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~~~~~-~- ~ . QUYETDVffi 
sOy TE TlNH H ·_ . , • G , t sA dang kY hru hanh thuBc r.a khoi danh myc cac thuBc 

II S~::·· ·:dkl.J-,1......... d11qc dp sB diing kY hru hltnh t._~i Vi~t Nam 

DE~ tlgaJ.J.t./.'J:/&6... eve TRUONG eve Qu.AN LY mJQe 
1'·········· Cbuyen • •••••••••••••••••••••••• 

Luv h0 SiJ so: ............ Can.c.U.. u~t Duqc n~ay 14 thang 6 nam 2005; 
. an cil Nghi dinh so 63/2012/ND-CP ngay 31/8/2012 cua Chinh phu quy 

dtnh chuc nang, nhi~m V\1, quySn h~ va co c~u t6 chile cua BQ y tS; 
Can cil QuySt dinh s6 3861/QB-BYT ngay 30/9/2013 cua B9 truemg B9 

Y tS quy dinh chile nang, nhi~m V\1, quySn h~ va co c~u tb chile cua Ct,Ic Quan 
ly duqc thu<)c BQ Y tS; 

Can cil Th6ng tu s6 44/2014/TI-BYT ngay 25111/2014 cua BQ y tS quy 
dtnh vi~c dang leY thu6c; 

Can cil h6 sa t\I nguy~n dS nghi rut s6 dang leY cua cac cong ty dang kY 
thu6c; · · 

X~t dS nghi cua Phong Bang leY thu6c - Ct,Ic Quan ly Duqc, 

QUYET DJNH: 

Di~u 1. Rut s6 dang Icy cua cac thu6c c6 ten trong Danh m1,1c cac thu6c rut 
s6 dang Icy hru hanh tc;ti Vi~t Nam ban hanh kern theo QuySt dinh nay. 

Ly do: Ca sa dang Icy t\r nguy~n dS nghi rut s6 dang leY luu hanh thu6c. 

Di~u 2. Cac cong ty dang ey, nha san xu~t cac thu6c neu tc;ti BiSu 1 phai 
c6 trach nhi~m theo doi, chju trach nhi~m vS ch~t luQ'Ilg, an toan, hi~u qua cua 

· thu9c tr?ng qua tr~ luu hanh cho usn khi hSt h~ dtin~ cua thu6? d6i voi cac 
thuoc de nghi rut so dang Icy neu tren da duqc nh~p khau, san xuat truoc ngay 
QuySt dinh mly' c6 hi~u h.rc. 

Di~u 3. QuySt dinh nay c6 hi~u h.rc kS tU ngay leY ban hanh. 

Di~u 4. Giam d6c SoY tS cac tinh, thanh ph6 tn;rc thu<)c Trung uang, cac 
dan vi kinh. doanh thu6c va Giam d6c co so c6 thu6c neu t~i DiSu 1 emu trach 
nhi~m thi hanh Quyst dinh nay. 

NO'i nh~n: 
- Nhu E>i€u 4; 
- BQ tnr6ng Nguy~n Thi KimTiB!! (dS b/c); 
- Thu tnr6ng Le Quan~ Cubng (de b/c ); , . . /-. ._, _.. ':'.· ... 
- C\lc Quan Y - B9 Quoc phOng, Cvc Y te - B9 Cong an; ' IJ:Y' . · · 
- eye Y t€ Giao thong v~ tai - BQ Giao tho?g v~ tai; ~ <::', ' \ 
-TOng eve Hai quan - BQ Ta.i chlnh, Bao hiem Xa hQi Vi~t N , '. \'!~~ / · 
- V\1 Phap ebB, eve Quan ly ~. Du<;rc c6 truy~n, Cvc Quan I ' ~'~ ~~~::::.\;_:;? .• .o · 
cbU'a b~nh, Thanh tra B9 Y te, Vi~n KN thuoc TW, Vi~n l<N :66.~,\:- -:-:.--··<i..> 
TP. HCM; · 'J -. 

- Tbng Cong ty Du<;rc Vi~t Nam, C!ic Cong ty XNK Duqc ph~m; 
- Cac B~nh vi~n & Vi~n c6 giuang b~nh t:n,rc thu9c B9 Y tB; TrtrO'ng QuAe Ctrrrng 
-Website Cvc QLD, Tt;tp chi Duqc & My pbfun-C\lc QLD; 
- Luu: VP, Cac PhOng thuQc Cvc QLD, E>KT(l2). 



BO y TE . .., . . .C(>NG HOA xA H<)I CmJ NGHiA VI~T NAM 
eve QUAN LY ·DlJQJ: .. ··,i.i f>Q~ l~p - Tl! do M H~nh phuc 

DANH MT)C 
cAc THUOC RUT SO BANG KY LU'U IIANH T~ VI~T NAM 

(Ban himh kern thea quyit atr~:h s6c$f 5 IQD-QLD. ngayA1thang]-1iqm 2016) 

..1. CQ_ng ty -_dang· Icy: Blue _Cross Laboratories Ltd (ale: A-12, Ambad Industrial Area, . 
Nasik-422010, Maharashtra, India) . 
1.1. Nha san xu§t: Delta Generic Formulation Pvt., Ltd. (ale: 1st Floor, 14, Mahesh-
Naresh Society, Ghodasar, Ahmedabad-50, Gujarat State, India). 

