BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tu do - Hanh phic
Sé: 3L /Qb-QLD Ha Néi, ngay 7% thang 3 ndm 2018
QUYET PINH

Vé viéc ban hanh danh muc 11 thuﬁc san xuat trong nudc :
(thudc c6 hoat chat, phoi hop hoat chat lin diu ding ky tai Viét Nam - s0 dang
ky c6 hiéu lirc 03 nim) dwge cap so ding ky luu hanh tai Viét Nam- Dot 161

CUC TRUONG CUC QUAN LY DUQC

Can ot Luat Duoc ngay 06 thang 4 nam 2016;

Can cr Nghi dinh sé 75/2017/ND-CP ngay 20/6/2017 cta Chinh pht quy dinh
chtrc nidng, nhiém vu, quyén han va co cu t& chirc ctia Bd Y té;

Cin cfr Quyét dinh sé 3861/QD-BYT ngay 30/9/2013 cia BY truong BO Y
té vé& viéc quy dinh chic ndng, nhiém vu, quyén han va co cAu t6 chirc cta Cuc
Quan ly Dugc thudc BO Y té;

Czn ctt Thong tu s6 44/2014/TT-BYT ngay 25/1 1/2014 cia Bd Y té qui dinh
viéc dang ky thudc,

Cin ctr y kién ctia Hoi dong tu vén cép gidy ding ky luu hanh thudc, nguyén
lidu lam thudc - BY Y té;

Xét dé nghi ctia Trudng phong Dang ky thube - Cuc Quan ly Duoc;

QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh nay danh muc 11 thudc sén xuét trong
nudce (thuoc cé hoat chét, phdi hop hoat chét 14n dau dang ky tai Viét Nam - s6 dang
ky 6 hiéu luc 03 ndm) duge cap s dang ky luu hanh tai Viét Nam - Bot 161.

Pidu 2. Cong ty san xuét va cong ty dang ky co thubc Turu hanh phéi in sb
dang ky duge Bo Y té chp 1én nhan thube va phai chdp hanh dung cac quy dinh c6
lién quan t6i san xuét va luu hanh thudc. S6 dang ky ¢6 ky hiéu QLDB-...-18 cb gia
tri 03 ndm ké tir ngay ky Quyét dinh.

Piéu 3. Trong qué trinh luu hanh, cong ty dang ky va nha san xuét phai két
hop vdi cac co s& diéu trj dé thuc hién theo ding cac quy dinh hién hanh vé thuc ké
don va theo d&i an toan, hiéu qua, tac dung khong mong mubn ctia thudc trén ngudi
Viét Nam. Cong ty dang ky c6 trach nhiém tdng hop céc béo cdo cua cac don vi trén
v& Cuc Quan 1y Duoc theo ding quy dinh hién hanh moi 06 thang mot lan.

Pidu 4. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.




Piéu 5. Giam dbéc S& Y té cac tinh, thanh phd trire thude trung wong va giam
ddc cong ty san xuat va cong ty dang ky c6 thudc tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhin: KT. CUC TRUONG
- Nhu Diéu 5; PHC CUC- UONG
- BT. Nguyén Thi Kim Tién (dé b/c); AN,

- TT. Truong Qudc Cuong (dé b/c); -
- Cuc Quén y - B6 Quéc phong, Cuc Y té - Bo CA;

-Cuc Y té giao thong van tai- Bo GTVT;

- Téng Cuc Hai Quan- B Tai Chinh;

- Bao hiém x3 hoi Viét Nam;

- Vu Phép ché, Cuc Quan Iy Kham, chita bénh - B6 Y t&; Thanh
traBo Y té;

- Vién KN thubc TU va VKN thuée TP.HCM,;

- Téng Cong ty Dugc VN-CTCP;

- Céac bénh vién, Vién co6 giwong bénh truc thude BYT;

- Website cua Cuc QLD, Tap chi Dugc My phém — Cuc QLD;

- Luu: VT, KDD, BKT (15b).




CUC QUAN LY DUQC

BOY TE

~ DANH MUC 11 THUO
PUGC CAP SO PANG KY HIEU L
PHOI HQP HOAT CHA

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phic

C SAN XUAT TRONG NUGC )
JIEU LUC 03 NAM (THUOC CO HOAT CHAT,
AT LAN PAU PANG KY TAI VIET NAM) - POT 161

Ban hanh kém theo quyét dinh sb: 177/ /QD-QLD, ngay-1../.3.1.004%

1. Cong ty ding ky:
Kiém, Ha Noéi - Viét Nam)

Céng ty cb phin dugc Nam Thién Phic (P/c. 64 Yét kiéu, Cira Nam, Hoan

1.1 Nha sin xuét: Cong ty ¢d phin dwgc phim Sao Kim (P/c: KCN Quang Minh, huyén Mé
Linh, Ha Néi - Viét Nam)

; Hoat chit chinh - | Dang bao Tudi| Tieu | Quy cich £ o .

e o ’ g ¥ So dan

=15 ea i Ham lwgng ché | tho chudn| dong goi b
1 |Epalrest Epalrestat 50mg Vién nén bao| 36 |TCCS [Hop2vix 14 | QLDB-678-18
R ‘ phim thang vién

2. Cong ty dan

g ky: Cong ty C phin Dwgc pham Pat Vi Phi (D/c: L6 M74, Puong D17, KCN

My Phuéc 1, phuong Thoi Hoa, thi xd Bén Cat, tinh Binh Duong - Viét Nam)

