
BO GIAO THONG VAN TAl CONG HOA. xA HOI cmr NGHiA VI~T NAM
Cl)C Y TE DQc l~p - Tl}' do - H~nh phuc

S6: 8~5/CYT-NVYD&TTBYT HaN9i, ngaY/l9 thdng 10 ndm 2017
VIv ngung nhan h6 so cap, gia han
gi~y dang ky luu hanh thuoc, nguyen
lieu lam thuoc va thu h6i gi~y dang
ky luu hanh thudc ra khoi danh lTI\lC

cac thuoc duoc dp gi~y dang k:Y luu
hanh tai Vi~t Nam

Kinh giri:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam y t6 chuyen nganh GTVT;
- Cong ty c5 phan Benh vien GTVT.

Ngay 06/10/2017, Cue Quan ly Duoc - B(>Y t6 c6 Quyet dinh s6 442/QB
QLD v€ viec ngung nhan h6 sa c~p, gia han gi~y dang ky luu hanh thuoc,
nguyen lieu lam thu6c va thu h6i gi~y dang ky luu hanh thuoc ra khoi danh muc
cac thuoc duoc c~p gi~y dang kY hru hanh tai Viet Nam. N(>i dung cu th~ cua
Quyet dinh tren duQ'c dang tai tren trang thong tin di~n tu cua Cvc Y t6 GTVT
Bia chi: http://ha.mt.gov.vn -Mvc: Thong tin thu6c.

eVc Y t6 GTVT thong bao d~ cac dan vi bi6t va thvc hi~n./.4
Nui nh~n: Cl)C TRUONG
- Nhu tren (Qua website C1,lC Y t€ GTVT);
- Luu: VT, NVYD&TTBYT. ---
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BOYTE
cue QuAN LY DU<}C

sA: /flit IQD-QLD

CQNG HoA xA HQI CHU NGHiA VI¥T NAM
DQc I~p - TV do - H~nb phuc

Ha N9i, ngay iJ6 thdng s] nam 2017

QUYETDINH
V~ vi~c ngirng nb~n b& SO' c§p; gia han gi§y dang ky hru hanh tbuBc,

nguyen li~u lam tbuBc va tbu b&i gi§y dang kY hru hanh tbuBc
kh '" db' b 1-... 1-.1-ra 01 an muc cac t uoc ullQ"ccap gray I CUI v,TE GII',O T;'~.~.<;VAN T",

dang kY 11lubanb t~i Vi~t Nam. I ('o~c v[\:--..Df~N

eve TRUONGeve QuANLV DUQe I! So .. 1,o!J .......
16 -10- 2017

Can cu Luat Diroc s6 105/2016/QH13 ngay 06 thang 4 nam 2016;
Can cu Nghi dinh s6 75/2017/NI)-CP ngay 20/6/2017 cua Chinh phu quy

dinh chirc nang; nhiem \'\1, quyen han va co c~u t6 chirc cua BQY t~;
Can ClI Nghi dinh s6 54/20171ND-CP ngay 08/5/2017 cua Chinh phu quy

dinh chi ti@tmQt s6 diSu va bien phap thi hanh Lu~t duoc;
Can cu Quyet dinh s6 3861/QD-BYT ngay 30/9/2013 cua BQ tnrong BQY t@

quy dinh chirc nang, nhiem \'\1, quyen han va co c~u t6 chuc cua C\lCQuan ly DuQ'c

thuQc BQY t~;
Can cu Bien ban lam vi~c s6 93/QLD-BBLV ngay 22/9/2017 cua C\lC Quan

ly DuQ'c;
Xet dS nghi cua Tru6ng phong Thanh tra duQ'c, my phAm, Truemg phong

Dang ky thu6c va Truemg phong Quan ly ch~t lugng thu6c .. C\lCQuan ly DuQ'c,

QUYETDJNH:

Di~u 1. Thu h6i gi~y dang kY luu hanh thu6c do Cong ty Samik
Pharmaceutical Co., Ltd (dia chi: 374-1 Cheongcheon I-Dong, Boopyeong-Gu,
Incheon, Korea) san xu~t ra kh6i Danh m\lc cac thu6c duQ'c c~p gi~y dang kY luu
hanh ~i Vi~t Nam trong Danh m\lc ban hanh kern theo Quy@tdinh nay.

