BOYTE CONG HOA XA HOI CHU NGHIA VIET
CUC QUAN LY DUQC NAM
------------ Déc 1ap - Tu do - Hanh phic

86: 526/QD-QLD Ha Ngi, ngay 11 thang 09 nim 2015

QUYET PINH

VE VIEC RUT SO PANG KY LUU HANH THUOC RA KHOI DANH MUC CAC THUOC
DUGQC CAP SO BPANG KY TAI VIET NAM

CUC TRUONG CUC QUAN LY DUQC
Can cir Ludt Duoc ngay 14 thang 6 nam 2005,

Can cir Nghi dinh s 63/2012/ND-CP ngay 31/8/2012 ciia Chinh phii quy dinh chitc nang, nhiém
vu, quyén han va co cau to chiec cia Bo Y te;

Can cit Quyét dinh sé6 3861/0D-BYT ngay 30/9/2013 ciia Bé trucng Bo Y té quy dinh chirc nang,
nhiém vu, quyén han va co cdu toé chuc cua Cuc Quan ly dwoc thuoc Bo Y té;

Can cir Théng tw s6 44/2014/TT-BYT ngay 25/11/2014 ciia BY Y té quy dinh viéc ding ky thuéc;
Can cir ho so tu nguyén dé nghi rit s6 dang ky ciia cdac cong ty dang ky thuoc;
Xét d@é nghi ciia Triong phong Pang ky thuéc - Cuc Quan Iy Duoc,

QUYET PINH

Piéu 1. Rat s dang ky cua cac thude 6 tén trong Danh muc cac thude rit sé ding ky ban hanh
kem theo Quyét dinh nay.

Piéu 2. Cac cong ty dang ky, nha san xuét cac thude néu tai Diéu 1 phai cé trach nhiém theo doi,
chiu trach nhiém v€ an toan, hiéu qua cua thuoc trong qua trinh luu hanh cho dén khi hét han
ding cua thude ddi véi cac thude dé nghi rat sé dang ky néu trén da dugc nhap khau, san xuat
trude ngdy Quyét dinh nay c6 hiéu lyc.

Piéu 3. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Piéu 4. Giam ddc S¢ Y té cac tinh, thanh phé truc thudc Trung wong, cac don vi kinh doanh
thude va Giam doc co so c6 thude néu tai Diéu 1 chiu trach nhiém thi hanh Quyét dinh nay.

CUC TRUONG
Noi nhdn:



- Nhu biéu 4; )

- Bo truong Nguyén Thi Kim Tién (dé b/c);

- Thtr truéng Lé Quang Cudng (dé b/c);

- Cuc Quan Y - B4 Quéc phong, Cuc Y té - BO Cong an;

- Cuc Y té Giao thong van tai - Bo Giao thong van tai; x N
- Téng cuc Hai quan - B Tai chinh, Bao hiém Xa hoi Vit Truwong Quoc Cuong
Nam;

- Vu Phap ché, Cuc Quan ly Y, Dugc ¢b truyén, Cuc Quén 1y

Khém, chita bénh, Thanh tra Bd Y té, Vién KN thude TW,

Vién KN thuée TP. HCM;

- T‘("’)ng Cong ty Dugc Viét Nam, Cac Cong ty XNK Duoc

phim;

- Céc Bénh vign & Vién c6 giuong bénh truc thude Bo Y té;

- Website Cuc QLD, Tap chi Dugc & M¥ phém-Cuc QLD;

- Luu: VP, Céac Phong thudée Cuc QLD, BKT(12).

DANH MUC

CAC THUOC RUT SO PANG KY
(Ban hanh kem theo Quyéet dinh so 526/QP-QLD ngay 11 thdng 9 nam 2015)

1. Cong ty ding ky: Cong ty C6 phan Dwgc pham Phuong Déng (d/c: Lo 7, duwong 2, Khu
Cong nghiép Tan Tao, phuong Tan Tao A, Quan Binh Tan, TP. Ho Chi Minh,).

1.1. Nha san xuét: Cong ty C6 phan Dwgc pham Phwong bong (d/c: Lo 7, dwong 2, Khu
Cong nghiép Tan Tao, phuong Tan Tao A, Quan Binh Tan, TP. H6 Chi Minh).

STT | Tén thudc Hoat chit Dang bao ché Sb ding ky

1 |Fudnostra  |Perindopril arginine 5mg [Vién nén dai bao  [VD-14364-11
5mg phim

2 |Fudnostra  [Perindopril arginine \VVién nén dai bao  [VD-14363-11
10mg 10mg phim

2. Cong ty ding ky: Cong ty C6 phan Dwoc phiam Viét An (d/c: S6 278 Lé Trong Tan, P.
Khwong Mai, Q. Thanh Xuan, Ha Noi).

2.1. Nha san xuit: Strides Arcolab Ltd. (d@/c: 36/7 Suragajakkanahalli, Indlavadi Cross,
Anekal Taluk, Bangalore, India).

