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- Phong Y té huyén, thi, thanh phd;
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S& Y té nhan duge cac vin ban cua Cuc Quan ly Dugc, gém: Quyét dinh s6
442/QD-QLD ngay 10/8/2015 vé viée rit s6 dang ky, dinh chi lwu hanh va thu hdi
thudc chira hoat chit Biphenyl dimethy! dicarboxylat va thudc chtra hoat chét
Cefetamet dang luu hanh tai Viét Nam; van ban s6 14571/QLD-CL ngay
06/8/2015 va vin ban sé 14805/QLD-CL ngay 11/8/2015 vé viéc dinh chi luu hanh
thudc khéng dat tiéu chudn chit lugng, S& Y té yéu ciu céc don vi, cac co s& kinh

doanh dugc tai vin ban tai dia chi: www.syt.khanhhoa.gov.vn (Muc Véan ban S¢ Y

té) dé trién khai thuc hién.

Céac don vi, cac co s& kinh doanh dugc thuc hién viéc thu hdi ddi véi céac
thude bi rt sé dang ky va dinh chi lwu hanh néu tai cic vin ban néu trén theo diing
quy dinh tai Thong tu 09/2010/TT-BYT ngay 28 thang 4 ndm 2010 “Hudng dan
viéc quan 1y cht luong thubc” va béo cdo két qua vé S& Y té (néu cd).

Thanh tra S&, Phong Nghiép vu Duge, Trung tdm kiém nghiém va Phong Y
t& huyén, thi x4, thanh phd c6 trich nhiém kiém tra, giam st cac don vi thyc hién

thdng béo nay; xir ly céc don vi vi pham theo quy dinh hién hanh, bao cdo S¢ Y té.
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Doc Iap - Tu do - Hanh phiic
S6: 4,/4)2 /Qb-QLD Ha noi, ngay (0 thdng X ndm 2015
QUYET PINH

| Vé viéc rit s6 dang ky, dinh chi luu hanh va thu héi thudc chita hoat chat
Biphenyl dimethyl dicarboxylat va thuéc chita hoat chat Cefetamet

L

SO TE TINH KHASNH BOA dang luu hanh tai Viét Nam
A ’ #gA hd 9 4
! DEN nsedt £ 17 CUC TRUONG CUC QUAN LY DUGC
e .
!s ChUYEN. e Canictt Luat Dugc ngay 14 thdng 6 nam 2005;

Can cit Nghi dinh s6 63/2012/ND Cp ngay 31/8/2012 cta Chinh pha quy
dinh chic nang, nhiém vu, quyén han va co cdu t6 chiic clia B Y t¢;

Can cr Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cua Bo trudng B6 Y
| t€ quy dinh chitc nang, nhiém vu, quyén han va co cau té chitc ciia Cuc Quan ly
Dugc thuoc Bo Y t€;

| Can c Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cha B6 Y t€ quy
dinh viéc dang ky thuéc;

Can cit thong tin, khuyén cdo ctia Co quan quén 1y Duoc mot s6 nude trén
the gi6i va két luan cia Hoi Déng Tu van c4p s6 dang ky thudc - Bo Y t& vé viéc
thudc chita hoat chét Biphenyl dimethyl dlcarboxylat hoac Bifendat va thuéc
chita hoat chat Cefetamet chura dép tng dugc hiéu qua theo quy dinh hién hanh;

Xét dé nghi cia Trudng phong Ping ky thudc, Truéng phong Quan ly
chét luong thuée - Cuc Quan 1y Duoc,

| QUYET DINH:

biéu 1. Rit s6 diang ky cdc thudc chia hoat chat Biphenyl dimethyl
| dicarboxylat, thuéc chita hoat chét Cefetamet cé tén trong Danh muc c4c thuéc
riit s6 dang ky ban hanh k&ém theo Quyét dinh nay.

biéu 2. Dinh chi luu hanh trén toan quéc va thu-héi toan bd cic thude
chita hoat chat Biphenyl dimethy! dicarboxylat, thuéc chita hoat chat Cefetamet
c6 tén trong Danh muc cic thuéc dinh chi lvu hanh va thu héi ban hanh kém
theo Quyét dinh nay.

bicu 3. Giao cong ty dang ky ph6i hop vé6i nha san xuét, nha nhap khdu,
nha phan ph6i thu6c thuc hién thu héi va hiy toan bo thudc chita hoat chat
Blphenyl dimethyl dicarboxylat, thu6c chita hoat chat Cefetamet va bdo cdo két
qua vé Cuc Quan 1y Dugc theo ding quy dinh tai Thong tu s6 09/2010/TT-BYT
ngay 28/4/2010 ctia B¢ Y t€ huéng din viéc quan 1y chat luong thudc.

S& Y t€ céc tinh, thanh phd truc thude Trung uong c6 tradch nhiém chi dao
gidm sat viéc thuc hién cong tc thu héi va huiy céc thudc néu trén.




bieu 4. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh va thay thé
Quyét dinh s6 423/QD-QLD ngay 29/7/2015 cta Cuc Quan ly Dugc.

Piéu 5. Gidm d6c S& Y t€ cdc tinh, thanh phd truc thudc Trung wong,
Gidm doc céac don vi kinh doanh thuéc, Gidm d6c¢ co s& dang ky va/hoic nha san
xudt cdc thu6c néu tai Diéu 1 chiu trach nhiém thi hanh Quyét dinh nay.

1

Noi nhgn: CUC TRUGNG
- Nhu Diéu 5; -

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

- C4c Déng chi Thi trudng (dé b/c);

- Cuc Quan Y - B6 Quéc phong, Cuc Y t€ - Bo Cong an;

- Cuc Y t€ Giao théng van tai - B9 Giao thong vén tai;

- Téng cuc Hai quan - B6 Tai chinh, Bdo hiém X3 hoi Viét Na
- Vu Phép ché, Cuc Quan ly Y, Dugc ¢6 truyén, Cuc Quan ly
chita bénh, Thanh tra B6 Y t€, Vién KN thu6c TW, Vién KN
TP. HCM; —=
- Téng Cong ty Duogc Viét Nam, Cic Cong ty XNK Duogc phim; " ~ N

_ Cée Benh vien & Vien o6 gitong bénh tore thuse Bo Y (&: Truong Quoc Cuong
- Website Cuc QLD, Tap chi Dugc & M§ phdm-Cuc QLD;

- Luu: VT, céc Phong thuéc Cuc QLD, DKT(20).




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic

DANH MUC CAC THUOC RUT SO PANG KY
(Ban hanh kéem theo Quyét dinh s64,40?/ /QD-QLD ngay 4o thing £ nam 2015)

I. Thudc chira hoat chét Biphenyl dimethyl dicarboxylat:

1. Cong ty dang ky: Cong ty CPTM va Duge phim Ngoc Thién (d/c: S 10, Ngo 3, Duong Ly
Bon, Phuong Ngoé Quyen TP. Vinh Yén, Tinh Vinh Phuc).

1.1. Nha san xuit: Boram Pharm. Co., Ltd. (d/c: 471 Moknae-Dong, Danwon-gu, Ansan-Sz
Kyungki-Do, Korea).

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

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

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

STT | Tén thudc Hoat chit Dang bao ché S6 ding ky

Biphenyl Dimethyl

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

2 Acterox

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

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

STT | Tén thubc Hoat chit Dang bao ché S6 ding ky
- Biphenyl Dimethyl Ao .
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-
3, 1-Ka, Chungmuro, Chung-gu, Seoul, Korea).

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

STT Tén thubc Hoat chat Dang bao ché S6 diang 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 xuit: 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 thubce Hoat chit 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. (@/c: 253-12, Kangje-Dong, Jecheon-si,
Chungbuk,Korea).

STT Tén thubc Hoat chit Dang bao ché S6 dang ky

Biphenyl Dimethyl
6 | Kodicel Capsule Dicarboxylate Vién nang cing 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 xuit: 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 | Huparantab. Dicarboxylate Vién nén VN-14703-12
25mg

6.2. Nha san xuiat: 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 thuoc Hoat chit Dang bdo 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 xuit: Samjin Pharm Co., Ltd. (@/c: 904-2, Sangsin-ri, Hyangnam-myun, HwaSung-
Si, Kyungki-do,Korea).

STT | Tén thudc Hoat chit Dang bao ché S6 ding ky
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Biphenyl Dimethyl
12 | Peaceliva Dicarboxylate Vién nén VN-12525-11
25mg :

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

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

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl
13 | Kei-hepa Dicarboxylate Vién nang VN-11928-11
7,5mg )

9. Cong ty diang ky: Kyongbo Pharmaceutical Co., Ltd. (@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 thude Hoat chit Dang bao ché S6 dang ky
Biphenyl Dimethyl
14 | Hepasilyn capsule | Dicarboxylate Vién nang cimg VN-12540-11
7,5mg

10. Cong ty dang ky: Pharmix Corporation (@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 thude 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 bio ché S§ ding 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 thubc Hoat chit Dang bao ché S6 diang ky
Biphenyl Dimethyl
17 | Gadilat Dicarboxylate Vién nén VN-15571-12
25mg

3n




10.4. Nha san xuit: Union Korea Pharm. Co., Ltd. (d/c: 5-9, Bangye-ri, Moonmak-eup, Wonju‘-si,v
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. (@/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 xuit: Sky New Pharm. Co., Ltd. (@/c: 418-21 Daeya-dong, Siheung-si, Gyeonggi-
do, Korea).

STT Tén thube Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl
20 | Skadia Dicarboxylate Vién nén VN-10567-10
25mg '

13. Cong ty dang ky: Céng ty cb phin dwgc Danapha (@/c: 253 Diing Si Thanh Khé, TP. Pa
Nang). :
13.1. Nha san xuét: Cong ty cb phin dwoc Danapha (d/c: 253 Diing St Thanh Khé, TP. Da Néng).

