BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc lap - Tw do - Hanh phiic
86: 70% /QP-QLD Ha N¢i, ngay = ¢ thdng i~ ndm 2018
QUYET PINH

Vé viéc ban hanh danh muc 03 thubc san xuit gia cong trong nwdéc
dwoge cap s6 dang Ky lwu hanh tai Viét Nam — Dot 163

CUC TRUGNG CUC QUAN LY DUGQC

Cén ctr Luat Dugc ngay 06 thang 4 ndm 2016;

Cén ctir Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh pht quy
dinh chirc ning, nhiém vy, quyén han va co cdu té chitc clia Bo Y té;

Cin ctr Quyét dinh sb 3861/QD- BYT ngay 30/9/2013 ctia BY truong BO Y té
quy dinh chirc ning, nhi¢m vy, quyén han va co cdu tb chirc cia Cuc Quan ly
Duogc thude B Y té;

Céan cr Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cia B6 Y té quy dinh
viéc dang ky thubc;

Can ctr Thong tu s6 23/2013/TT-BYT ngdy 13/8/2013 cia B6 Y té huéng din
hoat dong gia cong thudc;

Can cir y kién cta Hoéi déng tu van cép gidy dang ky Iuu hanh thudc, nguyén
lidu 1am thubc - BO Y té;

Xét dé nghi cua Truéng phong Péang ky thubc - Cuc Quan Iy Duoc,

QUYET DINH:

Piéu 1. ‘Ban hanh kém theo Quyét dinh ndy danh myc 03 thude san xuit gia
cong dugce cap s dang ky luu hanh tai Vit Nam — Dot 163.

Piéu 2. Cong ty san Xuét va cong ty dang ky c6 thudc lwu hanh phai in sb
dang ky dugc B6 Y te cap 1én nhan thubc va phai chap hanh ding céc quy dinh ¢6
lién quan téi san xuit va luu hanh thubc. Cac sé dang ky co6 ky hiéu GC-...-18 cé
gia tri 05 nam k& tir ngay ky Quyét dinh.

Piéu 3. Quyét dinh nay co hiéu lyuc ké tir ngay ky ban hanh.

Diéu 4. Giam dbc S¢ Y té céc tinh, thanh phd truc thude trung wong va giam
ddc don vi ¢6 thudc tai Piéu Ichiju trdch nhiém thi hanh Quyet dinh nay.

Noi nhin: - CUC TRUONG
- Nhur Piéu 4; s
- BT. Nguyén Thi Kim Tién (dé b/c);
- TT. Truong Quée Cudng (dé b/c);
- Cuc Quén e B Quéc phong, Cuc Y té - Bd CA,;
-CucY té giao théng vén tai- B6 GTVT;
- Téng Cuc Hai Quan- B Tai Chinh;
- Bao hiém xa hdi Viét Nam; >
- Vu Phap ché, Cuc Quan ly Y Duge cd truyen Cuc Quan ly
Kham, chita bénh - B6 Y té; Thanh tra Bo Y té;
- Vién KN thude TU va VKN thude TP.HCM;
- Téng Céng ty Duge VN - CTCP;
- Cac bénh vién, Vién c6 givong bénh truc thuée BYT;
- Website ctia Cuc QLD, Tap chi Duoc M§ phdm — Cuc QLD;
- Luu: VT, KDD, DKT (15b).

i Tudn Cudng




CUC QUAN LY DUQC

BOYTE

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

DANH MUC 03 THUOC SAN XUAT GIA CONG TRONG NUGC PUGC CAP SO PANG KY HIEU
LUC 5 NAM - BOT 163

Ban hanh kém theo quyét dinh sb:~

2.JQD-QLD, ngdy [5./ A% .

1. Cong ty ding ky: (Co s& dit gia cong) Cong ty CPDP Dugc phdm Pat Vi Phi (B/e: Lé M74,

dwong D17, KCN My Phudrc 1, P. Théi Hoa, TX Bén Cdt, tinh Binh Duong - Viét Nam)

1.1 Nha san xuét: (Co sé nhén gia cong): Congty c6 phan dwge phidm Me Di Sun (D/c: 521
khu phé An loi, Phuong Hoa Loi, Thi xd Bén Cdt, tinh Binh Duong - Viét Nam)

x £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach . .
: s X Sod
T Ten e Ham lwong ché tho |chuan| dong goi 0 diing ky
1 |Ginkfa Cao khd 14 bach qua | Vién nang 36 |TCCS |Hop 6 vi GC-308-18
40 mg meém thang (PVC-nh6m) x
10 vién

2. Cong ty ding ky: (Co s& dit gia cong): Co s& SX thubc YHCT Thé thao (D/c: 69 Tran Phii,
P. Lam Son, Tp. Thanh Hod, Tinh Thanh Hod - Viét Nam)

2.1 Nha san xuit: (Co s& nhén gia céng): Nha may sin xuiét thuoc dong dugc - Cong ty )
phin dugc - Vit tey té Thanh Héa (P/c: Lé 4-5-6, KCN Tay Bdc Ga, phwong Déng Tho, Tp.

Thanh Héa - Viét Nam)

0,15g; Nhén sdm
0,75g; Hoang ky
0,7g; Puong quy
0,6g; Bach truat
0,4g; Thuc dia 0,7g;
Tran bi 0,1g; Qué
nhuc 0,15g; Cao dédc
hdn hop cic duge
liéu (tuong duong
v&i 2,35g hdn hop
dugc ligu: Toa
dwong 0,6g; Db
trong 0,5g; Son thu
0,6g; Pai tdo

i " £ Hoat chit chinh - | Dang bao Tudi| Titu Quy cach S6 di ;

ke Len thate Ham luwgng ché tho |chuidn| dong géi 0 diing ky

2 |Hoan sinh luc M3di 6g hoan cimg | Vién hoan 24 |TCCS [Hop 15 taix 6g| GC-309-18
chtra: Loc nhung cung thang

Trang 1




0,5g; Cam thao

f1og) 550, g

3. Cong ty dang ky: (Co s¢ dat gia cong): Cong ty Medochemie Ltd (D/c: 1-10

Constantinoupoleos street, 3011 Limassol - Céng hoa Sip)

.

3.1 Nha san xur’fn;: (Co s6 nhin gia cong): Cong ty TNHH Medochemie (Vién Pong) (P/c: 40
VSIP II duong s6 6, KCN Viét Nam - :S’ingapore II, Khu lién hop Céng nghiép - dich vu - do thi
Binh Duong, P. Hoa Phu, TP.Thit Dau Mgt, Binh Duong - Viét Nam)

" £ Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach X e .
4L Dot thoe Ham lwgng ché tho [chudn| déng goi Seiing oy
3 |Basicillin 100mg Doxycyclin (dudi | Vién nang 24 [TCCS [Hop 10vix 10 GC-310-18
dang Doxycyclin cing (xanh |thdng vién
hyclat) 100mg 14 cdy
dam-xanh da
troi)

Trang 2





