BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc 1ap - Tw do - Hanh phiic
Sb: 243./QP-QLD Ha Noi, ngay &4 thdng O ndm 2017
QUYET PINH

V& viéc ban hanh danh muc 07 thube sin xuét trong nwdc
(thube c6 hoat chit, phdi hep hoat chét lin ddu déng ky tai Viét Nam - sb dang
ky ¢6 higu lire 02 niim) dwgre cép s6 ding ky lwu hanh tai Vigt Nam- Dot 158

CUC TRUGNG CUC QUAN LY DUQC

C#n ¢t Luét Dugc ngay 06 thang 4 ndm 2016;

C#n ctt Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cua Chinh phu quy dinh
chirc néing, nhi€m vy, quyén han va co céu t8 chirc ciia BO Y té;

Ciin ot Quyét dinh sb 3861/QD-BYT ngay 30/9/2013 ctia B¢ truong BO Y
té v& viéc quy dinh chirc ndng, nhiém vy, quyén han va co chu td chirc cua Cuc
Quan Iy Dugc thude B6 Y té;

Ciin ctr Thong tu sb 44/2014/TT-BYT ngdy 25/11/2014 ctia B Y t€ qui dinh
viéc ding ky thude,

Ciin it ¥ kién ciia Hoi ddng tu vén cép sb ding ky luu hanh thude B§ Y té;

Xét d& nghi ctia Phong Ping ky thude- Cuc Quan Iy Dugc;

QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh nay danh myc 07 thubc san xudt trong
nude (thude ¢ hoat chat, phdi hop hoat chit 1an déu ding ky tai Viét Nam - sé ding
ky ¢6 hiéu lyc 02 ndm) duge cép s§ ding ky luu hanh tai Viét Nam - Dot 158,

Pidu 2. Cong ty san xudt va cdng ty ding ky co thudc luu hanh phéi in sb
ding ky dugc Bo Y té cép 1én nhin thube va phai chép hanh ding cde quy dinh c6
lién quan tdi san xuit va luu hanh thube. S6 dang ky ¢6 ky higu QLDB-...-17 ¢ gid
tri 02 n¥m k& tir ngdy ky Quyét dinh.

Pidu 3. Trong qua trinh luu hanh, nha san xuét phai két hop véi céc co s
didu tri dé thuc hién theo ding cdc quy dinh hi¢n hanh vé thudc ké don va theo doi
an toan, hiéu qué, tdc dyng khéng mong mubn cta thude trén ngudi Viét Nam. Cong
ty ding ky c6 trach nhiém tdng hop céc béo céo cla céc don vi trén vé Cuc Quén ly
Duoe theo diing quy dinh hién hanh mbi 06 théng mot lan,

Didu 4. Quyét dinh nay co higu lyc ké tir ngay ky ban hanh.




Pidu 5. Giam dbc S& Y té cac tinh, thanh phd tryc thude trung wong va gidm
dbc cong ty san xudt va cong ty dang ky c6 thude tai Diéu 1 chju trach nhiém thi
hanh Quyét dinh nay./.

Noi nhiin: PHU TRACH QUAXN LY,
- Nhu Diéu 5; - iy BIEU HANH ¢UC

- BT. Nguyén Thj K1m Tién (dé ble);

- Cuc Quan ¥ Bo Quoc phong, Cyc Y té - Bo CA;

- Cuc Y té giao thong véan tai- B GTVT;

- Tong Cuc Hai Quan- B§ Tai Chinh;

- B4o hiém xa héi Viét Nam;

-Vu Phép ché, Cuc Quén ly Kham, chita bénh - B§ Y té;
traBoY te

- Vu;n KN thudc TU va VKN thuc TP. HCM Thit truéng B§ Y té
- Téng Céng ty Dugc VN; )

- Céc bénh vién, Vién c6 givdng bénh tryc thuoc BYT;

- Website ctia Cuc QLD, Tap chi Dugec M¥ pham —Cuc QLD;

- Luu: VT, KDD, BKT (15b).




