BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUANLY DUQC _ Poc lap - Ty do - Hanh phiic
sé: 43 /QP-QLD Ha Ni, ngay C6  thang 02 ném 2017
QUYET PINH

Vé viéc ban hanh danh muc 08 thude sin xuit gia cong trong nwde
dwgc cip s6 diing ky lwu hanh tai Viét Nam

CUC TRUONG CUC QUAN LY bUQC
Can cir Luat Dugc ngéy 06 thang 4 nam 2016;

Cin ot Nghi dinh sb 63/2012/ND-CP ngay 31/8/2012 cua Chmh phtu quy
dinh chirc néng, nhiém U, quyén han va co cdu to chic cla B6 Y té;

Cén ctr Quyet dinh s 3861/QB-BYT ngay 30/9/2013 ctia Bo trudng Bo Y té
quy dinh chirc nang nhiém wy, quyen han va co cdu td chirc ciia Cuc Quin ly
Dugc thuoc Bo Y te;

Cén et Thong tu s6 44/2014/TT-BYT ngdy 25/11/2014 ciia B4 Y t& quy dinh
viéc ding ky thubc;

Cin cir Thong tu s6 23/2013/TT-BYT ngay 13/8/2013 ciia B§ Y té hudng dén
hoat ddng gia cong thubce;
Xét d& nghi cia Phong Pang ky thude - Cuc Quan 1y Dugc,
QUYET DINH:

Piéu 1. Ban hanh kem theo Quyét dinh ndy danh muc 08 thudc sén xuft gia
cdng trong nuée duge cap s6 dang ky lvu hanh tai Viét Nam — Dot 157

Pidu 2. Cong ty san xuit va cdng ty ding ky co thubc Tuu hanh phai in sb
ding ky duoc B6 'Y té cﬁp 1én nhén thuoc va phz’u chép hanh dtng céc quy dinh ¢6
lién quan téi san xuét va luu hanh thube. Cac sb ding ky c6 ky hiéu GC-...-17 ¢6
gié tri 05 nim k& tir ngay ky Quyét dinh.

Piéu 3. Quyét dinh niy c6 hidu luc ké tir ngéy ky ban hanh.

Piéu 4. Giam dbe S&Y t& c4c tinh, thanh phé tryc thuoc trung uong va gidm
dbc don vi c6 thudc tai Pidu 1 chiu trach nhiém thi hanh Quyét dinh nay.

Noi nhén:
- Nhu Bidu 4;
- BT. Nguyén Th1 Kim Tién (dé b/c);
- TT. Truong Qudc Cudng (dé bic); '
- Cye Quéin y - B§ Quéc phong, Cuc Y té - B CA:;
-Cuc Y t& giao thong vén tdi- B§ GTVT;
- Téng Cuc Hai Quan- B4 Tai Chinh;
- Bao hiém x4 hoi Viét Nam;

- Vu Phép ché, Cuc Quan Iy Y Duoc cb truyén, Cuc Quan Iy PHOCUC TRUBNG
Kham, chita bénh - B§ Y té; Thanh tra B Y té; e = )
- Vién KN thudc TU va VKN thuéc TP.HCM; gtyen Gatl ot
- Téng Céng ty Duge VN; '

- Céc bénh vién, Vién cb giwdng bénh truc thude BYT;
- Website ciia Cuc QLD, Tap chi Duge My phim — Cuc QLD;
- Luu: VT, KDD, BKT (15b).



BO Y TE

CUC QUAN LY DUQC

CONG HOA XA HQI CHU NGHIA VIET NAM
Déc 1p - Tw do - Hanh phtic

DANH MUC 08 THUOC SAN XUAT GIA CONG TRONG NUGC
PUQC CAP SO PANG KY HIEU LUC 05 NAM - DOT 157

Ban hanh kém theo quyét dinh s6: ..5.5/QD-QLD, ngay ..{..... 2.1.. 264

1. Cong ty ding ky: (Co s& dit gia céng ): Cong ty cb phan dugce pham 3/2 (P/c: 86 10 Céng
Trieomg Quéc té, Qudn 3, Tp. Ho Chi Minh - Vigt Nam)

1.1 Nha sén xuit: (Co s& nhiin gia céng): Cong ty ¢6 phin duge phim Me Di Sun (Dre: 521 dp
An loi, Hoa Loi, Bén Cat, tinh Binh Dwong - Viét Nam)

Hoat chét chinh - | Dangbao |Tudi| Tiew | Quy céch ;
1T Tén thade Ham hroug ché tho |chudn| déng géi 86 ing key
1 |Garlicur .G Botcit6i 300 mg; [Viénnénbao| 36 |TCCS [Hop 1 chai 40 GC-263-17
Bot thén 1 nghé 25 |phim thing vién, Hop 1
mg chai 100 vién

2. Céng ty ding ky (Co sé dat gia cong): Cong ty c6 phiin duge phim Imexpharm (P/c: S6 04
duong 30/4, phurong 1, TP. Cao Lanh, Tinh Déng Thdp Viét Nam)
2.1 Nha sin xuit: (Co' s nhin gia cdng): Chi nhinh ¢ong ty cb phin dwge phim

Agimexpharm- Nha mdy sin xuit dirgc phdm Agimexpharm (B/c: Puong Vil T rong Phung,
Khom Thanh An, P. My Théi, TP. Long Xuyén, Tinh An Giang - Vigt Nam)