2.1 Nha sén xuit: Cong ty C phin Dwgc pham Pat Vi Phi (B/c: L6 M74, Puong D17, KCN
M5 Phudc 1, phuong Théi Hoa, thi xa Bén Cét, tinh Binh Duwong - Viét Nam)

" £ Hoat chit chinh - | Dang bao Tudi| Tieu | Quy cach Sé da .
. . = > n
ST [ Ham luwgng che tho |chuan| déng goi f ilng k
2 |Zentogout-40 Febuxostat 40mg | Viénnén 36 |TCCS [Hop2vix 10 | QLDB-679-18
thang vién; hop 6 vi x
10 vién

3. Cong ty ding ky: Cong ty c6 phan dwec phim Medbolide (D/c: Phong 09, lau 10, toa nha
The EverRich 1, s6 968 Puong ba thang hai, P.15, Qudn 11, Tp. Ho6 Chi Minh - Viét Nam)

3.1 Nha sian xuﬁt:’ Céng ty cb phin dugc phim Me Di Sun (D/c: 521 khu phé An Loi, phwong
Hoa Loi, thi xa Bén Cat, tinh Binh Duong - Viét Nam)

STT Tén thube Hoat‘chﬁ'\t chinh - Dgng})z‘w Tubi Tié;.l Ql’ly céc'l.x sé ding ky
Ham lwong che tho | chuan dong goi
3 |Egudin 10 Solifenacin Vién nén bao| 36 |TCCS [Hop3vix 10 | QLDB-680-18
il L= LR h el succinate 10 mg phim thang vién
4 |Egudin 5 Solifenacin Vién nén bao| 36 |TCCS |[Hép3vix10 | QLPB-681-18
Rt IEE s SRl o o succinate 5 mg phim thang vién ey

Trang 1



5 [Poziats 10mg Aripiprazol 10 mg |Vién nén 36 [USP [H6p3vix 10 | QLDB-682-18
S P | IR thang|39 vién

6 [Poziats Smg Aripiprazol 5mg | Vién nén 36 [USP |Hop3vix 10 QLDB-683-18_
D S———— S N L

4. Cong ty diing ky: Cong ty Cé

Thugt, P3, A3, Tp. H6 Chi Minh - Viét Nam)

4.1 Nha sin xuat: Cong ty cb phin dwgc phdm Me Di Sun (B/c: 521 khu phé An Loi phuong
Hoa Loi, thi xa Bén Cat, tinh Binh Duong - Viét Nam)

phan dwgc phim Phic Long (B/c: 174/107/14 Nguyén Thién

mg; Hydrous
Benzoyl Peroxide
375 mg

g Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich ghesn
S Tén thuge Ham lugng ché tho | chuin dong géi o ding by
7 |Azaduo Mai tuyp 15g gel | Gel béi da 36 |TCCS |Hop 1 tuyp QLDbB-684-18
chtra: Adapalen 15 thang nhoém 15g, 30g

gel

5. Cong ty ding ky: Céng ty c6 phan Pymepharco (B/c: 166 - 170 Nguyén Hué, Tuy Hoa, Phi

Yén - Viét Nam)

5.1 Nha san xuét: Cong ty c6 phin Pymepharco (B/c: 166 - 170 Nguyén Hué, Tuy Hod, Phii Yén

- Viét Nam)
5 £ Hoat chét chinh - | Dang bao |Tudi| Tigu Quy cach £ n .
2 ang | 2 So dang k
2Ty Fouthuoe Ham lwgng ché tho |chuan| dong géi SN
8 |Friburine 40mg Febuxostat 40mg | Vién nén bao| 36 |TCCS |Hop 1 vi, hop 2 | QLDB-685-18
phim thang vi x 7 vién; Hop
1vi, 3vi, 5vi,
10 vix 10 vién
| 9 |Friburine 80mg ~ [Febuxostat 80mg | Vién nén bao| 36 |TCCS [Hop 1vi,2 vi, | QLDB-686-18 |

phim thang 3 vi, 5vi, 6 vi,
10 vix 10 vién

6. Cong ty dang ky: Cong ty TNHH LD Stada-Viét Nam. (D/c: K63/1 Nguyén Thi Séc, ap My
Hoa 2, xa Xudn Théi Déng, huyén Hoc Mon, Tp. HCM - Viét Nam)

6.1 Nha san xuit: Chi nhianh Céong ty TNHH LD Stada-Viét Nam (D/c: S6 40 Pai 16 Tu Do,
KCN Viét Nam - Singapore, Thudn An, Binh Duong - Viét Nam)

e 1m0 Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cich s
: ' 3 Sod k
L2 T i Ham lugng ché tho | chuan dong goi S RADR
10 |Febustad 40 Febuxostat 40mg Vién nén 24 |TCCS [Hop 3 vi, hop 6 | QLDB-687-18
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bao phim  |thang vi, hop 9 vi x
10 vién

7. Cong ty dang ky: Cong ty TNHH sinh dugc phfxm Hera (P/c: L6 A17 KCN Tir Ha, P. Tt Ha,
TX. Huong Tra, Thira Thién Hué - Viét Nam)

7.1 Nha san xuat: Céng ty TNHH sinh dwgc phim Hera (P/c: L6 A17 KCN Ti Hg, P. Tir Ha,
TX. Huong Tra, Thira Thién Hué - Viét Nam)

Hoat chit chinh - | Dang bao Tudi| Tiéu | Quy cich S6 ding ky

o Ten thude Ham lugng ché tho |chuidn| déng goi
11 |Uloxoric Febuxostat 80mg | Vién nén bao| 24 |TCCS Hop 10 vix 10 | QLDB-688-18
I I (U S -
KT. CUC TRUOGNG

UC TRUONG

Trang 3