*Ly do: Thu6c duQ'c san xu~t khong dung dia chi theo h6 sa dang kyo
Di~u 2. Dinh chi luu hanh tren tooo qu6c va thu h6i tooo bQ cac thu6c trong

Danh m\lc ban hanh kern theo Quy~t dinh nay. Cac cong ty dang ky, nha san xu~t,
co sa nh~p khAu, uy thac nh~p khAu cac thu6c neu tren th\lc hi~n thong bao thu h6i,

thu h6i va bao cao k@tqua thu h6i thu6c theo qui dinh hi~n hanh.
Di~u 3. Ngimg nh~ h6 sa c~p, gia h~ gi~y dang ky luu hanh thu6c, nguyen

lieu lam thu6c d6i vOicac tlm6c do Cong ty Samik Pharmaceutical Co., Ltd san xu~t,

dUng ten dang kY trong thai gian 24 thang.



Di~u 4. Quyet dinh nay co hi~u hrc k8 tir ngay Icy ban hanh,

Di~u 5. Cac ong/ba Giron dBc Sa Y t~ cac tinh, thanh phB true thuoc Trung
uong, Giron dBc cac dan vi kinh doanh thuBc, Giron dBc co sa dang Icy vaJho~c san
xudt cac thuBc neu tai Dieu 1, 2, 3 chiu trach nhiem thi hanh Quyet dinh nay.

Nai nhlin:
- NhuDi~u 5;
- BT. Nguy~n Thi Kim Tien (de b/c);
- IT. Truong QuAcCirong (de b/c);
- Cue Quan Y - B()QuAcphong, Cue Y te - B()Cong an;
- Cue Y te Giao thong v~ t!i - B()Giao th6ng v~ tai;
- TOngcue Hai quan - B()Tai chfnh, Bao hi€m XliMi Vi~tNam;
- Vv Phap che, Cue Qulin ly Y, DUQ"ccOtruysn, Cue Qulin ly Kh
chua b~nh, Thanh tra B() Y te, Vi~n KN thuAc TW, Vi~n KN thuA
TP.HCM;
- TOngCong ty DUQ"CViet Nam, Hiep Mi SXKD DUQ"c,Cac C6ng ty
XNK DUQ"cphAro;
- Cac Benh vi~n& Vi~n c6 giuong benh tnrc thu()cB()Y te;
- Website Cvc QLD, T~p chi DuQ"c& M9 phAro-cvc QLD;
- B()ph~ m()t cira - Cvc QLD;
- Luu: VT, Cac PhOngthu()cCvc QLD, ITrD-MP (02).

KT CVCTRUONG
PRO CVC TRUONG
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DANH MVC cAc THUOC
BI RUT SO DANG KY, DiNH cHi LUlJ HANH

vA THU HOI THU6c DANG LUlJ HANH T~I Vl¢T NAM
(Ban hanh kern thea Quyet dinh s6 Jl4Z /QD-QLD ngay O{, thang/Z5 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).

Cdng ty san xuit: Cong ty Samik Pharmaceutical Co., Ltd (ilia chi:
374-1 Cheongcheon I-Dong, Boopyeong-Gu, Incheon, Korea)

STT Ten thuac Hoat chit Dang bao ch~ sa dang kY

1 Beecerazon Inj Ceftriaxon 1g BQt pha tiem VN-19489-15

2 Ernileva Inj Cefoperazone 500mg Bet pha tiem VN- 18919-15
Sulbactam 500mg

3 Beeceftron Inj Ceftriaxon 2g Bet pha tiem VN-18607-15

4 Perikacin Ceftazidime 1g Bot pha tiem VN- 18733-15

5 Samik Amikacin Amikacin 500mg Thuoc tiem VN-17999-14

6 Hepa-World Cao Cardus marianus 100mg Vien nang VN-17498-13
Thiamin HCI 4mg m~rn
Riboflavin 4mg
Pyridoxine HCI 4rng
Nicotinamid 12mg
Calcium pantothenate 8mg
Cyanocobanlamin 0,1%
1,2mg

KT CVC TRUONG
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