BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Ty do - Hanh phiic
58: 554 [QP-QLD Ha Ngi, ngdy o4 thdng 40 ndm 2015
QUYET PINH

Vé viée ban hanh danh myc 21 thude nuéc ngoai
(thude cb hoat chét 1n diu, phdi hop hoat chét 14n ddu hodc dang bao ché
lin d4u dang ky tai Vit Nam - s6 déng k ¢6 hi¢u luc 02 nam)
duge cdp s6 ding k¥ lun hanh tai Viét Nam - Dot 91

CUC TRUONG CUC QUAN LY DUQC

Can cir Luat Duge ngay 14/6/2005;

Cin cif Nghi dinh s§ 63/2012/ND-CP ngay 31/8/2012 cla Chinh phii quy
dinh chic ning, nhiém vy, quyén han v co cfu té chitc cla By Y t&:

Can ¢ Quy#t dinh s& 3861/QD-BYT ngay 30/9/2013 clia Bo tnubng Bo Y
t€ quy dinh chifc ning, nhiém vu, quyén han vi co cfu t8 chifc cda Cuc Quin 1§
duge thuge BO Y £

Can cif Thong tur s6 44/2014/TT-BYT ngay 25/11/2014 ctia B Y t€ quy
dinh viéc diing ky thudc;

Ciin cif § kién ciia Hoi d6ng tr vén cfp s6 ding k§ hru hanh thuéc - B Y
té;

Xét dé nghi ciia Truémg phong Dang ky thusc - Cuc Quén 1§ Duce,
QUYET DINH:

Diéu 1. Ban hanh kim theo Quyét dinh niy danh muc 21 thudc nuéc
ngodi (thuGc ¢ hoat chét 14n dfu, phdi hop hoat chdt 14n ddu hoic dang bio ché
14n d4u dang ky tai Viét Nam - s6 diing k§ c6 hiéu lyc 02 nim) duge cip s6 ding
ky hau hanh tai Viét Nam - Dot 91.

Diéu 2. Nha sin xufit va cong ty ding k¥ thudc cé trich nhiém cung cip
thue vao Viét Nam theo diing céc hé so tii lidu di ding ky véi BO Y 1€, S6 ding
ky dugc B6 Y t€ Viét Nam cfp phii duge in len nhin thubc. S8 dang k¥ c6 k§
hiéu VN2-...-15 ¢ gié trj 02 nim ké tit ngiy k¥ Quyét dinh,

Pidu 3. Trong qué trinh luu hanh, cong ty ding ki thudc, nhi sin xudt
phai phéi hop véi cdc co s& didu trj dé thuc hién theo ding céc quy dinh hién
hiinh & thudc ké don (d6i véi thudc ké don) va theo dai hitu lyc, 49 an toan, tic
dung khong mong mudn cla thufc trén ngudi Viét Nam vi téng hop, béo cdo
theo diing quy dinh hién hanh mi 06 thdng mét 14n v& Cyc Quin 1y Ducc.



Diéu 4. Nha san xuét va cong ty dang ky thubéc phai chap hanh day du
phap luat cia nwéc CHXHCN Viét Nam va cac quy dinh ctia B6 Y t€ vé nhap
khau thudc va lvu hanh thudc tai Viét Nam; néu cé bat ctr thay doi gi ti-ong qua
ttinh lvu hanh thube & nwoc sé tai va & Viét Nam (0 phai bao cao ngay cho Cuc
Quan ly Duoc - BO Y té€ Viét Nam.

Diéu 5. Quyét dinh nay c6 hiéu luc ké tlr ngay ky ban hanh.

Diéu 6. Giam dbc S&' Y té cac tinh, thanh phd truc tiiudc trung wong, giam
déc nha san xudt va cong ty dang ky cé thubc tai Biéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.
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. Bo Y TE CONG HOA XA HOI CHUNGmMA VIET NAM
CUC QUAN LY DUOC DBoc lap - Tv do - Hanh phic

DANH MUC 21 THUOC c6 HOAT CHAT LAN PAU, PHOI HOP h o at CHAT LAN BDAu
HOAC DANG BAO CHE LANDAUdang ky tai viét NAM
PUQCtap Se6 Pang ky lwvu hanh hiéu Lwc 02 NAM - BOT 91

Ban hanh kém Gieo quyét dinh s6: 5111/QD-QLD, ngay {i./d#/.AQ" 5~

1. Congty dang ky; A. Menarini Singapore Pte. Ltd (B/c: 30 Pasir Panjang Road, # 08-32
Mapietree Business City, (117440) - Singapore)

1.1Nha san xudt: A.Menarini Manufacturing Logistics and Services s.r.l (B/c: Via Sette Santi,
350131 Florence - Italy)

Hoat chdtchinh - Dang bao Tubi Tiéu  Quy cach

STT Tén thudc Ham lwong ché tho chudn  déng goéi S0 dang ky
1 Sympal Dexketoprofen Dung dich 48 NSX Hop 506ng x VN2-404-15
(duai dang tiém bap thang 2ml
Dexketoprofen cham, tiém
trometamol) tinh mach
50mg/2ml cham, truyén
tinh mach
sau idii pha

1.2Nha san xuéat: Laboratorios Menarini, S.A. (B/c: Alffom XU 587, 08918-Badalona
(Barcelona) - Spain)