STT Ten: thuac Ho~t ch~t, Ham hrgng D~ng bao ch~ sa dang ky 

1. Nidicef suspension Cefdinir 125mg/5rnl 
c 6mphah6n , 

dich uong 
VN-17651-14 

2. Cong ty dang k-y: Cong ty TNHH Du(lc pham Tliy Sun (ale: 62 auimg 102, Cao LJ, 
P. 4, Q. 8, TP. HJ Ch£ Minh, Vi?t Nam ). 
2 .1. Nha san xu§t: Delta Generic Formulation Pvt., Ltd. (ale: 1st Floor, 14, Mahesh-
M h S Gh d Ah d b d 50 G S l d ) ares ociety, o asar, me a a-

' 
ujarat tate, n ia 

STT Ten thuac Ho~t ch~t, Ham hrgng D~ng bao ch~ sa dang kY 

2. Ce1ecoxib 1 OOmg Celecoxib 1 OOmg Vien nang cl1ng VN-15840-12 

3. Celecoxib 200mg Celecoxib 200mg Vien nang clrn.g VN-15841-12 

Atorvastatin ( du6'i d~g 
Vien nen bao 

4. Vasitor 20 Atorvastatin calcium) 
phim 

VN-1 7020-13 
20mg 

3. Cong ty dang ky: Vista Labs (tt/c: 4535 Sahara Ave, Las Vegas, NV, USA) . 
3 .1. Nha san xuM: Penta Labs Pvt. Ltd. (ale: Ekkery Gardens, Kallekkad, Shoranur 
Main Road, Palakkad 678 015, Kerala, India). 

STT Ten thuac Ho~t ch~t, Ham hrgng D~ng bao ch~ sa dang kY 

5. Metophage 850 
Metformin hydrochlorid Vien nen bao 

VN-12059-11 
850mg phim 

Glucosamin 500mg 
(Glucosamin sulphate); 

Vien nen bao -
6. Gucartin Chondroitin 1 OOmg 

phim 
VN-12720-11 

(Chondroitin sulfate 
natri) 

7. Lomindus· 
Omeprazole 40mg 

B9t pha tiem vN-12721-11 
(Omeprazole Natri) 

-



I -, 
STT Ten thuAc Ho~t chit~ :Wt·~ ~trQllg-. I D~ng bao che sA (tang ky 

·~. ~ ~-·· - ·· -~,-

Amoxicilin SOOmg 

I (Amoxiciline 
Vien nen bao - . 

8. Penfortin 625 trihydrate ); acid - VN-12722-11 
clavulanic 125mg 

phim 

(Clavulanate potassium) 
- B9tphah6n -, 

9. Pentadrox 250 Cefadroxil 250mg 
d!ch u6ng 

VN-12723-11 

- B9t phah6n -
10. Pentafex 100 CefiXime 1 OOmg 

dich u6ng 
VN-12724-11 

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

Glucosamin 500mg 
Vien nen bao 

12. Glicare 500 (Glucosamin sulfate 
phim 

VN-13420-11 
natri) 
Levofloxacin 5 OOmg 

Vien nen bao 
13. Levostar 500 (Levofloxacin 

phim 
VN-14391-11 

hemihydrate) 

14. Raboti120 
Rabeprazole 20mg Viennen bao 

VN-14392-11 
(Rabeprazole natri) tan a ru(>t 

4. Cong ty dang kj: SM Biomed Sdn. Bhd. (ale: Lot 90, Sungai Petani Indus-trial 
Estate, 08000, Sungai Petani, Kedah, Malaysia ). 
4.1 . Nha san xufit: Penta Labs Pvt. Ltd. (ale: Ekkery Gardens, Kallekkad, Shoranur 
Main Road, Palakkad 678 015, Kerala, India). 

STT Ten thuBc Ho~t chit, Ham hrqng 1.. 
D~ng bao che sA dang kY 

Cefoperazon 500mg 
( du&i d?Tig Cefoperazon 

15. Kebasyn-500+5 00 natri); Sulbactam B9t pha tiem VN-19743-16 
500mg (du&i d?Tig 
sulbactam natri) 

5. Cong ty dang· kj: Cong ty ca ph&n dU(!C phdm va dfch V!l thuung nf{li An Phuc (ale: 
A7, L610, Khu t16 thi mai Dinh C6ng, Q. Hoang Mai, Ha N9i, Vi¢t Nam ). 
5.1.Nha san xufit: Medex Laboratories (ale: 4, Dewan & Sons, Udyog Nagar, Village 
Aliyali Parghar- 401 -404, India). 

