


14.

‘Hutevir

Acyclovir 200mg

Vién nén

VN-17082-13

6.3.Co s& sin xuét thudc: Samik Pharmaceutical Co., Ltd. (d/c: 13 Cheongan-ro,
Bupyeong-gu, Incheon, Korea).

STL I'én thuéc Hoat chit, Ham lugng | Dang bao ché S6 ding ky
Acid Alendronic 70mg
15. | Trebulos {dudi dang Natri Vién nén VN-19490-15
Alendronat hydrat)

6.4.Co s& san xuat thudc:

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

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

STT Tén thudc Hoat chit, Him lwong | Dang bio ché S6 diang ky -
' Netilmicin 100mg/2ml Dung dich tiém .
16. | Yoonetil (dudi dang netilmicin bap, truyén tinh VN-18347-14
sulfate) mach

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

STT Tén thudc Heat chit, Ham lrgng | Dang bao ché S6 dang ky
Acid alendronic 70mg
17. | Sona-Tium (dudi dang Sodivm Vién nén VN-18000-14
Alendronic hydrate) ' '
Cao khé 1a Ginkgo biloba
80mg (tuong duong Vién nén bao : i
18. | Huloba Tab. 19, 2mg Ginkgo ﬂayonol phim VN-17499-13
glycosides toan phan)
19. | Senratin Cao kho 1a Ginkgo biloba | Vién nén bao VN-17731-14
40mg phim
Levofloxacin 100mg Vidn nén bao
20. | Beeocuracin Tab. | (dudi dang Levofloxacin . VN-18550-14
. phim
hemihydrate)
Cefadroxil 500mg (dudi
21. | Beejedroxil dang Cefadroxil Vién nang cing VN-17083-13
monohydrate)
. Ceftriaxon 2g (duoi A o
22. | Beeceftron Inj dang Ceftriaxon natri) Bot pha tiém VN-18607-15
Danh muc gf“)m 03 trang 22 thude./. .
KT.CUC TRUONG
TRUONG




4. | Copegus

Ribavirin 200mg

Vién nén bao
phim

VN-19153-15

42 .Co s& san xuit thubc:

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 cdp: F. Hoffmann La Roche Ltd. (d/c: CH-4303 Kaiseraugst, Switzerland).

STT Tén thubc Hoat chit, Him lugng | Dang bao ché S6 dang ky
5. | Bondronat Acid Tbandronic 50mg V‘er;ﬁf; bao | yN_17430-13

5. Co s¢ dang ky thubc:

Glaxosmithkline Pte, Ltd (d/c. 150 Beach road #21-00
Gateway west, Singapore 189720, Smgapore)
5.1. Co s& san xuit thubc: Cong ty co phin dwoge phim SaVi (@/c: Lé Z.01-02-03a KCN
trong KCX Tan Thudn, phuong Tan Thudn Péng, qudn 7, Tp. HCM, Viét Nam).

STT Tén thudc Hoat chit, Ham lwgng | Dang bao ché So ding ky
6. g;’gram‘dc GSK | 1 operamid HCI 2mg Viénnang ciing | VD-27653-17 |

6. Co s¢ dang ky thube:

Si, Kyunggi-Do, Korea).

Kukje Pharma Inc (d@/: 513-2, Yatab-dong, Bundang gu,
Seongnam-city, Gyeonggz -do, Korea ).
6.1. Co s& san xuit thudc: Jin Yang Pharma Co., Ltd. (d/c 649-3, Choji-Dong, Ansan-

STT Tén thudc Hoat chit, Him lwong | Dang bio ché S6 ding ky

Cao kho 14 Bach qua

7. | Combitadin 40mg (trong duong Vignnénbao |y 16g09-13
Ginkgo flavone phim
glycosides 9,6mg)
Acid alendronic (dudi _

8. | Aldromax dang Natri alendronate) Vién nén VN-17494-13
70mg

6.2.Co s& san xuét thude:

YeongCheon-ri, Dongtan- Myeon, Hwaseng si, Gyeonggi-do, Korea).

