
BO GIAO THONG VAN TAl CONG HoA XA HOI CHiJ NGHiA VI:E:TNAM
CVC Y TE DQc I~p - TV' do - H~nh phuc

S6: j6t /CYT-NVYD&TTDYT Ha N6i, ngay /l thang g nam 2015
VIv rut s6 dang ky hruhanh thuoc ra
khoi clanh rnuc cac thuoc diroc cap
s6 dang ky hru hanh tai Viet Nam

Kinh gui:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung Himy t~ chuyen nganh GTVT.

Ngay 07/9/2015, Cue Quan ly duoc - B<) Y t~ co cac Quyet dinh s6
493/Qf)-QLD, s6 494/Qf)-QLD va ngay 0919/2015 co Quyet dinh s6 515/Qf)
QLD v~ viec rut s6 dang ky hru hanh thuoc ra khoi danh rnuc cac thu6e diroc
cap s6 dang ky tai Viet Nam (co Danh muc kern theo). Noi dung cu thS cua cac
Quyet dinh duoc dang tai tren Website cua Cue Y t~ Giao thong van tai
http://cueytegiaothong.mt.gov.vn; chuyen muc Chi dao va huong dlln nghiep vu
y teo

Cue y t~ GTVT thong bao dS cae dan vi bi~t va thve hi~n./. UJ~.

Ndi IIIr(in:
- Nlm tren:
- LlI'Ll: VT, NVYD&TTBYT.



BQYTE
Cl,ICQUAN LY DUQC

S6: 5"4!)/QD-QLD

".. ,_" ? _ A

CONG HOA XA HOI CHU NGHIA ~T NAM
DQcI~p - T1!do - H~nh phtic

Ha Nqi, ngay O!Jthang fJ nam 2015

QUYETfllNH
Ve viec rut so dang kj hru hanhthuoc ra khoi danh muc cac thuoc

duqc c~p so dang kj t~i Vi~t Nam

CVC TRUONG CVC QUANLYDUQC

Can eu Luat Diroc ngay 14 thang 6 nam 2005;
Can eu Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cua Chfnh phu quy

dinh clnrc nang, nhiem vu, quyen han va co cau t6 chtrc cua BQY te;
Can cu Quyet dinh s6 3861/QD-BYT ngay 30/9/2013 ella BQ tnrong BOY

te quy dinh chrrc nang, nhiern vu, quyen han va co cau teichirc ella Cue Quan ly
diroc thuoc BOY te;

Can eu Thong nr s6 44/2014m-BYT ngay 25/11/2014 ella BOY te Quy
dinh viec dang ky thu6e;

Can cu cong van s6 328NKNTIW-KH ngay 05/6/2015 ella Vien Kiern
nghiem thu6e Trung irong kern thea ket qua kiern nghiem ella 03 10 thuoc
Pantopep-Dol, SDK: VN-12241-11 khong dat tieu chuan chat hrong ve chi tieu
dOhoa tan;

Can eu eong van s6 328NKNTTW-KH ngay 05/6/2015 va eong van s6
1038NKNTTW-KH ngay 18/12/2014 ella Vi¢n Kiern nghi¢rn thu6e Trung uang
kern thea ket qua kiern nghi¢rn eua 0210 thu6e Ernlocin 5, SDK: VN-14836-12
khong d~t tieu ehuan eh~t luqng ve chi tieu ham luqng nuoe;

Xet de nght ella Trubng phong Quan ly eh~t luqng thu6e va Trubng phong
Dang ky thu6e - Cl;1eQuim ly duqe,

QUYETDlNH:

Dieu 1. Rut s6 dang ky ella thu6e co ten trong Danh rn\le cae thu6e rut s6
dang ky do vi ph~rn eh~t luqng ban hanh kern thea Quyet dinh nay.

* Ly do: Thu6e kh6ng d~t tieu ehuan eh~t luqng thea quy djnh ve quan ly
eh~t luqng thu6e ella BQ Y teo

Dieu 2. C6ng ty dang ky, nha san xu~t ella cae thu6e neu tren phai ph6i
hqp voi nha nh~p khAu, nha phful ph6i thu6e th\le hi¢n Vi¢e thu hOi thu6e
Pantopep-Dol thea dung quy djnh t~i eong van s6 10644/QLD-CL ngay
16/6/2015 va thu6e Ernloein 5 thea dung quy dinh t~i cae e6ng van s6
12239/QLD-CL ngay 08n/2015 va 22162/QLD-CL ngay 18/12/2014 eua C\le
Qulmly duqe. . .

flieu 3. Quyet djnh nay co hi¢u l\le ke tU ngay ky ban hanh.



