BOY IE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pée lip — Ty do — Hanh phic
86: ¢ 54/QD-QLD He Noi, ngay 4q thang :  ndm 2019
QUYET PINH
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CUC TRUGNG CUC QUAN LY DUOC
Can cif Ludt Duge ngay 06 théang 4 ndm 2016;

Can cir Nghy dinh 54/2017/ND-CP ngay 08/05/2017 cia Chinh phu Chinh

phil quy dink, chi tié1 m&t s6 diéu vE bién phép thi hanh Ludt deoc:
~ Can ¢l Nghj dinh 56 155/2018/ND-CP ngay 12/11/2018 cia Chinh plui sua

ddi mit so yuy dinh lién quan dén dicu kién ddu tr kinh doanh thude pham vi quan
¥ nh nuﬁcf@;‘mwé;

Cin efr Nghi.dirlh s& 752017/ND-CP ngay 20/6/2017 cia Chinh phi quy
dinh chirc ndng, nhiém vy, quyén han v co cu 16 chire cia B§ Y té:

Can el Quyét dinh s6 T86%/QD-BYT ngdy 28/12/2018 cita BO trwong B6 Y

i quy dinh chic ning, nhiém vy, quyén han va co ciu t6 chite ciia Cuc Quén |y
duge thude B Y 1&;

Can o Thing 56 44/2014/TT-BYT ngay 25/11/72014 cia BY Y é quy
dinh vige ding ky thuac;

Ciin ot don dé nghi rit 50 ding ky luw hinh tai Viét Nam cia cde co si dang
ky thude;
Xét 4é nyhj coa Truimg phing Phong Béng k¢ thude - Cue Quan ly Dy,
QUYET PINH:

_ Dieu 1, Rir 56 dang ky luu hanh cia cée thube cé tén trong Danh muc céc
thudc duge cip gily ding k¥ lwu hanh tai Viét Nam theo danh myc ban hinh kém
theo Quyét dinh nay.

Ly do: Cur s diing ky thube tr nguyén dé nghi s6 dang lof luu hinb i Viet
Nam.

Dita 2. Co so dang ky thudc, nha sdn xuét thudc phai co trich niiém theo
d6i va chju trach nhigém v¢ chét lugmg, an todn, higu qua coa thude trong qué rink
luu hinh cho dén khi hét hgn ding con thude déi vad cde thude néu tai Dide 1 vil
dip ng cae quy dinh nhir sau:



1. Thubic trong mudre duge san xudt trudc ngdy Quyet dinh ndy cd hifu lye,

2. Thude di nhip khdu vao Viét Nam hofic thude nhip khau trong truémg
hyp dugc giao hing tai céng di cia nudc xuilt khén tnrde ngdy Quydt dinh nay e
hiéu lwe. co sér nhip khiu trinh viin tai don cia 16 thube d¢ thé hign hing hén duroc
xudt tir cang di cua nude xudt khiu trude ngdy Quyét dinh nay ¢6 hidu lye 4é dugc
théng quan.

3. Thubic sin xudt rong nude quy dinh tai khoan 1 va thuée nhip khin quy
dinh tai khodn 2 Pifu nay dwge phép luu hanh dén hét han ding cua thude,

Ditu 3. Quyét dinh niy cé higu hyc ke tir ngiy ky ban hinh.

~ Piéu 4, Gidm dic So Y t&, cac co s kinh doanh duge va Gigm dic co so cb
tiude néu tai Pide | chiu trach nhigm thi hinh Quyét dinh nay./. B
Nai nhin: :

e KT, CUC TRUONG
1. Toveg Qube Cotmg 66 PIO CUC TRUONG
- T Wi Tuin Cwimg (428 b); .

- Cye Quin Y - B) phonge, Cpe ¥ b « ) Céag a;

= DY 2 Gioo thdng win v - BS Giap hdng vile 58I

- Thng cue Hai quan - BS Tai chinh, Bio him X& bl Vide
Num;

- W'y Phip ché, Cye Quin Iy Y, Diroe ob tmivén, Cue Quin I
KO Thark e B, Vin KN theie TW, Vida KN tedc TI'
HOM;

- Thag Cing ty Dwoe Viét Nem — Clng tv of phln, Cic Cing
by XNK Duge philm;

= CAe Binn wisn & Vidn co gantmg béah tryc thubc B

- Website Cyc QLD Typ chi Tge & M§ phim-Cye QLIY

« Lz VT, Cio Phéng thude Cuc QLD, DET(12).
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k¥ leu hanh ra khii danh muye cic thude

duge Eﬁg giliy diing ky lwu hinh tai Vigt Nam
(Ban hanh kém theo Quyet dink 56 477 © /QD-QLD ngdv A9 théug 2 ndm 2019
crig Cye trieang Cuc Quan Iy Dwge)

I. Cor sér ding k§ thube: GlaxoSmithKline Pte Ltd (@ 150 Beach Road, # 21-00

Gateway West, Singapare 189720, Singa artri_
|.1. Cor sir sdn xwit thubc: Céng ty g

co ph

n duge phiam SaVi - Lé Z04 02-034

KON trong KCX Tan Thudn, phudng Tin Thudn Déng, gqudn 7, Tp. HCM, Vit Nam).