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 C6 phin Duoc phlem Bos Ton Viét Nam (d/c: S6 43, Puong s6 8,
KCN Viét Nam - Singapore, Thudn An, Binh Duong, Viét Nam).
14.1. Nha san xuit: Cong ty C6 phin Dwgc phim Bos Ton Viét Nam (d/c: S6 43, Puong 56 8,
KCN Viét Nam - Singapore, Thudn An, Binh Dwong, Viét Nam).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky

Biphenyl dimethyl Vién nén bao phim | VD-14259-11

22 | Timihepatic dicarboxylat 25mg

15. Cong ty dang ky: Cong ty TNHH US Pharma USA (a/c: L6 BI-10, dwéng D2, KCN Tay Béc
Ci Chi, TP. H6 Chi Minh).

15.1. Nha san xuét: Céng ty TNHH US Pharma USA (@/c: L6 BI-10, duong D2, KCN Téy Bdc
Cii Chi, TP. H6 Chi Minh). ‘
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STT Tén thude Hoat chit Dang bao ché S6 ding ky
. Biphenyl dimethyl A ] i
23 | Cadimetyl dicarboxylat 25mg Vién nén VD-14948-11

16. Cong ty dang ky: Cong ty c6 phin Dugc phim Phwong Pong (d/c: L6 s6 7, duomg sé 2, KCN.
Tén Tao, P. Tén Tao A, Q. Binh Tdn, TP. Ho Chi Minh).
16.1. Nha san xudt: Cong ty cb phin Dwgc phim Phwong Péng (d/c: Lé sé 7, dwong s6 2, KCN.
Tdn Tao, P. Tdn Tao A, Q. Binh Tdn, TP. Hb Chi Minh).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
Biphenyl dimethyl | Vién nén dai bao
24 | Fumethy 25mg dicarboxylat 25mg | phim VD-11671-10

17. Cong ty dang ky: Céng ty ¢6 phin dwgc phdm Vinh Phic (d/c: S6 777 dwong Mé Linh-
P.Khai Quang- TP. Vinh Yén- Tinh Vinh Phiic).

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

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

18. Cong ty dang ky: Cong ty c¢b phin san xuit - thwong mai Duge phim Péng Nam (d/c: Lo
24, Duong s6 14, KCN. Tan Tao, Q. Binh Tdn, TP. H6 Chi Minh).

18.1. Nha san xudt: Cong ty cd phén sin xuit - thwong mai Duge phim Péng Nam (d/c: L6 24,
Duong 56 14, KCN. Tan Tao, Q. Binh Tén, TP. Hé Chi Minh).

STT Tén thudc Hoat chit Dang bao ché S6 ding 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 Dwoc Trung wong 3 (d/c: 115 - Ngé Gia T - Pa Néng).
19.1. Nha san xuét: Cong ty Dwge Trung wong 3 (d/c: 115 - Ngé Gia Tu - Pa Néng).

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

20. Cong ty dang ky: Cong ty TNHH dwgc phim Pat Vi Pha (d/c: L6 M74-CN, Duong D17,
KCN My Phuéce, tinh Binh Duong).

20.1. Nha san xudt: Cong ty TNHH dwgc phim Pat Vi Pha (d/c: L6 M74-CN, Duong D17, KCN
My Phucc, tinh Binh Duong).

STT Tén thube Hoat chit Dang bao ché S6 dang ky
. Biphenyl dimethyl | Vién nén dai bao
28 | Esseil | dicarboxylat 25mg | phim VD-13650-10

57




Biphenyl dimethyl | Vién nén dai bao

29 | Maxkei dicarboxylat 25mg | phim

VD-14586-11

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

STT Tén thubc Hoat chit Dang bao ché S6 ding ky
30 | Philcell Biphenyl dimethyl | oo oo mém VD-19216-13
dicarboxylat 3mg

22. Cong ty dang ky: Céng ty TNHH sin xuit thweng mai dwgc phim NIC (NIC Pharma) (d@/c:
L6 11D duwong C, Khu céng nghiép Tdn Tao, qudn Binh Tan, tp. Ho6 Chi Minh).
22.1. Nha san xudt: Céng ty TNHH sin xuit thwong mai dwge phim NIC (NIC Pharma) (d/c:
L6 11D duong C, Khu céng nghiép Tan Tao, qudn Binh Tdn, tp. H6 Chi Minh).

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

23. Cong ty dang ky: Céng ty cb phin cong ngh¢ sinh hoc dwgc phdm ICA (@c: L6 10, Duong
50 5, KCN Viét Nam - Singapore, Thudn An, tinh Binh Duong).

23.1. Nha san xuét: Cong ty cb phin cong nghé sinh hoc dwgec phim ICA (@/c: Lé 10, Puong s6
5, KCN Viét Nam - Singapore, Thudn An, tinh Binh Duong).

STT Tén thudc Hoat chit Dang bao ché S6 dang ky
32 | Fortec Biphenyl dimethyl | 70 o VD-15314-11
dicarboxylat 25mg
. Biphenyl dimethyl A . . )
33 ' Forgentec dicarboxylat 25mg Vién nén VD-16471-12

24. Cong ty dang ky: Cong ty TNHH Phil Inter Pharma (d/c: Sé 25, Puong s6 8, Khu CN Viét
Nam-Singapore, Thudn An, Binh Duong).
24.1. Nha san xuit: Céong ty TNHH Phil Inter Pharma (d/c: S48 25, Puong sé6 8, Khu CN Viét
Nam-Singapore, Thudn An, Binh Duong).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
34 | Omitan Biphenyl dimethyl } .o 000 mim VD-16445-12
dicarboxylat 3mg

25. Cong ty dang ky: Céong ty cb phin dwgc vat tw y t&é Hai Dwong (d/c: 102 Chi Ldng, thanh phé
Hdi Duong).
25.1. Nha san xudt: Cong ty ¢b phin dwoc vat tw y té Hai Dwong (d/c: 102 Chi Lang, thanh pho
Hdi Duong).

STT Tén thudc Hoat chit Dang bao ché S6 dang ky
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Biphenyl dimethyl

dicarboxylat 3mg VD-17079-12

35 | Civacell Vién nang mém

II. Thudc chira hoat chit Cefetamet:

26. Cong ty dang ky: Alembic Ltd. (d/c: Alembic Road Vadodara 390003, Gujarat State, India).
26.1. Nha san xuét: Alembic Ltd. (d/c: Alembic Road Vadodara 390003, Gujarat State, India).

STT | Tén thubc Hoat chit Dang bao ché S6 ding ky
' Cefetamet Pivoxil A .
36 | Altamet 250 Hydrochloride 250mg Vién nén bao phim | VN-15191-12

27. Cong ty ding ky: Céng ty TNHH Nhan Sinh (d/c: DB 29 Biu Cdt, P.14, Q. Tén Binh, TP. Ho
‘Chi Minh).

27.1. Nha san ‘xuf\t: Céng ty TNHH US Pharma USA (d/c: L6 BI-10, duong D2, KCN Téy Béc
Cu Chi, TP. Ho Chi Minh).

STT | Tén thudc Hoat chit Dang bao ché S6 ding ky
Cefetamet Pivoxil iAo .

37 | Areplex Hydrochlorid 500mg Vién nén bao phim | VD-15733-11
Cefetamet Pivoxil A .

38 | Areplex 250 Hydrochlorid 250mg Vién nén bao phim | VD-16222-12

28. Cong ty dang ky: Cong ty c6 phin xuit nhip khiu y té Domesco (d/c: 66-Quéc 16 30-P. My
Phii-Thi xd Cao Lanh-Tinh Péng Thdp).
28.1. Nha san xuit: Cong ty c6 phan xuit nhip khiu y t& Domesco (d/c: 66-Quéc 1 30-P. My
Phii-Thi xd Cao Lanh-Tinh Pong Thdp).

STT | Tén thude Hoat chit Dang bao ché S6 ding ky
Cetamet Cefetamet pivoxil Vién nén dai bao
39 250mg hydroclorid 250mg phim VD-11903-10
Cetamet Cefetamet pivoxil Vién nén dai bao
401 500mg hydroclorid 500mg phim VD-11904-10
/
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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

DANH MUC CAC THUOC PINH CHI LUU HANH VA THU HOI
(Ban hanh kém theo Quyét dinh s6 44-2/QD-QLD ngay A0 théng £ nam 2015)

I. Thudc a3 dwgc cip sé ding ky lwu hanh:

LA. Thudc chira hoat chit Biphenyl dimethyl dicarboxylat:

1. Céng ty ding ky: Céng ty CPTM va Dwgc phidm Ngoc Thién (d/c: S6 10, Ngo 3, Puong Ly
Bo6n, Phucng Ngé Quyén, TP. Vinh Yén, Tinh Vinh Phiic).

1.1. Nha san xuét: Boram Pharm. Co., Ltd. (d/c: 471 Moknae-Dong, Danwon-gu, Ansan-Si,
Kyungki-Do, Korea).

STT | Tén thudc Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl A2
1 | Decaxy Dicarboxylate 25mg Vién nén VN-10013-10

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

Gyeonggi-Do, Korea). )
2.1. Nha san xuit: Korea Arlico Pharm Co., Ltd. (d@c: 160-17, Hoijuk-ri, Kwanghyewon-myun,

Jinchun-gun, Chungcheongbuk-do, Korea).

STT | Tén thudc Hoat chit Dang bao ché S6 ding ky
2 | Acterox Bl.phenyl Dimethyl Vién nén bao phim | VN-11822-11
Dicarboxylate 25mg

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

Seoul, Korea).
3.1. Nha san xuat: Daewon Pharmaceutical Co., Ltd. (d/c: 903-1, Sangshin-ri, Hyangnam-myun,

Hwaseong-kun, Kyunggi-do, Korea).

STT | Tén thudc Hoat chit Dang bao ché S6 ding ky
3 | Liveko Bipheny! Dimethyl Vién nén bao phim | VN-13107-11
Dicarboxylate 25mg

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

STT Tén thudc Hoat chit 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. (dc: 301 Bando B/D, 946-18, Doguk-Dong,
Kangnam-Ku, Seoul, Korea).
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5.1. Nha san xuit: Dae Han New Pharm Co., Ltd. (@/c: #904-3, Sangshzn—Rz Hyangnam-Myun
Hwasung-Si, Kyunggi-Do,Korea).

STT Tén thube Hoat chit 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. (@c: 253-12, Kangje-Dong, Jecheon-si,
Chungbuk, Korea).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky

Biphenyl Dimethyl
6 | Kodicel Capsule Dicarboxylate Vién nang cting 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. (@/c: 437 Sutaek-dong, Guri-shi, Kyonggi-do, Korea).

