BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc ip - Tw do'- Hanh phiic
S6:,085 /QP-QLD Ha Noi, ngay 4 thing 3- nam 2016
QUYET DINH

Ve viée rit.sé dang ky lwu hanh thude ra khéi danh muc cc thude
dwge cap s6 ding ky lwu hanh tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC

Cén cir Luét Dugc ngay 14 thdng 6 ndm 2005;

Cén ctr Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyen han va co cdu té chirc ctia B Y té;

Cin cir Quyét dinh s6 3861/QD- BYT ngay 30/9/2013 cua Bo trudong Bo
Y ¥ quy dinh chitc nang, nhiém vy, quyén han va co céu té chirc cia Cuc Quan
ly duoc thude B Y té;

Cén ctr Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 ctia B Y té quy
dinh viéc dang ky thudc; . ,
~ Cén ct hé so tw nguyén dé nghi rit s ding ky cta cdc cong ty dang ky
thudc;
Xét dé nghi ctia Phong Ping ky thudc - Cuc Quan ly Dugec,

QUYET PINH:

Piéu 1. Rut sb ding ky cua céc thube c6 tén trong Danh muc cac thude rit
s6 dang ky luu hanh tai Viét Nam ban hanh kém theo Quyét dinh nay.

Ly do: Co s& dang ky tw nguyén d& nghi rit s6 ding ky luu hanh thube.

Piéu 2. Cac cong ty ding ky, nha san xuét céc thudc néu tai Pidu 1 phai
c6 trach nhiém theo ddi, chiu trach nhi¢m vé chét luong, an toan, hidu qua cua
thu6e trong qua trinh luu hanh cho dén khi hét han dung cua thuoc ddi véi cac

thube d& nghi rat sb ding ky néu trén da duoc nhap khau, san xudt trude ngay
Quyét dinh nay co hiéu luec.

Diéu 3. Quyét dinh niy c6 hiéu luc ké tir ngdy ky ban hanh.

Piéu 4. Gidm doc S& Y té cac tinh, thanh pho true thuge Trung wong, cée
don vi kinh doanh thuoc va Gidm doc co s& ¢ thube néu tai Pidu 1 chiu trach
nhiém thi hanh Quyét dinh nay.

Noi nhin:

- Nhir Diéu 4;

- B6 truéng Nguyén Thj Kim Tién (dé b/c);

- Thit trudng L& Quang Cudng (a8 blc);

- Cuc Quan Y -B6 Quﬁc phong, Cuc Y té - Bo Cong an;

- Cuc Y té Giao théng vén tai - B6 Giao théng vén tai;

- Tong cuc Hai quan - B§ Tai chinh, Bao hiém X hoi Viét N
- Vi Phip ché, Cuc Quén Iy Y, Duge cb truyén, Cuc Quan ly
chita bénh, Thanh tra B Y té, Vién KN thuéc TW, Vién KN
TP. HCM;

- Téng Cong ty Dugc Viét Nam, Céc Céng ty XNK Duoc Ehém B
- Céc Bénb. vién & Vign 6 giudng bénh tric thude BO Y té; Truwong Quoc Cudng
- Website Cuc QLD Tap chi Dugc & M¥ phém Cuc QLD;

- Luu: VP, Cac Phong thugc Cuc QLD, BDKT(12).




.CUC QUAN LY DUGC

BOY TE

CONG HOA XA HQI CHU NGHIA VIET NAM

DANH MUC

- Boclap - Tu do - Hanh phic

CAC THUOC RUT SO PANG KY LUU HANH TAI VIET NAM -
(Ban hanh kem theo Quyét dinh s6,9§ 5 /OD-QLD ngay,{(thangfnam 2016)

1. Cong ty ding ky: Blue Cross Laboratories Ltd (d/c: A-12, Ambad Industrial Area,
Nasik-422010, Maharashtra, India ).
1.1.Nha san xuat: Delta Generic Formulation Pvt., Ltd. (d/c: 1st Floor, 14, Mahesh-

Naresh Society, Ghodasar, Ahmedabad-50, Gujarat State, India ).

