BO GIAO THONG VAN TAI  CONG HOA XA HOI CHU NGHIA VIET NAM
CUCYTE Doc lap - Tu do - Hanh phuc

S6: $55/CYT-NVYD&TTBYT Ha Ngi, ngay 0D thang 8 nam 2015
V/v rat sé dang ky tuu hanh thuoc ra

khoi danh muc cac thube duoc cép
s6 dang ky luu hanh tai Viét Nam

Kinh gui:
- Cac Bénh vién, Phg‘mg kham da khoa GTVT;
- Céac Trung tdm y té chuyén nganh GTVT.

Ngay 29/7/2015, Cuc Quan ly dugc - Bo Y té co Quyet dinh sb 423/Qb-
QLD vé viéc rut s6 dang ky va dinh chi luu hanh céc thubc chtra hoat chét
Biphenyl dimethyl dicarboxylat, thudc chira hoat chit Cefetametra ra khoi danh
muc céac thude duoc cap so dang ky tai Viét Nam (c6 Danh muc kém theo). Ly
do: chua dap ung duoc hiéu qua theo quy dinh hién hanh. Noi dung cu thé cua
Quyét dinh duoc dang tai trén Website cua Cuc Y t& Giao théng van tai
http://cucytegiaothong.mt.gov.vn; chuyén muc Chi dao va huéng dan nghiép vu
y té.
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Cuc Y té GTVT thong béo dé cac don vi biét va thuc hién./. |
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Noi nhin: el TRUONG
- Nhu trén; N RPN
-Luu: VT, NVYD&TTBYT.
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic
ss: /23 /QD-QLD Ha ngi, ngay 7 ¢ thang 7 nam 2015
QUYETPINH
Vé viéc rit s6 dang ky luu hanh thuéc ra khéi danh muc cac thuoc I
duoc cap so dang Ky tai Viet Nam  cuc v TE GiaD Trons “\ -
& OGN VAN 0
- //V“ 2 2 z 1
" CUC TRUONG CUCQUANLY DU(_)Ca 03 -N8- 2015
Cin ci Luat Duge ngay 14 thang 6 nam 2005; i ’_--___{ )7 ;i

Can c@ Nghi dinh s6 63/2012/ND Cp ngay 31/8/2012 cua Chinh phu quy
dinh chiic ning, nhiém vu, quyén han va co céu t8 chifc ciia Bo Y t€;

Cin cit Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cia Bo trudng BO Y
t€ quy dinh chic nang, nhiém vu, quyén han va co cau té chifc ctia Cuc Quan 1y
Dugc thuoc Bo Y t€;

Can cit Thoéng tu s6 44/2014/TT-BYT ngay 25/11/2014 cha B Y t€ quy
dinh viéc diang ky thudc;

Can cif thong tin, khuyén cdo cia Co quan quan 1y Duge mét s6 nuéc trén
thé gidi va két luan ctia Hoi Déng Tu van cép s6 dang ky thubc - Bo Y t&€ vé viéc
thudc chia hoat chat Biphenyl dimethyl dicarboxylat hoac Bifendat va thu6e
chita hoat chat Cefetamet chua ddp tng duoc hiéu qua theo quy dinh hién hanh;

Xét dé nghi cta Trudng phong Pang ky thubc, Truéng phong Quan ly
chit luogng thuée - Cuc Quan 1y Dugc,

QUYET DINH:

Piéu 1. Rt s6 ding ky cta céc thuéc chita hoat chét Biphenyl dimethyl
dicarboxylat, thu6c chita hoat chét Cefetamet ra khoi Danh muc cic thudc dugc
cép s6 dang ky lwu hanh tai Viét Nam (c6 Danh muc kém theo).

Piéu 2. Dinh chi luu hanh trén toan quéc va thu héi toan bo cic thuée
chita hoat chét Biphenyl dimethyl dicarboxylat, thu6c chita hoat chit Cefetamet
c6 tén tai Di€u 1 néu trén.

Piéu 3. Giao cong ty dang ky ph6i hop v6i nha s&n xudt, nha nhap khdu,
nha phan phéi thu6c thuc hién thu héi va huy toan bo thubc chita hoat chat
Biphenyl dimethyl dicarboxylat, thu6c chita hoat chat Cefetamet va bdo cdo két
qua vé Cuc Quén 1y Duoc theo ding quy dinh tai Thong tu s6 09/2010/TT-BYT
ngay 28/4/2010 cia B6 Y t&€ huéng din viéc quan 1y chat luvong thudc.

S& Y t€ c4c tinh, thanh phé truc thuéc Trung wong c6 trach nhiém chi dao
gidm sat viéc thuc hién cong tdc thu héi va hiy cic thudce néu trén.

