BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc 1ap - Tu do - Hanh phic
395 /Qb-QLD Ha Noi, ngayy [ thang § nam 2018
QUYET PINH

Vé viée rit gidy dang ky luu hanh thudc ra khéi danh muc cac thube
dwoc cap giay dang ky luu hanh tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC
Can ctr Luat Duoc ngay 06 thang 04 nam 2016;

Bl A Nghi dinh 56 75/2017/ND-CP ngay 20 thang 6 nam 2017 ctia Chinh phu quy

dih chic nang, nhiém vu, quyen han v co cau té chirc cia By Y té;

Cian ctit Quyét dinh s6 3861/QE) BYT ngay 30/9/2013 cua B¢ truéong Bo Y té quy
dinh chire nang, nhi¢ém vy, quyén han va co cau t6 chirc ciia Cuc Quan Iy duoc thude Bo
Y té;

Cin ct Thong tu sb 44/2014/TT-BYT ngay 25/11/2014 cia Bo Y té quy dinh viéc
dang ky thudc;

Can ctr don dé nghi rat sé dang ky luu hanh tu nguyén cua céc co so dang ky thude;

Xét dé nghi ctia Trudng phong Phong Ping ky thude - Cuc Quan ly Duoc,

QUYET PINH:

Dleu 1. Rut gidy dang ky luu hanh cta cac thude co tén trong Danh muc cac thube
dugc cap gidy ding ky luu hanh tai Vi¢t Nam theo danh muc ban hanh kém theo Quyét
dinh nay.

Ly do: Co s¢ dang ky thuée tu nguyén rut sé dang ky luu hanh thude do khong co
nhu cau kinh doanh.

Piéu 2. Cac co s& dang ky thuéc nha san xuét cc thudc néu tai Piéu 1 phai cé trach
nhiém theo doi, chiu trach nhiém vé chat hrcmg, an toan, hi¢u qua cua thude trong qua trinh
luu hanh cho dén khi hét han dung cua thude dbi voi cac thude dé nghi rut gidy diang ky
luu hanh néu trén di dugc san xuat, nhap khau trudc ngay Quyét dinh nay co hiéu luc.

Diéu 3. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Pidu 4. Giam dbc SO Y té, céc co so kinh doanh duoc va Giam dde co sé co thude
néu tai Diéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhin: KT.CUC TRUONG
- Nhu Biéu 4; T
- TT. Truong Qubc Cutng (aé blec); C TRUOR
- Cuc trudng Vi Tuén Cudng (dé blc);
-CucQuanyY Bo Québe phong, Cuc Y t& Bb Cong an;
- Cuc Y té Giao thong van tai - B§ Giao thong vén tai;
- Tong cuc Hai quan - B Tai chinh, Bao h1em X4 hgi Viét Nam;
- Vu Phép ché, Cuc Quan ly Y, Duge cb truyen Cuc Quan ly KCB,
Thanh tra B6, Vién KN thuéec TW, Vién KN thuéc TP. HCM;

Tong, Céng ty Dugc Viét Nam — Cong ty cd phin, Cic Cong ty XNK
Dugc phim;
- Céc Bénh vién & Vign c6 giudng bénh truc thude Bo;
- Website Cuc QLD, Tap chi Duge & M§ phdm-Cuc QLD;
- Luu: VT, Céac Phong thude Cuc QLD, BKT(12).




BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap — Tw do — Hanh phuc

DANH MUC
Cic thudc rit gidy ding ky luu hanh thudc ra khoi danh muc cic thudce
dwgce cap giay dang ky luu hanh tai Viét Nam

(Ban hanh kém theo Quyét dinh s6 393 /OP-OLD ngay 9. thing & ndm 2018 )

1. Co sé ding ky thudc: (Co sé dit gia cong:) Cong ty TNHH Reliv pharma (d@/c: S6
22HI, Puong s6 40, Khu dén cw Tan Quy Pong, Phuong ldan Phong, Qudn 7, 1p. HCM,
Viet Nam ).

