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BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Djc lip - Ty do — Hanh phiic
sé: 453/Qb-QLD Ha Ngi, ngdy g thang 3 ndm 2019
s 4
rg . 10 | QUYLET PINH
2‘ "6‘ = il V& vige riit b diing ky luu hinh thude ra khoi danh myc céc thube
-‘_f amd g duge cfp gifly ding ky lvu hianh tai Vigt Nam
s E CUC TRUGNG CUC QUAN LY DUQC
[ aree SRS

» Céin cir Lufit Dugc ngay 06 thing 4 nim 2016;

2( % Cin cit Nghj.dinh 54/2017/ND-CP ngéy 08/05/2017 ciia Chinh phi Chinh
phut quy d;nl;,chl tlet mét s6 diéu vé bién phép thi hanh Ludt dugc;

f y/4 I/D Cin c& T_;Tgh; dinh, 50\155/2018/ND CP ngay 12/11/2018 cua Chinh phi sira

W d6i mot s6 fuy. .dihh lign quan dén diéu kién dAu tu kinh doanh thudc pham vi quin
1y nha nuoc‘fg'&'BmYet

Cin cir Nghx..dmA 75/2017/ND-CP ngéy 20/6/2017 caa Chinh phu quy
dinh chirc niing, nhiém wy, CIuyen han va co ciu td chirc cia BoY te

Cin cir Quyét dinh sb 7868/QD-BYT ngay 28/12/2018 cia B truéng B4 Y

té quy dinh chirc nang, nhiém vu, quyén han va co ciu td chirc cia Cuc Quén 1y
duoc thude Bo Y té;

Cén cir Thong tr s6 44/2014/TT-BYT ngay 25/11/2014 cia B§ Y té quy
dinh viéc ding ky thubc;

Cin cir don d& nghj rit sb dang ky luu hanh tai Viét Nam cta céc co s& ding
ky thubc;

Xét dé nghj ciia Truong phong Phong Ding ky thudc - Cuc Quan Iy Duge,
QUYET PINH:

Pidu 1, Rut. sb ding ky hru hanh cia cdc thudce c6 tén trong Danh myc céac

thudc dugce cap glay déng ky luu hinh tai Viét Nam theo danh muc ban hanh kém
theo Quyét dinh nay.

. L do: Co 56 diing ky thudc tw nguyén d& nghj sé déing ky Ivu hanh tai Viét
am.

Pitu 2. Co s dang ky thuoc nha sin xuit thube phai ¢é trach nhi€m theo
ddi va chju trdch nhiém vé chét Ivgng, an toan, hi¢u qua cia thudc trong qua trinh

Ivu hanh cho dén khi hét han ding ctia thude déi véi cic thube néu tai Pidu 1 va
dap ung céac quy dinh nhu sau:
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1. Thudc trong nuée duoc san xuit truée ngdy Quyét dinh niy 6 hiéu lyc.

2. Thube da nhép khéu vao Viét Nam hodc thubc nhap khau trong trucmg
hop dugc giao hing tai cang di ciia nudc xudt khiu truorc ngay Quyét dinh nay c6
higu lyc, co s& nhap khAu trinh vin tai don cia 16 thuoc dé thé hién hang hoa dugce

xuét tir cang di ciia nude xufit khdu trude ngdy Quyét dinh ndy c6 hidu luc @& dugc
théng quan.

3. Thubc san xuat trong nudce quy dinh tal khodn 1 va thudc nhép khéu quy
dinh tai khodn 2 Piéu ndy dugc phép lru hinh dén hét han ding cia thude.

Pitu 3. Quyét dinh ndy c6 hidu lyc ké tir ngdy ky ban hanh.

Didu 4. Glém ddc S& Y t8, chc co s& kinh doanh dugc va Gigm dbc co s cb
thudc néu tai Didu 1 chiu trdch nhiém thi hanh Quyét dinh nay./.

ngg "gq"; KT. CUC TRUONG
- \r pJieu r >

- TT. Trwong Qubc Cudmg (¢4 bic); PHO CUC TRUONG
- CT. Vii Tuén Cutmg gdé b/c); :

- Cyc Quin Y - B Qudc phong, Cuc Y té - B Céng an;

-CucY té Giao théng vén tai - B Giao thong van tai;

- Tong cyc Hai quan - B3 Tai chinh, Bio hiém Xa hdi Viét
Nam,;

- Vu Phap ché, Cuc Quin 1y Y, Duqc cd truyén, Cyc Quan Iy
KCB, Thanh tra B§, Vién KN thuéc TW, Vién KN thuéc TP.
HCM;

- Téng Céng ty Dugc Vigt Nam — Cong ty cb phén, Cic Céng
ty XNK Dugc pham,

- Céc Bénh vi¢n & Vién c6 giudng bénh trye thuéc BY;

- Website Cyc QLD, Tap chi Dugc & M7 phim-Cuc QLD;

- Luu: VT, Céc Phong thujc Cuc QLD, DKT(12).