BOY TR CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phiic

DANH MUC 07 THUOC SAN XUAT TRONG NUGC DUQC CAP SO DANG KY HIEU LUC 02 NAM
(THUOC CO HOAT CHAT, PHOI HOP HOAT CHAT LAN DAU DANG KY TAI VIET NAM)

POT 158

Ban hanh kém theo quyét dinh s6: .4</QP-QLD, ngdy . Adet..b..d 20T

1. Cong ty ding ky: Cong ty cb phén duge phim Ha Tay (B/c: 104 - Quang Trung - Ha Dong -

Ha Néi - Viét Nam)

1.1 Nha san xuft: Cong ty ¢b phan duge phim Ha Tay (D/e: T6 dén phé s6 4 - La Khé - Ha
Péng - Tp. Ha N§i - Viét Nam)

R
Tuoi

xuit tir cdc duge
liéu: Di€p ha chéu
1g; Chua ngut 0,5g;

Céd nho ndi 1g

w3 Hoat chét chinh - | Dang bio Tiéu Quy cich S& ding ky
Bk eartheage Ham lugng ché th |chuéin| déng gbi v G
1 |Bd gan tiéu déc LivDHT M3i 5 ml cao ldng  [Cao ldng 24 |TCCS [Hop 20 bng x 5 | QLDB-602-17
chira cdc chit chiét théng ml

2. Céng ty diing ky: Cong ty c6 phan dugc-vit twy t& Thanh Ho4 (P/e: 232 Trdn Phil, Thanh
Hod - Viét Nam)

2.1 Nha san xufit: Cong ty ¢ phin dwge-vit tu'y té€ Thanh Ho4 (D/c: Sé 4 Puong Quang Trung
- TP. Thanh Hod - Viét Nam)

STT

Tén thube

Hoat chét chinh -
Ham lwong

Dang bao
ché

Tubi
tho

Tiéu
A
chuan

Quy cach
dong goi

S6 ding ky

Livgan Inj 10 ml

Livgan Inj 20 ml

M&i 6ng 10ml chira:
Glycyrrhizin (dudi
dang
Monoammonium
glycyrrhizat
26,5mg) 20mg;
Glycin 200mg;
L-Cystein HCI (dudi
dang L-Cystein
hydrochlorid
monohydrat
11,15mg) 10mg

Dung dich
tiém

Dung dich

36
thang

36

TCCS

TCCS

Hop 5 dng x
10ml, h¢p 10
éng x 10ml

Hop 10 dng x

QLPB-603-17

QLDB-604-17

Trang 1



cha: Glycyrrhizin -~ [tiém théng 20ml, hop 20
(dudi dang dng x 20ml
monoammonium
glycyrrhizat
53,0mg) 40mg;
Glycin 400mg;
L-Cystein HCI (dudi
dang L-Cystein
hydrochlorid
monohydrat
22,28mg) 20mg
"4 |LivganTnjsml |M&iéng 5mlchia: |Dungdich | 36 |TCCS [Hop 106ngx | QLDB-605-17
Glycyrrhizin (duéi  [tiém thang 5ml, hp 20
dang éng x Sml
monoammonium
glycyrrhizat
13,25mg) 10mg;
Glycin 100mg;
L-Cystein HCI (duéi
dang L-Cystein
hydrochlorid
monohydrat
5,57mg) Smg
3, Céng ty ding ky: Cong ty TNHH Dwoc pham Dat Vi Phit (D/c: L6 M74, Puong D17, KCN
My Phuce 1, phuong Théi Hoa, thi xd Bén Cdt, tinh Binh Dirong - Viét Nam)
3.1 Nha san xuét: Cong ty TNHH Dwge phdm Pat Vi Pha (D/c: Lé M7A, Puong D17, KCN My
Phuée 1, phuong Théi Hoa, thi xa@ Bén Cdt, tinh Binh Dicong - Viét Nam)
A X Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach S& diing ky
ek Tigm, {fate Ham lugng ché tho |chuén| d6ng géi ARG ST
5 |Halcort-6 Deflazacort 6mg Vién nén 36 |TCCS [Hop3vix 10 | QLPB-606-17
B I B __[théng vién _
4, Cong ty ding ky: Cong ty TNHH Reliv pharma (D/c: S6 22H1, Puong s6 40, Khu dén cu Tén
Quy Déng, Phuong Tdn Phong, Qudn 7, Tp. HCM - Viét Nam)
4.1 Nha sin xuit: Cﬁng ty ¢6 phin dwgc phim Trung wong 2 (B/c: Lé 27 Khu céng nghiép
Quang Minh, thi trdn Quang Minh, huyén Mé Linh, Tp. Ha Ngi - Viét Nam)
n P Hoat chit chinh - | Dang bao Tudi| Tiéu | Quy cach S& ding ky
e Tén thube Ham lwgng ché tho |chufin dong goi SN
6 [Vocanz 40 Febuxostat 40 mg | Vién nén bao| 24 [TCCS |Hop 1 vix 10 | QLDB-607-17
phim thang vién

Trang 2




Vocanz 80

Febuxostat 80 mg

Vién nén bao
phim

TCCS

Hopl vix 10
vién

QLDB-608-17

Trang 3

Truong Qudc Cwdng
Thit truéng B§ Y té