1.1. Co s¢ sian xuat thude: (Co sé nhén gia cong): Cong ty ¢6 phin dugc phdm Trung
wong 1 - Pharbaco. (d/c: Thanh Xudn, Soc Son, Ha Ngi, Viét Nam).

STT Tén thudc Hoat chat, Ham lwong | Dang bao ché So ding ky
-~ Mbi 100 ml dung dich Dung dich tiém :
L, | Oplane chtra: Ofloxacin 200 mg truyén QLG8

2. Co s& ding ky thube: Cong ty c¢b phan Korea United Pharm. Int’l (@/c: S6 24, Pai
16 Tu Do, KCN Viét Nam- Singapore, thi xd Thudn An, tinh Binh Dwong, Viét Nam ).
2.1.Co s san xudt thube: Cong ty cd phin Korea United Pharm. Int’l (@/c: S6 24,
Pai 16 Tu Do, KCN Viét Nam- Singapore, thi xd Thudn An, tinh Binh Duong, Viét Nam),
CSNQ: Korea United Pharm. Inc. (Pia chi: 25-23, Nojanggongdan-gil, Jeondong-myeon,
Sejong-si, Korea).

STT Tén thubc Hoat chit, Ham lwong | Dang bao ché S6 dang ky

Rosuvastatin 10 mg Vien nén bao
2. | Rustatin (dudi dang Rosuvastatin . VD-27296-17
: calci) plim 1

3. Co s diang ky thube: Cong ty TNHH dwoce phAm Phwong Pai (@/c: 3 Truong Dinh
Hoi, P.18, Q.4, Tp HCM, Viét Nam ).

3.1.Co s& san xuit thudc: Weimer Pharma GmbH (d/c: Im Steingerust 30 76437
Rastatt, Germany); Co sé& xudt xwong: Medphano Arzneimittel GmbH (P/c:
Maienbergstr. 10-12 15562 Rudersdorf- Germany).

STT |  Tén thude ‘ Hoat chit, Him luong | Dang bao ché S6 ding ky |
Tobramycin 40mg/ml
3. | Medphatobra 40 (dudi dang tobramycin Dung dich tiém VN-19866-16
sulfat)

4. Co s¢ dang ky thube: F. Hoffmann-La Roche Ltd. (d/c: Grenzacherstrasse 124, CH-
4070 Basel, Switzerland ).

4.1.Co sé san xuit thubc: Patheon Inc. (d/c: 2100 Syntex Court Mississauga, Ontario,
L5N7K9., Canada);, Co sé déng go6i: F.Hoffmann-La Roche Ltd. (d@/c: Wurmisweg CH-
4303 Kaiseraugst, Switzerland).

STT Tén thude Hoat chat, Him lwong | Dang bao ché S6 dang ky _}
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4. | Copegus

Ribavirin 200mg

Vién nén bao
phim

VN-19153-15

42.Co s& san xuat thube:

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

Nte.1536-B. CP50030 Col.Parque Industrial. Toluca, Edo de Mexico, Mexico), Co s&
déng géi thir cAp: F. Hoffmann La Roche Ltd. (d/c: CH-4303 Kaiseraugst, Switzerland).

STT Tén thubc

Hoat chit, Ham lwgng

Dang bao ché

S6 ding ky

5. Bondronat

Acid Ibandronic 50mg

Vién nén bao
phim

VN-17430-13

5. Co s& ding ky thubc: Glaxosmithkline Pte. Ltd (d/c. 150 Beach road #21-00
Gateway west, Singapore 189720, Singapore ).
5.1.Co so san xuét thude: Cong ty cé phan dwoe phadm SaVi (d/c: Lé Z.01-02-03a KCN
trong KCX Tdan Thudn, phuwong Tan Thudn Déng, quan 7, Tp. HCM, Viét Nam).