STT Tén thube Hoat chit, Him lwgng | Dang bao ché | sé dang ky
_ : o - Cbm pha hdn |
1. | Nidicef suspension | Cefdinir 125mg/5ml di £ VN-17651-14
ich udng

2. Céng ty ding ky: Cong ty TNHH Duogc phim Tdy Son (d/c: 62 duong 102, Cao L4,
P. 4, Q. 8, TP. H6 Chi Minh, Viét Nam ).
2.1.Nha san xuét: Delta Generic Formulation Pvt., Ltd. (d/c: Ist Floor, 14, Mahesh-
Naresh Society, Ghodasar, Ahmedabad-50, Gujarat State, India ).

Vasitor 20

20mg

phim

STT Tén thube Hoat chit, Ham lwgng | Dang bao ché S6 ding ky J
2. | Celecoxib 100mg | Celecoxib 100mg Vién nang cing | VN-15840-12 \
3. | Celecoxib 200mg | Celecoxib 200mg Vién nang cimg | VN-1584 1-12

Atorvastatin (dudi dang I8 wa Bac
4. Atorvastatin calcium) VN-17020-13

3. Cong ty ding Ky: Vista Labs (d/c: 4535 Sahara Ave, Las Vegas, NV, USA %
3.1.Nha san xuat: Penta Labs Pvt. Ltd. (d/c: Ekkery Gardens, Kallekkad, Shoranur
Main Road, Palakkad 678 015, Kerala, India ).

STT Tén thudc Hoat chit, Him lwgng | Dang bao ché S6 diing ky
5 |'iapbaaiso I;g%tfonnin hydrochlorid | Vién n§n bao VN-12059-11
mg phim
Glucosamin 500mg
(Glucosamin sulphate); Vién nén bao
6. | Guceartin Chondroitin 100mg him VN-12720-11
(Chondroitin sulfate P '
natri)
7. | Lomindus CilEpLAaly e Botphatiém | VN-12721-11
' (Omeprazole Natri) *




STT Tén thude Hoat chéit, Him lwgng | Dang bao ché S6. ding kv '|
o | Amoxicilin 500mg
(Amoxiciline Vién nén bao
8. | Penfortin 625 trihydrate); acid ‘ VN-12722-11
. phim
clavulanic 125mg
(Clavulanate potassium)
9. |Pentadrox 250 | Cefadroxil 250mg B(;?t phahén | (1999311
ich udng
Sk Bot pha hdn
10. | Pentafex 100 Cefixime 100mg : X VN-12724-11
_ dich uéng
11. | Tiloxen 5 Flunarizine Smg Viénnang cing | VN-12725-11
Glucosamin 500mg Vién nén bao
12. | Glicare 500 (Glucosamin sulfate o VN-13420-11
. phim
natri )
Levofloxacin 500mg ke nden oo
13. | Levostar 500 (Levofloxacin him VN-14391-11
hemihydrate) P
; Rabeprazole 20mg Vién nén bao
14. | Rabotil 20 (Rabeprazole natri) o & it VN-14392—I.1

4. Cong ty dang ky: SM Biomed Sdn. Bhd. (d/c: Lot 90, Sungai Petani Industrial
Estate, 08000, Sungai Petani, Kedah, Malaysia ).
4.1.Nha sin xuat: Penta Labs Pvt. Ltd. (d/c: Ekkery Gardens, Kallekkad, Shoranur
Main Road, Palakkad 678 015, Kerala, India ).

STT

Tén thube

Hoat chit, Him lwgng

Dang bao ché

S6 diing ky

15.

Kebasyn-500+500

Cefoperazon 500mg
(duéi dang Cefoperazon
natri); Sulbactam
500mg (dudi dang
sulbactam natri)

B6t pha tiém

VN-19743-16

5. Cong ty ding ky: Céng ty cé phin dwgc phim va dich vu thwong mai An Phiic (d/c:
A7, L6 10, Khu do thi méi Dinh Céng, Q. Hoang Mai, Ha N¢i, Viét Nam ).

5.1.Nha san xuét: Medex Laboratories (d/c: 4, Dewan & Sons, Udyog Nagar, Village
Aliyali Parghar - 401-404, India ).

STT Tén thude Hoat chit, Him lwgng | Dang baoché | S6 dang ky

Glucosamin sulfate 500mg
(Glucosamin sulfate Vién nan

16. | Ronaldo Capsule | posstasium chloride), - & VN-12920-11

' Chondroitin sulphate ung
_ 100mg

17. | Messi Capsule | Srucosamin sulfate S00mg | Viénnang |y 159)4.1

(Glucosamin sulfate cung
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STT Tén thude - Hoat chdi, Ham lwgng | Dang bao ché | SO ding ky

posstasium chloride) .

