Han New Pharm Co., Ltd. (d/c: #904-3, Sangshin-Ri, Hyangnam-Myun,
Hwasung-Si, Kyunggi-Do,Korea).
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STT Tén thude Hoat chit Dang bao ché S6 diing ky
Biphenyl Dimethyl
5 | Bindicel Dicarboxylate Vién nén VN-11068-10
25mg
5.2. Nha san xuvdt: Hankook Korus Pharm. Co., Ltd. (@/c: 253-12, Kangje-Dong, Jecheon-si,
Chungbuk Korea).
STT Tén thube - Hoat chit Dang bdo ché S6 diing ky
Biphenyl Dimethyl
6 | Kodicel Capsule Dicarboxylate Vién nang cimg VN-15918-12
7,5mg
Biphenyl Dimethyl
7 | Vién nén Novomin | Dicarboxylate Vién nén VN-12488-11
25mg

6. Cong ty dang ky: Il Hwa Co., Ltd. (d/c: 437 Sutaek-dong, Guri-shi, Kyonggi-do, Korea).

6.1. Nha san xuét: Huons. Co., Ltd. (@/c: 907-6, Sangshin-ri, Hyangnam-myun, Hwaseong-kun,

Kyunggi-do,Korea).

STT Tén thude Hoat chit Dang bao ché S6 diing ky
Biphenyl Dimethyl
8 | Huparan tab. Dicarboxylate Vién nén VN-14703-12
25mg

6.2. Nha sin xuit: Kyung Dong Pharm. Co., Ltd. (d/c: 535-3, Daeyang-li, Yanggam- myun,

Hwasung-city, Kyunggi-do,Korea).

STT Tén thude Hoat chit Dang bao ché S6 dang ky
Biphenyl Dimethyl
9 | Mactagen Tab. Dicarboxylate Vién nén VN-10304-10
25mg

6.3. Nha san xuat: Etex Pharm Inc. (d/c: #649-1, Choji-Dong, Danwon-Gu, Ansan-Si, Gyeonggi-

Do,Korea).
STT Tén thube Hoat chit Dang bao ché S6 ding ky
: Biphenyl Dimethyl
10 | Hucona Tab. Dicarboxylate Vién nén VN-11905-11
25mg
Biphenyl Dimethyl
11 | Kommakid tab. Dicarboxylate Vién nén VN-11907-11
; 25mg

7. Cong ty dang ky: Kolon I Networks Corporation (d/c: 533- 2 Gasan-dong, Geumcheon- gu,
Seoul, Korea).

7.1. Nha san xudt: Samjin Pharm Co., Ltd. (d/c: 904-2, Sangsin-ri, Hyangnam-myun, HwaSung-
Si, Kyungki-do, Korea).

Tén thude S6 ding ky

Hoat chit Dang bio ché
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|
VN-12525-11 ’

S

Vién nén

Bipicayl Limetyl
Dicarboxylate
25mg

12 | Peaceliva

8. Cong ty dang ky: Kukje Pkarma Ind. Co., Ltd, (dc: 513- 2, Yatab-dong, Bundang-gu,
Seongnam-City, Gyeonggi-Do, Korea).

8.1. Nha san xuit: Hutees Korea Pharmaceutical Co., Ltd. (d/c: 552-2 Young Cheun Ri, Dong
tan Myen, Hwa Sung Shi, Kyeng Ki Do, Korea).

STT Tén thude Hoat chit Dang bio ché S6 diing ky
Biphenyl Dimethyl
13 | Kei-hepa Dicarboxylate Vién nang cimg VN-11928-11
7,5mg

9. Cong ty dang ky: Kyongbo Pharmaceutical Co., Ltd. (@/c: 345-6 Silok-Dong, Asan-si,
Chungcheongnam-do 336- 020, Korea).

