BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc ldp - Tu do - Hanh phiic
Sé: 153 /Qb-QLD Ha Néi, ngay 4 thang 4/ ndm 2018
QUYET PINH

) :Vé viéc ban hanh danh muc 04 thudc sin xuét’tml}g nuoc
dwgce cap so dang ky lwu hanh tai Viét Nam c6 hi¢u lue dén hét ngay 30/06/2019
Dot 162 bo sung 2

CUC TRUONG CUC QUAN LY DUQC

Céan cur Luat Duoc ngay 06 thang 4 nam 2016;

Cén c Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh pht quy dinh
chic néng, nhiém vy, quyen han va co ciu t chiic ctia Bo Y té;

Can ctr Quyét dinh sb 3861/QD-BYT ngay 30/9/2013 cia B trudéng Bo Y té quy
dinh chtrc nang, nhiém vu, quyén han va co cau td chirc ctia Cuc Quan ly Dugc thude
Bo Y té;

Cén ctr Thong tur s6 44/2014/TT-BYT ngay 25/11/2014 ctia Bd Y qui dinh viéc
dang ky thudc,

Canctry kién cua Hoi dong tu van cap gidy dang ky luu hanh thubc, nguyén lidu
lam thudc - Bo Y té; ’
Xét dé nghi cta Truong phong Pang ky thudce - Cuc Quan ly Dugrc,

QUYET PINH:

Piéu 1. ‘Ban hanh keém theo Quyét dinh nay danh muc 04 thudc san xuét trong
nudce duogc cap sb déng ky luu hanh tai Viét Nam c6 hiéu luc dén hét ngay 30/6/2019 -
Dot 162-bo sung 2.

Diéu 2. Cong ty san xudt Va cong ty d’ang ky ¢6 thuoc luu hanh phai in s6 dang ky
duge BO Y té cAp 1én nhan thubc va phai chip hanh ding céc quy dinh cé lién quan toi
san xuat va luu hanh thubc. Céc sb dang ky c6 ky hiéu V.. —H06 19 ¢c6 gia tri dén hét
ngay 30/6/2019.

Picu 3. Quyet dinh nay co hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc S& Y té céc tinh, thanh phd truc thude trung wong va gidm ddc
cong ty san xuit va cong ty dang ky co thube tai Piéu 1 chiu trach nhiém thi hanh
Quyeét dinh nay.

Noinhin: CUC TRUONG
-Nhu Diéu 4; , i ;
- BT. Nguyén Thi Kim Tién (d€ b/c);

- TT. Truong Qudc Cudng (dé bie);
- Cuc Quan y - Bo Quac phong, Cuc Y te - B CA;
- Cuc Y 1€ giao théng vén tai- BO GTVT;
- Téng Cuc Hai Quan- B Tai Chinh;
- Bao hiém x4 h61 Viét Nam; :
- Vu Phap ché, Cuc Quén ly Y Dugc ) truyen Cuc Quén ly
Kham, chita bénh - B8 Y té: Thanh tra Bd Y té;
- Vién KN thube TU va VKN thude TP.HCM,
- Téng Cong ty Duge VN - CTCP; :
- Cac bénh vién, Vién co giudng benh truc [l’llll:)C BYT,;
- Website cua Cuc QLD, Tap chi Dugc My pham — Cuc QLD;
- Luu: VT. KDD. DKT (15b).







CUC QUAN LY DUQC

BOY TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1dp - Tw do - Hanh phue

DANH MUC 04 THUOC DPUGC CAP SO DANG KY HIEU LUC DEN NGAY 30/06/2019
-DOT 162 BO SUNG 2

Ban hanh kém theo quyét dinh s6:353./QD-QLD, ngay../d{../..01 €

1. Cong ty ding ky: Co s¢ Hoa Thuin Pwong (D/c: 28, K2, Ap Tén Phong, Xudn Tan, Thi xa
Long Khdnh, Tinh Dong Nai - Viét Nam)

