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x4 	 OITYET DINH 
rut se dang k 11TM hanh thuoc khOi danh rave cac thuile 

dime cap so clang ky luau haul]. tai Vitt Nana 

CVC MVO-NG CI.JC QUA_N LV DTfQC . 

Luat Dugc ngay 14 thing 6 nam 2005; 
Can cu Nghi dinh so 63/2012/ND-C13  ngay 31/8/2012 cua Chinh phu quy 

dinh chirc nang, nhiem vu, quyen han va co cAu to ch-Lk cda. BO Y te; 
, Can cu Quyet dinh so 3861/QD-BYT ngay 30/9/2013 cua BO truong BO 

to quy dinh chdc nang, nhiem vu, quyen han va ca cau*to chirc cua Cuc Quan 
1Sr dugc thuOc B8 Y te, • 

Can cu Meng tlx so 44/2014/T.T-BYT ngay 25/11/2014 dia. BO Y to quy 
clinh viec dang.k3rT•thuoc; • 	, 

Ch. dr h8 sa to nguyen de nghi. rift so clang 1(-3'7 cua cac cong ty clang ky  
thuoc; 

Xot cla nghi. cua Pheng Dang k-3'7th.u6c Cuc Quan13'7Dugc, 

QUY..-ET 

DiL 1. Rut s6 clangk-Yrdia cac thu6c có ten trong Danh muc cac thu6c rut 
so clang ky luu hanh tai Viet Nam ban hanh kem theo Quyet dinh nay. 

147- do: Ca se,  dang1(3'T tkx nguyen de nghi nit s6 clang k3'T km hanh thu6c. 

Dieu 2. Cac cong ty clang kly, -nha sanx-uat-cac thu6c neu tai Dieu 1 phai 
co trach nhiem- theo doi, chin trach nhiem , chAt luting, an toan, hieu qua cua 
thuOc trong qua trinh luu hanh cho den khi het han diing cua thilOc doi voi cac 
thuoc de nghi rut s8 clang k3'i• neu tree da dugc nhap k.ha.u, san xu'at tnthc ngay 
Quyet dinh nay co hieu 

pfeu 3. Quyet dinh nay có hieu 1\xc ke tir ngayk-9 ban hanh. 
Dieu 4. Giam doc Ses Y to cac tinh, tha.nh phO t-uc thuOc Trung uoing, cac 

don vi kink doanh thueic va Giarn doe co so co thu6c neu tai Die‘u. 1 chili trach 
nhiem thi hanh Quyet dinh nay. 

- Nhu Di'8u 4; 
BO tnxong Nguygn. Thi Kim Titn (tit b/c); 

- Thir tru&ng La Quang Cuang (d6 b/e); 
- Cuc Quan Y - Bp Quoc phOng, Cue Y to - BO COng an, 
- Cuc Y to Giao thong van tai - BO Giao thOng van tai; 
- T6ng cue Hai quan -138 Tai chinh, Bao hiem Xa hOi Viat Nai • 
- 	Phap the, Cue Quan Y, Dirge et, truyen, Cue Quan ly .4  

benh, Thanh a BO Y tg, Vin KN thu8c TW, Vien "KN 
TP. HCM; 
- TO'ng C8ng ty Dirge Viet Nam, Cac Cang ty 3Ni( Dirge phani; 
- Cac Banh vian & Vian co gitremg be'nfi tYuc thu'Oe Bo 'I t4;  
- Website Cue QLD, Tap chi Dugc & My phalli-Cue QLD; 
- Luu: VP, Cac_Phang thu8c Cue QLD, DKT(12). 



SAO Y BAN CHINA 

07,tang Ninh; ngay 04 thang 8 nain 2016 
SO Y T QUANG NINH 

S6: 83 /SY-SYT 

No'i nhe.in : 
- Cac don vi Y, Dupe; 
- TTTT & GD si:rc kh6e; 
- Phong Y to huyen, thi xa, thanh ph6; 
- Phong: QLHNYDTN, Ttra SO.; 
- C6ng TTDT S& Y 
- Lulu VT, NVD. 



BQ Y TE 	 CONG HOA RQI CH NGUTA VMT NAM 
CUC (WAN LV  augc 	DOc 	.91Air - 	pfrde 

DANH MIX 
CAC THTJOC RUT SO RANG ICk 	FIANH T4J VI T NAM 

(Ban hanh kern then Ouye't Binh sa0,2,g5 /0-OLD ngay4thang 	Ii?-:q72 2016) 

1. Cong ty -clang Icy: Blue Cross Laboratories Ltd (d/c; A-12, Ambad Industrial Area, 
Nasik-422010, Maharashtra, India). 
1.1. Nha son xuat: Delta Generic Formulation Pvt., Ltd. (d/c.• 1st Floor, 14, Mahesh- 
Naresh Society, Ghodasar, Ahmedabad- .India  Gujarat  State 	) 