Hutecs Korea Pharmaceutical Co., Ltd. (d/c. 555-2

STT Tén thubc Hoat chit, Him lrgng | Dang bao ché Sb dang ky -
9. | Bondaxil Acyclovir 200mg Vién nén VN-17492-13
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. | Sarfum dang Flunarizine Vién nang cung VN-18918-15
hydrochloride)
Flunarizin 5mg (duoi

13. | Osteum dang Flunarizin Vién nang cimg VN-17493-13
hydrochlorid)




BOY TE

: : CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC

Dgc 1ap — Tw do — Hanh phiic

] ' DANH MUIC '
Céc thudce rat gidy dang ky lwu hanh thude ra khéi danh muc cic thude
dwge cap gidy dang ky luu hanh tai Viét Nam

(Ban hanh kém theo Quyét dinh s6 393 /QD-OLD ngdy 94 thang 6 nim 2018 )

1. Co sé& ding ky thubc: (Co s& dit gia cong:) Cong ty TNHH Reliv pharma (d/c: 56
22HI, Pudng s6 40, Khu dén cw Tan Quy Pong, Phuong lian Phong, Quin 7, Tp. HCM,
Viét Nam ).

1.1.Co s& san xuét thubce: (Co sé nhan gia cong): Cong ty ¢6 phin duoc phiam Trung
wong 1 - Pharbaco. (d/c: Thanh Xudn, Séc Son, Ha Ngi, Viét Nam).

STT Tén thube Hoat chit, Ham lwgng | Dang bao ché Sé ding ky
. M3i 100 ml dung dich Dung dich tiém
1. Oplatin chira: Ofloxacin 200 mg truyén GC-289-18

2. Co sér ding ky thude: Céng ty cb phan Korea United Pharm. Int’l (d/c. S6 24, Pai
16 Ty Do, KCN Viét Nam- Singapore, thi xd Thudn An, tinh Binh Duwong, Viét Nam ).
2.1.Co sé san xuft thude: Céng ty cé phin Korea United Pharm. Int’l (d/c. S5 24,
Pqi 16 Tw Do, KCN Viét Nam- Singapore, thi xd Thudn An, tinh Binh Duong, Viét Nam);,
CSNQ: Korea United Pharm. Inc. (Dja chi: 25-23, Nojanggongdan-gil, Jeondong-myeon,
Sejong-si, Korea).

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

Rosuvastatin 10 mg
(duoi dang Rosuvastatin
calci)

Vién nén bao

) VD-27296-17
phim

2. Rustatin

3. Co s& ding ky thudc: Céng ty TNHH duge phdm Phuong Pai (d/c: 3 Truong Dinh
Hei, P18, 0.4, Tp HCM, Vigt Nam ).

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

STT "'T'én thudc Hoat chit, Ham lwong | Dang bao ché S6 ding ky
Tobramycin 40mg/ml
3. | Medphatobra 40 (dudi dang tobramycin Dung dich tiém VN-19866-16
sulfat)

4. Co sé dang ky thudc: F. Hoffmann-La Roche Ltd. (@/c: Grenzacherstrasse 124, CH-
4070 Basel, Switzerland ).

4.1.Co s& san xuét thubc: Patheon Inc. (d/c: 2100 Syntex Court Mississauga, Ontario,
L5N7KY., Canada); Co s& dong géi: F.Hoffmann-La Roche Ltd. (d/c: Wurmisweg CH-
4303 Kaiseraugst, Switzerland). -

STT Tén thube

Hoat chat, Him lwgng | Dang bao ché $6 ding ky

1






BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Dgc 1ap - Ty do - Hanh phic
3935 /Qb-QLD Ha Ngi, ngayy 4 thang  ndam 2018
. QUYET PINH
W /VMJ Vé vigce it gidy diang Ky luvu hanh thuéc ra khéi danh muc czic thuoc R

. dwroe cAp gidy diing ky hru hanh tai Viét Nam e S

. z 6 -05- 20%3

CUC TRUONG CUC QUANLY DU()'C :
Cin cir Luat Dugc ngay 06 thang 04 ndm 2016; % ﬁ¥%

Cén cr Nghi dinh s6 75/2017/ND-CP ngay 20 thang 6 ndm 2017 cta Chinh phua quy
dinh chic ndng, nhiém vy, qpyen han va co cdu t6 chirc cia BO Y té;

Cin cir Quyét dinh s 3861/QD-BYT ngay 30/9/2013 cua B truéng BG Y té quy
dinh chic ndng, nhi¢m vy, quyén han va co cau t6 chirc ctia Cuc Quan ly duoc thude Bo
Y té;

Cin cir Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua B6 Y té quy dinh viéc
ding ky thude;

Can cr don dé nghij rit s déing ky luwu hanh ty nguyén cua cac co sd ding ky thube;

X¢ét d& nghj cia Trudng phong Phong Ding ky thudc - Cuc Quan 1y Duoc,

QUYET PINH:

lr':)iéu 1. Rut gidy ding ky luu hanh ciia cic thudc co tén trong Danh muc cac thuérc
dugc cap giay ding ky Iuu hanh tai Viét Nam theo danh muc ban hanh kém theo Quyét
dinh nay. |

Ly do: Co s¢ ding ky thudc ty nguyén rit s dang ky luu hanh thuée do khong co
nhu cau kinh doanh.

