UBND TINH PONG NAI CONG HOA XA HOI CHU NGHIA VIET NAM
SOY TE Doc lap — Tw do — Hanh phiic

S6: 1 Al /SYT-NVD Déng Nai, ngay (/ thing oy nim 2019

V/v rat sé dang ky luu hanh thuéq ra
khéi danh muc cac thude dugce cap
gidy ding ky luu hanh tai Viét Nam

Kinh gui:
- Céc don vi truc thude S6 Y té;
- Phong Y té céc huyén, Tx. Long Khanh, Tp. Bién Hoa;
- C4c ca s& ban budn thube trén dia ban tinh.
(Sau ddy goi tit 1a cac don vi)

Thyc hién Quyet dinh s6 158/QP-QLD ngay 19/3/2019 cua Cuc Quan ly
Duge - BO Y té vé& viée rut sb dang ky hwu hanh thudc ra khéi danh muc cac thube
duge cap gidy ding ky luu hanh tai Viét Nam; Gidm déc S¢ Y té Pong Nai thong
bao:

1. Rat s& ding ky luu hanh cia céc thude ¢6 tén trong Danh muc céc thude
duoc cap gidy dang ky luu hanh tai Viét Nam theo danh muc ban hanh kém theo
Quyet dinh s6 158/QD-QLD ngay 19/3/2019 cta Cuc Quan ly Dugc.

Ly do: Co s& ding ky thude tu nguyén dé nghi rat s6 ding ky luu hanh tai
Viét Nam.

2. Giao Trudng Phong Y t céc huyén, Thi xa Long Khénh, Thanh phé Bién
Hoa ¢ trach nhiém gt thong bdo cho cac co s& ban lé, cic co s& st dung thube
ngoai cdng lap trén dia ban quan ly; kiém tra va gidm sat cac co s¢ thuc hién théng
béo; xtt 1y nhitng co s& vi pham theo quy dinh hién hanh.

S& Y té s& td chitc gidm sat, kiém tra, cac co sé& thuc hién théng bdo nay./.

(Dinh kém Quyét dinh s6 158/0D-QLD ngay 19/3/2019 ciia Cuc Qudn Iy
Diege — Bé Y té)

Noi nhén: GIAM DOC -
- Nhur trén;

- BGD SYT (bao cao);

- BVDK Cao su Ddng Nai;

- TTKN, Thanh tra S&, P. QLHN;
- Trung tAm TT-GDSK;

- Website S& Y té Dng Nai;

- Chi Cuc QLTT DN;
- Luu: VT, NVD. ““‘~~i;--~~Phan Huy Anh Vii

S6 2 - Phan Dinh Phung, phuong Quang Vinh, thanh phd Bién Hoa, tinh Dong Nai
DT: (0251) 942641, Fax: (0251) 847269, Email: syti@dongnai gov.vn, Website: syt.dongnai.gov.vn




BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Dpe 1ap — Tu do — Hanh phiic
S6: 4548/QP-QLD Ha Ngi, ngay g thang 5 nam 2019
QUYET PINH

V& viée riit sé diing ky luu hanh thudc ra khéi danh muc cic thude
duge cip gidy ding ky liru hanh tai Viét Nam

CUC TRUGNG CUC QUAN LY DUQC
Cian cit Ludt Duoc ngay 06 thang 4 nam 2016;
Can ct Nghi dinh 54/201 7/ND-CP ngay 08/05/2017 cua Chinh pht Chinh
pht quy dinh chi ti€t mot s6 didu vé bién phap thi hanh Luét dugc;

- Can ¢lr Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 cua Chinh phu sua
doi mét s6 quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham vi quan
Iy nha nuée ¢ua BO-Y 16;

Cin ¢t Nghi dinhh 50 75‘/2017/N£)—CP_11g§}y 20/6/2017 chia Chinh phu quy
dinh chirc ning, nhiém vy, quyén han va co cdu to chirc cia Bo Y t&;

~ Can ¢t Quyét dinh 56 7868/QD-BYT ngiy 28/12/2018 cuia Bo truong Bo Y

t€ quy dinh chlc nang, nhiém vy, quyén han va co cau to c¢hitc cta Cuc Quan ly
dugc thude Bo Y t&;

Can ot Thong tu sb 44/2014/TT-BYT ngdy 25/11/2014 clia BS Y té quy
dinh viéc ddng ky thudc,

Céan cir don dé nghi rat s6 dang ky luu hanh tai Viét Nam cua cdc co so dang
ky thuéc;

Xét dé nghi ctia Trudng phong Phong Ding ky thude - Cye Quan 1y Duge,

QUYET PINH:

Pidu 1. Rat s6 ding ky luu hanh cua cac thuoc c6 tén trong Danh muc cac
thudc dugc cap giay ding ky tuu hanh tai Viét Nam theo danh muc ban hanh kém
theo Quyét dinh nay.