Dieu 4. Giam doc sa Y te cac tinh, thrum pho tnrc thuoc Trung irong, cac
don vi kinh doanh thuoc va Giam doc co sa co thuoc neu tai Dieu 1 chiu trach. . .
nhiem thi hanh Quyet dinh nay.
Noi nhdn:
-NhuDi~u 4;
- B¢ tnnmg Nguyen Thi Kim Tien (de b/c);
- The tnrong U Quang Cirong (de b/c);
- Cue QuAIlY - B¢ Qu6c phong, Cue Y te' - B¢ Cong an;
- Cue Y te' Giao thOng van tru - B¢ Giao thOng van tai;
- TOng CI:lCHru quan - B¢ TAi chfnh, Bao hiem Xi hoi Vi~t N; ,
- VI:lPhap che, CI:lCQulin 19 Y, Duoc cO truyen, Cue Qulin 1 Khlim'i .
chua benh, Thanh tra B¢ Y te', Vi~n KN thu6c TW, Vien . u~c ~~'~~::~"1~;.::~;'_~·~{_---------TP. HCM; ;.,; .. , .....
- TOng Cong ty Diroc Vi~t Nam, Cac COng ty XNK Duqc phdm:
- Cac Benh vien & Vien c6 giirong benh tnrc thuoc B¢ Y te';
- Website Cue QLD, Tap chi Diroc & My pham-Cuc QLD; Truong Qu6c Cirong
- Luu: VP, cac Phong thuoc CQLD, DKT(12).



BOYTE
Cl)C QUAN LY DUQC

A ,,_ A ., _ A

CONG HOA XA HOI CHU NGHIA VI~T NAM
DQcl~p - Tl! do - H~nh phuc

DANH Ml)C cAc THU6c RUT so DANG KY DO VI PHA-MCHAT LUQNG

(Ban hanh kern theo Quyet dinh s6 .54!) /QD-QLD ngay Og thang 9 nam 2015)

1. Cong ty dang ky: Cong ty cA phAn Y t~ Tan Xuan DlfQ'C (die: Tang 1, chung cu
CT3A, DTM My DiiJh 2, xa My Dinh, Tit Liem, Hit N9i).
1.1. Nha san xuat: Zim Laboratories Ltd. (die: B-21122, M.l.D.C. Area,
Kalmeshwar, 411 501, Dist. Nagpur, India).

STT Ten thuac Ho~t chftt Dang bao ch~ sa dang ky
Pantoprazole (diroi
dang Pantoprazole Vien nen bao tan

1 Pantopep-Dol sodium trong ruot VN-12241-11
sesquihydrate)
40mg

2. Cong ty dang ky: Vista Labs (die: 4535 Sahara Ave, Las Vegas,NV, USA).
2.1. Nha san xuat: Aegen Bioteck Pharma Private Ltd. (die: No 108,
Chandranagar, Palakkad-678007, Kerala, India).

STT Ten thuac Ho~t chftt Dang bao ch~ Sa dang ky
Amlodipine (diroi

j2 Emlocin 5 dang Amlodipine Vien nang cirng VN-14836-12
besilate) 5mg

Truong Qu6c CUOng



BOYTE
cue QuAN LV DUQC

S6:lf!J Lf IQD-QLD

CONG HoA xA HOI CHU NGHiA VIET NAM. . .
IlQc l~p - Tt}'do - H~nh phuc

Ha N(Ji, ngay Of =»: ndm 2015

QUYETDJNH
V~ vi~c rut s8 dang ky hru hanh thu8c ra khoi danh muc

cac thu8c duq'c c~p s8 dang kY t~i Vi~t nam.