STT | Tén thubc Hoat chit Dang bao ché S6 ding ky
3 |Stavudine Stavudine 30mg Vién nang cig VN-11730-11
Capsules USP
30mg
4 |Stri-Alpha  |Alfacalcidol 0,25mcg  [Vién nangmém  [VN-11731-11
5 [Melanic Meloxicam 15mg \/ién nén VN-11728-11
6 [Melanic Meloxicam 7,5mg \VVién nén VN-11729-11



7 JAzithrin-250 [Azithromycin (dudi \/ién nang cliing VN-10824-10
dang Azithromycin
dihydrate) 250mg

8 JAmolic Amoxicillin 500mg,  [Bot pha tiém VN-11727-11
Acid clavulanic 100mg

9 JAmolic Amoxicillin 1000mg, [Bot pha tiém VN-11726-11
Acid clavulanic 200mg

3. Cong ty dang ky: Cong ty C(K)’phz‘in Thwong mai Pau tw va Phat trién ACM Viét Nam
(d@lc: So nha 106, ngo 459/82, pho Bach Mai, P. Bach Mai, Q. Hai Ba Trung, Ha Noi).

3.1. Nha san xuit: Open Joint Stock Company “Biosintez” (@/c: Druzhby str. 4, 440033,
Penza, Russia).

STT | Tén thudc Hoat chit Dang bao ché S6 ding ky
10 |Cabemus Ceftriaxone (dudi dang [BOt pha tiém VN-15790-12
Ceftriaxone sodium) 1g
11 |Gastufa Cefazolin (dudi dang  [Bot pha tiém VN-16457-13
Cefazolin sodium) 1g

4. Cong ty dang ky: Cong ty c6 phan Duwgc pham Minh Ky (d/c: S6 3, L6 C, Cur xd Lac Long
Quan, P.5,Q.11, TP. Hé6 Chi Minh).

4.1. Nha san xuat: Kwality Pharmaceutical PVT. Ltd. (@/c: Nag Kalan, Majitha Road,
Amritsar, Punjab, India).

STT | Tén thudc Hoat chit Dang bao ché Sb ding ky
12 [Sertil 25 Sertraline (dudi dang  [Vién nén bao phim [VN-12912-11
Sertraline

hydrochloride) 25mg

13 [Nalidixic Acid |Acid Nalidixic 500mg [Vién nén bao phim [VN-11722-11
Tablet IP
500mg

14 [Saflux 20 Fluoxetine (dudi dang [Vién nang VN-11723-11
Fluoxetine HCI) 20mg
5. Cong ty diing ky: Cong ty TNHH Dwoc pham Do Ha (d@/c: S 30, Tap thé Tran Phi, ngd
105, Nguyén Phong Sdc, P. Dich Vong Hdau, Q. Cau Giay, Ha Ngi).

5.1. Nha san xuit: Hubei Tianyao Pharmaceutical Co., Ltd. (d@/c: No. 7 Dufu Block, Jainshe
Road Street Avenue, Xianfian City, Hubei Province, China).



STT | Tén thudc Hoat chit Dang bao ché S6 ding ky
15 |Ama-Power  [Piroxicam 20mg/2ml  [Dung dich tiém bap [VN-12972-11

5.2. Nha san xuét: Spic Limited, Pharmaceuticals Division (d/c: Plot No5, NH-7,
Maraimalainagar 603209, India).

STT | Tén thudc Hoat chit Dang bao ché S6 diang ky

Canxi (dudi dang Canxi

16 |Vitabase carbonat) 500mg, \/ién nén bao phim [VN-9536-10
\Vitamin D3 2001U
Magaldrate 400mg; A .

17 [Cyprofort Simethicone 60mg \/ién nén nhai \VN-10059-10

18 |Zinxime Arginin 3g Thubc com udng  [VN-10060-10

19 [Romofine Gabapentin 300mg \Vién nang \VN-12974-11
Sildenafil (dudi dang

20 |Maxvir 100  |Sildenafil citrate) \/ién nén bao phim [VN-13582-11
100mg

Sildenafil (dudi dang

21 |Maxvir 50 Sildenafil citrate) 50mg \/ién nén bao phim [VN-13583-11
Ubidecarennone i

22 |Qplus New (Coenzyme Q10) 30mg \VVién nang VN-13584-11

23 |DL Desloratadine 0,5mg/ml|Si r6 \/N-14581-12

6. Cong ty dang ky: Cong ty TNHH Thwong mai Dugc pham Truong Thinh (d/c: 42/8
Nguyén Gian Thanh, P. 15, Q. 10, TP. Ho Chi Minh).