- ---- - - - --- - --- --· 

SIT Ten thuBc Ho~t chit, Ham hrqng D~ng bao ch~ sa dang ky 

Glucosamin sulfate 500mg 
( Glucosamin sulfate 

Vien nang 16. Renaldo Capsule posstasium chloride), · VN-12920-11 
Chondroitin sulphate 

cting 

100mg 

17. Messi Capsule 
Glucqsamin sulfate 500mg Vien nang 

VN-12919-11 (Glucosamin sulfate c{rng 
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.. 
SIT Ten thuac - Ho~t ch§t, IIam lll'Q'Ilg D~ng bi\0 ch~ sa dang kY 

- ... - . - -
posstasium chloride) 

18. Medixam DT 100 
Cefpodoxime 1 OOmg Vien nen phan 

VN-14535-12 
(Cefpodoxime proxetil) tan 

19. Medixam DT 50 
Cefpodoxime 5 Omg Vien nen phan 

VN-14~36-)2 . (Cefpodoxime proxetil) · . tan 

20. Anserol 
-Esomeprazole 40mg B9tdongkh6 

VN-14545-12 - (Esomeprazole Sodium) pha tiem --

Miconazole nitrate 1 OOmg, 

21. Kandimex 
Tinidazole 500mg, Vien n·en d~t 

VN-13537-11 
Neomycin 20mg fun d?O 
(Neomycin sulfate) 

6. Cong ty dang Icy: Amtec Healthcare Pvt., Ltd. (tile: 204, Dattasai Complex, RTC 
Cross Road, Hyderabad 500020, India) . 
6.1. Nha san xu it: Delta Generic Formulation Pvt., Ltd. (tile: 1st Floor, 14, Mahesh-
Naresh Society, Ghodasar, Ahmedabad-5 0, Gular at State, India l· 

STT Ten thuac Ho~t chit, Ham luQ'Ilg D~ng bao ch~ sa dang ky 

22. Deltapril 2.5 Ramipril 2,5mg Vien nang c(rng VN-12838-11 

23. Deltapril 5 Ramipril 5mg Vi en nang c(mg VN-12839-1 r 

7. Cong ty dang Icy: Ambalal Sarabhai Enterprises Ltd. (ale: Dr. Vikram Sarabhai 
Marg., Wadi, Vadodara 390023, Gujarat, India). 
7.l.Nha san xuit: Prayash Heath Care PVT. Ltd (tile: Prime Apartments, 4-7711 
Habsiguda, St.No.8. Hyderabad, India). 

STT Ten thuac Ho~t chit, Ham lugng D~ng bao ch~ sa dang kY 

Ceftriaxone 1g 

24. Silysan 
(Ceftriaxone Sodium), 

B9t pha tiem VN-12835-11 Sulbactam 500mg 
(Sulbactam sodiuml, 

25 . Lartim 
Rosuvastatin 20mg Vien nen bao 

VN-13477-11 
(Rosuvastatin calcium) phim 

8. Cong ty dang Icy: Berna Biotech Korea Corporation (tile: (Songdo-dong) 23, 
Harmony-ro 303 beon-gil, Yeonsu-gu, Incheon, Korea). 
8.1.Nha san xuftt: Crucell Switzerland AG (ale: Rehhagstrasse 79, 3018 Berne, 
Switzeland ). 

STT Ten thuBc Ho~t chit, Ham luQ'Ilg D~ng bao ch~ sa dang kY 

26. 
VIVOTIF Vi khuk s6ng giam d9c Vien nang bao QLVX-824-14 

1\rc tu chung Salmonella tan trong ru9t 
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9. Cong ty dang Icy: Cong ty ca phlin sinh lt(JC dU(J'C plttim Ba Dinlt (ale: KCN Qui VO, 
Xii Phuong Zil u, H¥J?n Qui vo, tinh Bile Ninh, Vi?t Nam ). . 
9 .1. Nha san xu§t: Cong ty CJ ph/in sinh h(Jc du(J'c ph lim Ba Dinh (ale: KCN Qui vo, - , , 
Xii Phucmg lieu, Huy?n Que vo, tinh Biie Ninh, Vi?t Nam ) . 

- . . 
STT Ten thuAc Ho~t ch§t, Ham h.rQ'llg D~ng bao ch~ sa dang kY 

.. -

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

10. Cong ty dang Icy: Cong ty cJ ph/in du(J'c ph.tim OPV (ale: S6 27 aucmg 3A, KCN 
Bien Hoa 2, TP.Bien Hoa, Ddng Nai, Vi?t Nam ). 

· 10.1. Nha san xu!t: Cong, ty cJ pit/in du(J'c phJ.m OPV (ale: S6 27 aucmg 3A, KCN 
Bien Hoa 2, TP.Bien Hoa, Dong Nai, Vi?t Nam ). 

STT Ten thuBc Ho~t ch§t, Ham luQ'llg D~ng bao ch~ sa dang kY 

Clopidogrel ( ducri d~g Viennen bao 28. Casartex 75 clopidogrel bisulfat) 
phim 

VD-22194-15 
75mg 

TnrO'Dg Quae Ctr0l1g 
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