Diéu 4. Quyét dinh ndy c6 hiéu luc k€ tir ngay ky ban hanh.



biéu 5. Gidm d6c S& Y t€ céc tinh, thanh phé' truc thuoéc Trung uong,
Gidm déc céc don vi kinh doanh thu6c, Gidm déc co s& diang ky va/hoac nha san
xudt c4c thudc néu tai Diéu 1 chiu trich nhiém thi hanh Quyét dinh nay.

Noi nhdn:

- Nhu Diéu 5;

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

- Cic Déng chi Thit trudng (d€ b/c);

- Cuc Quan Y - Bo Quéce phbng, Cuc Y t€ - BY COng an;

- Cuc Y t€ Giao théng van tii - Bo Giao théng van tai;

- Tdng cuc Hai quan - Bo Thi chinh, Bio hi€m X3 hoi Vi¢t Nz

TP. HCM

- Téng Cong ty Dugc Viét Nam, Céc Cong ty XNK Dugc phim; ~ N

- C4c Bénh vién & Vién c6 giudng bénh truc thudc Bo Y t&; Tru’0’ng QUOC Cuong
- Website Cuc QLD, Tap chi Dugc & My phdm-Cuc QLD;

- Lwu: VT, cdc Phong thudc Cuc QLD, PKT(12).



nd Y TR CONG HOA XA HOI CHU NGHIA VIET NAR
CUC QUAN LY BDUGC Boc 1ap - Tu do - Hanh phie

DANH MUC CAC THUGC RUT SO PANG KY
(Ban hanh k&m theo Quyét dinh s6 /£25 /Qb-QLD ngay ;29 thing % nam 2015)

I. Thubc chira hoat chit Biphenyl gﬂimethyl dicarboxylat:

1. Cong ty ding ky: Céng ty CPTM va Duge phim Ngoc Thién (d/c: S6 10, Ngé 3, Duong Ly
Bén, Phuong Ngo Quyén, TP. Vinh Yén, Tinh Vinh Phic).

1.1. Nha sin xuit: Boram Pharm. Co., Ltd. (@c: 471 Moknae-Dong, Danwon-gu, Ansan-Si,
Kyungki-Do, Korea). -0

STT | Tén thude Hoat chit Dang bao ché S6 dang ky
Biphenyl Dimethyl A )
1 | Decaxy Dicarboxylate 25mg Vién nén VN-10013-10

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

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

STT | Tén thubc Hoat chét Dang bao ché S6 ding ky
Biphenyl Dimethyl A .

2 cte .11822-11

2 | Acterox Dicarboxylate 25mg Vién nén bao phim | VN-11822-11

3. Cong ty dang ky: Daewon Pharmaceutical Co., Ltd. (dlc: 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 thudc | Hoat chat Dang bao ché S6 ding ky
. Bipheny! Dimethyl A g .
3 | Liveko Dicarboxylate 25mg Vién nén bao phim | VN-13107-11

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

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

STT Tén thudc Hoat chat Dang bao ché S6 ding ky

Biphenyl Dimethyl :

4 | Talpax Tablet Dicarboxylate Vién nén VN-11018-10
25mg

5. Cong ty dang ky: Hana Pharm. Co., Ltd. (@c: 301 Bando B/D, 946-18, Doguk-Dong,
Kangnam-Ku, Seoul, Korea).

5.1. Nha san xuat: 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 chat Dang bao ché S6 ding ky
Biphenyl Dimethyl
5 | Bindicel Dicarboxylate Vién nén VN-11068-10
25mg
5.2. Nha san xuit: Hankook Korus Pharm. Co., Ltd. (d/c: 253-12, Kangje-Dong, Jecheon-si,
Chungbuk, Korea).
STT Tén thude Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl
6 | Kodicel Capsule Dicarboxylate Vién nang cing VN-15918-12
7,5mg
Biphenyl Dimethyl
7 | Viénnén 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 thudc Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl
8 | Huparan tab. Dicarboxylate Vién nén VN-14703-12
25mg

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

Hwasung-city, Kyunggi-do,Korea).

STT Tén thudce Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl
9 | Mactagen Tab. Dicarboxylate Vién nén VN-10304-10
25mg
6.3. Nha sin xuit: Etex Pharm Inc. (d/c: #649-1, Choji-Dong, Danwon-Gu, Ansan-Si, Gyeonggi-
Do, Korea).
STT Tén thude Hoat chit Dang bao ché S6 dang 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 (@/c: 533- 2 Gasan-dong, Geumcheon- gu,
Seoul, Korea).

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

S6 ding ky

Dang bao ché

Hoat chit
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Vién nén I VN-12525-11

8. Cong ty ding ky: Kukje Pharma Ind. Co., Ltd. (d/c: 513- 2, Yatab-dong, Bundang-gu,
Seongnam-City, Gyeonggi-Do, Korea).