1.1 Nha sdn xu?‘it: Co s& Hoa Thuan Puwong (D/c: 28, K2, Ap Tan Phong, Xudn Tan, Thi xd Long
Khdnh, Tinh Pong Nai - Viét Nam)

STT

Tudi

chira: Hai kim sa
16g; Hoat thach
16g; Cam thao 4g

200 vién hoan cling)

200 vién hoan
cung)

" % Hoat chét chinh - | Dang bao Tiéu Quy cach S di i
LR s Ham lugng ché tho |chuin| déng goi 0 ding ky
Cametan MJi chai 40g Vién hoan 36 |TCCS [Hop 1 chai40g | V166-H10-18
(Tuong duong véi  |cung thang (tuong duong

2. Cong ty ding ky: Co s6 san xuéit thube din toc Sung Nguyén (D/c: 134/5/5 Lac Long
Qudn-Phuong 3-Qudn 11-Tp. Ho Chi Minh - Viét Nam)

2.1 Nha sin xuit: Co sé& sin xuit thubc din tdc Sung Nguyén (D/c: 134/5/5 Lac Long
Qudn-Phuong 3-Qudn 11-Tp. Ho Chi Minh - Viét Nam)

Tudi

- o £ Hoat chit chinh - | Dang bao Tiéu | Quy cich S6 diine k¢
Ak e Ham lugng ché tho |chuin| doénggoi - "
2 |Bd huyét didu kinh hdi [M&3i chai 160 ml cao |Cao long 24 |TCCS [Hép 1 chai V167-H10-18
xudn thdo long chira 136g cao thang 160ml

léng hdn hop duge
liéu (ti 1€ 1,8:1)
tuong duong voi:
Puong quy 9,6g;
Xuyén khung 6.4g;

méu 5,6g; Mau don
bi 5,6g; Thuc dia
5,6g; Huong phu
7.28; O duoc 4.8¢g;
Ngal

Bach thuogc 6,4g; fch

Trang |




Nhirc moi phong thdp
tinh

ctiu 4,8g; Cam thao
3,28, Miu 1 3,2g;
Huyén hd sach
4,8g; Sinh dia 7,2¢g

M&i chai 260 ml cao
1éng chira 204g cao
léng hén hop dugc
liéu (ti 1€ 1,3:1)
tuong duong vdi:
Tang ky sinh 18,2g;
Thuc dia 16,12g;
Doc hoat 14,04g;
Bach thuogc 11,96g;
D4 trong 11,96g;
Phuc linh 11,96g;
Tén giao 8,06g; Té
tan 3,9g; Cam thao
3,9g; Qué 3,9g;
Nguu Tt 11,96g;
Duong qui 11,96g;
Dang sim 11,96g;
Xuyén khung 8,06g;
Phong phong 8,06g

24
thang

TCCS

Hép 1 chai
260ml]

V168-H10-18

3. Cong ty dang ky: Co s6 san xuit va kinh doanh thude déng dugc Loi Hoa Dwong (Pre: 56
38 Nguyén Binh Chiéu, khém 2, P.4, TP. Séc Trang, Tinh Séc Trang - Viét Nam)

3.1 Nha san xuit: Co s& san xuit va kinh doanh thuéc dong dwge Loi Hoa DPuong (B/e: S6 38
Nguyen Dinh Chiéu, khém 2, P.4, TP. Séc Tring, Tinh Séc Trdng - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cach B oo
oy RpEsae Ham lwgng ché tho |chudn| déng goi 50 dang ey
4 |ThAn tai ban soi tb M3i chai 70 ml cao |Cao long 36 |TCCS |Hép1chai70 | V169-H10-18
I6ng chira cac chit thang ml. Hép 1 chai
chiét duoe tir dugc 140 ml
liéu trong duong:
Thuc dia 16 g; Bach
trudt 6 g; Nhian sdm
4 g; Nguu tit 4 g;
Mach mon 6 g; Ngii
vi tir 1 g; Phu tir ché
(hic phu) 2,4 g
CUC TRUONG

Trang 2




