Bd Y TE CONG HOA XA HOI CHU NGHTA VIET NAM

CUC QUAN LY buoQcC * Poc 1ap - Tw do - Hanh phuc
S6: /1QD-QLD Ha Néi, ngay thang 04 nam 2019
QUYET PINH

Ve viéc rut gidy dang ky lvu hanh thu6c ra khoéi danh muc cac thuéc
duoc cap gidy dang ky lvu hanh tai Viét Nam

CUC TRUONG CUC QUAN LY DUOQC
Can ctr Luat Dugc ngay 06 thang 04 nam 2016;

Can ct* Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cta Chinh pha Chinh
phu quy dinh chi ti€t mét s6 diéu vé bién phap thi hanh Luat duoc;

Can cr Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 cla Chinh phu stra
doi mot sd quy dinh lién quan dén diéu kién dau tv kinh doanh thudc pham vi quan
ly nha nwéc clia BO Y t€;

Can ct Nghi dinh s6 75/2017/ND-CP ngay 20 thang 6 nam 2017 cla Chinh
phl quy dinh chitc ndng, nhiém vu, quyén han va co cdu td chirc clia BO Y té;

Can clr Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 cua B6 trwédng BO Y
t€ quy dinh chic nang, nhiém vu, quyén han va co cdu td chirc ctiia Cuc Quan ly
duoc thudc BO Y té;

Can ctr Thong tu sd 44/2014/TT-BYT ngay 25/11/2014 cuiia BO Y t€ quy
dinh viéc dang ky thudc;

Can ct don dé nghi rat so6 dang ky luu hanh tai Viét Nam cla co s& dang ky
thudc;

Xét dé nghi cla Truéng phong Phong Bang ky thudc - Cuc Quan ly Duoc,

QUYET PINH:

Diéu 1. Rat gidy dang ky lwvu hanh cla céac thudc co tén trong Danh muc cac
thuéc dwoc cap gidy dang ky lvu hanh tai Viét Nam theo danh muc ban hanh kem
theo Quyét dinh nay.

Ly do: Co s& dang ky tw nguyén dé nghi rut s6 dang ky luu hanh tai Viét
Nam.

Piéu 2. Cac co s& dang ky thudc, nha san xudt cac thubc néu tai Diéu 1 phai
cO trach nhiém theo ddi, chiu trach nhiém vé chat lvgng, an toan, hiéu qua cla
thu6c trong qua trinh luu hanh cho dén khi hét han dung cla thu6c doi véi cac
thuoc néu tai Diéu 1 da duoc san xudt, nhap khau tredc ngay Quyét dinh nay co
hiéu lvc hoac thudc nhap khau trong trwong hop duoc giao hang tai cang di cla
nudc xuat khau trwvde ngay Quyét dinh nay c¢é hiéu luc, co sé nhap khau trinh van
tai don cla 16 thudc dé thé hién hang héa duoc xuat tir cang di clia nuwdc xudt khau
tredc ngay Quyét dinh nay cé hiéu luc dé duoc thong quan.



Piéu 3. Quyét dinh nay co hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam doc So Y té, cac co s& kinh doanh duoc va Gidm doc co s6 co
thudc néu tai Biéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhan:

- Nhu Diéu 4;

- TT. Trwong Quéc Cuong (d€ b/c);

- CT. Vi Tuén Cuong (d€ b/c);

- Cuc Quan Y - B6 Qudc phong; Cuc Y té, B05 (Bd Cong an);

- Cuc Y té Giao thdng van tai - Bd Giao théng van tai;

- T6ng cuc Hai quan - B Tai chinh, Bao hiém X& hoi Viét Nam;

- Vu Phép ché, Cuc Quan ly Y, Dugc ¢d truyén, Cuc Quan ly KCB,
Thanh tra B, Vién KN thuoc TW, Vién KN thuoc TP. HCM;

- Tong Cong ty Dwoc Viét Nam - Cong ty c¢6 phan, Cac Cong ty
XNK Duwogc pham;

- C&c Bénh vién & Vién cé giuvong bénh tric thube BO;

- Website Cuc QLD, Tap chi Dvgc & My phdm-Cuc QLD;

- Luu: VT, Céc Phong thuéc Cuc QLD, BKT(12).

KT.cuc TRUONG
PHO CUC TRUONG



Bo Y TE CONG HOA XA HOI CHU NGHITA VIET NAM
CUC QUAN LY DuQC Poc lap - Tw do - Hanh phac

r r DANH M{C r
Cac thubdc rat giay dang ky lwvu hanh ra khéi danh muc cac thudc
dwoc cap gidy dang ky lvu hanh tai Viét Nam

(Ban hanh kém theo Quyét dinh so”i6i  /QD-QLD ngay %thangoA nam 2019
clia Cuc truéng Cuc Quan ly Dugc)

1 Co s& dang ky thudc: Abbott Laboratories (Singapore) Private Limited (d/c: 3
Fraser Street, #23-28 Duo Tower, Singapore 189352, Singapore).