£ Hoat chit chinh - | Dang bao Tudi| Tieu Quy cach £ ,

STT Teudlipiog Ham lrgng ché tho |chudn déng géi B dang Ly

2 [Prednisone Smg Prednison 5 mg Vién nén 36 {TCCS |Chai 200 vién; GC-264-17
|(mau triing) |thing] Chai 1000 vién

3. Cong ty diing ky: (Co s& dit gia cong): Cong ty ¢d phin dirgc phdm Ninh Binh (D/c; 12 Lé
BDai Hanh, Tp. Nink Binh, tinh Ninh Binh - Viét Nam)

3.1 Nha sén xuéit: (Co s& nhin gia cong): Cong ty ¢b phin duge Ha Tinh (B/c: Cym cédng
nghiép - Tidu thi cong nghiép Bic Cém Xuyén, xa Cam Vinh, huyén Com Xuyén, Ha Tinh - Viét

Nam)
Hoat chit chinh - | Dangbao |Tudi| Tign | Quy cich g s
STT Tén thude Ham hrong " tho chudn| d6ng goi So diing ky
3 |Hoan phong thip MB3i 10g chira: Sinh [Viénhoan | 24 |TCCS [Hop 1 thix 6 GC-265-17
dia 0,333g; Hy ~  |mém théng vién 10g
thiém thio 1,583g;
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tat 1,353g;
Cau tich 1,125g;
Qué chi tiém
0,316g; Ngii gia bi.
0,883g; Mat ong 1g;
Pudng kinh 4,8g

4. Cong ty diing ky: (Co s& djt gia cong): Cong ty cb phin S.P.M (D/c: L6 51, Puong s6 2, KCN
Tén Tao, Phuong Tén Tao A, Qudn. Tdn Binh, Tp. Ho Chi Minh - Viét Nam)

4.1 Nha sin xuit: (Co s& nhan gia cong): Céng ty co 5 phin durgc phim Me Di Sun (P/c: 521
khu pho Ar lgi, Phwong Hoa Lei, Thi xd 4 Bén Cdt, tinh Binh Duong - Viét Nam)

STT

Tén thude

Hoat chit chinh -
Ham lwgng

Dang bao
ché

tho

Tudi

Tiéu

chuén

Quy cach
dong goi

§6 ding ky

Hepa Extra

Cao Actiso (twong

14 actiso tuoi) 250
mg; Cao Rau ma
(twong duong vaéi
416,5 mg rau md
tuoi) 50 mg; Cao -
nghé (twong duong
véi 4000 mg nghé
troi) 50 mg

dwong véi 11725 mg

Vién nang
b
mem

36

thang

TCCS

Hép 10vix 10

vién

GC-266-17

5. Céong ty ding ky: (Co s& it gia cong:) Cong ty ¢d phin dugc phim déng dwoe 5 -
Fidopharm (B/c: 558 Nguyén Trdi - Quén 5 - TP. H6 Chi Minh - Viét Nam)

5.1 Nha san xuét: (Co sé& nhan gia cong ;) Cong ty C6 phan BV Pharma (D/c: Ap 2, Xd Tén
Thanh Tdy-Huyén Ci Chi-Thanh pho Ho Chi Minh - Viét Nam)

i Hoat chét chinh - | Dangbao |Tubi| Tiéu | Quy eich & dan
STL Tén thube Ham lwgng ché thg |chuén déng gbi g ky
5 |Sam qui tinh M&i chai 300 ml Cao long 36 |[TCCS |Hop 1 chai GC-267-17
chira dich chiét tir thing 300ml (chai
cdc duoc [iéu: Nhin thiy tinh hoéc
sam 12g; Puong chai PET)

quy 12g; Thuc dia
35g; Ba kich 14g;
Hoang ky 10g; Bach
trujt 10g; Nguu tat
10g; Mbc qua 10g;
P38 trong 10g;
Hoang tinh 10g; Tuc
doan 10g;
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Thude ho tré em

Xuyén khung 10g
M&i chai 100ml
chira dich chiét tir
cac duge ligu: Hanh
nhén 14g; Cét cdnh
14g; Tang bach bl
14g; Bac ha 14g; TG
diép 14g; Bach bd
7,5g; Tien hd foals
Ti uyén 7,5g; Ty ba

diép 7,5¢

S {H6p 1 chai

100ml (chai
thnly tinh hodc
chai PET)

GC-268-17

6. Céng ty diing ky: (Co s& dit gia cong:) Cong ty cb phin dwge vt tr y té Nghé An (D/c: 68 -
Nguyén Sy Sdch - TP. Vinh - Tinh Nghé An - Vigt Nam)

6.1 Nha sdn xufit: (Co sé nhén gia cong:) Céng ty cb phin dwgc trung wong Mediplantex (P/c:
356 Duong Giai Phdng, Phuong Li¢t, Thanh Xuan, Ha Ngi - Viét Nam)

STT

Tén thudc

Hoat chét chinh -
Ham lwgng

Dang bao
ché

Tudi
tho

Tiéu
chuén

Quy céch
dong goi

S6 dang ky

Chorlatcyn

Hoat huyét kién nio

Cao mit lon khd
50mg; Toi khd
50mg; Cao dic
Actis6 (twong duong
1000mg Actisd)
125mg; Than hoat
tinh 25mg

Cao khé 14 Bach qua
(twong duong 12mg
flavonoid toan phén)
50mg; Cao dic ré
Binh ling (twong
duong 1,5 gam ré
Dinh ldng) 150mg

Vién nang
cing

L S ) S ———

Vién nén baol
phim

36
thang

36
thang

TCCS

TCCS

Hop4 vix 10
vién

Hop 5 vix 20
vién

GC-269-17

GC-270-17
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