STT Tén thube Hoat chit, Ham lwong | Dang bao ché So dangky |
6. ggzermmde - Loperamid HCI 2mg Vién nang cing VD-27653-17

6. Co s& diang ky thudc: Kukje Pharma Inc (d/c: 513-2, Yatab-dong, Bundang-gu,
Seongnam-city, Gyeonggi-do, Korea "
6.1.Co s& san xuat thuoc: Jin Yang Pharma Co., Ltd. (d/c: 649-3, Choji-Dong, Ansan-

Si, Kyunggi-Do, Korea).

STT Tén thube

Hoat chat, Ham luwong

Dang bao ché

S6 dang ky

T Combitadin

Cao kho 14 Bach qua
40mg (twong duong

Vién nén bao

VN-16809-13

70mg

Ginkgo flavone phim
glycosides 9,6mg)
Acid alendronic (dué6i
8. | Aldromax dang Natri alendronate) Vién nén VN-17494-13

6.2.Co s¢ san xuat thudc: Hutecs Korea Pharmaceutical Co., Ltd. (d/c: 555-2
YeongCheon-ri, Dongtan- Myeon, Hwaseng si, Gyeonggi-do, Korea).

STT Tén thudce Hoat chit, Him lwgng | Dang bao ché 86 dang ky
9. | Bondaxil Acyclovir 200mg Vién nén VN-17492-13
|
l
| 10. | No-Lapin Loratadin 10mg Vién nén VN-18718-15

11. | Antirizin Cetirizin dihydrochlorid Vién nén bao VN-18344-14
10mg phim
Flunarizine Smg (dudi

12. | Sarium dang Flunarizine Vién nang cung VN-18918-15
hydrochloride)
Flunarizin 5mg (dudi

13. | Osteum dang Flunarizin Vién nang cing VN-17493-13

hydrochlorid)




14. | Hutevir Acyclovir 200mg Vién nén VN-17082-13

6.3.Co sé san xuat thudc: Samik Pharmaceutical Co., Ltd. (@/c: 13 Cheongan-ro,
Bupyeong-gu, Incheon, Korea).

ST'T ‘I'én thude Hoat chit, Ham lwrgng | Dang bao ché S6 ding ky
Acid Alendronic 70mg
15. | Trebulos (dudi dang Natri Vién nén VN-19490-15
Alendronat hydrat)

6.4.Co s6 san xuat thuoc:

Yoo Young Pharmaceutical Co., Ltd. (d/c: 492-17,

Chukhyun-Ri, Kwanghyewon-Myeon, Jincheon-Kun, Chungcheongbuk-Do, Korea).

[ ; ¢ . .
STT Tén thuoc Hoat chat, Ham lwgng | Dang bao ché So dang ky
Netilmicin 100mg/2ml Dung dich tiém _
16. | Yoonetil (duéi dang netilmicin bap, truyén tinh VN-18347-14
sulfate) mach

6.5.Co s¢ san xuat thude: Samik Pharmaceutical Co., Ltd. (d@/c: 374-1 Cheongcheon
1-Dong, Boopyeong-Gu, Incheon, Korea).

STT Tén thudc

Hoat chat, Ham lugng

Dang bao ché

S6 ding ky

17. | Sona-Tium

Acid alendronic 70mg
(dudi dang Sodium
Alendronic hydrate)

Vién nén

VN-18000-14

18. | Huloba Tab.

Cao kho 14 Ginkgo biloba
80mg (twong duong

|  Vién nén bao

VN-17499-13

19,2mg Ginkgo flavonol phim
glycosides toan phan)
15. | Senriiin Cao kho 1a Ginkgo biloba | Vién n_én bao VN-17731-14
40mg phim
Levofloxacin 100mg Vién nén bao
20. | Beeocuracin Tab. | (dudi dang Levofloxacin : VN-18550-14
: phim
hemihydrate)
Cefadroxil 5S00mg (dudi
21. | Beejedroxil dang Cefadroxil Vién nang cung VN-17083-13
monohydrate)
22. | Beeceftron Inj dcgtgné);g;ii)g{ogdlf;;) Bot pha tiém VN-18607-15
Danh muc gém 03 trang 22 thude./.
KT.CUC TRUONG
PHOCUC TRUONG




