BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lip - Tu do - Hanh phic
S6: 233./QP-QLD Ha Noi, ngay A thdng 6 nim 2017
QUYET DINH

Ve v1ec ban hanh danh myc 07 thuoc sin xuéit trong nwée
(thubc co hoat chét, phbi hgp hoat chit lin d4u dang ky tai Viét Nam - 50 dang
ky c6 hi¢u Irc 02 niim) dwge cip s6 diing ky luu hianh tai Viét Nam- Dot 158

CUC TRUOGNG CUC QUAN LY DUQC

Can ¢t Luit Dugc ngay 06 thang 4 ndm 2016;

C#n cir Nghi dinh sb 63/2012/ND-CP ngay 31/8/2012 ctia Chinh phi quy dinh
chizc ning, nhiém vy, quyén han va co cAu td chire ciia Bd Y t;

Cin ¢ Quyét dinh sé 3861/QD-BYT ngdy 30/9/2013 cha B§ truimg B Y
t& v& viéc quy dinh chirc ning, nhiém vy, quyén han va co cu td chic cia Cuc
Quan Iy Dugc thugc By Y té;

Can ctr Thdng tu s8 44/2014/TT-BYT ngay 25/11/2014 cia B Y t€ qui dinh
viéc ding ky thudc,

Ciin ctr ¥ kién cita Hoi ddng tu vén cfp sé ding ky luu hinh thube B Y té;

Xét @ nghi clia Phong Ding ky thube- Cuc Quén 1y Dugc;

QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh nay danh muc 07 thudc san xuét trong
nuée (thube ¢6 hoat chét, phéi hop hoat chit 1An ddu ding ky tai Vit Nam - sb ding
k¥ c6 hiéu luc 02 ndm) duge cép s6 ding ky luu hanh tai Viét Nam - Dot 158,

Pidu 2. Céng ty san xuét va cdng ty dang k¥ c6 thubc luu hanh phai in sb
ding ky duge Bo Y té cip 1én nhan thubc va phai chdp hanh ding cdc quy dinh c6
lién quan t6i san xuét va luu hanh thube. S& dng ky ¢ ky hiéu QLPB-...-17 c6 gié
tri 02 nam ké tir ngay ky Quyét dinh.

Pidu 3. Trong qué trinh hmu hanh, nha san xuét phai két hop véi cac co s&
didu tri dé thue hién theo dung cac quy dinh hién hanh v& thudc ké don va theo ddi
an toan, hiéu qua, tic dung khéng mong muon cta thudc trén ngudi Viét Nam. Cong
ty ding ky ¢6 tréch nhiém tdng hop céc bdo co clia céc don vi trén vé Cuc Quan ly
Dugc theo dting quy dinh hién hanh m3i 06 thing mét lén.

Pitu 4. Quyét dinh nay co hiéu luc k& tir ngdy ky ban hanh.



Pidu 5. Giam dbc S& Y té céc tinh, thanh phd tryc thude trung vong va giam
dbc cong ty san xuét va cong ty ding ky c6 thudc tai Didu 1 chiu trich nhidm thi
hanh Quyét dinh nay./.

Noi nhin:
- Nhu Diéu 5;
- BT. Nguyén Thi Kim Tién (dé b/c);
- Cyc Quén y - B& Quéc phéng, Cuc Y t - B§ CA;
- Cyc Y té giao thong vin tai- B6 GTVT;
- Tong Cyc Hai Quan- BS Tai Chink; ~~
- Béo hiém x& hoi Viét Nam; -
- Vu Phép ché, Cyc Quén Iy Kham, chita bénh - B§ Y t&; ¥
traB3 Y té; ,
- Vién KN thudc TU va VKN thudc TP.HCM;
- Téng Cong ty Duge VN;
- Céc bénh vién, Vién ¢b givdng bénh tryc thuge BYT;
- Website ciia Cyc QLD, Tap chi Duge M¥ phém - Cuc QLD;
- Lun: VT, KDD, DKT (15b).




