BO YTE CONG HOA XA HQI CHU NGHIA VIET NAM

CYC QUAN LY DUQC Poc lip - Tu do - Hanh phiic
$é: 44 /QP-QLD Ha Néi, ngay 06 thdng 03 ndm 2017
QUYET DINH

Ve vxéc ban hanh danh myc 03 thudc san xudt trong nuwée
(thude c6 hoat chit, phoi hop hoat chat lan diu ding ky tai Vigt Nam - s6 dang
ky ¢6 hi¢u Iwe 02 nam) dwgc cap sb ding ky luu hanh tai Viét Nam- Dot 157

CUC TRUONG CUC QUAN LY DUQC

Can cir Luéat Dugc ngay 06 thang 4 ndm 2016;

C#n cit Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 ctia Chinh phu quy dinh
chitc ning, nhiém vu, quyén han va co cdu t6 chirc cia B§ Y t&;

Cin cr Quyét dinh sé 3861/QD-BYT ngay 30/9/2013 ctia B) truong Bo Y
t& v& viéc quy dinh chirc ning, nhiém vu, quyén han va co céu t6 chirc cia Cuc
Quan ly Dugc thude B§ Y té;

Cin ctr Thong tu sb 44/2014/TT-BYT ngay 25/11/2014 ciia Bo Y té qui dinh
viéc déng ky thuée,

Cin ot ¥ kién cta Hoi ddng tu vén cip sb dang ky luu hanh thudc B Y té;

Xét @& nghj cua Phong Ping ky thudc- Cuc Quan ly Dugc;

QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh ndy danh muc 03 thubc san xuét trong
nuée (thubc c6 hoat chit, phéi hop hoat chét 14n diu ding ky tai Viét Nam - sd ding
ky c6 hiéu lyc 02 nim) dugc cdp sb ding ky hru hanh tai Viét Nam - Dot 157.

Diéu 2. Cong ty san xuit va cdng ty ding ky c6 thudc hru hanh phai in sb
dang ky duoc Bo Y té cép 1én nhin thudc va phai chip hanh dung céc quy ché c6
lién quan téi san xuét va hru hanh thude. S6 ding ky c6 ky hiéu QLDB-...-17 c6 gié
tri 02 nim ké tir ngay ky Quyét dinh.

Diéu 3. Trong qué trinh lvu hanh, nha san xudt phai két hop véi cic co s&
didu tri @8 thuc hién theo dung cac quy dinh hién hanh vé thudc ké don va theo doi
hiéu luc, 6 an toan, téc dung khéng mong mudn ciia thubc trén ngudi Viét Nam.
Céng ty ding k¥ c¢6 trach nhiém tdng hop cac bdo céo cla cic don vi trén vé Cuc
Quén 1y Duoc theo dng quy dinh hién hanh mdi 06 thang mét 14n.

Pidu 4. Quyét dinh ndy c6 hiéu luc ké tir ngdy ky ban hanh.
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Didu 5. Gidm déc S& Y té céc tinh, thanh phé trye thudc trung vong vi gidm
dbc cong ty san xuét va céng ty ding ky c6 thudc tai Bleu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhin:
- Nhu Diéu 5;
- BT. Nguyén Thij Kim Tién (dé b/c);
- TT. Truong Qubc Cudmg (88 blc);
-CycQuény- - B8 Quéc phong, Cuc Y té - B4 CA;
-Cuthegmcthongvanlﬁx-Bo GTVT;
-TongCucHé: Quan- Bj Tai Chinh;
- B2o hiém x4 héi Viét Nam;
- Vu Phép ché, Cuc Quin 1y Khém, chira bénh - By Y té; Thanh
traB Y té;

-V:enKNthuocTUvaVKNthuécTPHCM PHO CUC TRUGNG
- Téng Céng ty Duoc VN; ~
- Céo bénh vién, Vién cé gitrdng bénh trye thude BYT; L/Ic@g,én Cit Dod

- Website ciia Cyc QLD, Tap chi Duge M§ pham — Cyc QLD;
- Luyu: VT, KDD, DKT (15b).
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CUC QUAN LY DUQC

BO Y TE

CONG HOA XA HQI CHU NGHIA VIET NAM
Dgc lap - Ty do - Hanh phic

DANH Mgc 03 THUOC SAN XUAT TRONG NUGC PUGC CAP SO DANG KY HIEU LUC 02 NAM
(THUOC CO HOAT CHAT, PHOI HQP HOAT CHAT LAN PAU PANG KY TAI VIET NAM)
POQT 157

Ban hanh kém theo quyét dinh sé: 4F./QD-QLD, ngay 4./ (.04 T

1. Céng ty diing ky: Cong ty ¢b phin dwge phdm VCP (B/e: xa Thanh Xudn- Séc Son- Ha Néi -

Viét Nam)
1.1 Nha sin xuit: Cong ty cb phin dwoe phdm VCP (B/e: x& Thanh Xudn- Séc Son- Ha Noi -
Viét Nam)
o Hogt chét chinh - | Dang bao |Tudi| Titu [ Quycach ,
ol Tén thue Ham lwgng ché tho [chufn| d6ng goi 86 diing ky
1 |Cefminox Cefminox (duéi  |Thudcbdt | 24 |TCCS (Hop 11o,hdp | QLPB-585-17
dang Cefminox natri \pha tiém théng 10 lo.
hydrat) 1g

2. Cong ty ding ky: Cong ty cd phin SPM (P/e: L6 51- Puong sé 2- KCN Tén Tao- P. Tén Tao

A, Q. Binh Tan- TP. HCM - Viét Nam)

2.1 Nha sdn xuéit: Cong ty cb phin SPM (B/c: L6 51- Puong sé 2- KCN Tén Tao- P. Tén Tao A,

Q. Binh Tan- TP. HCM - Viét Nam)
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" Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cdch -
STX Thu thinie Ham lrong ché | tho chuln| dénggei | SO 020e kS

2 |Diclotec Diclofenac natri ~ |Vién nén bao| 36 |TCCS [Hop3vix 10 | QLDB-586-17

50mg; Misoprostol |phim thang| vién

{(tuong duong

Misoprostol 1%

dispersion 20mg)

200mceg

3. Cong ty déing ky: Cong ty TNHH Dirge pl:gim Usapha (D/c; Duong TS 11, Khu céng nghiép
Tién Son, x@ Hoan Son, huyén Tién Du, tinh Bac Ninh - Viét Nem)

3.1 Nha sin xuét: Cong ty TNHB Duwgc phim Usapha (B/c: Dudng TS 11, Khu cong nghiép
Tién Son, xa Hoan Son, huyén Tién Du, tinh Bac Ninh - Viét Nam)

% Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céach ;
STT Tén thude Ham lhwong ché tho |chudn| dong goi $6 diing ky
3 (Livganic Cao kho Ca gai leo |Vién nén 36 {TCCS |Hop 3 vi, 10vi | QLDB-587-17

Trang 1



(twong duong
3,125g Ca gai leo)
250mg; Cao khé
Mét nhén (tuong
duong 4,25g Mt
nhin) 250mg

|bao phim

thang x 12 vién. Lo
|60 vién, 100
" |vién

Trang 2

PHO CUC TRUGNG

J@“ﬁ% Git .@@f
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