1.1. Co s& san xudat thudc: Aesica Pharmaceuticals GmbH (d/c: Gaiiieistr.6, 08056
Zwickau, Germany); Co s& déng gbi: Aesica Pharmaceuticals GmbH (dia chi:
Mitteistr. 15, 40789 Monheim am Rhein, Germany); CS KTCL: Aesica
Pharmaceuticals GmbH (dia chi: Gaiiieistr.6, 08056 Zwickau, Germany); CS xuét
xuwdng: Aesica Pharmaceuticals GmbH (dia chi:Alfred -Nobel- Sir. 10, 40789 Monheim
am Rhein, Germany)

STT Tén thudc Hoat chat, Ham lwgng  Dang bao ché S6 dang ky
1. Vimpat 50 mg Lacosamide 50mg Viér;r?iér?] bao VN2-598-17
2. Vimpat 100mg  Lacosamide 100mg V'er;ﬂfr?] bao VN2-595-17
3. Vimpat 150 mg  Lacosamide 150mg Viér;);‘ﬁ: bao VN2-596-17
4. Vimpat200 mg  Lacosamide 200mg Viér;)ﬂiér?] bao VN2-597-17

1.2. Co s& san xudat thudc: CSSX va xuat xwdng: UCB Pharma S.A (d/c: Chemin du
Foriest, B-1420 Braine VAlleud, Belgium); Co s& dong gbi: Aesica Pharmaceuticals
GmbH (dia chi: Mittelstr. 15, 40789 Monheim am Rhein, Germany).

STT Tén thudc Hoat chat, Ham lwgng  Dang bao ché S6 dang ky

Dung dich tiém

5 Vimpat Lacosamide 200mg/20ml .
truyén

VN2-563-17 ,
2. Co s& dang ky thudc: Cong ty TNHH Duwgc pham Tam Dan (d/c: 1333 duong
3iB, Khu ph& An Pha An Khanh, Phudng An Phl, Quan 2, TP. H& Chi Minh, Viét Nam ).
2.1. Co s& san xuat thuéc: Hanmi Pharm.Co., Ltd,(Paltan site) (d/c: 893-5, Hajeo-ri,
Paitan-myeon, Hwaseong-si,Gyeonggi-do, 445-913, Korea); Co s& xuat xuwdng:
Delorbis Pharmaceuticals Ltd (dia chi: 17 Athinon Street, Ergates Industrial Area,
2643 Ergates, p.o. Box 28629, 2081 Lefltosia, Cyprus).

STT Tén thudc Hoat chat, Ham lwong  Dang bao ché S6 dang ky



Clopidogrel (du6i dang
6. Heclom Clopidogrel napadisilate
monohydrate) 75mg

3. Co’s¢ dang ky thu6c: Harbin Pharmaceutical Group Co., Ltd General Pharm.
Factory (d/c: No. 109 Xuefu Road, Nangang Dist. Harbin 150086, China).

3.1. Co s& san xuat thudc: Reyoung Pharmaceutical Co., Ltd (d/c: No 6 Erlangshan
Rd, Yiyuan County, Shandong Province, China).

Vién nén bao

. VN-18856-15
phim

STT Tén thudc Hoat chat, Ham lwgng ~ Dang bao ché S6 dang ky
Gentamicin sulfate Gentamicin (dw¢i dang
7. injection Gentamicin Sulfat) Dung dich tiém VN-21027-18
80mg/2ml 80mg/2ml

4. Co s& dang ky thu6c: Korea Prime Pharm. Co., Ltd. (d/c: (Daein-dong), 211,
Jungang-ro, Dong-gu, Gwangju, Korea ).

4.1. Co’sd’san xuat thudc: Korea Prime Pharm. Co., Ltd. (d/c: 100 Wanjusandan 9-

ro, Bongdong-eup, Wanju-gun, Jeollabuk-do, Korea).

STT Tén thubc Hoat chat, Ham luong  Dang bao ché S6 dang ky

Cefoperazone (du¢i dang
Cefoperazone natri)

8. Cgfdlrnaxe 500mg; Sulbactam (duwéi Bot pha tiém VN-17996-14
Injection .
dang Sulbactam natri)
500mg

Danh muyc gém 2 trang 08 thudc./
KT. CUC TRUONG
“ TRUONG
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