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

STT Tén thudc Hoat chat Dangbaoché | S6 dingky
Biphenyl Dimethyl
13 | Kei-hepa Dicarboxylate Vién nang cung VN-11928-11
7,5mg

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

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

STT Tén thudc Hoat chit Dang bao ché S6 diing ky
Biphenyl Dimethyl
14 | Hepasilyn capsule | Dicarboxylate Vién nang cing 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. (@/c: #649-1, Choji-Dong, Danwon-Gu, Ansan-Si,
Gyeonggi-Do,Korea).

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

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

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

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

STT Tén thude Heat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl
17 | Gadilat Dicarboxylate Vién nén VN-15571-12
25mg
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10.4. Nha s#n xuét: Union Korea Pharm. Co., Lid. (¢ 5-9, Bangye-ri, Moormak-eup, Wonju-

si, Gangwondo, Korea).
STT Tén thudc 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 san xuit: Samchundang Pharmaceutical Co., Ltd. (d/c: 904-1 Sangshin-Ri,

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

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

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

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

do, Korea,Korea).
STT Tén thube Hoat chit Dang bao ché S6 dang ky
Riphenyl Dimethyl
20 [ Skadia Dicarboxylate Vién nén VN-10567-10
25mg

13. Cong ty dang ky: Cong ty ¢6 phin dwgc Danapha (@/c: 253 Diing Si Thanh Khé, TP. Da

Néng).
13.1. Nha san xuit: Cong ty cb phin dwgc Danapha (@/c: 253 Diing St Thanh Khé, TP. Pa

Niéng).
STT Tén thudc Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl
21 | Hexyltab Dicarboxylate Vién nén VD-15331-11
25mg

14. Cong ty dang ky: Cong ty Cb phin Dugc phidm Bos Ton Viét Nam (@/c: S6 43, Puong s6 8,
KCN Viét Nam - Singapore, Thudn An, Binh Duong, Viét Nam).

14.1. Nha san xuit: Coéng ty C§ phin Dugc phim Bos Ton Viét Nam (d/c: S6 43, Puong 56 8,
KCN Viét Nam - Singapore, Thudn An, Binh Duong, Viét Nam).
Dang bao ché S6 ding ky

STT Tén thube Hoat chat

.. . Biphenyl dimethyl A . i 11
22 | Timihepatic dicarboxylat 25mg Vién nén bao phim | VD-14259

15. Cong ty dang ky: Céng ty TNHH US Pharma USA (d/c: L6 BI-10, duong D2, KCN Tdy Bdc
Cu Chi, TP. H6 Chi Minh).

4/7



£5.1. Nha sdm wudic Clng (y TNIUA US bhaios USA @/er LO 51-10, duong D2, Z XN Tdy Bac
Cu Chi, TP. Ho Chi Minh).

STT Tén thube Hoat chit Dang bao ché S6 ding ky
. Biphenyl dimethyl A
23 | Cadimetyl dicarboxylat 25mg Vién nén VD-14948-11

16. Cong ty dang ky: Cong ty ¢ phin Duge thim Phwong Bong (d/c: Lo s6 7, duong sé 2,
KCN. Tdn Tao, P. Tén Tao A, Q. Binh Tdn, TP. H6 Chi Minh).

16.1. Nha san xudt: Céng ty ¢6 phin Dwgc phim Phwong Déng (@/c: L6 56 7, dwong s6 2, KCN.
Tén Tao, P. Tén Tao A, Q. Binh Tdan, TP. H6 Chi Minh).

STT Tén thuéc Hoat chat Dang bao ché S6 ding ky

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

24 | Fumethy 25mg

17. Cong ty dang ky: Céng ty ¢ phin dwge phim Vinh Phiic (@c: S6 777 duwong Mé Linh-
P.Khai Quang- TP. Vinh Yén- Tinh Vinh Phiic).

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

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

18. Cong ty dang ky: Cong ty cb phin sin xuit - thwong mai Dwgc phim Péng Nam (d/c: Lo
24, Duong sé 14, KCN. Tén Tao, Q. Binh Tén, TP. H6 Chi Minh).
18.1. Nha san xuét: Cong ty ¢ phin san xuit - thwrong mai Dwrge phim Péng Nam (d@/c: Lo
24, Duong s6 14, KCN. Tdn Tao, Q. Binh Tdn, TP. Ho Chi Minh).

STT Tén thudc Hoat chit Dang bao ché S6 diang ky
Biphenyl Dimethyl
26 | Dothoprim 7,5 mg | Dicarboxylat 7,5 Vién nang cing VD-19123-13
mg

19. Cong ty dang ky: Cong ty Dwgc Trung wong 3 (d/c: 115 - Ngb Gia Tu - Pa Néng).
19.1. Nha san xuét: Céng ty Dwoc Trung wong 3 (d/c: 115 - Ngé Gia Tw - Da Néng).