6.1. Nha san xuat: Huons. Co., Ltd. (d/c: 907-6, Sangshin-ri, Hyangnam-myun, Hwaseong-kun,
Kyunggi-do,Korea).

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

6.2. Nha san xuat: 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
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 thudc 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 xuit: Samjin Pharm Co., Ltd. (@/c: 904-2, Sangsin-ri, Hyangnam-myun, HwaSung-
Si, Kyungki-do,Korea).
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STT Tén thude Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl
12 | Peaceliva Dicarboxylate Vién nén VN-12525-11
25mg

8. Cong ty dang ky: Kukje Pharma Ind. Co., Ltd. (dc: 513- 2, Yatab-dong, Bundang-gu,

Seongnam-City, Gyeonggi-Do, Korea).

8.1. Nha san xuat: Hutecs Korea Pharmaceutical Co., Ltd. (@c: 552-2 Young Cheun Ri, Dong

tan Myen, Hwa Sung Shi, Kyeng Ki Do,Korea).

STT Tén thudc Hoat chit Dang bao ché S6 dang ky
Biphenyl Dimethyl
13 | Kei-hepa Dicarboxylate Vién nang VN-11928-11
7,5mg

9. Cong ty ding ky: Kyongbo Pharmaceutical Co., Ltd. (d/c: 345-6 Silok-Dong, Asan-si,

Chungcheongnam-do 336- 020, Korea).

9.1. Nha san xuit: 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 ding 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 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 Sé ding 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 ding ky
Biphenyl Dimethyl
16 | Hebidy Dicarboxylate Vién nén VN-11244-10
25mg

10.3. Nha san xuat: Sky New Pharm. Co., Ltd. (@c: 1234-3 Jeongwang-dong, Siheung-si,

Gyeonggi-do, Korea).

STT Tén thube

Hoat chit

Dang bao ché

S6 dang ky
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Bipheny! Dimethyl
17 | Gadilat Dicarboxylate Vién nén VN-15571-12
25mg

10.4. Nha san xuat: Union Korea Pharm. Co., Ltd. (@/c: 5-9, Bangye-ri, Moonmak-eup, Wonju-
si, Gangwondo,Korea).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl
18 | Bidalic _| Dicarboxylate Vién nén VN-13825-11
25mg

11. Cong ty ding 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 thudc Hoat chit Dang bao ché S6 ding 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 xuit: Sky New Pharm. Co., Ltd. (d/c: 418-21 Daeya-dong, Siheung-si, Gyeonggi-
do, Korea).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl
20 | Skadia Dicarboxylate Vién nén VN-10567-10
25mg

13. Cong ty dang ky: Cong ty cd phén dwgc Danapha (@/c: 253 Ding St Thanh Khé, TP. Pa
Nang).
13.1. Nha san xuat: Céng ty ¢6 phin dwgc Danapha (d/c: 253 Ding ST Thanh Khé, TP. Pa
Nang).

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: Céng ty C6 phin Dwge phim Bos Ton Viét Nam (d/c S6 43, Puong sé 8,
KCN Viét Nam - Singapore, Thudn An, Binh Duong, Viét Nam).

14.1. Nha san xudt: Cong ty C6 phin Dwgc phdm Bos Ton Viét Nam (d/c: Sé 43, Puong 56 8,
KCN Viét Nam - Singapore, Thudn An, Binh Duong, Viét Nam).

STT Tén thudc Hoat chit Dang bao ché S6 dang ky
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Biphenyl dimethyl

dicarboxylat 25mg Vién nén bao phim | VD-14259-11

22 | Timihepatic

15. Cong ty dang ky: Cong ty TNHH US Pharma USA (d/c: L6 Bl-10, dwong D2, KCN Tay Bdc
Ci Chi, TP. H6 Chi Minkh).
15.1. Nha san xuit: Cong ty TNHH US Pharma USA (d/c: L6 BI-10, duong D2, KCN Téy Bdc
Ci Chi, TP. H6 Chi Minh).

STT Tén thudc Hoat chit Dang bao ché S6 dang ky
. Bipheny! dimethyl Ao
23 | Cadimetyl dicarboxylat 25mg Vién nén VD-14948-11

16. Cong ty dang ky: Céng ty c6 phin Dwoc pham Phwong Déng (d/c: Lo 56 7, duong s6 2,
KCN. Tan Tao, P. Tdn Tao A, Q Binh Tan, TP. Ho Chi Minh).

16.1. Nha san xuit: Cong ty c6 phin Dwgc phim Phwong Péng (d/c: L6 56 7, dwong s6 2, KCN.
Tan Tao, P. Tén Tao A, Q. Binh Tan, TP. Ho Chi Minh).

STT Tén thude Hoat chat Dang bio ché S6 ding ky

Biphenyl dimethyl | Vién nén dai bao VD-11671-10

24 | Fumethy 25mg dicarboxylat 25mg | phim

17. Cong ty dang ky: Céng ty cb phin dwgc phim Vinh Phic (@/c: S8 777 dwong Mé Linh-
P.Khai Quang- TP. Vinh Yén- Tinh Vinh Phic).

17.1. Nha san xuit: Céng ty c6 phin dwge phim Vinh Phiic (@/c: S6 777 duong Mé Linh-P.Khai
Quang- TP. Vinh Yén- Tinh Vinh Phiic).

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

18. Cong ty dang ky: Cong ty ) phan san xuit - thwong mai Dwgc phim Pong Nam (d/c: L6
24, Duong s6 14, KCN. Tan Tao, Q. Binh Tdn, TP. Ho Chi Minh).

18.1. Nha san xuét: Cong ty c6 phan sin xuit - thwong mai Dugc phim Pong Nam (d/c: Lo
24, Puong 56 14, KCN. Tan Tao, Q. Binh Téan, TP. Ho Chi Minh).

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

19. Cong ty dang ky: Cong ty Dwegc Trung wong 3 (d/c: 115 - Ngé Gia Tu - Pa Néng).
19.1. Nha san xuit: Céng ty Duge Trung wong 3 (d/c: 115 - Ngé Gia Tu - Pa Néng).

STT Tén thudc Hoat chit Dang bao ché S6 dang ky
Biphenyl Dimethyl
27 | Ceteco Foratec Dicarboxylat 7,5 Vién nang cliig VD-12593-10
mg
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20. Cong ty dang ky: Cong ty TNHH dwgc phim Dat Vi Pha (d/c: L6 M7A-CN, Pudng D17,

KCN My Phudc, tinh Binh Duong).

20.1. Nha san xuit: Céng ty TNHH dwge phim Pat Vi Pha (d/c: L6 M7A-CN, Puong D17,

KCN My Phucc, tinh Binh Duong).

STT Tén thude Hoat chit Dang bao ché S6 diang ky
. Biphenyl dimethyl | Vién nén dai bao

28 | Esseil dicarboxylat 25mg | phim VD-13650-10
. Biphenyl dimethyl | Vién nén dai bao

29 | Maxkei dicarboxylat 25mg | phim VD-14586-11

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

STT Tén thude Hoat chit Dang bao ché S6 ding ky
30 | Phileell Biphenyl dimethyl | 0 ono mém | vD-19216-13
dicarboxylat 3mg

22. Cong ty dang ky: Cong ty TNHH sin xuit throng mai dwgc Qhﬁm NIC (NIC Pharma)
(@/c: L6 11D duong C, Khu cong nghiép Tan Tao, qudn Binh Tdn, tp. Ho Chi Minh).

22.1. Nha sin xuit: Céng ty TNHH sin xuit thwong mai dwgc ph:‘lm NIC (NIC Pharma) (d/c:
L6 11D duong C, Khu cong nghiép Tan Tao, quén Binh Tdn, tp. Ho6 Chi Minh).

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

23. Cong ty dang ky: Cong ty c6 phén cdng nghé sinh hoc dwgc phim ICA (dc: L6 10, Duong
56 5, KCN Viét Nam - Smgapore Thudn An, tinh Binh Duong).

23.1. Nha san xuit: Cong ty cb phin cdng nghé sinh hoc dwge phdm ICA (d/c: Lé 10, Puong sé
3, KCN Viét Nam - Singapore, Thudn An, tinh Binh Duong).

STT Tén thude Hoat chit Dang bio ché Sé ding ky
32 | Fortec Biphenyl dimethyl | 0 o) VD-15314-11
dicarboxylat 25mg
Biphenyl dimethyl ca i
33 | Forgentec dicarboxylat 25mg Vién nén VD-16471-12

24. 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).
24.1. Nha san xuit: Cong ty TNHH Phil Inter Pharma (@/c: S6 25, Puong sé 8, Khu CN Viét
Nam-Singapore, Thudn An, Binh Duong).

STT Tén thudc Hoat chit Dang bao ché S6 dang ky
34 | Omitan Biphenyl dimethyl | 0 o mém VD-16445-12
dicarboxylat 3mg
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25. Cong ty dang ky: Céng ty cb phin dwge vt tw y té€ Hai Dwong (@/c: 102 Chi Lang, thanh
pho Hdai Duong).