Nguyén Tit Pat
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BQYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Djc 1ap - T do — Hanh phiic

DANH MYC
Céc thude rat s§ ding ky luu hinh ra khéi danh myc chic thube
duge cfip gifly diing ky luu hinh tl Vigt Nam
(Ban hanh kém theo Quyét dinh 56 15 § /0D-QLD ngay A9 thdngg nam 2019
ciia Cuc trieong Cuc Qudn Iy Duege)

1. Co s& diing ky thube: GlaxoSmithKline Pte Ltd (d/c: 150 Beach Road, # 21-00
Gateway West, Sing’vapore 189720, Singapore). )
1.1.Co s& sin xuit thubc: Cong ty cg phiin dugc phdm SaVi (d/c: Lo ?.01—02-03:1
KCN trong KCX Tdn Thugn, phwong Tan Thudn Péng, qudn 7, Ip. HCM, Viét Nam).

STT Tén thulc Hoat chit, Him lwrgng | Dang bio ché S6 afing ky

Domperidon (dudi dang Vién nén bao
Domperidon maleat)
10mg

1.2.Co s& sin xuét thube: GlaxoSmithKline (Tianjin) Co., Ltd (d/c:65 Fifth Avenue,
Teda Tianjin 300457, China).

Domperidone
GSK 10mg

1. VD-25067-16

phim

STT Tén thubc Hoat chét, Him lugng | Dang bio ché Sb diing ky

2. | Hepsera Adefovir dipivoxil 10mg Vién nén VN-19657-16

2. Co s& diing ky thubc: GlaxoSmithKline Pte Ltd (d/c: 23 Rochester Park, Singapore
139234, Singapore).

2.1.Co s& san xuit thudc: Glaxo Wellcome Production (d/c:Zone Industrielle No. 2
23, rue Lavoisier, 27000 Evreux, France); Co s& déng gbi thir clip, xuiit xwdng:
GlaxoSmithKline Australia Pty Ltd (dia chi: 1061 Mountain Highway, Boronia
Victoria 3155, Uc). |

STT Tén thude Hoat chit, Him lugng | Dang bo ché Sb ding ky
MOi lidu xit chia: ~
_,»= | Salmeterol (dudi dang Hon dich hit
Seretide Eyohaler | Salmeterol xinafoate qua dudng
. 25/125mcg .~ | micfonised) 25meg; ‘miéng (dang NARL00-12
= ¢, | Fluticason propionat phun swong)
{_ " - |(micronised) 125meg
e Ve Moi lieu xit chira:
- E',\\B“l f ,‘,ggxﬁetero{ (duéidang Hdn dich hit
eretide Evohaler=|"Salmeterol xinafoate dud
4 qua dudng
25/50mceg micronised) 25mcg; miéng (dang VN-19168-15
Fluticason propionat ‘phun suong) ‘
(micronised) 50mcg

o b
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P
1t chira;
3 Seretide Evohaler Salmetero] (dudi dang Hoén dich hit ﬁ |
" | 25/250meg Salmeterol xinafoate qua dudn
Micronised) 25meg: miéng (d afg VN-19167-15
Fhftxcason propionat phun suong)
(micronised) 250mg
3. Co sé& dﬁng Ky thudc:

KCN Bién Hoa II, Phuong
3.1.Co s& sin xufit thube:

Cong ty Cd
An Binh, thanh phé

phﬁn‘Du'Q'c phiim OPV (d/c: S4 27, Puong 34,
Bién Hoa, tinh Déng Nai, Vi¢t Nam).

SO sdr Cong ty Cd phiin Dugc phim OPV (@/e: S8 27, Puong 34
KCN Bién Hoa II, Phuong An Binh, thank phé Bién Hoa, tinh Déng Nai, Vié; Nam).g ,

STT Tén thubc Hoat chiit, Him lugng | Dang bio ché S6 ding ky
6. | Korofest 180 Fexofenadin hydroclorid | Vién nén bao
180mg ohim VD-25750-16
7. | Fenidofex 120 Fexofenadin hydroclorid | Vién n:én bao VD-25747-16
120mg phim
8. | Korofest 120 Fexofenadin hydroclorid | Vién nfén bao VD-20458-14
120mg phim
9. | Opefexof120 Fexofenadin hydroclorid | Vién n:én bao VD-22968-15
120mg phim
£ ' Fexofenadin hydroclorid | Vién nén bao
10. | Tinifast 180 180mg iz VD-20799-14
11. | Tinifast 120 Trooponadin hydroclorid | Vienpenbee | vD-23638-L5
12. | Fenidofex 180 | jenoenadinbydrociond | VI TE0 840 | vp.ogoga-17

4. Co s& ding ky thube: Allergan Singapore Pte., Ltd. (d/c: 8 Marina Boulevard #
05-02, Marina Bay Financial Centre, Singapore).

4.1, Co s& san xuit thubc: Allergan Sales, LLC (@/c: Waco, TX 76712, USA).

STT Tén thudc Hoat chit, Him lwgng | Dang bao ché S6 dang ky
Carboxymethylcellulose | Dung dich nho i :
13. | Refresh Plus natri 0,5%w/v it VN-18983-15
Daul myc gom 02 trang 13 thuéc./ﬂjﬁ/’

KT. CUC TRUONG
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UBND TINH LAO caj
SOY TE

S6: 12/SYT-SL

Noi nhin;

- VP HDND&UBND céc huy¢n, thanh phé;
- Céc DN kinh doanh dugc trén dja ban tinh;
- B¢nh vién da khoa Hung Thinh;

- Céc dom vj trye thudc;

- Thanh tra S¢' Y t4;

- Trang TTDT S§ Y t4;

- Luu; VT, NVD.;;,

SAO LUC
Lao Cai, ngay 22 thang 03 ném 2019 Y
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Pham Hong Thanh
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