Cl)C TRUONG CVC QUAN LY DUQC

Can cir Luat Duoc ngay 14 thang 6 nam 2005;

Can cir Nghi dinh s6 63/2012/NI)-CP ngay 31/8/2012 cua Chinh phu quy
dinh chirc nang, nhiem vu, quyen han va co cau t6 chirc cua BQY tS;

Can cir Quyet dinh s6 38611QD-BYT ngay 30/9/2013 cua BQ tnrong BQY tS
quy dinh chirc nang, nhiem vu, quyen han va co c§.ut6 chirc cua C\lCQuan ly Diroc
thuoc BQY t@;

Can cir Thong tu s6 44/20 14/TT-BYT ngay 2511112014 cua BQY t@quy dinh
viec dang ky thuoc;

Xet dS nghi cua Truong phong Thanh tra diroc, my pham va Truong phong
Dang ky thu6c - C\lCQuan ly Duoc,

QUYETDJNH:

Di~u 1. Rut 15 s6 dang ky thu6c do Cong ty TNHH Thuang·m~i Qu6c t@An
Vi~t dUng ten dang kY ra kh6i Danh m\lC cac thu6c duqc cap s6 dang kY lUll hanh
t~i Vi~t Nam (Danh m\lc ban hanh kern theo).

*Ly do: Cong ty khong thvc hi~n thay d6i cong ty dUng ten dang ky thu6c
khi hSt h~ giay chUng nh~n du ~di@uki~n kinh doanh thu6c theo quy dinh hi~n
hanh.

Di~u 2. Cac thu6c trong Danh m\lc ban hanh kern theo QuySt dinh nay dtl
nh~p kh§.u VaGVi~t Nam truac ngay Quy@tdinh nay co hi~u ll)"cduqc tiSp Wc lUll
hanh d@nhSt h~n dUng.

Di~u 3. Giao Cong ty san xuat ph6i hqp vai Cong ty nh~p kh§.u chiu trach
nhi~m theo d5i vS ch§.t luqng, an tom, hi~u qua cua cac thu6c tren dang lUll hanh
tren thi truOng.

Di~u 4. Quy@tdinh nay co hi~u lvc kS tLr ngay ky ban hanh.



I>i~u 5. Giam d6c Sa Y ts cac tinh, thanh ph6 tnrc thuoc Trung irong, Giam
d6c cac dan vi kinh doanh thuoc, Giam d6c ca sa dang ky va/hoac san xu~t cac
thu6c neu tai DiSu 1,2,3,4 chiu trach nhiem thi hanh Quyet dinh nay.

Noi nhq.n:
- Nhu Dieu 5;
- BT. Nguy~n Thi Kim Ti€n (de b/c);
- Cac Thir tnrong ( dS b/c);
- Cac Ph6 C1,lCtnrong Cue QLD;
- C1,lCQuan Y - Bi_)Quoc phong, C1,lCY t€ - Bi_)Cong an; _ ,
- C1,lCY t€ Giao thong v~ tai - ae Giao thong v~n tai; ~ .. ~-.. ., '_''~.;.~,4:Jl:>~__ "':--__:;_------
- T6ng C1,lCH~i quan - Hi_)Tai chinh, Ba~ hiem X~ h9i Vi~t '" -- .. ' ..' .-::)~
- V1,lPhap che, C1,lCQuan ly Y, Duoc co truyen, C1,lCQuan lY1Qlfun, --:-:-/
chua benh, Thanh tra Bi_)Y te, Vien KN thucc TW, Vi~n KN ~ ~,
TP. HCM; Truong Quoc CU'O'ng
- T6ng Cong ty Duoc Viet Nam, Hiep hQi SXKD DuQ'c, Cac Cong ty
XNK DuQ'c phfun;
- Cac B~nh vi~n & Vi~n c6 giubng b~nh tn,rc thui_)cBi_)Y t€;
- Website C1,lCQLD, T;;tp chi DuQ'c & My phfun-C1,lc QLD;
- Bi_)ph~ mi_)tcua - Cl,lCQLD;
- Luu:VP, QLKDD, QLCLT, TTrD-MP, DKT.



BOYTE
CTJC QUAN LY DtrQ'C

CONGHoA xA HOI cnu NGHiAV~T NAl"\1
DQc l~p - TV do - H~nh phiic

DANH MT)CcAe THUOC BJRUT SO BANG KY DO CONG TY TNHH
THUONG M4I QUOC TE ANVI:¢T BUNG TEN DANG KY

(Ban hanh kern thea Quyet dinh s6 J1JI-( IQD-QLDngay OJ--thangg nam 2015)

1. Cong ty dang ky: Cong ty TNHH Thtrong mai QuAc t~ A.nVi~t (die: A-9-02 Conic
Dinh. Khiem, Duong Nguyln Van Linh, Xd Phong Phil, Huyen Binh Chanh, TP. H6 Chi
Minh).