25.1. Nha san xuat: Cong ty ¢d phin dwgc vat tir y té Hai Dwong (d@/c: 102 Chi Lang, thanh phé
Hdai Duong).

STT Tén thubc Hoat chit Dang bao ché S6 ding ky
35 | Civacell Biphenyl dimethyl | .0 0o mém VD-17079-12
dicarboxylat 3mg

26. Cong ty dang ky: Boram Pharma Co., Ltd. (d/c 471 Moknae-Dong, Danwon-gu, Ansan-Si,
Kyungki-Do, Korea).

26.1. Nha san xuit: Korea Prime Pharm. Co., Ltd. (@c: 616-3, Eungyo-ri, Iso-Myon, Wanju-
gun, Chonbuk, Korea).

STT Tén thudc Hoat chit Dang bio ché S6 ding ky
Biphenyl Dimethyl
36 | Hepahele Dicarboxylate Vién nén bao phim | VN-5866-08
25mg

26.2. Nha san xuat: Korea Arlico Pharm. Co., Ltd. (@/c: 160-17, Whoijuk-ri, Gwanghyewon-
myeon, Jincheon-gun, Chung cheongbuk-do, Korea).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl
37 | Lefodine Tablet Dicarboxylate Vién nén bao phim | VN-7994-09
25mg

27. Cong ty dang ky: Céng ty TNHH dugc phim Pdng Tam (@c: 47 duong sé 2, cu xd Li Gia,
Ph. 15, Q. 11, TP. H6 Chi Minh).

27.1. Nha san xuat: Korea Arlico Pharm. Co., Ltd. (@c: 160-17, Whoijuk-ri, Gwanghyewon-
myeon, Jincheon-gun, Chung cheongbuk-do, Korea).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl
38 | Activer Dicarboxylate Vién nén VN-6521-08
25mg

28. Cong ty dang ky: Cong ty TNHH Dugc phim Tién Minh (@/c: 136 Su Van Hanh (ndi dai),
Qudn 10, TP. Ho Chi Minh).

28.1. Nha san xuat: Young Poong Pharma. Co., Ltd. (d/c: 621-9, Namchon-Dong, Namdong-Ku,
Inchon City, Korea).

STT Tén thudc Hoat chit Dang bao ché S6 dang ky
Biphenyl Dimethyl
39 | Timihepatic Dicarboxylate Vién nén bao phim | VN-7040-08
25mg

29. Cong ty dang ky: Cong ty TNHH Thién Thanh (@/c: S6 1 - E4, Khu Bai than Vong, Phuong
Dong Tam, Quan Hai Ba Trung, Ha N§i).
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29.1. Nha san xuit: Hutecs Korea Pharmaceutical Co., Ltd. (@/c: 555-2 Youngcheun ri, Dong
tan myen, HwasungShi, Kyeungki-do, Korea).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl
40 | Bipheran capsule Dicarboxylate Vién nang VN-4871-07
75mg

30. Cong ty dang ky: Dae Hwa Pharm Co., Ltd. (d@/c: 308-Masan-Ri, Hoengseong-Eup,
Hoengseong-Gun, Gangwon-Do, Korea).

30.1. Nha sian xudt: Dae Hwa Pharm Co., Ltd. (@/c: 308-Masan-Ri, Hoengseong-Eup,
Hoengseong-Gun, Gangwon-Do, Korea).

STT Tén thudc Hoat chit Dang bio ché S6 ding ky
Biphenyl Dimethyl
4] | Daehwabidica Dicarboxylate Vién nén VN-8144-09
25mg

31. Cong ty dang ky: Daewoo Pharm. Co., Ltd. (d@/c: 579, Shinpyung-Dong, Pusan-City, Korea).
31.1. Nha san xuit: Daewoo Pharm. Co., Ltd. (d/c: 579, Shinpyung-Dong, Pusan-City, Korea).

STT Tén thudc Hoat chit Dang bao ché S6 diang ky
Biphenyl Dimethyl
42 | Dimeka Dicarboxylate Vién nén VN-7637-09
25mg

32. Cong ty dang ky: Daewoong Pharmaceutical Co., Ltd. (@/c: 223-23 Sangdaewon-Dong,
Chungwon-Ku, Sungnam-City, Kyunggi-Do, Korea).

32.1. Nha san xuit: Daewoong Pharmaceutical Co., Ltd. (@/c: 906-10, Sangsin—ri, Hyang nam-
myun, Hwasung city, Kyunggi-Do, Korea).

STT Tén thuée Hoat chit Dang bao ché Sé ding ky
Biphenyl Dimethyl
43 | Didcartus Dicarboxylate Vién nang cling VN-5497-08
7,5mg

33. Cong ty dang ky: Dasan Medichem Co., Ltd. (@c: #10, Wasan-ri, Dogo-myeon, Asan-si,
Chungcheongam-do, Korea).

33.1. Nha sin xuit: Hanbul Pharm. Co., Ltd. (d@/c: # 40-8, Banje-Ri, Wongok-Myeon, Anseung-
Si, Gyeonggi-Do, Korea).

STT Tén thubc Hoat chit Dang bao ché S8 dang ky
Biphenyl Dimethyl
44 | BDDE Tablet Dicarboxylate Vién nén VN-9176-09
25mg

332. Nha san xudt: Myungmoon Pharmaceutical Co., Ltd. (d/c: 90I-1, Sangshin-Ri,
Hyangnam-myun, Hwasung-city, Kyunggi-Do, Korea).

8/19



STT Tén thude Hoat chit Dang bao ché S6 ding ky

Biphenyl Dimethyl
45 | BDCell Dicarboxylate Vién nén VN-5334-10
25mg

33.3. Nha sian xuit: Medica Korea Co., Ltd. (@c: 904-6 Sangsin-Ri, Hyangnam-Myeon,
Hwaseong-City, Gyeonggi-Do, Korea).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
, Biphenyl Dimethyl
46 | Riverurso Tab Dicarboxylate Vién nén VN-5333-10
- 25mg

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

34.1. Nha san xuat: Chunggei Pharm. Co., Ltd. (@c: 1106-4. Daeyang-ri, Yanggam-myeon,
Hwaseoung-si, Gyeonggi-do, Korea).

STT Tén thudc Hoat chit Dang bao ché S6 dang ky
Biphenyl Dimethyl
47 | USDIBI Dicarboxylate Vién nang cing VN-8399-09
7,5mg

35. Cong ty dang ky: Kolon I Networks Corporation (d/c: 161-17, Samsung-dong, Kangnam-gu,
Seoul, Korea).

35.1. Nha san xuidt: Korea Pharma Co., Ltd. (d/c: 907-8 Sangsin-Ri, Hyangnam-Myun,
Hwasung-Kun, Kyunggi-Do, Korea).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl
48 | Kosoma Dicarboxylate Vién nén VN-6701-08
25mg

36. Cong ty dang ky: Kukje Pharma Ind. Co., Ltd. (@c: 513, Yatab-dong, Bundang-gu,
Seongnam-City, Gyeonggi-do, Korea). ‘

36.1. Nha san xuit: Hutecs Korea Pharmaceutical Co., Ltd. (@/c: 555-2 Young Cheon Ri, Dong
tan Myen, Hwa Sung Shi, Kyungki-Do, Korea).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl
49 | Beebipheran Dicarboxylate Vién nang VN-8218-09
7,5mg

37. Cong ty dang ky: Ozia Pharmaceutical Pty. Ltd. (d/c: Marina Quay, 1/1-3 Manly road,
Seaforth, NSW 2092, Australia).

37.1. Nha san xuat: Boram Pharma Co., Ltd. (@/c: 471 Moknae-Dong Danwon-gu, Ansan-Si,
Kyungki-Do, Korea).
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STT Tén thudc Hoat chit Dang bao ché S6 ding ky

Biphenyl Dimethyl
50 | Biperide cap Dicarboxylate Vién nang VN-8246-09
25mg ‘

37.2. Nha san xuat: Chunggei Pharm Co., Ltd. (@c: 1106-4, Daeyang-ri, Yanggam-myeon,
Hwaseoung-si, Gyeonggi-do, Korea).

STT Tén thudc Hoat chit Dang bio ché S6 ding ky
Biphenyl Dimethyl
51 | Ozia-BDD Cap Dicarboxylate Vién nang VN-9332-09
7,5mg

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

38.1. Nha san xuit: Korea Prime Pharm. Co., Ltd. (d@/c: 616-3, Eungyo-ri, Iseo-Myon, Wanju-
gun, Chonbuk, Korea).

STT Tén thubc Hoat chit Dang bao ché S6 dang ky
Biphenyl Dimethyl
52 | Ganolat Tablets Dicarboxylate Vién nén VN-7793-09
25mg

39. Cong ty dang ky: Phil International Co., Ltd. (d@/c: R# 629-4 Yeoksam-dong, Kangnam-ku,
Seoul, Korea).

39.1. Nha san xuat: Medica Korea Co., Ltd. (d/c: 904-6 Sangshin-Ri, Hyangnam-Myun,
Whasung-City, Kyunggi-Do, Korea).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
» . .. | Biphenyl Dimethyl
53 ﬁ;dlcaka“ema VISR | Dicarboxylate Vién nén VN-5052-07
25mg

39.2. Nha san xuit: Asia Pharm. Co., Ltd. (@/c: 439 Mogok-dong, Pyungtaek-city, Kyungki-do,
Korea).

STT Tén thudc Hoat chit Dang bao ché S6 diang ky
Biphenyl Dimethyl
54 | Omitan vién nén Dicarboxylate Vién nén VN-5046-07
25mg

40. Cong ty dang ky: Schnell Korea Pharma Co., Ltd. (d/c: 4F, Haesung Bldg #747-2 Yeoksam-
dong, Kangnam-ku, Seoul, Korea).

40.1. Nha san xuit: I1 Hwa Co., Ltd. (@/c: 437, Sutaek-Dong, Guri-city, Kyonggi-do, Korea).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
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Biphenyl Dimethyl
55 | Hubopa Tab. Dicarboxylate Vién nén VN-7832-09
25mg

Biphenyl Dimethyl
56 | Ilselo Tab. Dicarboxylate Vién nén VN-7833-09
25mg

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

STT Tén thudc Hoat chit Dang bao ché S6 dang ky

Biphenyl Dimethyl
57 | Seofotin Dicarboxylate Vién nén VN-7834-09
25mg

Biphenyl Dimethyl
58 | Livcility Tab. Dicarboxylate Vién nén VN-8905-09
25mg

40.3. Nha san xuit: Cellart Pharm. Korea Co., Ltd. (@/c: 418-21 Daeya-dong, Siheung-Si,
Gyeonggi-do, Korea).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
' Biphenyl Dimethyl
59 | Litofil Dicarboxylate Vién nén VN-6311-08
25mg

41. Cong ty ding ky: TDS Pharm. Corporation (d/c: 437-6, Pyunggok-Ri, Eumseong-Eup,
Fumseong-Gun, Chungcheongbuk-do, Korea).