9.1. Nha san xudt: Theragen Etex Co. Ltd. (@/c: #649-1, Choji-Dong, Danwon-Gu, Ansan-Si,
Gyeonggi-Do, Korea).

STT Tén thube Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl
14 | Hepasilyn capsule | Dicarboxylate Vién nang cimg VN-12540-11
7,5mg

10. Cong ty dang ky: Pharmix Corporation (d/c: 1304, Garak ID Tower, 99-7, Garak-dong,
Songpa-gu, Seoul, Korea).

10.1. Nha san xuit: Theragen Etex Co. Ltd, (d/c: #649-1, Choji-Dong, Danwon-Gu, Ansan-Si,
Gyeonggi-Do,Korea).

STT Tén thubc Hoat chit Dang bio ché S6 diing ky
Biphenyl Dimethyl
15 | Fomintab Tab. Dicarboxylate Vién nén VN-13305-11
' 25mg

10.2. Nha san xuit: Kyung Dong Pharm. Co., Ltd. (@c: 535-3, Daeyang-li, Yanggam- myun,
Hwasung-city, Kyunggi-do,Korea).

STT Tén thude Hoat chit Dang bao ché S6 dang ky
Biphenyl Dimethyl
16 | Hebidy Dicarboxylate Vién nén VN-11244-10
25mg

10.3. Nha san xuit: Sky New Pharm, Co., Ltd. (@c: 1234-3 Jeongwang-dong, Siheung-si,
Gyeonggi-do,Korea).

STT Tén thude Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl
17 | Gadilat Dicarboxylate Vién nén VN-15571-12
25mg
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[0.4. Nna san xuat: Unive Wores Shove, o, RAAL (die 3-0, sangye-ri, Moonmak-eup, Wonju-

si, Gangwondo,Korea).
STT Tén thude Hoat chit Dang bao ché S6 dang ky
Biphenyl Dimethyl
18 | Bidalic Dicarboxylate Vién nén VN-13825-11
25mg

11. Cong ty dang ky: Phil International Co., Ltd. (d/c: 629-4 Yeoksam-Dong, Kangnam-Ku,

Seoul, Korea).
11.1. Nha sin xuit: Samchundang Pharmaceutical Co., Ltd. (d/c: 904-1 Sangshin-Ri,

Hyangnam - Myun, Hwaseong-Gyeonggi-Do,Korea).

STT Tén thude Hoat chit Dang bao ché S6 diing ky
Biphenyl Dimethyl
19 | Philkanema Tab Dicarboxylate Vién nén bao phim | VN-13835-11
25mg '

12. Cong ty diang ky: Schnell Korea Pharma Co., Ltd. (d/c: 4F, Haesung Bldg #747-2 Yeoksam-

dong, Kangnam-ku, Seoul, Korea).
12.1. Nha san xuvat: Sky New Pharm. Co., Ltd. (d/c; 418-21 Daeya-dong, Siheung-si, Gyeonggt-

do, Korea Korea).
STT Tén thudc Hoat chit Dang bao ché S6 ding ky
Bipheny! Dimethyl
20 | Skadia Dicarboxylate Vién nén VN-10567-10
25mg

13. Cong ty diing k§: Céng ty ¢b phin dwgc Danapha (d/c: 253 Ding St Thanh Khé, TP. Pa

Néng).
13.1. Nha san xudt: Cong ty c¢o6 phin dwgc Danapha (d/c: 253 Ding ST Thanh Khé, TP. Pa

Néng).
STT Tén thude Hoat chit Dang bao ché Sb dang ky
Biphenyl Dimethyl
21 | Hexyltab Dicarboxylate Vién nén VD-15331-11
25mg

14. Cong ty dang ky: Cong ty C6 phin Dwgc phdm Bos Ton Viét Nam (@/c: S6 43, Pudng 56 8,
KCN Viét Nam - Singapore, Thudn An, Binh Duong, Viét Nam).

14.1. Nha san xuét: Céng ty C8 phin Dwge phdm Bos Ton Viét Nam (d/c: S6 43, Puong s6 8,
KCN Viét Nam - Singapore, Thudn An, Binh Duong, Viét Nam).

STT Tén thube Hoat chit Dang bao ché S6 ding ky

Bl g Biphenyl dimethyl | ,. i a 1
22 | Timihepatic dicarboxylat 25mg Vién nén bao phim | VD-14259-11

15. Cong ty diang ky: Coéng ty TNHH US Pharma USA (@/c: L6 BI-10, duong D2, KCN Tay Bic
Cti Chi, TP. Hé Chi Minh).
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£5.1. Nid sin xudts Cong ty VNG U8 vharma USA (@e: Lo 51-10, diwong D2, KCN 1y s
Cii Chi, TP. H6 Chi Minh).