1.1. Nha san xuat: Alkem Laboratories Ltd. (Die: Vill. Thana, Baddi, Disst. Solan. (HP),
India).

STT Ten thudc Hoat chat Dang bao ch~ sAdang Icy

Cefpodoxime (duoi
1 Cacef-200 dang Cefpodoxime Vien nen bao phim VN-10153-10

proxetil) 200mg

Redcef-DT- Cefpodoxime (diroi
2 100 dang Cefpodoxime Vien nen phan tan VN-I0154-10

proxetil) 100mg

1.2. Nha san xuat: Baroque Pharmaceuticals Pvt. Ltd. (Die: 19212 Sokhada-388620,
Taluka-Khambhat, Dist: Anand (Gujarat), India).

STT Ten thuAc Hoat chit Dang bao ch~ sAdang ky

3 Trom 250 Azithromycin 250mg Vien nen bao phim VN-10155-l0

1.3. Nha san xuat: Biopharma Laboratories Ltd. (Die: A-116, BSCIC Industrial Estate,
To .G' B l d. h)ngz azzpur, angta es

STT Ten thudc Hoat chit Dang bao ch~ sAdang Icy

(Nhom oxide 3,5g;
4 Biocid-MH Magne hydroxide 2g)/ Rein dich VN-1002l-l0

lOOml

5 Lifcin-500 Levofloxacin 500mg I Vien nen bao phim VN-10022-l0
1

Vitamin B Complex, IVitamin C, Vitamin
6 Biovit Drop D3, Vitamin A, Si ro VN-12262-ll

Calcium, D-
Pantothenate

1/3



1.4. Nha san xuat: Bravo Healthcare Ltd. (Die: 22312, Umbre, Khopoli Pali Road, Tal.
Kh l D' R' d 410203 M h h t. di )a apur, ist. aiga , a aras tra, n za .

STT Ten thu6c Hoat ch§t Dang bao ch~ S6 dang ky
Glucosamine sulfate

Glucosamin potassium chloride

7 e sulfate (tuong dirong Vien nen bao phim VN-l4550-12565,43mgtablets Glucosamine sulfate)
750mg

1.5. Nha san xuat: CSPC Zhongnuo Pharmaceutical (Shijiazhuang) Co., Ltd. (Er/c:No.
188 G R d Shii h C}'), ongnong oa , ijtaz uang, 'lIna .

STT Ten thu6c Ho~t ch~t Dang bao ch~ s6 dang ky
Ceftriaxone (duoi dang

8 Hiloxin Ceftriaxone Sodium) Bot pha tiem VN-12358-11
19
Cefotaxime (duoi dang

9 Saxtel1gm Cefotaxime Sodium) Bot pha tiem VN-12359-11
Ig
Cefoperazone (dum
dang Cefoperazone

10 Sefdin IGM sodium) 0,5g; Bot pha tiem VN-14516-12Sulbactam (dtroi dang
Sulbactam sodium)
0,5g

1.6. Nha san xuat: Nectar Lifesciences Ltd. (Die: Village Bhatoli Kalan, Baddi, Tehsil
Na lagarh, Distt.Sola, Himachal Pradesh, India).

STT Ten thudc Ho~t ch~t Dang bao ch~ s6 dang ky
Cefpodoxim (dum

11 Nepotel-lOO dang Cefpodoxim Vien nen bao phim VN-12954-11
proxetil) 100mg
Cefpodoxim (diroi

12 Nepotel-200 dang Cefpodoxim Vien nen bao phim VN-12955-11
proxetil) 200mg

1.7. Nha san xuat: Replica Remedies (Die: 190/1, Sokhada, Cambay-388 620, District
An d G' t ttl di )an , ujara sa e, n za .

STT Ten thudc Ho~t ch~t Dang bao ch~ se dang kY

13 Metmin-500 Metformin Vien nen khong VN-10954-10
Hydrochloride 500mg bao

14 Syratid-10 Loratadine 10mg Vien nen khong VN-10955-10bao
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1.8. Nha san xuat: Vision Pharmaceuticals (Die: A-22, MID.C., Additonal Ambarnath-
421501, Dist-Thane India).,

STT Ten thu6c Ho~t ch§t Dang bao ch~ S6 dang Icy

Ferric amonium citrat,
acid folic, Thiamine
Hydrochloride,
Pyridoxine HeI, L- "