Piéu 2. Cac co s ding ky thuéc nha sin xuat cac thudce néu tai Diéu 1 phdi cé trach
nhiém theo ddi, chiu trach nhiém vé chét lugng, an toan, hi€u qud cua thudc trong qua trinh
[uru hanh cho dén khi hét han dung cua thubc dbi vai cac thube dé nghi rat gidy ding ky
luu hanh néu trén da dugc san xudt, nhip khiu trude ngay Quyét dinh nay cé hiéu lye.

Piéu 3. Quyét dinh nay o hiéu lyc ké tir ngay ky ban hanh.

Diéu 4. Giam dbc S& Y té, cac co s& kinh doanh duoc va Gidm dbc co s& co thube
néu tai Piéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhgn: KT.CUC TRUONG
- Nhu Diéu 4;
- TT. Truong Quéc Cudng (dé b/c); PHO CUC TRUONG

- Cyc trudng Vi Tudn Cudng (dé bic);

-Cuyc Quin Y B Quéc phong, Cuc Y ¢ Bd Cong an;

-Cuc Y té Giao thong vén tai - BY Giao thong vin tai; -

- Téng cyc Hai quan - B9 Tai chinh, Bao hiém X3 héi Viét Nam;

- Vy Phap ché, Cyc Quan 1y Y, Dugc cb truyén, Cuc Quén 1y KCB,
Thanh tra B8, Vién KN thudc TW, Vién KN thude TP. HCM;

- Téng Cong ty Dugc Viét Nam — Cong ty cb phén, Cac Céng ty XNK
Dugc phim;

- Cac Bénh vién & Vién c6 giudng bénh tric thude Bj;

- Website Cuc QLD), Tap chi Dugc & M§ phim-Cuc QLD;

- Luu: VT, Cac Phong thude Cuc QLD, DKT(12).







BOY TE - CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap — Ty do — Hanh phiic

) DANH MUC '
CAc thubc rat gidy ding Ky lvu hanh thudc ra khéi danh muc céc thude
dwge cap gidy ding ky lwu hanh tai Viét Nam
(Ban hanh kém theo Quyét dinh s6 3989 /OP-OLD ngdy. 6 thing & nidm 2018
cua Cuc Quan Iy Duoc)

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

1.1.Co sé& san xudt thudc: Catalent Germany Eberbach GmbH (d/c:
Gammelsbacher Strasse 2, 69412 Eberbach, Germany);, Co s& dong géi: F. Hoffmann-
- La Roche Ltd. (dia chi: Wurmisweg, CH-4303 Kaiseraugst, Switzerland). -

STT Tén thube Hoat chat, Him lwgng | Dang bao ché S6 ding ky

1. | Vesanoid Tretinoin 10 mg Vién nang mém VN-19646-16

2. Co s& ding ky thube: Cong ty C§ phin Fulink Viét Nam (d/c: S6 96, ngé 192
phd Lé Trong Tdn, P. Khuong Mai, Q. Thanh Xudn, Ha Ngi, Viét Nam ).

2.1.Co s& san xudt thudc: Eirgen Pharma Limited (d/c: 64/66 Westside Business
FPark Old Kilmeaden Road, Waterford, Ireland).

STT Tén thude Hoat chit, Him lwong | Dang bao ché S6 ding ky
2. | Cathy-K Anastrozole 1mg V‘e‘;ﬁi ba0  yN-20681-17

Danh muc gdm 01 trang 02 thudc./. .
KT. CUC TRUONG

PHO CUC TRUONG
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUANLY DUQC Pjc ldp - Ty do - Hanh phic
S6: 399 /QD-QLD Ha Ngi, ngay g6 thang ¢ ndm 2018
QUYET DINH JC Y TE GIAO THONG \JAN TA:

V& vige rat gidy ding ky lwu hanh thudc ra khéi danh mlre(ewih\iw DEN
dwoe cap gidy ding ky luu hanh tai Viét Nam 03-07- 2018