STT |  Tén thude Hoat chit Dang bao ché S6 dang ky
p Biphenyl dimethyl : y . _
23 | Cadimetyl dicarboxylat 25mg Vién nén VD-14948-11

16. Cong ty ding ky: Cong ty co 6 phin Duge ph%m Phuong Déng (d/c: Lo 56 7, duong 56 2,
KCN. Tdn Tao, P. Tan Tao A, Q. Binh Tdn, TP. Ho Chi Minh).

16.1. Nha san xuét: Céng ty cb phin Dugc phim Phwong Dong (d/c: L6 s6 7, duong 56 2, KCN.
Tén Tao, P. Tdn Tao A, Q. Binh Tan, TP. Ho Chi Minh).

STT Tén thube Hoat chit Dang bao ché Sb dang ky

Biphenyl dimethyl | Vién nén dai bao
24 | Fumethy 25mg dicarboxylat 25mg | phim VD-11671-10

17. Cong ty dang ky: Cong ty ¢6 phin dwge phim Vinh Phic (d/c: 56 777 duomg Mé Linh-
P.Khai Quang- TP. Vinh Yén- Tinh Vinh Phiic).

17.1. Nha san xuit: Cong ty cb phin dwgc phim Vinh Phic (@/c: S6 777 duong Mé Linh-P.Khai
Quang- TP. Vinh Yén- Tinh Vinh Phiic).

STT Tén thude Hoat chit Dang bao ché S6 diing ky
. Biphenyl dimethyl | .,. g
25 | Siganex dicarboxylat 25mg Vién nén bao phim | VD-15665-11

18. Cong ty dang ky: Céng ty c phin sin xuit - thwong mai Dwyc phim Dong Nam (d/c: Lo
24, Duong sé 14, KCN. Tan Tao, Q. Binh Téan, TP. H6 Chi Minh).
18.1. Nha san xuat: Cong ty ¢b phin sin xuit - thwong mai Dirge pbim Pong Nam (d/c: Lé
24, Duomg s6 14, KCN. Tan Tao, Q. Binh Tén, TP. H6 Chi Mink).

STT Tén thudc Hoat chat Dang bio ché So dang ky
Biphenyl Dimethyl
26 | Dothoprim 7,5 mg | Dicarboxylat 7,5 | Vién nang cimg VD-19123-13
mg

19. Cong ty ding ky: Céng ty Duge Trung wong 3 (d/c: 115 - Ngé Gia Ty - Da Néng).
19.1. Nha san xuét: Céng ty Dwgc Trung wong 3 (@/c: 115 - Ngé Gia Tu - Da Néng).

STT Tén thude Hoat chit Dang bao ché S6 diing ky
Biphenyl Dimethyl
27 | Ceteco Foratec Dicarboxylat 7,5 Vién nang cung VD-12593-10
mg

20. Cong ty dang ky: Cong ty TNHH dwge phém Pat Vi Pha (@/c: L6 M74-CN, Puong D17,
KCN My Phudc, tinh Binh Duong).
20.1. Nha san xuat: Cong ty TNHH dirgc phim Dat Vi Phi (d/c: L6 M7A-CN, Puong DI7,
KCN My Phuée, tinh Binh Duong).

STT Tén thube Hoat chit Dang bao ché S6 ding ky
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U | Biphenyl dimethyl | Vicnnéndaibao | o aico 0
28 | Esseil dicarboxylat 25mg | phim VD-13630-10
29 | Maxkei B_lphenyl dimethyl Vlfén nén dai bao VD-14586-11

dicarboxylat 25mg | phim

21. Cong ty dang ky: Cong ty TNHH Phil Inter Pharma (@/c: S6 25, Puong s6 8, Khu CN Viét
Nam-Singapore, Thudn An, Binh Duong).
21.1. Nha san xuit: Cong ty TNHH Phil Inter Pharma (d/c: Sé 25, Puéng 56 8, Khu CN Vzet
Nam-Singapore, Thugn An, Binh Dwong).