15 Prozink Lysine Si r<J VN-15874-12
monoHydrochioride,
calcium lactate,
cyanocobalamin, D-
panthenol. ..

CUCTRU G

Truong Quac CUOng
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BOYTE
cue QuAN LY DU<}C

sf>: liS] IQfl-QLD

CONG HOA. xA HOI can NGHiA VIET NAM. . .
IlQc l~p - T1}'do - H~nh plnic

HaNQi, ngay

s: I

QUYET DlNH 16 -09- 2015 \
V~vi~c rut s8,dang kY l~ ~anh thu8c ra khdi da~h muc //6~ \

cac thudc dU'gcdip so dang kY t~i Vi~t at1t········ ./( DC· .....

CVC TRUONG CVC QUANLYDUQC

Can CULuat Duoc ngay 14 thang 6 nam 2005;

Can cir Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cua Chinh phu quy
dinh chirc nang, nhiem vu, quyen han va co c~u t6 chirc cua BQY tS;

Can ctr Quyet dinh s6 3861/QD-BYT ngay 30/9/2013 cua BQtnrong BQY tS
quy dinh chirc nang, nhiem vu, quyen han va co c~u t6 chirc cua C\lCQuan 1;'Duoc
thuoc B9 Y tS;

Can cir Thong tu s6 44/20 14/TT-BYT ngay 25/11/2014 cua BQY tS quy dinh
viec dang ky thuoc;

Xet dS nghi cua Tnrong phong Thanh tra diroc, my pham va Truong phong
Dang kY thuoc - C\lCQuan 1;'Diroc,

QUYET DJNH:

Di~u 1. Rut 11 s6 dang ky thuoc do Cong ty Wuhan Grand Pharmaceutical
Group Co., Ltd dUng ten dang kY ra khoi Danh rn\lCcac thu6c duQ'cc~p s6 dang kY
luu h8.nht~i Vi~t Nam (Danh rn\lc ban hanh kern theo).

*L;, do: Cong ty khong th\lC hi~n thay d6i cong ty dUng ten dang kY thu6c
khi hSt h~ gi~y phep ho~t dQng cua doanh nghi~p nuac ngoai vS thu6c va nguyen
li~u lam thu6c t~i Vi~t Narn theo quy dinh hi~n hanh.

Di~u 2. Cac thu6c trong Danh rn\lc ban h8.nh kern theo QuySt dinh nay da
nh~p khAu vao Vi~t Nam truac ngay QuySt diM nay co hi~u l\lc duQ'c tiSp 1\lc 1uu
hanh dSn hSt h~ dUng.

Di~u 3. Giao Cong ty san xu~t ph6i hgp vOi Cong ty nh~p khAu chiu trach
nhi~rn theo d5i vS ch~t luqng, an toan, hi~u qua cua cac thu6c tren dang luu hanh
tren thi truemg.

Di~u 4. QuySt dinh nay co hi~u 1vc k@til ngay kY ban hanh.



f)i~u 5. Giam ddc Sa Y tS cac tinh, thanh phd true thuoc Trung irong, Giam
d6c cac dan vi kinh doanh thuoc, Giam d6c co sa dang Icy vaJho~c san xu§.t cac
thu6c neu tai BiSu 1,2,3,4 chiu trach nhiem thi hanh Quyet dinh nay.

/
Noi nhiin:
- Nhu £>i6u5;
- BT. Nguydn Thi KimTi@n(d~b/c);
- Cac Tlnr tnrong ( d~ b/c);
- Cac Ph6 C\lCtnrong Cue QLD;
- C\lC Quan Y - B9 Quoc phong, C\lCY t@- B9 Cong an;
- C\lCY t@Giao thong v~ tai - B9 Giao thong van tai; ,
- T6ng cue Hai quan - B9 Tai chfnh, Bao hiem Xii hQi Viet N '0/ .
- Vu Phap ch@,C\lC Quan 1y Y, Dtroc c6 truyen, C\lC Quan 1y "
chtra benh, Thanh tra B9 Y t@,Vi~n KN thucc TW, Vi~n KN thuo~AC~--~
TP. HCM; Truong Quae Cuong
- T6ng Cong ty Diroc Vi~t Nam, Hiep hQi SXKD Diroc, Cac Cong ty
XNK Dircc pham;
- Cac Benh vien & Vien c6 giirong benh trvc thu9c B9 Y t@;
- Website C\lCQLD, T~p chi Duqc & My ph!m-C\lc QLD;
- B9 ph~ m9t cira - C\lCQLD;
- Luu: VP, QLKDD, QLCLT, TTrD-MP, £>KT.