6.1. Nha san xuit: Kwality Pharmaceutical PVT. Ltd. (@/c: Nag Kalan, Majitha Road,
Amritsar, Punjab, India).

STT | Tén thube Hoat chit Dang bao ché S6 ding ky

Ceftriaxone (dudi dang
Ceftriaxone sodium)
24 |Ceftirox-S  |1000mg; Sulbactam Bot pha tiém VN-11817-11
(dudi dang Sulbactam
sodium) 500mg

Cefpodoxime (dudi
25 [Podoxi 100 |dang Cefpodoxime \/ién nén phan tan  [VN-11818-11
proxetil) 100mg




26

Podoxi 200

Cefpodoxime (dudi
dang Cefpodoxime
proxetil) 200mg

VVién nén bao phim

VN-11819-11

27

Clavsun 1000

LAmoxicillin 875mg;
Clavulanic acid 125mg

VVién nén bao phim

VN-12339-11

28

Azifar 500

Azithromycin (dudi
dang Azithromycin
dihydrate) 500mg

VVién nén bao phim

VN-12340-11

29

Cefatasun 1g

Ceftazidime (dudi dang
Ceftazidime
pentahydrate) 19

Bot pha tiém

VN-12341-11

30

Gemfar

Gemfibrozil 600mg

\Vién nén bao phim

VN-12342-11

31

Rosvas 20

Rosuvastatin (dudi dang
Rosuvastatin calcium)
20mg

\Vién nén bao phim

VN-12343-1 1

32

Sunrox 750

Cefuroxime (dudi dang
Cefuroxime Sodium)
750mg

Bot pha tiém

VN-12344-11

33

Telfar 40

Telmisartan 40mg

\/ién nén

VN-12345-11

34

Telfar 80

Telmisartan 80mg

\/ién nén

VN-12346-11

35

Ampisun 1.5

Ampicillin (du6i dang
Ampicillin natri)
1000mg, Sulbactam
(dudi dang Sulbactam
natri) 500mg

Bot pha tiém

VN-13036-1 1

36

Faromen 500

Meropenem (dudi dang
Meropenem trihydrate)
500mg

Bot pha tiém

VN-13037-11

37

Farzone 1g

Cefoperazone (dudi
dang Cefoperazone
Sodium) 1g

Bot pha tiém

VN-13038-11

38

Merofar 500

Meropenem (dudi dang
Meropenem trihydrate)
500mg

Bot pha tiém

VN-13039-11

39

Rosvas 10

Rosuvastatin (dudi dang
Rosuvastatin calcium)
10mg

\Vién nén bao phim

VN-13040-11

40

Tazopip 2.25g

Piperacillin (dudi dang

Piperacillin Sodium) 2g;

Bot pha tiém

VN-13041-11




Tazobactam (dudi dang
Tazobactam Sodium)
0,25¢

41

Tazopip 4.59

Piperacillin (dudi dang
Piperacillin Sodium) 4g;
Tazobactam (dudi dang
Tazobactam Sodium)
0,59

Bot pha tiém

VN-13042-11

42

Clamax 1000

Amoxicillin (duoi dang
LAmoxicillin trihydrate)
875mg; Acid Clavulanic
(dudi dang Clavulanate
potassium) 125mg

\Vién nén bao phim

VN-13649-11

43

Clamax 625

Amoxicillin (dudi dang
LAmoxicillin trihydrate)
500mg; Acid Clavulanic
(dudi dang Clavulanate
potassium) 125mg

\Vién nén bao phim

VN-13650-11

44

Clamax 1V
1.2GM

Amoxicillin (dudi dang
LAmoxicillin trihydrate)
19; Acid Clavulanic
(dudi dang Clavulanate
potassium) 200mg

Bot pha tiém

VN-13651-11

45

Imisun

Imipenem 500mg,
Cilastatin 500mg

Bot pha tiém

VN-13652-11

46

Neomet-V

Metronidazole 500mg,
Neomycin sulphate
650001U, Nystatin
1000001U

'Vién nén dat am dao

VN-13653-11

47

Ticarsun
3.1gm

Ticarcillin (dudi dang
Ticarcillin disodium)
39; Acid clavulanic
(dudi dang Clavulanate
potassium) 0,19

Bot pha tiém

VN-13654-11

48

Faromen 19

Meropenem (dudi dang
Meropenem trihydrate)
19

Bot pha tiém

\VVN-15380-12

49

Merofar 1g

Meropenem (dudi dang
Meropenem trihydrate)
19

Bot pha tiém

VN-15381-12

50

Omesun 40

Omeprazole 40mg

Bot dong kho pha

VN-14126-11




tiém

o1

Rabofar-20

Rabeprazole Sodium
20mg

'Vién bao tan ¢ rudt

VN-14127-11