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

20. Cong ty ding ky: Cong ty TNHH dwgc phidm Pat Vi Pha (d/c: L6 M7A-CN, Puong D17,
KCN My Phudc, tinh Binh Duong).
20.1. Nha san xuit: Céng ty TNHH dwgc phim Pat Vi Pha (d@/c: L6 M74-CN, Puong DI7,
KCN My Phudoc, tinh Binh Duong).

STT Tén thube Hoat chit Dang bao ché S6 ding ky
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e e | Biphenyl dimethyl | Vién nén dai bao

28 | Esseil dicarboxylat 25mg | phim VD-13650-10

29 | Maxkei B.lphenyl dimethyl Vlfen nén dai bao - VD-14586-11
dicarboxylat 25mg | phim

21. Cong ty dang ky: Cong ty TNHH Phil Inter Pharma (d/c: S6 25, Puong sé 8, Khu CN Viét
Nam-Singapore, Thudn An, Binh Duong).
21.1. Nha sin xuit: Céng ty TNHH Phil Inter Pharma (d/c: S6 25, Pudng s6 8, Khu CN Viét
Nam-Singaporeé, Thudn An, Binh Duong).

STT Tén thudc Hoat chit Dang bao ché S6 dang ky
30 | Philcell Biphenyl dimethyl | .o /oo mim VD-19216-13
dicarboxylat 3mg

22. Cong ty dang ky: Cong ty TNHH san xuit thwong mai dwgc Qhﬁm NIC (NIC Pharma)
(d/c: Lé 11D duong C, Khu cong nghiép Tdn Tao, qudn Binh Tén, tp. Ho6 Chi Minh).

22.1. Nha san xuit: Céng ty TNHH sin xuét thwong mai dwge Phﬁm NIC (NIC Pharma) (d/c:
L6 11D duong C, Khu céng nghiép Tdn Tao, qudn Binh Tdn, tp. Ho Chi Minh).

STT Tén thubc Hoat chit Dang bao ché S6 diing ky
Biphenyl dimethyl
31 | Fortdex dicarboxylate Vién nén VD-12671-10
25mg

23. Cong iy dang ky: Cong ty ¢b phén cong nghé sinh hoc dwee phim ICA (d/c: L6 10, Puong
50 5, KCN Viét Nam - Singapore, Thudn An, tinh Binh Duong).

23.1. Nha san xuit: Cong ty ¢b phin cong nghé sinh hoc dwge phim ICA (@/e: L6 10, Puong sé
5, KCN Viét Nam - Singapore, Thudn An, tinh Binh Duong).

STT Tén thudc Hoat chat Dang bao ché S6 ding ky
32 | Fortec Biphenyl dimethyl | .0 VD-15314-11
dicarboxylat 25mg

1. Thudc chira hoat chit Cefetamet:

24. Cong ty ding ky: Alembic Ltd. (d/c: Alembic Road Vadodara 390003, Gujarat State, India).
24.1. Nha sin xuét: Alembic Ltd. (d/c: Alembic Road Vadodara 390003, Gujarat State, India).

STT | Tén thuée Hoat chat Dang bao ché S6 dang ky
Cefetamet Pivoxil . .
. g - -12
33 | Altamet 250 Hydrochloride 250mg Vién nén bao phim | VN-15191

25. Cong ty ding ky: Cong ty TNHH Nhin Sinh (@/c: DB 29 Bau Cdt, P.14, Q. Tdn Binh, TP.
Hb6 Chi Minh). ,
25.1. Nha san xuit: Cong ty TNHH US Pharma USA (@c: Lé BI-10, dwong D2, KCN Tdy Bac
Ci Chi, TP. H6 Chi Minh).

STT | Tén thubc Hoat chit Dang bao ché S6 ding ky
Cefetamet Pivoxil A .
hi VD-15733-11
34 | Areplex Hydrochloride 500mg Vién nén bao phim
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26. Cong ty dang ky: Cong ty ¢é phin xut nhip khiu y té Domesco (/c: 66-Quéc 16 30-P. My
Pht-Thj xd Cao Lanh-Tinh Dong Thdp).
26.1. Nha san xuét: Cong ty cb phin xuét nhap khiu y té Domesco (d/c: 66-Quéc 16 30-P. My
Phi-Thi xd Cao Lanh-Tinh Pong Thdp).

STT | Tén thubc Hoat chit Dang bao ché S6 ding ky
Cetamet Cefetamet pivoxil Vién nén dai bao
35 250mg hydroclorid 250mg phim =~ VD-11903-10
Cetamet Cefetamet pivoxil Vién nén dai bao
36 500mg hydroclorid 500mg phim VD-11504-10

CUC TRUGXG

Truong Quéc Cudng
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