BO Y TE CONG HOA XA HOI CHU NGHIA VIRT NAM
CUC QUAN LY DUQC Dic 1ap - Ty do - Hanh phic

DANH MUC 07 THUOC SAN XUAT TRONG NUGC PUQC CAP SO PANG KY HIEU LUC 02 NAM
(FHUOC CO HOAT CHAT, PHOI HOP HOAT CHAT LAN PAU DANG KY TAI VIET NAM)
POT 158

Ban hanh kém theo quyét dinh sd: .{ﬁqszD-QLD, ngdy . et 8.1 20T
1. Céng ty diing ky: Cong ty c6 phin dwge phdm Ha Tay (Pre: 104 - Quang Trung - Ha Déng -
Ha Néi - Viét Nam)

1.1 Nha sin xuét: Cong ty ci phidn dwoc phdm Ha Tay (D/c: Té dan phé s6 4 - La Khé - Ha
Déng - Tp. Ha Nji - Viét Nam)

. Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy céch
STT Tén thuoc Him lrong ché | the [chuln| dmggsi | SO eV
1 {Bb gan tiéu dgc LivDHT |[M8i 5 ml cao Iéng  |Cao 1dng 24 |TCCS [H4p 20 éngx 5| QLDB-602-17
chira cdc chit chiét thing ml
xudt tir céc duoe

ligu: Diép ha chéu
1g; Chua ngit 0,5g;
Cd nho ndi 1g

2. Cong ty ding ky: Céng ty cb phin dwge-vit try té Thanh Hod (B/c: 232 Trdn Phil, Thanh
Hod - Vigt Nam)

2.1 Nha sén xudt: Cong ty ¢6 phan dwgc-vit tir y té Thanh Hoé (B/c: S8 4 Pudng Quang Trung
- TP. Thanh Hod - Viét Nam)

. Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch
L Tén thube Ham hrong ché tho |chudn| déng géi

2 |Livgan Inj 10 ml M&i 8ng 10ml chia: |Dung dich | 36 |TCCS |Hop56ngx | QLPB-603-17
IGlycyrrhizin (dudi  [tiém théng 10mi, hép 10
dang éng x 10ml
Monoammonium
glycyrrhizat
26,5mg) 20mg;
Glycin 200mg;
L-Cystein HCI (dudi
dang L-Cystein
hydrochlorid
monohydrat
11,I5mg) 10mg

S6 ding ky

3 |Livgan Inj 20 mi M&i &ng 20ml Dungdich | 36 |TCCS |Hop 10 8ngx | QLDB-604-17

Trang 1



Livgan Inj 5 ml

—

chita: Glycyrrhizin
(dudi dang
monoammonium
glycyrrhizat
53,0mg) 40mg;
Glycin 400mg;
L-Cystein HCI (dudi
dang L-Cystein
hydrochlorid
monohydrat
22,28mg) 20mg

M3i éng Sml chita:
Glyeyrrhizin (dudi
dang
monoammonium
glycyrrhizat
13,25mg) 10mg;
Glycin 100mg;
L-Cystein HCI (dudi
dang L-Cystein
hydrochlorid
|monohydrat
5,57mg) Smg

tiém

“|Dung dich
tiém

36

thing

thdng

TCCS

20ml, hp 20
8ng x 20ml

Hop 10 ong x
Sml, hop 20
dng x Sml

QLDB-605-17 |

3. Cong ty diing ky: Cong ty TNHH Dll’Q‘c phéim Pat Vi Pha (B/e: L6 M74, Pudng D17, KCN
My Phude 1, phwong Thoi Hoa, thi xd Bén Cdt, tinh Binh Duong - Viét Nam)

3.1 Nha sin xuét: Cong ty TNHH Duge phim Pat Vi Phi (B/c: L6 M74, Pudng D17, KCN My
Phudc 1, phuomg Théi Hoa, thi xd Bén Cat, tinh Binh Duong - Vigt Nam)

X Hoat chit chinh - | Dang bao Tudi| Tién Quy cich a "
s Tén thwoe Ham lwyng ché | tho |chudn| doéng goi S0 ding I
5 |Halcort-6 Deflazacort 6mg Vién nén 36 [TCCS |[Hop3vix 10 QLBB-606-17
' ~ |théng] vién

4. Cong ty ding ky: Cong ty TNHH Reliv pharma (D/c: S6 22H1, Pudong $6 40, Khu dén cu Tdn
Quy Déng, Phuong Tén Phong, Qudn 7, Tp. HCM - Viét Nam)

4.1 Nha san xufit: Cong ty cb phin dwoc phdm Trung wong 2 (D/c: L6 27 Khu cdng nghiép
Quang Minh, thi trdn Quang Minh, huyén Mé Linh, Tp. Ha N§i - Viét Nam)

. Hoat chit chinh - | Dang bao |Tudi| Titu | Quy cich
STT Tén thue Ham lugng ché tho [chuén| déng géi 5 dhog ky
6 |Vocanz 40 Febuxostat 40 mg  [Vién nén bao| 24 |TCCS |[Hop 1vix 10 | QLDB-607-17
phim thang vién

Trang 2




Vocanz 80 Febuxostat 80 mg |Viénnén bao] 24 {TCCS [Hépl vix 10 | QLPB-608-17
phim thing vién

Thir trwémg B§ Y té

Trang 3
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