STT Ten thuac Hot chit, Ham luvng 
r 	' 

Ding bao the so Cang14/ 

1. Nidicef suspension Cefdinir 125mg/5m1 Com pha hon 
dich uong VN-17651-14 

2. Cong ty dang 147: Ceng ty 	Duvc plu Tay S 07Z ('d/c: 62 ththng 102, Cao Lo, 
P. 4, Q. 8, TP. Ho Chi Minh, Vift Nan2). 
2.1. Nha san muit: Delta Generic Formulation Pvt., Ltd. (d/c.• 1st Floor, 14, Mahesh-
Naresh Society, Ghodasar, Ahmedabad-50 GujaratIndia  

STT Ten thuoc c Hoot chit, ham luvng bang bao the So clang 147 

2.  Celecoxib 100mg Celecoxib 100mg Vien nang cimg VN-15840-12 

3.  Celecoxib 200mg Celecoxib 200mg Vien nang cirng VN-15841-12 

4.  Vasitor 20 
Atorvastatin (duoi. dang 
Atorvastatin calcium) 
20mg 

r). 
Vie phim

nen bao 
 VN-17020-13 

3. COng ty dang k35.: Vista Labs (d/c.• 4535 Sahara Ave, Las Vegas, NV, USA). 
3.1. Nha son xuit: Yenta Labs Pvt. Ltd. (d/c; Ekkery Gardens, Kallekkad, Shoranur 
Main Road, Palakkad 678 015, Kerala, 

STT Ten thuac 1To3t chit, Ham prong Ding bao the s6 dang Icy 

5.  Metophage 850 Metfolinin hydrochlorid 
850mg 

Vien nen bao 
phim VN-12059-11 

6.  Gucartin 

Glucosamin 500mg 
(Glucosamin sulphate); 
Chondroitin 100m g 
(Chondroitin sulfate 
natri) 

Vien nen bao 
p him VN-12720-11 

7.  Lomindus Omeprazole 40mg 
(Omeprazole Natri) BOt pha tiem VN-12721-11 



STT Ten thtl'ac Haat chat, -Ram luvni7 Jiang bao the S8 clang 14 

8. Penfortin 625 
(Amoxiciline 
trihydrate); acid 
clavulanic 125mg 
(Clavulanate potassium) 

Amoxicilin 500mg  

Vien nen bao 
phim 

VN-12722-11 

9. Pentadrox 250 Cefadroxii 250mg 
BOt pha hO n 
dich u6ng 

- - VN-12723-11 

10. Pentafex 100 Cefixime 100mg 
BOt phah6n 
dich uong 

VN-12724-11 

11. Tiloxen 5 Flunarizine 5mg Vien nang clang VN-12725-11 

12. Glicare 500 
Glucosamin 500mg 
(Glucosamin sulfate 
natri ) 

Viet nen bao 
p

VN -13 
phim 	

420-11 

13. Levostar 500 
Levofloxacin 500mg 
(Levofloxacin 
hemihydrate) 

Vien nen bao 
phim 

'VN-14391-11 
. 

14. Rabotil 20 
Rabeprazole 20mg 
(Rabeprazole natri) 

Vien nen bao 
tan 6 runt 

VN-14392-11 

4. Ung ty Tang 	SM Biomed Sdn. BM. (d/c: Lot 90, Sungai- Petani Industrial 
Estate, 08000, Sungai Petani, Kedah, Malaysia). 
4.1. Nha san xuit: Penta Labs Pvt. Ltd. (d/c: Ekkery Gardens, Kallekkad, Shoranur 
Main Road, Palakkad 678 015, Kerala, India . 

STT Ten thu6c 
, 

I oat chat, Ham Itrerng Bang bac) che So" long 14 

15. Kebasyn-500+500 

Cefoperazon 500mg  
(du6i clang Cefoperazon 
natri); Sulbactam 
500mg (duoi dang 
sulbactam natri) 

BOt pha tiem VN-19743-16 

5. CO/1g ty dAng 	Gong ty co phan duvc phain va dich vu thwang rnai An Phtic (d/c.. 
A7, LO 10, Khu do thi moi Dinh Cling, Q. Hoang Mai, Ha pi, Viet Nam). 
5.1. Nbi san xudt: Fedex Laboratories (d/c.. 4, Dewan & Sons, Udyog Nagar, Village 
Ali all Par har - 401 404, India . 