41.1. Nha san xuit: KMS Pharm. Co., Ltd. (@/c: 492-1 Maetan-Dong, Yeongtong-GU, Suwon
City, Gyeonggi, Korea).

STT Tén thubc Hoat chit Dang bio ché S6 ding ky
. Biphenyl Dimethyl | «,.. A
60 | Hepaphil Soft Caps. Dicarboxylate 3mg Vién nang mém VN-6849-08

42. Cong ty dang ky: Unico Alliance Co., Ltd. (@/c: Unit 1007 Tower B, Seaview Estate, 2-8
Watson Road, North Point, Hongkong).
42.1. Nha sin xuit: Beijing Union Pharm Factory (d/c: I Xian Nong Tan St., Beijing, China).

STT Tén thube Hoat chit Dang bao ché $6 ding ky
Biphenyl Dimethyl
61 | Hepasel Dicarboxylate Vién nang VN-4656-07
' 7,5mg

42.2. Nha san xuat: Pharmaking Co., Ltd. (@/c: 826, Sinhung-Dong, Sung Nam-Si, Kyunggido,
Korea).

STT Tén thude Hoat chit Dang bao ché S6 ding ky
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Biphenyl Dimethyl
62 | Nissel tablet Dicarboxylate Vién nén : VN-4657-07
25mg

43. Cong ty dang ky: Unimed Pharmaceuticals Inc. (d/c: 251, Sil Ok-Dong, Asan-City, Choong
cheong nam-Do, Korea).

43.1. Nha san xuit: Unimed Pharmaceuticals Inc. (d@/c: 251, Sil Ok-Dong, Asan-City, Choong
cheong nam-Do, Korea).

STT Tén thudc Hoat chit Dang bao ché S6 dang ky
Biphenyl Dimethyl -
63 | Argi-B tablet Dicarboxylate Vién nén VN-5131-07
25mg

44. Cong ty dang ky: Young Il Pharm Co., Ltd. (@/c: 920-27, Bangbae-Dong, Seocho-Ku, Seoul,
Korea).

44.1. Nha san xuit: Young Il Pharm Co., Ltd. (@c: 521-15, Sinjong-ri, Jinchon-kun,
Chungchong-Bukdo, Korea).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl
64 | Bedad Tablet Dicarboxylate Vién nén bao phim | VN-5714-10
25mg

45. Cong ty dang ky: Kolon I Networks Corporation (d/c: 161-17, Samsung-dong, Kangnam-gu,
Seoul, Korea).

45.1. Nha san xuit: Sinil Pharm Co., Ltd. (d/c: San 5-1, Bonpyeong Ri, Angsung myun Chungju
Si Chungchongbuk-Do, Korea).

STT Tén thude Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl
65 | RB-25 Dicarboxylate Vién nén VN-5623-08
25mg

46. Cong ty dang ky: Céng ty cb phin cong nghé sinh hoe dwge phidm ICA (@c: L6 10, Puong
50 5, KCN Viét Nam - Singapore, Thudn An, tinh Binh Duong).

46.1. Nha san xuit: Cong ty cb phin cong nghé sinh hoc dwgc phﬁm ICA (d/c: L6 10, Puong s6
5, KCN Viét Nam - Singapore, Thudn An, tinh Binh Duwong).

STT Tén thude Hoat chit Dang bao ché S6 ding ky
66 | Fortec Biphenyl dimethyl | .0 /o VD-3713-07
dicarboxylat 25mg
67 | BIDIDI Biphenyl dimethyl | (.0 /o) VD-7392-09
dicarboxylat 25mg

47. Cong ty dang ky: Cong ty cb phan dwec Danapha (d/c: 253 Diing St Thanh Khé, TP. Pa
Néng).
47.1. Nha san xuit: Céng ty c¢b phin dwgc Danapha (d/c: 253 Diing St Thanh Khé, TP. Pa
Néng).
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STT Tén thudc Hoat chit Dang bao ché S6 ding ky

Biphenyl Dimethyl
68 | Livertis Dicarboxylate Vién nén VD-9977-10
25mg

48. Cong ty dang ky: Cong ty ¢b phin Dwgc phim 3/2 (d/c: S6 930 C2, Puong C, KCN Cadt Ldi,
P. Thanh My Loi, Q2, TP. H6 Chi Minh).

48.1. Nha san xuit: Cong ty ¢b phin Dwgc phdm 372 (@/c: S6 930 C2, Duong C, KCN Cat Ldi, P.
Thanh My Lgi, Q2, TP. Hé Chi Minh).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl
69 | VI-BDD-25mg | Dicarboxylate Vién nén VD-6171-08
25mg

49. Cong ty dang ky: Cong ty c¢6 phin dwge phim Ciru Long (d/c: 150 duong 14/9, thi xd Vinh
Long, tinh Vinh Long).

'49.1. Nha san xuit: Céng ty c¢b phin dwgc phim Ciru Long (d/c: 150 dwong 14/9, thi xd Vinh
Long, tinh Vinh Long).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl

70 | Bifendate 25mg Dicarboxylate Vién nén dai VD-8571-09
25mg

50. Cong ty dang ky: Cong ty c6 phin Dwge phidm OPV (@/c: S6 27, duong 34, Khu céng nghiép
Bién Hoa 2, Pong Nai).

50.1. Nha san xuit: Cong ty ¢b phin Dwgc phdm OPV (@/c: S6 27, duong 34, Khu cong nghiép
Bién Hoa 2, Pong Nai).

STT Tén thudc . Hoat chit Dang bao ché S6 ding ky

Biphenyl Dimethyl
71 | Livocal Dicarboxylate Vién nén bao phim | VD-7245-09
25mg

Biphenyl Dimethyl
72 | Opelycid Dicarboxylate Vién nén bao phim | VD-9475-09
25mg

51. Cong ty dang ky: GlaxoSmithKline Pte., Ltd. (d/c: 150 Beach Road # 21-00 Gateway West,
Singapore 189720, Singapore).

51.1. Nha san xuit: Cong ty c6 phin dwgc phim SAVI (SAVIPHARM) (d/c: Lé Z01-02-03a
KCN/KCX Tan Thudn, P. Tan Thudn Déng, Q7, Tp. Ho Chi Minh).

STT Tén thube Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl | .
73 | BDD GSK 25mg Dicarboxylat Vién nén tron VD-10384-10
25mg
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52. Cong ty dang ky: Céng ty Cb phan Duoc pham trung wong I - Pharbaco (d/c: 160 Tén Pirc
Thdng, Ha Nji (SX: Thanh Xudn, Séc Son, Ha Noi).

52.1. Nha san xuit: Céng ty C6 phin Dwgc phim trung wong I - Pharbaco (d@/c: 160 Tén Dicc
Thdng, Ha Néi (SX: Thanh Xudn, Séc Son, Ha Noi).

STT Tén thuée Hoat chit Dang bao ché S6 dang ky
Biphenyl Dimethyl
74 | Citava Dicarboxylate Vién nén VD-10432-10
25mg

53. Cong ty dang ky: Cong ty cb phan dwrgc phim TV.Pharm (d/c: 27 Dién Bién Phu, thi xa Tra
Vinh, tinh Tra Vinh).

53.1. Nha san xuit: Cong ty cb phin dwge phim TV.Pharm (d/c: 27 Dién Bién Phu, thi xd Tra
Vinh, tinh Tra Vinh).

STT Tén thudc Hoat chit Dang bao ché S6 dang ky
. . Biphenyl Dimethyl
75 | Biphenyl dimethyl | [ o Vlate Vién nén VD-7601-09
dicarboxylat 25mg 25mg

54. Cong ty dang ky: Cong ty ¢6 phin dwgc trung wong Mediplantex (d/c: Thon Trung Hgu, xa
Tién Phong, huyén Mé Linh, Vinh Phiic).

54.1. Nha san xuit: Céng ty cb phin dwgc trung wong Mediplantex (d/c: Thon Trung Hdu, xd
Tién Phong, huyén Mé Linh, Vinh Phic).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl | -
76 | Medfotec Dicarboxylate Vién nén VD-8866-09
25mg

55. Céng ty dang ky: Céng ty cb phin dwgc va thiét bi y té Ha Tinh (d/c: 167 Ha Huy Tdp, thi
xd@ Ha Tinh, tinh Ha Tinh).

55.1. Nha san xuit: Cong ty c¢b phin dwgc va thiét biy té Ha Tinh (@c: 167 Ha Huy Tdp, thi xd
Ha Tinh, tinh Ha Tinh).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl | (,.. ., ...
77 | Laditonic - 25 mg | Dicarboxylat vieonéndaibao | yp 7653.09
25mg paim

56. Cong ty dang ky: Cong ty cb phin dwgc-vat tw y té Thanh Hoa (@/c: VP: 232 Trdn Phi -
TP. Thanh Hoa SX:s04 Dud’ng Quang Trung - TP. Thanh Hod).

56.1. Nha san xuit: Cong ty ¢6 phin dwgc-vit twr y té Thanh Hoa (d/c: VP: 232 Trén Phii - TP.
Thanh Hod  SX: 56 4 Puong Quang Trung - TP. Thanh Hod.

STT Tén thube Hoat chit Dang bao ché S6 ding ky
Biphenyl Dimethyl
78 | HP-Argyl Dicarboxylate Vién nén dai VD-8184-09
' 25mg
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57. Cong ty dang ky: Cong ty c6 phin Pymepharco (@/c: VP: 166 - 170 Nguyén Hué, Tuy Hoa,
Phii Yén).
57.1. Nha san xuit: Céng ty c¢6 phan Pymepharco (d/c: VP: 166 - 170 Nguyén Hué, Tuy Hod,
Phii Yén).

STT Tén thude  Hoat chit Dang bao ché S6 ding ky
. Biphenyl Dimethyl
79 |PymeReobil-25 | by boxylat Vién nén VD-6462-08
mg 25mg

58. Cong ty dang ky: Cong ty ¢b phin san xuit - thwong mai Dwgc phim DPong Nam (d/c L6
24, Puong 56 14, KCN. Tan Tao, Q. Binh Tdn, TP. Ho Chi Minh).

58.1. Nha san xudt: Céng ty ¢6 phin san xuit - thwong mai Dugc phim Péng Nam (d/c: Lo
24, Puong s6 14, KCN. Tdn Tao, Q. Binh Tén, TP. H6 Chi Minh).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky

Biphenyl dimethyl - .

80 | Doproca 25 mg dicarboxylat 25mg Vién bao phim VD-4038-07
Biphenyl dimethyl .