18. | Medixam DT 100 | Seipodoxime 100mg =} Viennénphn | v\ 14535 1
(Cefpodoxime proxetil) tan

19, | Medigam D50 | CeBodoximE 0o VIS UERPUAR K- s 14536.12.

% (Cefpodoxime proxetil) -~ tan

20. | Anserol SROIgpIES e S0l Botdong kil | wrgpwsas.1z
(Esomeprazole Sodium) pha tiém
Miconazole nitrate 100mg, |

21. | Kandimex T1n1dazo'1e 500mg, _ Vltin nén dt VN-13537-11
Neomycin 20mg am dao
(Neomycin sulfate)

6. Cong ty ding ky: Amtec Healthcare Pvt., Ltd. (d/c: 204, Dattasai Complex, RTC
Cross Road, Hyderabad 500020, India ).

6.1.Nha san xuit: Delta Generic Formulation Pvt., Ltd. (d/c: 1st Floor, 14, Mahesh-
Naresh Society, Ghodasar, Ahmedabad-50, Gujarat State, India ).

STT Tén thudc Hoat chit, Him lugng | Dang bao ché S6 ding ky
22. | Deltapril 2.5 Ramipril 2,5mg Vién nang cung | VN-12838-11
23. | Deltapril 5 Ramipril 5mg Vién nang cimg | VN-12839-11

7. Cong ty ding ky: Ambalal Sarabhai Enterprises Ltd. (d/c: Dr. Vikram Sarabhai
Marg., Wadi, Vadodara 390023, Gujarat, India ).

7.1.Nha san xuat: Prayash Heath Care PVT. Ltd (d/c: Prime Apartments, 4-77/1
Habsiguda, St.No.8. Hyderabad, India ).

STT Tén thude Hoat chit, Him lwgng | Dang bao ché S6 ding ky

Ceftriaxone 1g
(Ceftriaxone Sodium),

24. | Silysan Sulbactam 500ms B6t pha tiém VN-12835-11
(Sulbactam sodium) ,
25 | Lartim Rosuvastatu.l 20m,<=.,I Vién nen bao VN-13477-11
_ (Rosuvastatin calcium) phim

8. Cong ty ding ky: Berna Biotech Korea Corporation (d/c: (Songdo-dong) 23,
Harmony-ro 303 beon-gil, Yeonsu-gu, Incheon, Korea ).

8.1.Nha san xuét: Crucell Switzerland AG (d/c: Rehhagstrasse 79, 3018 Berne,
Switzeland ).

STT Tén thude Hoat chit, Him lwgng | Dang bao ché S6 dang ky
VIVOTIF Vi khuén séng giam d6c | Vién nang bao s
= lyc tir chiing Salmonella | tan trong rudt QLOREAR-U4
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typhi Ty 21a > 2x10°
CFU

9. Cong ty diang ky: Cong ty Co phan sinh hoc dwgc phim Ba Bmh (d/c: KCN Qué vé,

Xa Phuong liéy, Huyen Qué vé, tinh Bdc Ninh, Viét Nam ):
9.1.Nha san xuit: Céng ty C6 phin sinh hoc dugc phim Ba Pinh (d/c: KCN Qué vo,

Xa Phucmg liéu, Huyén Qué v, tinh Bic Ninh, Viét Nam ).
Dang bao ché S6 ding ky

STT Tén thubc Hoat chéit, Him lwgng

27. | Stopzhere Levonorgestrel 1,5 mg Vién nén QLDB-490-15

10.  Cong ty ding ky: Cong ty cé phan dwge phidm OPV (d/c: S6 27 dwong 34, KCN

Bién Hoa 2, TP.Bz‘ér} Hoa, Dong Nai, Viét Nam).
10.1. Nha san xuat: Cong ty cé phin dwoc phiam OPYV (d/c: S6 27 duong 34, KCN

Bién Hoa 2, TP.Bién Hoa, Déng Nai, Viét Nam ).

Dang bao ché S6 ding ky

STT Tén thudc Hoat chit, Him lwgng
Clopidogrel (dudi dang o ety
28. | Casartex 75 clopidogrel bisulfa) Vienpenbao | yp.22194-15
75mg P

#TTNCUC TRUQ

Truwong Quéc Cuong
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