BOYTE
cue QuANLV DUOC

CONG BoA xA HOI CHU NGHiA VIET NAM. . .
flQc l~p - TV do - B~nh phiic

DANH MT)C cAc THUOC BJ RUT SO nANG KYDO CONG TY WUHAN GRAND
PHARMACEUTICAL GROUP CO., LTD. DUNG TEN nANG KY

(Ban harm kern thea Quyet dinh s6 If&3 IQD-QLD ngay tJr thang !l nam 2015)

1. Cong ty dang ky: Wuhan Grand Pharmaceutical Group Co., Ltd. (d/c: No. 5
GutianRoad, Whuhan, China).

1.1.Nha san xuat: CSPC Zhongnuo Pharmaceutical (Shijiazhuang) Co., Ltd (dlc:
No. 188, Gongnong Road, Shijiazhuang, China).

STT Ten thudc Ho~t chit Dang bao ch~ sa dang Icy

Methylpred
nisolone Methylprednisolone

1 Sodium (dum dang B9t dong kho pha VN-12731-11Succinate Methylprednisolone tiem
for sodium succinate) 40mg
Injection

1.2. Nha san xuat: Famar S.A (die: 48 km National Road Athens-Lamia 190 11
Avlonas Attikis, Greece).

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

2 Nelabocin Cefuroxim (duoi dang Vien nen bao phim VN-14393-11500mg Cefuroxim Acetil) 500mg

1.3. Nha san xuat: Jin Yang Pharm. Co., Ltd. (dlc: 649-3, Choji-Dong, Ansan-Si,
Kyunggi-Do,Korea).

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

Pioglitazone (diroi dang
3 Greenpio Pioglitazone Vien nen VN-12733-11

hydrochloride) 15mg

4 Conemun Propiverine -,", Vien nen bao phim VN-12732-11hydrochloride :20mg
~- •...

,'-t .

5 Jinsino . Lisinopril·~Omg Vien nen VN-12734-11

6 Jinfif Talniflumate 370mg Vien nen bao phim VN-14397-11
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1.4. Nha san xuat: Shandong Reyoung Pharmaceutical Co., Ltd. (die: No 6
Erl h R d Y" C Sh d P Chinasangs an oa , tyuan ounty, an onK rovtnce, ma.

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

Cefoperazone (dum dang
Cefoperazone sodium)

7 Lydocef O,5g;Sulbactam (dum Bot pha tiem VN-16090-12
dang Sulbactam sodium)
O,5g

,
1.5. Nha san xuat: Shijiazhuang Peace Pharmaceutical Factory (dlc: No.16
Zh h R d C' hi hii h H b . ci: )ongs an oa , laos i, s lj_laz ua~g city, e ei, ma.

STT Ten thudc Ho~t chit Dang bao ch~ s6 dang Icy

Paracetamol 325mg;
C?m pha h6n dich8 Panmipe thiamine nitrate 10mg; VN-14838-12chlopheniramin maleat uong

2mg

1.6. Nha san xuat: Wuhan Grand Pharmaceutical Group Co., Ltd. (dlc: No.5
Gutian Road, Wuhan, China).

STT Ten thuac Ho~t chit Dang bao ch~ s6 dang Icy

Lincomycin Lincomycin (duoi dang
9 Hydrochlor Lincomycin Vien nang VN-10630-10ide

capsules Hydrochloride) 500mg

Neuvit B
Vitamin Bl 50mg, B9t dong kho dS10 5000 Vitamin B6 250mg, pha tiem VN-1l650-10
Vitamin BI2 5000mcg

1.7.Nha san xuat: Laboratorios Atral S.A. (Fab) (die: Vala do Carregado 2600-
726 Castanheira do Ribatejo, Portugal).