81 | Dotricla dicarboxylat, Vién nang mém VD-4042-07
Vitamin E, C

82 | Dothoprim Biphenyl dimethyl | ;o) 1ang VD-4437-07
dicarboxylat
Biphenyl dimethyl - 2

83 | BDD 25 mg dicarboxylat 25mg Vién nang mém VD-8222-09

. Biphenyl dimethyl - .
84 | BDD Orient 25 mg dicarboxylat 25mg Vién bao phim VD-8223-09

59. Cong ty dang ky: Céng ty cb phin SPM (d/c: L6 51- Puong sé 2- KCN Tén Tao- Q. Binh
Tén- TP. HCM).

59.1. Nha san xuat: Céng ty c6 phin SPM (@/c: L6 51- Puong sé 2- KCN Tdn Tao- Q. Binh Tén-
TP. HCM).

STT Tén thubc Hoat chit Dang bao ché S6 ding ky
85 | BDD Biphenyl dimethyl | e /e VD-7039-09
dicarboxylat 25mg

60. Cong ty dang ky: Cong ty c6 phin xuft nhip kbiu y té Domesco (d/c: 66-Quéc 16 30-P. My
Phi-Thi xa Cao Lanh-Tinh Dong Thap)
60.1. Nha san xudt: Céng ty. c6 phan xuit nhip khiu y té Domesco (d/c: 66-Quéc 1 30-P. My
Phi-Thi xd Cao Lanh-Tinh Pong Thap).

STT Tén thudc Hoat chit Dang bio ché S6 dang ky
. Biphenyl dimethy! (n .
86 | Doliv 25 mg dicarboxylat 25mg Vién bao phim VD-4460-07

61. Cong ty dang ky: Cong ty Dwgc Trung wong 3 (d/c: 115 - Ngé Gia Ty - Pa ZYc?ng).
61.1. Nha sin xuét: Cong ty Dwgc Trung wong 3 (@/c: 115 - Ng6 Gia Ty - Pa Néng).

STT Tén thube A Hoat chit Dang bao ché S6 diang ky
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Biphenyl dimethyl
dicarboxylat
7,5mg

87 | Ceteco Foratec

Vién nén bao phim | VD-11294-10

62. Cong ty dang ky: Cong ty lién doanh Meyer - BPC (d/c: 643-quic 16 60, phuwong Phil
Kheong - TX. Bén Tre, tinh Bén Tre).

62.1. Nha san xuit: Cong ty lién doanh Meyer - BPC (@/c: 643-qudc 16 60, phuong Phii Khirong
- TX. Bén Tre, tinh Bén Tre).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
» . Biphenyl dimethyl A,
88 | Meyerbinyl dicarboxylat 25mg Vién nén VD-8292-09

63. Cong ty dang ky: Cong ty Roussel Vigt Nam (d/c: SX tai: 01, Puong 03 VSIP-Thudn An-Binh
Duong-Viét Nam).
63.1. Nha san xuat: Cong ty Roussel Viét Nam (d/c: SX tai: 01, Puong 03 VSIP-Thudn An-Binh

Duong-Viét Nam).
STT Tén thudc Hoat chit Dang bao ché S6 dang ky
89 | Tridisel Biphenyl dimethyl | 0 1o VD-11325-10
dicarboxylat 25mg

64. Cong ty dang ky: Céong ty TNHH dwgc phim Pat Vi Phii (@/c: L6 M74-CN, Puong D17,

KCN My Phudc, tinh Binh Duong).

64.1. Nha san xuit: Cong ty TNHH dwgc phim Pat Vi Pha (@/c: L6 M7A-CN, Puong D17,

KCN My Phudc, tinh Binh Dwon

).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
. Biphenyl dimethyl - .
90 | Maxkei - 25mg dicarboxylat 25mg Vién bao phim VD-6090-08
. Biphenyl dimethyl ‘a .
91 | Esseil -25mg dicarboxylat 25mg Vién bao phim VD-6559-08
92 | Davi Activer Biphenyl dimethyl | o 0 Shim VD-7784-09
dicarboxylat 25mg
93 | Rebecca Biphenyl dimethyl | 0 1 ch bao phim | VD-11330-10
dicarboxylat 25mg

65. Cong ty dang ky: Céng ty TNHH m@t thanh vién dwgc phdm va sinh hoc y té (@/c: Lo Il -
18 dwong s6 13, Khu céng nghiép Tan Binh, Quédn Tdn Phi, TP. Hb Chi Minh).

65.1. Nha san xuat: Cong ty TNHH mét thanh vién dirgc phdm va sinh hoc y té& (@/c: Lo 111 - 18
duong s6 13, Khu cng nghiép Tén Binh, Qudn Tdn Phi, TP. Hb6 Chi Minh).

STT Tén thude Hoat chit Dang bao ché S6 ding ky
94 | BDD-25mg Biphenyl dimethyl | .. 0 oh qai VD-5656-08
dicarboxylat 25mg

66. Cong ty dang ky: Cong ty TNHH Phil Inter Pharma (d/c: S 25, Puong sé 8, Khu CN Viét
Nam-Singapore, Thudn An, Binh Duong).

66.1. Nha san xuit: Céng ty TNHH Phil Inter Pharma (d@/c: S6 25, Puong sé 8, Khu CN Viét
Nam-Singapore, Thudn An, Binh Dwong).
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STT Tén thube Hoat chit Dang bao ché S6 ding ky
Philcell 3 mg . . ‘
95 | (SXNQ clia Deawon gi?a};;ﬁily‘lj;n;;hgl Vién nang mém VD-5035-08
pharm. Co.Ltd)
9 |ICA-BDD3mg | Diphemyldimethyl | oo e mém VD-5291-08
dicarboxylat 3mg

67. Cong ty dang ky: Cong ty TNHH thuong mai dugc pham, bao bi y té Quang Minh (dr:
194 D Trdn Quang Khdi, Qudn 1, TP. Ho Chi Minh (SX: S6 4 Ich Thanh, Quén 9, TP. H6 Chi
Minh).

67.1. Nha san xuit: Cong ty TNHH thuong mai dirge phim, bao bi y t& Quang Minh (d/c: 194
D Trdan Quang Khdi, Qudn 1, TP. Ho Chi Minh (SX: S6 4 Ich Thanh, Qudn 9, TP. Ho Chi Minh).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
Timi Hepatic - Biphenyl dimethyl Ao .
97 25mg dicarboxylat 25mg Vién nén bao phim | VD-5334-08

LB. Thudc chira hoat chit Cefetamet:

68. Cong ty dang ky: Alembic Ltd. (d/c: Alembic Road Vadodara 390003, Gujarat State, India).
68.1. Nha sdn xuit: Alembic Ltd. (@/c: Alembic Road Vadodara 390003, Gujarat State, India).

STT | Tén thubc Hoat chit Dang bao ché S6 ding ky
Cefetamet Pivoxil A .
98 | Altamet 250 Hydrochloride 250mg Vién nén bao phim | VN-15191-12

69. Cong ty ding ky: Céng ty TNHH Nhan Sinh (d@/c: DB 29 Bau Cdt, P.14, Q. Tdn Binh, TP.
H6 Chi Minh).

69.1. Nha sian xuat Cong ty TNHH US Pharma USA (@/c: L6 BI-10, duong D2, KCN Tdy Bdc
C4 Chi, TP. H6 Chi Minh).

STT | Tén thudc Hoat chit Dang bao ché S6 ding ky
Cefetamet Pivoxil A .

99 | Areplex Hydrochlorid 500mg Vién nén bao phim | VD-15733-11
Cefetamet Pivoxil A .

100 | Areplex 250 Hydrochlorid 250mg Vién nén bao phim | VD-16222-12

70. Cong ty dang ky: Cong ty cb phin xuit nhip khiu y té Domesco (d/c: 66-Quic 16 30-P. My
Phu-Thi xa Cao Lanh-Tinh Dong Thap)
70.1. Nha san xuat: Cong ty. co phan xuit nhip khiu y té Domesco (d/c: 66-Quéc 19 30-P. My
Phii-Thi xd Cao Lanh-Tinh Dong Thdp).

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

101 250mg hydroclorid 250mg phim VD-11903-10
Cetamet Cefetamet pivoxil Vién nén dai bao

102 4 5 00mg hydroclorid 500mg phim VD-11904-10
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71. Cong ty ding ky: Alembic Ltd. (@/c: Alembic Road Vadodara 390003, Gujarat State, India).
71.1. Nha san xuit: Alembic Ltd. (d@/c: GIDC Naroda Ahmedabad, India).

STT | Tén thudc Hoat chit Dang bao ché Sé dang ky

Cefetamet Pivoxil

103 | Altamet 00 | po 0o de 500mg

Vién nén bao phim | VN-5826-08

72. Céng ty diing ky: Alembic Chemical Works Co., Ltd. (@/c: Alembic Road Vadodara 390 003,
India).
72.1. Nha sin xuit: Alembic Chemical Works Co., Ltd. (d/c: Alembic Road Vadodara 390 003,
India).

STT | Tén thude Hoat chit Dang bao ché S6 ding ky
. Cefetamet Pivoxil A .
104 | Dazzidime Hydrochloride 500mg Vién nén bao phim VN-4957-10

73. Cong ty ding ky: Céng ty TNHH Dugc phim Rdng Vang (d/c: Phong 4A, tdng 4, Toa nha
song Da 1, Ngé 165 Cau Gidy, Ha Ngi).

