BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGQC Pjc lap - Tu do - Hanh phic
Sé: 449 1QP-QLD Ha Néi, ngay 06 théng /) ndm 2017
‘QUYET PINH

Vé viéc ngirng nhan hd so cip, gia han gidy diang ky lwu hanh thudc,
nguyén li¢u lam thuéc va thu hdi gidy ding ky lwu hanh thude
ra khéi danh myc cac thudc dwgc cap gidy
diang Ky luu hanh tai Viét Nam.

CUC TRUONG CUC QUAN LY DUQC

Cin cir Luat Dugc s 105/2016/QH13 ngay 06 thang 4 nam 2016;

Can ot Nghj dinh s6 75/2017/ND-CP ngiy 20/6/2017 cua Chinh phu quy
dinh chirc ning, nhiém vy, quyén han va co cu td chirc cia B§ Y té;

Cian cir Nghj dinh sé 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy
dinh chi tiét mot s diéu va bién phap thi hanh Luat dugc;

Cin & Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 clia B truéng Bo Y t€
quy dinh chirc ning, nhiém vy, quyén han va co céu t6 chirc cia Cyc Quan ly Duge
thudc Bo Y té;

Cin ¢t Bién ban lam viéc s6 93/QLD-BBLV ngay 22/9/2017 cua Cuc Quan
ly Dugc;

Xét d& nghj ctia Trudng phong Thanh tra dugc, m§ pham, Trudng phong
Ping ky thudc va Trudong phong Quan ly chit lugng thudc - Cuc Quan ly Dugc,

QUYLT PINH:

Pidu 1. Thu hdi gidy ding ky Iuu hanh thuéc do Céng ty Samik
Pharmaceutical Co., Ltd (dja chi: 374-1 Cheongcheon 1-Dong, Boopyeong-Gu,
Incheon, Korea) san xuit ra khoi Danh muc céc thudc duge cép gidy ding ky luu
hanh tai Viét Nam trong Danh myc ban hanh kém theo Quyét dinh nay.

*Ly do: Thuéc dugc san xuit khong ding dia chi theo ho so ding ky.

Pidu 2. Dinh chi luu hanh trén toan quéc va thu hdi toan bj cac thude trong
Danh muc ban hanh kém theo Quyét dinh nay. Céc cong ty dang ky, nha san xuét,
co s& nhip khiu, ty thac nhap khau céc thudc néu trén thyc hién thong béo thu hdi,
thu hdi va bao cdo két qua thu hdi thudc theo qui dinh hién hanh.

Pidu 3. Ngimg nhén hd so cip, gia han gidy dang ky luu hanh thubc, nguyén
lidu 1am thubc d6i véi cac thubc do Céng ty Samik Pharmaceutical Co., Ltd sin xut,
ding tén dang ky trong thoi gian 24 thang.



Diéu 4. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Pidu 5. Cic 6ng/ba Gidm déc S& Y té céc tinh, thanh phd tryc thudc Trung
uong, Gidm ddc cac don vj kinh doanh thude, Gidm ddc co s& ding ky va/hodc san
xuét c4c thudc néu tai Didu 1, 2, 3 chju trach nhiém thi hanh Quyét dinh nay.

Noi nhén: KT CUC TRUONG

- Nhu biéu §;
g BTTINSIU:“H Thj Kim Tién (dé b/c); PHO CUC TRUONG

- TT. Truong Qudc Cudng (48 b/c);

- Cyc Quén Y - B Quéc phong, Cuc Y té - B§ Cong an;

- Cuc Y té Giao th8ng vfn tii - B8 Giao thdng vin tai;

- Tong cuc Hai quan - B9 Tai chinh, Béo hiém X2 hgi Viét Nam;

- Vu Phép ché, Cuc Quén ly Y, Dugc ¢ truydn, Cyc Quan Iy Kham
chira bénh, Thanh tra B8 Y té, Vién KN thubc TW, Vién KN thuéd
TP. HCM;
- Téng Coéng ty Dugc Viét Nam, Hiép h§i SXKD Duge, Céc Céng ty
XNK Dugc phém;

- C4c Bénh vién & Vjén c6 giudng bénh tryc thudc BY Y té;

- Website Cyc QLD; Tap chf Dugc & M§ phh-Cm QLD;

- B§ phéin mét cira — Cyc QLD;

- Lwuu: VT, Céc Phong thu§c Cuc QLD, TTrD-MP (02).




BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc 1ap - Tu do - Hanh phiic

DANH MUC CAC THUOC
BI RUT SO PANG KY, PINH CHI LUU HANH
VA THU HOI THUOC PANG LUU HANH TAI VIET NAM
(Ban hanh kém theo Quyét dinh s6 447 /QD-QLD ngay )€ théng<Z nam 2017)

Cong ty dang ky: Cong ty Kukje Pharma Ind Co., Ltd (d/c: 513-2,
Yatab-Dong, Bundang-Gu, Seongnam — City, Gyeonggi-Do, Korea).

Céng ty sian xuit: Cong ty Samik Pharmaceutical Co., Ltd (dia chi:
374-1 Cheongcheon 1-Dong, Boopyeong-Gu, Incheon, Korea)

STT Tén thuée Hoat chit Dang bao ché | S6 ding ky
1 Beecerazon Inj | Ceftriaxon 1g Bot phatiém | VN-19489-15
2 Emileva Inj Cefoperazone 500mg Bot phatiém | VN-18919-15

Sulbactam 500mg
3 Beeceftron Inj | Ceftriaxon 2g Bét phatiém | VN-18607-15
4 Perikacin Ceftazidime 1g Bot pha tiém | VN- 18733-15
5 | Samik Amikacin | Amikacin 500mg Thudc tiém VN-17999-14
6 Hepa-World Cao Cardus marianus 100mg | Vién nang VN-17498-13

Thiamin HCI 4mg mém

Riboflavin 4mg

Pyridoxine HCI 4mg

Nicotinamid 12mg

Calcium pantothenate 8mg

Cyanocobanlamin 0,1%

1,2mg

] CUC TRUONG
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