STT Tén thude Hoat chit Dang bao ché S6 ding ky
. Biphenyl dimethyl p
30 | Philcell dicarboxylat 3mg Vién nang mém VD-19216-13

22. Cong ty dang ky: Cong ty TNHH sin xuit thwong mai dwge phim NIC (NIC Pharma)
(d/c: Lé 11D duong C, Khu céng nghiép Tdn Tao, qudn Binh Tdn, tp. Ho Chi Minh).

22.1. Nha sén xudt: Céng ty TNHH sin xuft tlum‘ng mai duge dphﬁm NIC (NIC Pharmaj (d/c:

Lé 11D duong C, Khu céng nghiép Tén Tao, qudn Binh Tdn, tp. Hé6 Chi Minh).
STT Tén thube Hoat chit Dang bao ché S6 diing ky
Biphenyl dimethyl
31 | Fortdex dicarboxylate Vién nén VD-12671-10
25mg

23. Cong ty dang ky: Cong ty co 0 phin cong nghé sinh hoc dwge phim ICA (d@/c: Lé 10, Pucng
56 5, KCN Vigt Nam - Singapore, Thudn An, tinh Binh Duong).

23.1. Nha san xudit: Cong ty cb phin cdng nghé sinh hoc dwge phiim ICA (de: Lo 10, Puong s6
5, KCN Vié¢t Nam - Singapore, Thudn An, tinh Binh Duong).

STT Tén thudc Hoat chit Dang bao ché S6 diing ky
Biphenyl dimethyl A
32 | Fortec dicarboxylat 25mg Vién nén VD-15314-11

II. Thudc chira hoat chit Cefetamet:

24. Cong ty dang ky: Alembic Ltd. (d/c; Alembic Road Vadodara 390003, Gujarat State, India).
24.1. Nha san xuit: Alembic Ltd. (d/c: Alembic Road Vadodara 390003, Gujarat State, India).

STT | Tén thube Hoat chit Dang bao ché S6 ding ky
Cefetamet Pivoxil : :
33 | Altamet 250 Hydrochloride 250mg Vién nén bao phim | VN-15191-12

25 Cong ty ding ky: Cong ty TNHH Nhan Sinh (@/c: DB 29 Bau Cdr, P.14, Q. Tdn Binh, TP.

H6 Chi Mink).
25.1. Nha sin xufit: Céng ty TNHH US Pharma USA (@/c: L6 BI-10, @uong D2, KCN Tdy Bdc

Cti Chi, TP. H6 Chf Minh).

STT | Tén thube Hoat chit Dang bao ché S6 ding ky
Cefetamet Pivoxil i :
34 | Areplex Hydrochloride 500mg Vién nén bao phim | VD-15733-11
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26. Cong ty dang ky: Cong ty cd phin xuit nhip khiu y té Domesco (Z/c: 66-Quéc 1 30-P. My
Phi-Thi xd Cao Lanh-Tinh Déng Thdp).
26.1. Nha san xust: Cong ty c6 phin xu4t nhp khiu y t§ Domesco (d/c: 66-Qudc 16 30-P. My
Phi-Thi xd Cao Lanh-Tinh Déng Thdp).

STT | Tén thubc Hoat chit Dang bao ché S6 dsing ky
Cetamet Cefetamet pivoxil Vién nén dai bao

35 | 250mg hydroclorid 250mg phim VE-LIPvels
Cetamet Cefetamet pivoxil Vién nén dai bao

36 | 500mg hydroclorid 500mg phim YD-LI90%ID

Truong Qudc Cudng

i



	423_QD-QLD_290715_CP1THUONG.LT_001.jpg
	423_QD-QLD_290715_CP2THUONG.LT_002.jpg
	423_QD-QLD_290715_CP3THUONG.LT_003.jpg
	423_QD-QLD_290715_CP4THUONG.LT_004.jpg
	423_QD-QLD_290715_CP5THUONG.LT_005.jpg
	423_QD-QLD_290715_CP6THUONG.LT_006.jpg
	423_QD-QLD_290715_CP7THUONG.LT_007.jpg
	423_QD-QLD_290715_CP8THUONG.LT_008.jpg
	423_QD-QLD_290715_CP9THUONG.LT_009.jpg