V Lok CUC TRUONG CUC QUAN LY DUQC 87 ?f]
CéncirLuétDuorcngéyOGthéngO4ném2016

Cin ¢t Nghj dinh sb 75/2017/ND-CP ngay 20 thang 6 ndm 2017 cua Chinh phu quy
dinh chic nang, nhiém vy, quyen han va co ciu td chitc cia B4 Y té;

Cin ctr Quyét dinh sb 3861/Qb-BYT ngay 30/9/2013 cia Bg truong B6 Y té quy
dinh chirc ning, nhi¢ém vu, quyén han va co cau td chirc cia Cuc Quan ly duge thude Bo
Y té; '

ding ky thudc;
Cin ctr don dé nghi rit s6 ding ky luu hanh tu nguyén cla cic co s ding ky thude;
Xét @& nghi cia Trudng phong Phong Pang ky thube - Cuc Quan Iy Dugc,

QUYET PINH:

Pidu 1. Rat gidy ding ky luu hanh cua cac thubc 6 tén trong Danh muc cac thué}c _
dugc cap giay dang ky luu hanh tai Viét Nam theo danh muc ban hanh kém theo Quyeét
dinh nay.

Ly do: Co s¢ ding ky thudc tr nguyén rat sé ding ky Iuu hanh thude do khéng co
nhu cu kinh doanh.

Didu 2. Cac co so ding ky thuéc nha san xudt cac thudc néu tai Diéu 1 phai c6 trach
nhiém theo ddi, chiu trach nhiém vé chét lugng, an toan, hig¢u qua cua thude trong qua trinh
Iwu hanh cho dén khi hét han ding cia thuc d6i véi cac thudc dé nghi rat gidy dang ky
leu hanh néu trén @3 duge san xuét, nhip khiu trude ngay Quyét dinh nay cé hidu lyc.

Piéu 3. Quyét dinh nay c6 hidu luc ké tir ngay ky ban hanh.

Didu 4. Giam dbc S¢ Y 4, cac co s kinh doanh dwoc va Giam dbe co sé ¢6 thuoc
néu tai Pidu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

ngl't; ng@:4 KT. CUC TRUONG
- Nhu Biéu 4, 3 A

- TT. Truong Quéc Cuong (dé b/c); PHO CUC TRUONG
- CT. Vii Tuan Cudng (dé b/c);

- Cac Cyc: Cyc Quan'Y (B QP), Cuc Y té -B6 Cong an; Cuc
Y té Giao théng van tii - B§ Giao théng van tai;="

- Tong cuc Hai quan - B Tai chinh, Bao hiém X3 héi Viét
Nam;

- Vy Phiép ¢lié, Cuc QL YDCT, Cyc QLKCB, Thanh tra B,
Vién KN thude TW, Vién KN thube TP. HCM;

- Téng Céng ty Duge VN — Cong ty CP, Cac Céng ty XNK
Dugc pham;

- C4c Bénh vién & Vién c6 giwdng bénh true thude By Y té;

- Website Cuc QLD, Tap chi Dugc & M§ phim-Cuc QLD;

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







BO GIAO THONG VAN TAI ~ CQNG HOA XA HQI CHU NGHIA VIET NAM
CUCYTE Péc ldp - Tw do - Hanh phuc

Sé: q;; /CYT-NVYD Ha Néi, ngdy ZT thing 7 nam 2018

V/v rit s6 dang ky luu hanh thuoc ra
khoi danh muc cac thude duge cp sb
ding ky luu hanh tai Viét Nam

Kinh gtri:
- Céc Bénh vién, Phong kham da khoa GTVT;
- Céc Trung tAm y t chuyén nganh GTVT;
- Céng ty cb phin Bénh vién GTVT.

Ngay 21/6/201 8 Cuc Quan ly duoc - Bo Y té ¢6 cac Quyet dinh s6 393/QD-
QLD 399/QD QLD v& viée rit s6 dang ky hru hanh thudc ra khoi danh muc céc
thude duoge cép sb ding ky Iuru hanh tai Viét Nam. Noi dung 1y thé ctia cac Quyét
dinh trén dwoc ding tai trén trang thong tin dién tir cia Cuc Y t¢ GTVT - Dia chi:
http://ha.mt gov.vn - Muc: Théng tin thube.

Cuc Y té GTVT théng bdo dé céc don vi biét va thyc hién./ s

Noi nhin:
- Nhu trén (Qua website Cuc Y t& GTVT),
- Luu: VT, NVYD&TTBYT.

Vil Vian Trién