73.1. Nha sin xuit: Alembic Chemical Works Co., Ltd. (d/c: Alembic Road Vadodara 390 003,
India). '

STT | Tén thubce Hoat chit Dang bao ché S6 ding ky

Cefetamet Pivoxil

105 | Nitagol Hydrochloride 500mg

Vién nén bao phim | VN-9553-10

I1. Thudc da dugc cdp gidy phép nhap khiu thudc thanh phdm chira c6 sé ding ky:

ILA. Thudc chira hoat chit Biphenyl dimethyl dicarboxylat:

S6 cong . | Dang | Han Nha sin
Tén £ Ham van Ngay cap : Ay xuat- Cong ty nhap
STT | thuée Hoat chat lrong | duyét | GPNK | P39 | dumg | o khiu
A che (thiang) £
nhip sdn xuat
Carnitine orotate,
liver ext. antitoxic
Xt 2L 150mg/1
frz.lctlon, Biphenyl 2 5mg/25 ‘ Céng ty
Dimethy] mg/2,5m | 1195/ Vién Celltrion | o\ MTV
1 Vohetin | Dicarboxylate, ’ 24/1/2013 36 Pharm.In 2
. g/25mg/0 | QLD-KD nang Dugc phim
Adenin, c-Korea
Pyridoxine, ,Smg/0,1 Trung wong 2
Riboflavin, 25mg
Cyanocobalamin ]
Biphenyl Pharma Cong ty Co
. Dimethyl 5266/ vién King phan Dugc
2 | Nissel | picorboxylate 25mg | orp-kp | 9942013 | 36 | Co., Ltd. | phdm - TBYT
25mg -Korea | HN - Hapharco
. Biphenyl Pharma | Congty Co
. Dimethyl 18702/ vién King phan Dugc
3| Nissel | 5o rboxylate 25mg | opkp | 3112013 | o 36 | Co, Ltd. | phdm - TBYT
25mg - Korea | HN - Hapharco
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ILB. Thudc chira hoat chit Cefetamet:

S6 cong Dang Han Nha sin:
a N £ d 2 ' A A
STT Te? Hoat chit Ham vi’ul Ngay cap bao ding xuat Cong t¥ nhip
thuoc lwrgng duyét GPNK £ . Nuéc khau
A che | (thang) £
nhap san xuat
Vién Bharat | Céngty Cd
Alfigold | Cefetamet Pivoxil 9256/ nén Parenter | phin Y Dugc
4 250 | HCI 250mg | o p.kp | 13672013 | 0 18 | alsLtd. - | phm
phim India Vimedimex
Bharat Cong ty
Alfigold | Cefetamet Pivoxil 5795/ Vién Parenter | TNHH MTV
3 500 | HCI S00mg | orp.kp | 1642013 | o 24l alsLtd. - | Dugc phim
India TW 1
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BO Y TE CONG HOA HOI XA CHU NGHIA VIET NAM
CUC QUANLY DUQC Poc 1ap - Tw do - Hanh phic
8457/ /QLD-CL Ha Noi, ngay (€ thing © nam 2015

V/v dinh chi Iuu hanh thude khéng
dat tiéu chuan chat luvong

| Kinh gisi:
[ S0/ 10 TNt RO 10A -So Y té cdc tinh, thanh P}{é tryc thugc Trung wong;
| so. 42C ‘ - Cong ty ¢d phéan dugc pham 3/2.

N’

DEN rodt. .47 |

""""""""""" ='Can clr cc quy dinh vé quan ly dugc hién hanh ctia Viét Nam.

nghiém thubc Trung wong giri kém phiéu kiém nghiém s& 45L 411 ngay
20/7/2015 vé thudc dung dich nhé mét Dexacol Sml, SDK: VD-16492-12, s6 16
| 074141, ngay SX: 02/10/2014, HD: 02/4/2016 do Céng ty ¢ phan duoc phim
3/2 san xuét. MAu thudc do Vién Kidm nghiém thubc TW l4y tai Cong ty TNHH
duoc phdm Binh Trang (Quéy 324, ting 3, Trung tdm phén phéi duoc phdm va
trang thiét bj y té Hapu Medicenter, sé 1 Nguyén Huy Tuéng, Thanh Xuan, Ha
Nb6i). Thubc khéng dat tiéu chudn chit luong vé& chi tiéu dinh luong
Cloramphenicol.
Cuc Quén ly Dugc théng bao:
1. Pinh chi lvu hanh toan quéc thudc dung dich nhé mét Dexacol 5ml,
SPK: VD-16492-12, s6 16: 074141, ngay SX: 02/10/2014, HD: 02/4/2016 do
Cong ty c¢b phan dugc phim 3/2 san xuét.
| 2. Céng ty cb phan dugc phim 3/2 phéi hop véi nha phan phdi thube phai:
| + Trong thoi gian 05 ngdy giri thong béo thu hdi téi cac co s& ban budn,
| ban 1é, str dung thube dung dich nho mit Dexacol 5ml, SPK: VD-16492-12, sb
| 16: 074141, ngay SX: 02/10/2014, HD: 02/4/2016 do Cong ty cb phan dugc
- phém 3/2 san xuit va tién hanh thu hdi toan bo 16 thudc khong dat tiéu chuén
chét lwong néu trén.

+ Giri bdo cdo thu hdi vé& Cuc Quan 1y Duoc trude ngay 06/9/2015, hd so
thu hoi bao gém sb lwong san xuét, cac bang chimg vé viéc phan phdi thude, sb
luong thu hdi, cac béng chung vé viéc thuc hién thu héi tai cic co s& ban buén,

| ban 1é, st dung dd@ mua thudc theo quy dinh tai Thong tu s6 09/2010/TT-BYT
ngay 28/4/2010 ciia B Y té hudéng dan viée quan Iy chét lugng thude.

3. 84 Y té cac tinh, thanh phd truc thudc Trung wong, Y té cdc nganh
thong bao cho céc co s& kinh doanh, st dung thudc thu héi 16 thuc khong dat
chét lugng néu trén, kiém tra va giam sét cac don vi thuc hién théng bao nay; xr
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ly nhimg don vi vi pham theo quy dinh hién hanh; béo céo vé Cuc Quén ly Duoc
va cac co quan chtrc nang c¢6 lién quan.

4. S& Y té Tp. H6 Chi Minh, S& Y t& Tp. Ha Noi kiém tra va gidm sat
Céng ty cb phan dugc phdm 3/2 thuc hién viée thu hdi thude va xir 1y thude bi
thu hdi theo quy dinh.

Cuc Quan 1y Duoc théng bao dé cac don vi biét va thuc hién./.

N(Iilihnhén: KT. CUC TRUONG

- r trén;

- VKN thubc TW, VKN thuéc Tp. HCM,; PHO CUC TRUONG

- CucQuanY -Bo quéc phong; P2

- CucY té - B§ Cong An; . Vid *

- Cuc Yte GTVT -Bo GTVT; ;

- Cac phong: DKT, QLKD duge, QLTTQC thudc, é .
Thanh tra Dugec MP, Tap chi Dugc MP - Cuc QLD; ‘\ 4
website Cuc QLD; N RN

- Cong ty TNHH dugc pham Binh Trang (Quay 324, ‘\ bo V&
tang 3, Trung tAm phan ph01 dirgc pham va trang thiét
biy té Hapu Medicenter, s6 1 Nguyén Huy Tudng,

Thanh Xuin, Ha N6i) (de thue hién);

- Luu: VT, CL (DT).
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC | Poc lap - Tw do - Hanh phic
S6: 44 405./QLD-CL Ha Ngi, ngay 41 thdng .§ ndm 2015
V/v: dinh chi luu hanh thubce

khong dat tiéu chudn chét lugng

PSO Y TE TINK KHANH niimh gui:

I3 +
t

A’ S

RATAR S = .
IBL}E“ hgg,{,‘]‘..._‘g.v.;z(:).. i

, Chuyén. .

TR % - S& Y té céc tinh, thanh phé truc thudc Trung uong;
FO R - Cong ty TNHH MTV Dugc pham Trung uong 2.

f

|

- Can cir cbng van sb6 310/VKNT-KHTH ngay 21/07/2015 ctia Vién kiém
nghiém thuéc Tp. HS Chi Minh gti kém phiéu kiém nghiém sb 0381/VKN-
KT2015 ngay 21/07/2015 vé thudc Vién nén phan tin Doxferxime 200 DT
(Cefpodoxime Proxetil Dispersible Tablets 200 mg), S6 16: VN9143, HD:
08/02/17, SBK: VN-10902-10 do Céng ty Elegant Drugs Pvt., Ltd. (India) san
xudt, Céng ty TNHH MTV Duoc phdm Trung wong 2 nhép khau, mau thube do
Vién kiém nghiém thudc Tp. H6 Chi Minh 14y tai Bénh vién Da khoa tinh Vinh
Long, 301 Trin Pha, P4, Tp. Vinh Long. Thudc khéng dat tiéu chuin chit lwong
vé chi tiéu d¢ hoa tan.

Cuc Quén ly Dugc thdng béo:

1. Pinh chi luu hanh toan qudc thudc Vién nén phan tan Doxferxime 200

DT (Cefpodoxime Proxetil Dispersible Tablets 200 mg), S6 16: VN9143, HD:

08/02/17, SDK: VN-10902-10 do Céng ty Elegant Drugs Pvt., Ltd. (India) san
xuét, Cong ty TNHH MTV Dugc phidm Trung wong 2 nhap khéu.

2. Céng ty TNHH MTV Dugc phim Trung wong 2 phdi hop véi nha cung
cap va phan phéi thudc, phai:

+ Trong thoi gian 05 ngay, giri thong béo thu hdi t6i cac co s& ban budn, ban
18, sir dung thudc Vién nén phan tan Doxferxime 200 DT (Cefpodoxime Proxetil
Dispersible Tablets 200 mg), S6 16: VN9143, HD: 08/02/17, SPK: VN-10902-
10 do Céng ty Elegant Drugs Pvt., Ltd. (India) san xut va tién hanh thu hdi toan
b6 16 thude khong dat tiéu chuén chét lugng néu trén.

+ G bao cdo thu hoi vé Cuc quan Iy Duoc trude ngdy 06/09/2015, hd so thu
hdi bao gém sd luong san xut, ngay san xuét, s6 lugng thu hdi, cac bé‘mg chung
v& viéc thuc hién tai cac co so ban budn, bén 1é, sir dung d& mua thudc theo quy
dinh tai Thong tu s6 09/2010/TT-BYT ngay 28/04/2010 ctia B6 Y té hudng dén
viée quan ly chit lwong thude.

3. S& Y té cac tinh thanh phé truc thudc Trung wong, Y té céc nganh thong
bao cho cac co s& kinh doanh, st dung thudc thu hdi 16 thuc khong dat chét



luong néu trén, kiém tra va giam sat cac don vi thuc hién thong bdo nay; xi ly
nhimg don vi vi pham theo quy dinh hién hanh; béo cdo vé& Cuc Quan 1y Duoc
va céc co quan chirc nang c6 lién quan.