STT Ten th.u6c Hot chat, Ham hrcrng 
,____ 

Dang bac) the 
, 

S8 clang 147 

16.  Ronaldo Capsule 

Glucosamin sulfate 500mg 
(Glucosamin sulfate 
posstasium chloride), 
Chondroitin sulphate 
100mg 

Vien. nang 
clang 

VN-12920-11 

17.  Messi Capsule 
Glucosamin sulfate 500mg 
(Glucosamin sulfate 

Vien nang 
ci.rng 

VN-12919-11 
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S 	';7 Ten thuoc Frog chit, Etas luvng Dang Hu ch6 So clang kSr- 

posstasium chloride) 

18.  Medixam DT 100 Cefpodoxime 100mg 
(Cefpodoxime proxetil) 

Vien nen phan 
tan VN-14535-12  

19.  Medixam DT 50 Cefpodoxime 50mg 
(Cefpodoxime proxetil) 

Vien nen phan 
- 	tan yN-14536-I2 

20.  Anserol Esomeprazole 40mg 	. 
(Esorneprazole Sodium) 

lE3Ot &Mg kho 
phatem VN-14545-12 

21.  

' 

Kandimex 

Miconazole nitrate 100mg, 
Tinidazole 500mg, 
Neomycin 20mg 
(Neomycin sulfate) 

Vial nen dlat 
am dao VN-13537-11  

6. Cong ty cling 	Amtec Healthcare Pvt., Ltd. (d/c: 204, Dattasai Complex, RTC 
Cross Road, Hyderabad 500020, India). 
6.1. Nha sin muat: Delta Generic Formulation Pvt., Ltd. (d/c: 1st Floor, 14, Mahesh-
Naresh Society,Ghodasar, Ahmedabad-50  

STT Ten thu6c Hog chit, Ham Itrcyng Dang bac) the S6 clang 147 

22.  Deltapril 2.5 Ramipril 2,5mg Vien nang cling VN-12838-11 

23.  Deltapril 5 Ramipril 5mg Vien nang cling VN-12839-11 

7. COng ty - Tang 	Ambalal Sarabhai Enterprises Ltd. (d/c: Dr. Vikram Sarabhai 
Marg., Wadi, Vadodara 390023, Gujarat, India). 
7.1. Nha sin xuit: PraYash Heath Care PVT. Ltd (d/c: Prime Apartments, 4-77/1 
Habsi da, St.No.8. Hyderabad, India  

STT Ten thu6c 
• ' 
Hoat chit, Ham luvng Dang bao cli" S6 clang Ic-3"/ 

24.  Silysan 

Ceftriaxone lg 
(Ceftriaxone Sodium), 
Sulbactam 500mg 
(Sulbactam sodium) , 

BOt phi tiem VN-12835-11 

25.  Lartim Rosuvastatin 20mg 
(Rosuvastatin calcium) 

Vien nen bao 
phim VN-13477-11 

8. COng ty clang Icy: Berna Biotech Korea Corporation (cl/c: (Songdo-dong) 23, 
Harmony-ro 303 .beon-gil, Yeonsu-gu, Incheon, Korea), 
8.1. 	xuat: Crucell Switzerland AG (cl/c: Rehhagstrasse 79, 3018 Berne, 
Switzeland 

STT Ten thu6c float chit, aam hrcnig Dang bao the S6 gang ley 

26. VIVOTIF Vi lchuin song giarn clot 
luc t- r chi:mg Salmonella 

Vien nang bao 
tan trong ruOt QLVX-824-14 
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typhi Ty 21a > 2x109  
CFT.J 

•  

   

        

      

      

      

       

9. Cong ty Tang 14: COng ty plain sink hoc dttqc 	Ba Dinh (d/c: KCN Que 

Xci Phwong lieu, 11.2,tyn Ovi v6, tink Bac Ninh, Viet Nam ).  

9.1.Nb_a san xuat: COng ty CO phd'n sink hQc claw phebn Ba Dlnh (d/c: KCN Que vo", 

/LC1 r 'LW 

STT 

-M.5 LGG 14, .4.1-14yGi I. 	..J.,.., 

Ten thu8e 

.,r, 	.,v. •-••• ...--.-.-- 	.- . -• - -, 

ltfo“  ch;at, Ham lung 

, 

Ding bao the So aang kSi 

27.  Stopzhere Levonorgestrel 1,5 mg Vien nen QLDB-490-15 

10. COng ty clang 147: Cong ty ca phiin claw pliant OPV (d/c: So 27 dwang 3A, KCN 

Bien Hoa 2, TP.Bien Haa, DOng Nai, Viet 
10.1. Nha sin xuL: Gong ty co phfin dirvc pitbn OPV (d/c: Se; 27 duimg 3A, KCN 

L   	J , . r , r . . Bien  , - - , hong rat,  Vie,  t Nam ). 
L C , 

 

STT Ten thu6e. Etot ch6.t, Ham itrcrng Dq.ng bao che So" ding 14 

28.  Casartex 75 
Clopidogrel (alai clang 
clopidogrel bisulfat) 
75mg 

Vien nen bao 
p him 

VD-22194-15 

Truerag• Quo' Ctthng 
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	Page 1
	Page 2
	Page 3
	Page 4
	Page 5
	Page 6