Ly do: Co so didng ky thudc ty nguyén dé nghi s6 dang ky luu hanh tai Vict
Nam.

Pidu 2. Co so ding ky thude, nha san xudt thude phai co trach nhiém theoe
ddi va chiu trach nhiém vé chat lugng, an toan, hitu qua cta thuoc trong qua trinh

\ A . A \ - A A . . . A - - N Iy
luu hanh cho dén khi hét han dung cta thude doi voi cac thude néu tai Picu I va
dap trng cac quy dinh nhu sau:



1. Thudc trong nudc duge san xudt trude ngay Quyet dinh nay ¢ hiéu lyc.

2. Thudc da nhdp khau vao Viét Nam hoac thude nhap khau trong trudmg
hop dugce giao hang tai cang di cla nudce xudt khiu trude ngay Quyét dinh nay co
higu luc, co so nhap khau trinh vén tai don cta 10 lhuoc dé thé hién hang hoa dugc

xuft tir cang di cla nude xuat khau trude ngay Quya,t dinh nay ¢o hiéu lyc dé duoc
thdng quan.

3. Thudc san xuét trong nude quy dinh tai khoan | va thude nhap khau quy
dinh tat khoan 2 Diéu nay duoc phép lwu hanh dén hét han diing ena thudc.

Piéu 3. Quyét dinh nay co hiéu luc ké tir ngdy k¥ ban hanh.

Pidu 4. Giam déc S Y té, cic co 56 kinh doanh dugc va Gigm doc co so ¢o
thudc néu tai Piéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

- w"’~/7
Noi nhdn: KT. CUC TRUONG
-Nhu bicu4; ) T T T TENN
- TT. Truong Quéc Cudng (<& blc); PHO CLC TRUONGS

-CT Vii Tun Cuong (dé biey;

- Cuc Quin Y - B Quéc phomg, Cue Y t& - BO Cong an;

- Cuc Y té Giao théng van tai - B Giao thing vin ti;

- Ténn cuc Hai guan - BO Tai chinh, Bao hiém X3 hai Vit
Nam;

- Vu Phap ché, Cuc Quan ly Y, Duge b truyén, Cue Quan ly
KCB, Thanh tra Bo, Vién KN thude TW, Vien KN thude TP
HCM; o ]
- Tny Cong ty Duge Vigt Nam — Céng ty ca phin, Cic Cong B A )
ty XINK Du;c. pham,; l Nguycn lat Dat
- Cac Bénh vién & Vién ¢ giwdng bénh tye thuge BY;

- Website Cuc QLD, Tap chi Duge & My phi im-Cuc QLD

- Luu: VT, Cac Phong thude Cuc QLD, DKT(12).




BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pédc 1ap — Tw do —- Hanh phiic

DANH MUC
Cic thube rit 56 dang ky luu hanh ra khéi danh muc eic thude
dugc c.ap gidy ding ky luu hanh tai Viét Nam
(Ban hanh kém theo Quyér dinh s6 fg ¢ /OD-OLD ngay,i4g thangs nam 2019
ctia Cuc truong Cuc Quan Iy Duoc)

I. Co s& dang ky thude: GlaxoSmithKline Pte Ltd (d/c: 150 Beach Road, # 21-00
Gateway West, Singapore 189720, Smgapore)

1.1.Co s& sian xuét thude: Céng ty ¢d phin dwge phadm SaVi (d/c: Lé Z.01-02-03a
KCN trong KCX Tdn Thudn, plurong Tin Thudn Pdng, qudn 7, Tp. HCM, Viét Namn).