4. 86 Y té Tp. HO Chi Minh, S& Y té tinh Vinh Long kiém tra va gidm sat
Céng ty TNHH MTV Duoc phidm Trung wong 2 thuc hién viée thu hdi va xir ly
thudc bi thu hoi theo quy dinh.

Cuc Quan 1y Duoc thong bao dé céc don vi biét va thue hién /.

Nm’hnhén: KT. CUC TRUONG
- Nhu trén; A o
- VKN thuéc TU, VKN thuéc Tp. HCM; PHwQ»SEC TRUONG

Ty

- Cuc Quan Y — B4 quéc phong ;

- CucyY t& —Bo Cong an;

- Cuc Yt GTVT -Bo GTVT

- Céc phong DKT, QLKDD, Thanh tra Duge-MP, QLTT-QCT,
Tap chi Dugc & My pham, Website - Cuc QLD;

- Bénh vién Pa khoa tinh Vinh Long, 301 Tran Phu, P4, Tp. Vinh
Long (dé thuc hién);

- Luu: VT, CL(HP)




	Page 1
	Images
	Image 1
	Image 2


	Page 2
	Images
	Image 1
	Image 2


	Page 3
	Titles
	136'!18 
	<:::{)<::: (21)~~ 1, ¥ ]){]<)<::: 
	~0~01101\ )(}\ 1!01 ~}-[{] ~(;}!!.!\. ¥1~1' ~;\1\1 
	!>(>~ ·~)) - 1'1! <10 - 1!~011 111111~ 
	(211¥£1' 1>1~1! 
	"~ ¥1~~ 1"11! 56 <130~ ({)'' <11011 ~1111110 113011 ¥3 !00 1101 !1106~ ~1111'3 110~! ~113! 
	[-"; ,! ,-.!~:-. ,-., ���� - .� -1-.,; .. -"-,,-,-! ,-, �. -, �. -., £130~ 1110113011 !~1 ¥1~! ~301 
	~ , 5 0 . ++~ ~ . . ! 
	!) £ ~ ~~01·;~+ ... ~ .. ~5 ! ~{)~ 1'1~110~0 ~{)~ (2111~ 1"' ¥ ]){]'()~ 
	. . . . . . . . . . . . . . ! 

	Images
	Image 1


	Page 4
	Titles
	1'!"11011& ~06~ <:11011& 

	Images
	Image 1


	Page 5
	Titles
	13(> "¥ 1'£ 
	<:"()<: (2{];\.~ 1, ¥ !){]'<}<: 
	<::<)~<:; 110~ )(~ 11<)1 <::1111 ~(}1111\ ~1' ~1\.1\1 
	!)..\~}{ 1\1"()<: <:..\<: 1'111!6<: &01' 86 !);\~(; !{"\' 

	Tables
	Table 1
	Table 2
	Table 3
	Table 4


	Page 6
	Images
	Image 1
	Image 2
	Image 3
	Image 4

	Tables
	Table 1
	Table 2
	Table 3
	Table 4
	Table 5


	Page 7
	Tables
	Table 1
	Table 2
	Table 3
	Table 4
	Table 5
	Table 6


	Page 8
	Tables
	Table 1
	Table 2
	Table 3
	Table 4
	Table 5


	Page 9
	Images
	Image 1

	Tables
	Table 1
	Table 2
	Table 3
	Table 4
	Table 5
	Table 6


	Page 10
	Images
	Image 1
	Image 2
	Image 3
	Image 4

	Tables
	Table 1
	Table 2
	Table 3
	Table 4
	Table 5


	Page 11
	Titles
	� 
	\. 

	Images
	Image 1
	Image 2
	Image 3

	Tables
	Table 1
	Table 2
	Table 3
	Table 4


	Page 12
	Titles
	13(> ~ 1'£ 
	~{)~ ~0..\~ ~ )' 00'0~ 
	<:::(>~(; 1!01\. ~./\. 1!01 (:1{{1 ~61111\. ¥1~1' ~1\.1\1 
	!>(>~ '*(> � 1'1;1 <10 � 11:;11111 (>116.~ 
	])~ 1\10~ ~~~ 1'1!06~ !>�11: ~1!1 ~011~}{"~1'1!0 1161 

	Tables
	Table 1
	Table 2
	Table 3
	Table 4


	Page 13
	Tables
	Table 1
	Table 2
	Table 3
	Table 4
	Table 5


	Page 14
	Images
	Image 1
	Image 2
	Image 3
	Image 4

	Tables
	Table 1
	Table 2
	Table 3
	Table 4
	Table 5


	Page 15
	Titles
	<,. 

	Images
	Image 1
	Image 2
	Image 3
	Image 4

	Tables
	Table 1
	Table 2
	Table 3
	Table 4
	Table 5


	Page 16
	Tables
	Table 1
	Table 2
	Table 3
	Table 4
	Table 5
	Table 6


	Page 17
	Tables
	Table 1
	Table 2
	Table 3
	Table 4
	Table 5


	Page 18
	Tables
	Table 1
	Table 2
	Table 3
	Table 4
	Table 5


	Page 19
	Titles
	8/19 

	Tables
	Table 1
	Table 2
	Table 3
	Table 4
	Table 5


	Page 20
	Tables
	Table 1
	Table 2
	Table 3
	Table 4
	Table 5


	Page 21
	Titles
	37.2. ~113 830 ~1131: <::11110~~"1 ]>1131"01 <::0., 1.!<1. (<1/<:: 1106-4, [)0(!}'01'18-1"1, "1701'188011!-11!}'�011, 
	38. <::00~ 1)' <130~ ){:¥': }>11&1"111~ <::01110.-2000 (<1/<:: 1304, 001"01' /[) 1'0~�1", 99-7, 001"01'-<10118, 
	38.1. ~113 830 ~1131: ](0.-~3 }>.-101~ }>112.-01. <::0., 1.!<1. (<1/<:: 616-3, £1'1'18)'0-1"1, /5�0-}.1}'01'1, ~01'1}1'- 
	39. <::00~ !)' <130~ ){:¥': ]>111110!~1"030003} <::0., 1.!<1. (<1/<:: 1?.# 629-4 ¥'�0~011!-<10118, /(011811011!-1'1', 
	39.1. ~113 830 ~113!: 1\1~<11«:3 1(0.-~3 <::0., 1.!<1. (<1/<:: 904-6 8011857111'1-1?.1, ]{}'011811011!-}.1}'1'1'1, 
	39.2. ~113 830 ~113!: 1\.813 ]>112.-01. <::0., 1.!<1. (<1/<:: 439 }.10801'-<101'18, 1'}'1'1'1810�7'-<:1(}', ](}'1'1'18"1-<10, 
	40. <::00~ !)' <130~ ){:¥': 8«:110~111(0.-"3 }>)13.-013 <::0., 1.!<1. (<1/<:: 4/?, /{0(!51'118 131<18 #7 47-2 ¥'�0~011!­ 
	40.1. ~113 830 ~113!: 1111\\'3<::0.,1.!~. (<1/<:: 437, 81'(0�7'-[)0118, 01-/1"1-<:1()!, /(}'011~~1-00, /(01"�0). 
	10/19 
	'" 

	Images
	Image 1
	Image 2
	Image 3
	Image 4

	Tables
	Table 1
	Table 2
	Table 3
	Table 4
	Table 5


	Page 22
	Images
	Image 1
	Image 2
	Image 3
	Image 4

	Tables
	Table 1
	Table 2
	Table 3
	Table 4
	Table 5


	Page 23
	Titles
	12/19 

	Tables
	Table 1
	Table 2
	Table 3
	Table 4
	Table 5


	Page 24
	Tables
	Table 1
	Table 2
	Table 3
	Table 4
	Table 5


	Page 25
	Tables
	Table 1
	Table 2
	Table 3
	Table 4
	Table 5


	Page 26
	Images
	Image 1
	Image 2
	Image 3
	Image 4
	Image 5

	Tables
	Table 1
	Table 2
	Table 3
	Table 4


	Page 27
	Tables
	Table 1
	Table 2
	Table 3
	Table 4
	Table 5


	Page 28
	Images
	Image 1

	Tables
	Table 1
	Table 2
	Table 3
	Table 4
	Table 5


	Page 29
	Titles
	71. <::60~ !)' <130~ ~: ;\.1«!011>1£ 1.!<1. ({//(;: .4.!�1110/(; 1?.0(1(] ¥(1(]0(](1,.(1 390003, 0£/}(1,.(1/ 8/(1(�, 111<://(1). 
	72. <::60~ !)' <130~ ~: 1\.1«!011>1£ <::&.«!011£&1 "701"1<8 <::0., 1.1:<1. ([//(;: .4.!�"10/(; 1?.0(1(] ¥(1(]0(](1,.(1 390 003, 
	72.1. ~11.3 830 ~11~!: 1\.1«!011>1£ <::&.«!011£&1 "701"1<8 <::0., 1.!<1. (<1/(;: .4.!�1110/(; /?..0(1(] ¥(1(]0(](1,.(1 390 003, 
	73. <::60~ !)' <130~ ~: <::60~ !)' 1'~ ))11'9'<! (>11.~01 &80~ \130~ ({//(;: 1''10118 4.4., 16118 4, 1'0'111'1'1 
	73.1. ~11.3 830 ~11~!: ;\.1«!011>1£ <::&.«!011<!&1 \¥0!"1<8 <::0., 1.!<1. (<1/(;: .4.!�1110/(; 1?.0(1(] ¥(1(]0(](1,.(1 390 003, 
	18/19 

	Images
	Image 1
	Image 2

	Tables
	Table 1
	Table 2
	Table 3
	Table 4


	Page 30
	Titles
	19/19 

	Images
	Image 1
	Image 2
	Image 3

	Tables
	Table 1


	Page 31
	Titles
	<:1)<: (){]~~ 1' ¥ !){)<}<: 
	[) 01 ~ ~~~(\,.{~, ... ~ ·· 1"' ' 


	Page 32
	Titles
	2 
	1(1'. <=1)<= 1'&11~(; 
	!:- 
	0 

	Images
	Image 1


	Page 33
	Titles
	13<) "'{ 1'£ 


	Page 34
	Images
	Image 1