Plo — — —————— ——
| STT 1 Tén thude Hoat chit, Him lrgug t Dang bao ché Sh ddug ky
[ TS Domperidan (dwbi dang - P
" HEEEP!T[:;HE s e | Vvien ﬁbm VD-2506716 |
R i | 10mg T . )
1.2. Co 3¢ sin xudt thode: GlaxoSmithKline (Tianjin) Co., Ltd (dc-65 Fith Avenne,
Teda Tianjin 300437, China).
ET | 'Fén thude Hoat hit, Him lugng | Dang bio ché | Séaamgky |
! 2. |Hf:pm:m ]&defwirdipivu.til i0mg Vién nén | VN-19657-16 |
B e Ly |

2. Co wir ding k¥ thubc: GlaxoSmithKline Pte Ltd (d/c: 27 Rochester Park, Singapore

(39234, Singapore).

2.1.Cor sé& siim xuir thube: Glaxe Wellcome Production (dic Zone Industrielle No 2
23, rue Laveister, 27000 Evreux, France), Co s& déng gdéi thi edp, xufit xwimp:
GlaxoSmithKline Australia Pty Ltd (fia ohi. 1006/ Mowntain Highway, Boronia

Victoria 3155, Ue).
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1 STT Tén thuic | Hagt chit, Ham lwpng | Daug bio ché S ding ko \
E “MET i xjt chia:
| | Salmoterol (dusidmg | Hn dickbit | ||
1 4 Serctide Evehaler | Salmeterol xinafoate yua dedng VN-191 6615
" | 25/125meg micranised) 25meg; miéng (dang ‘ i
| | Fluticazon propionat phwn suong)
(micronised) 125me i | -
= MB: b e i | 4
H Salmetcrol (dudi dang Hbn dich hit ] |
i Seretide Hvohaler=| Snlineterel xinafoate fqua dirong VN 10168-15
: H 25/50mcg micronised) 25meg; micng (dang S -
Fluticason propionat phun suang) | |

(micronised) S0meg

e



f T M&i Tidu xjt chir: g i N
| Salmeterol (dudn dang Hin dich hit |

5 | Seretide Evohaler | Salmeterol xinafoate qua duimg VNIS167:18 |
| b 2%/250meg micronised) Zimoeg, f mi¢ng (danp |
| Fluticazon propionat phun suong) |
g X | tmicronised) 25bmg . I : |

3. Cor sé diimg ky thuiie: Cing ty €6 phiin Duge pham OPY (@4 56 27, Pacmg 34,
KON Bién Hoa IT, Phurdmp An Bink, think phé Bién Hoa, tink Bong Nai, Viét Nam).
3.1, Co siv sin xudit thude: Cong ty C5 phin Dwge phidm OPV (/e 56 27, Duimg 34,
KON Bién Hoa I, Piurémg An Binh, thanh pké Bicén Hoa, tinh er‘ing Nai, Vigt Nam).
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| Fexofenadin hydrociorid | Vién nén beo

Iﬁ lKl:rmﬁ:.trlEﬂ VI-25750-16 |

i i 8lmg phim
Sl oAV B e g i
- [’-‘“M“ 120 _Tll"ﬁgf:mdm hydroclond | Vién aén hao | VD25747.16
_ ; F ‘”1 |
| 8 | Korofest 120 JE;;FE“““’ ydeoolocit ““‘;;:;‘;m | VDssI |
| 9. | Opetexof 120 Fexofrnadin hydroclond i Vién nén bao VD-22963-15 '
120mg | phim |
iy T R e — . . - | - i :
| i, | Tinitas 180 | im!:ﬂdm i “é’:'rﬁf;; - f '*’U-Eﬂ".’?ﬁ-l.q__l
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| I 1E8(img | phun |

4. Cor 86 dding k¢ thubc: Allergan Singapore Pte., Ltd. (/o 8 Marina Bowlevard #
03-i.2, Marina Bay Financial Centre, Singupore), _
4.1. Cor siv gdn xudt thufic: Allergan Sales, LLC (d/c: Waco, TX 76712, USA).
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