STT Tén thude Hoat chét, Ham lugng | Dang bao ché S6 dang ky

Domperidon (duéi dang Vin nén bao
Domperidon maleat) . VD-25067-16

phim
10mg

Domperidone
GSK 10mg

[.2.Co sé san xudt thube: GlaxoSmithKline (Tianjin) Co., Ltd (#/c:65 Fifth Avenue,
Teda Tianjin 300457, China).

STT Tén thude Hoat chit, Him lugng | Dang bao ché $6 diang ky

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

(")

2. Co sé dang ky thude: GlaxoSmithKline Pte Ltd (/c: 23 Rochester Park, Singapore
/39234, Smgapore)
2.1.Co s& san xuit thube: Glaxo Wellcome Production (d/c.Zone Industrielle No. 2
23, rue Lavoisier, 27000 Evreux, France);, Co s& déng géi thiv cdp, xuit xwong:
GlaxoSmithKline Australia Pty Ltd (dia chi: 106! Mountain Highway, Boronia
Victoria 3155, Uc).

STT Tén thude Hoat chat, Ham lwong | Dang bao ché Sé dang ky
MOi Liéu xit chia: |
Salmeterol (dudi dang Hon dich hit
/ eretide Evohaler almeterol xinafoa 1a duomg ,
3 Sql- 1 el SCTIme erol xina oate qua dudng VN-19166-15
25/125meg micronised) 25meg; miéng (dang
Fluticason propioni phun strong)
(micronised) 125meg
M1 liéu xit chira:
Salmeterol (dudi dang Hon dich hit
Seretide Evohate Salmeterol xinafoate ua duon 1
4. aler | Salmeterol xinal a 5 VN-19168-1
25/50mcg micronised) 25meg; miéng (dang
Fluticason propionat phun swong)
| (micronised) 30mcg

g

g




Seretide Evohaler

25/250meg

;
1

|
s
|

|

|
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|

Moi liéu xit chia:
Salmeterol (dudi dang
Salmeterol xinafoate
microniscd) 25meg:
Fluticason propionat
(micronised) 250mg

Hén dich hit
qua dudng
miéng (dang
phun suong)

—TT

VN-19167-15 1‘
|

1

3. Co s& dang ky thube: Cong ty Cb phan Duge phim OPV (d/:

So 27, Puong 31

KCN Bién Hoa II, Pharong An Binh, thanh phd Bién Hoa, tinh BPéng Nai, Viét Nan).
3 1. Co sé san xuat thude: Céng ty Co phan Duge phim OPV (dic: §6 27, Dudng 34,
KCN Bién Hoa I, Phwdng An Binh, thanh phé Bién Hoa, tinh Dong Nai, Viét Nam).

STT Tén thube Hoat chit, Ham lweng | Dang bao ché S6 diing ky
6 | Korofest 180 Fexofenadin hydroclorid | Vién nén bao VD-25750-16
180mg 0 phim
7 Fenidofex 120 Fexofenadin hiydrocionid Vién nén bao VDLI5747-16 ]
’ ‘ e 120mg phim ‘ |
ST } E o e ;
¢ | orofest 120 Iexotenadin hydroclorid Vién nén bao VD20438-14 |
120mg phim |
9. | Opefexof 120 Fexofenadin hydroclorid Vién nen bao VD-22968-15 |
120mg phim B
fenadi : | Vién nen be e |
10, | Tinifast 180 Fexofenadin hydroclorid ién nen bao VD-20799-14
1830mg o phim
11| Tinifast 120 Fexofenadin hydroclorid Vién nen bao VD-23638-15
N 120mg phim
12 | Fenidofex 180 foofenadm hydroclorid | Vién nen bao VD-269%4-17 |
| | 180mg phim ;
4. Cu s6 ding Ky thude: Allergan Singapore Pte,, Ltd. (e Maring Boulevard %

05-02, Marina Bay I ina{zciaf Centre, Singapore).
4.1.Co s san xuiit thuoc: Allergan Sales, LLC (d/c. Waco, TX 76712, USA).

STT Tén thudc Heoat chit, Ham lwgng | Dang bao chi S§ dang ky
. . “arboxymethy g .
13, | Refresh Plus C 311‘10‘{23116 wylcetlulose Dung d}:ch nho | UN-THOR3-TS
| natri 0.5%w/v mat |

Duult ue gom 02 trang 13 thude./.
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_ PHOCUC TRUONG

Neuyén Tat Dat
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