STT Ten thuac Ho~t chit Dang bao ch~ ss dang ky

11 Seracop Ceftazidime 1g B9t pha tiem VN-12743-11

Trurrng Quac Cuong

'/":- -



BOYTE
cue QuAN LY DU<}C

S6: 5)~ IQD-QLD

CONG HOA xA HOI CHU NGHiA VIET NAM. . .
f)qc l~p - TV do - H~nh phiic

HaN9i, ngay 03 thdng r] nam2015

QUYETf)JNH
v~vi~c dinh chi hru hanh, thu hBi va rut sB dang ky hru hanh thuBc ra kh "0 •

t. t.' °NGVANTA,
danh m I}C cac th uoc duq'c cap so dang ky t~i V' .Da.~:ntG(~A~lTt~.ni;;N \

CO,,1 -

cue TRI10NG eve QuANLY DI1<} 16 -09- 2015

s6• .J.6.t1. .... ···
Can cir Luat Dtroc ngay 14 thang 6 nam 2005;

Can cir Nghi dinh s6 63/20121ND-CP ngay 3118/2012 cua Chinh phu quy
dinh chirc nang, nhiem vu, quyen han va co c~u t6 chirc cua B9 Y tS;

Can cu Quyet dinh s6 3861/QD-BYT ngay 30/9/2013 cua B9 tnrong B9 Y tS
quy dinh chirc nang, nhiem vu, quyen han va co c~u t6 chirc cua Cue Quan Iy Diroc
thuoc B<)Y tS;

Can cir Thong tu s6 44/20 14/TT-BYT ngay 25/1112014 cua B9 Y tS quy dinh
viec dang ky thuoc;

Xet d~ nghi cua Truong phong Thanh tra diroc, my pham, Truong phong
Quan Iy ch~t luqng thu6c va TruOng phong Dang ky thu6c - C\lCQuan Iy Duqc,

QUYET DJNH:

f)i~u 1. Rut s6 dang ky thu6c vien nen Asmin (Theophylin 109mg,
Phenobarbital 8mg, Ephedrin HCI 25 mg) SDK VD-17028-12 do Cong ty c6 ph§.n
duqc ph~m trung uang 25 dUng ten dang ky, san xu~t ra khoi Danh m\lc cac thu6c
duqc c~p s6 dang kY luu hanh t~i Vi~t Nam.

*Ly do: Thu6c duqc san xu~t khong dung vai h6 sa dang ky luu hanh dff
duqc B9 Y tS xet duy~t.

f)i~u 2. Dinh chi luu hanh tren toan qu6c va thu h6i toan b9 thu6c Asmin neu
tren.

f)i~u 3. Giao cho ca sa dang kY, san xu~t, kinh doanh thu6c Asmin neu tren
thvc hi~n thong bao thu h6i, thu h6i va bao cao kSt qua thu h6i thu6c thea quy dinh
~i Thong tu s6 09/2010/TT-BYT ngay 28/4/2010 cua B9 Y tS huang dful quan Iy
ch~t luqng thu6c.

Di~u 4. QuySt dinh nay co hi~u Ivc kS til ngay ky ban hanh.



Di~u 5. Giam d6c Sa Y tS cac tinh, thanh ph6 tnrc thuoc Trung irong, Giam
d6c cac don vi kinh doanh thuoc, Giam d6c co sa dang ky va/hoac san xuit thuoc
Asmin neu tai DiSu 1, 2 chiu trach nhiem thi hanh Quyet dinh nay .

Nu; nhl)n:
- Nhu £>i~u5;
- BT. Nguysn Thi Kim Ti~n (d~ b/c);
- Cac Thir tnrong ( d~ b/c);
- Cac Ph6 Cue tnrong CI,lC QLD;
- Cue Quan Y - B.QQu6c phong, Cue Y te - BQCong an;
- Cue Y te Giao thong v~ tai - BQGiao thong v~ tai;
- T6ng cue Hili quan - BQTai chinh, Bao hiem xs hQi Vi~t .:~':.~''-,._i''~~~:·':~··~',:,~:_-----------
- Vu PUp che, Cue Quan ly Y, Dircc c6 truyen, Cue Quan ly '. :-"~
chua benh, Thanh tra BQ Y te, Vi~n KN thuoc TW, Vi~n KN tli" J.,
TP. HCM; Truong Quoc CuO'ng
- T6ng Cong ty Duoc Vi~t Nam, Hiep hQi SXKD Dircc, Cac Cong ty
XNK Duoc pham;
- Cac B~nh vi~n & Vi~n c6 giubng b~nh tr\fC thuQc BQY te;
- Website Cl,lCQLD, T~p chi DuQ'c& My phAro-Cl,lcQLD;
- BQ ph~ mQt cua - Cl,lCQLD;
- Luu: VP, QLKDD, QLCLT, TTrD-MP, £>KT.
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