Hoat chit chinh - Dangbao Tudi Tiéu  Quy céach

& 5 S6 dang ky
STT Ten thudc Ham luong ché tho chuidn  dong goi gky
2 Sympal Dexketoprofen Botcompha 36 NSX Hop 20 goi VN2-405-15
(duéi dang dung dich  thang
Dexketoprofen udéng

trometamol) 25mg

1.3 Nha sdn xudat: Menarini- Von Heyden GmbH (B/c: Leipziger Strasse 7-13, 01097 Dresden -

Germany)
A ) Hoat chdt chinh - Dang bao Tudi Tiéu Quy céach S6 ding kv
STT Tén thudc Ham lvong ché tho chudn  ddng goi I
3 Ranexicor Ranoiazin 375mg  Vién nén 36 NSX HOp2vix 15 VN2-406-15

gidi phéng  tiiang vién; Hop 3 vi



kéo dai X 20 vién; Hop

5vi X20 vién
4 Ranexicor Ranoiazin 500mg  Vién nén 36 NSX Hop2vix15 VN2-407-15
giai phéng  thang vién; Hop 3vi X
kéo dai 20 vién; Hop 5
vi X 20 vién
5 Ranexicor Ranolazin 750mg  Viénnén 36 NSX Hop2vix15 VN2-408-15
giai phong  thang vién; Hop 3 vi X
kéo dai 20 vién; Hop 5
Vi X20 vién

2. Cong ty dang ky: Asian Enterprises Inc. (B/c: c/o D&S Warehousing 104 Alan Dr., Newark
DE 19711-USA)

2.1Nha san xuat: Laboratorios Salvat, S.A. (B/c: C/Gall, 30-36, 08950 Espiugues de Llobregat
(Barcelona) - Spain)

Hoat chdtchinh- Dangbao Tubi Tiéu  Quy cach e
Ham lwong ché tho chuén dong goi S6 dang ky

6 CilraPleet MOi goi chira: Nairi Bot pha 30 NSX Hop 2 géi VN2-409-15
picosulfate 0,0lg;  dungdich  thang
Light Magnesi oxide udng
3,50; Acid Citric
10,97¢

STT Tén thubc

3. Cong ty dang ky: Bayer (South East Asia) Pte., Ltd. (B/c: 63 Chulia # i 4-00, Singapore
(049514) - Singapore)

3.1Nha s&n xudt; Bayer Pharma AG (B/c: D-51368 Leverkusen - Germany)

Hoat chdtchinh - Dangbao Tudl Tiéu  Quy cach S6 dang ky

STT Ten thuoc Ham lugng ché tho chudn  dong goi
7 Xarelto Rivaroxaban 2,5mg Viénnénbao 36 NSX Hop lvix 14 VN2-410-15
phim thang vién

4. Cong ty dang ky: Cong ty TNHH DKSH Viét Nam (B/c: S€ 23 Dai 16 Doc Lap, khu cong
nghiép ViétNam - Singapore, huyén Thuan An, tinh Binh Drong - Viét Nam)

4.1Nha san xuat: Allpharmed Pharbii Arzneimittel GmbH (B/c: Hildebrandstrasse 10-12,
27081 Gottingen - Germany)

N Hoat chatchinh- Dangbao Tubi Tiéu  Quy cach £ oas o
STT Ten thuoc Ham lwong ché tho chudn  dong goi S0 dang ky

8 Aurosan (Co so dong gbi cao chiét (dudi dang Viénnénbao 36 NSX hop 1chai 30 VN2-411-15
va xuat xuéng: cao chiét kho) phim thang Vvién



Bioforce AG, diachi:  tir re cdy mong qui

Grunaustrasse, 9325 ((Harpagophytum

Roggwil, Switzerland)  procumbens D.c.
va/hoac H.zeyheri L.
Decne. (1,5-3,0:1))
480mg

4.2Nha san xuat: Asteilas Pharma Europe B.v. (B/c: Hogemaat 2 7942 JG Meppel - J7ie
Netherlands)

R B Hoat chitchinh - Dangbao Tubi Tiéu  Quy cach S6 ding ko

STT Tén thuoe Ham luong ché tho chudn  dong goi 9 ky

9 Vesicare IOmg Solifenacin Viénnénbao 36 NSX HOp3vix 10 VN2-412-15
succinate 10mg phim thang vién

5. Cobng ty dang ky: Mundipharma Pharmaceuticals Pte. Ltd. (B/c: 10 Hoe Chiang road
#20-04/05 Keppel Towers Singapore 089315 - Singapore)

5.1Nha san xuat: LTS Lohmann Therapie-Systeme AG (B/c: Lohmanmtrasse 2, D-56626
Andernach - Germany)

. . Hoat chatchinhe Dangbao Tudi Tieu  Quy céach 6 dina Ky
STT Ten thuéc Ham lwomg ché tho chudn  dong goi 0 dang ky
10 Norspan 10 mcg/h Buprenorphin IOmg Miéngdan 24 NSX HQ)2g6i X1  VN2-413-15
tri liéu qua tiiang miéng dan
da
11 Norspan 20 mcg/h Buprenorphin 20mg Miéngdan 24 NSX Hop 2 go6i X1 VN2-414-15
tri liéu qua thang miéng dan
da
12 Norspan 5 mcg/h Buprenorphin5mg Miéngdan 24 NSX HOp2g6ix 1 VN2-415-15
tri liéu glia  thang miéng dan
da

6. Cong ty dang 1°: Mundipharma Pharmaceuticals Pte. Ltd. (B/c: 10 Hoe Chiang Road
#20-04/05 Keppel Towers Singapore 089315 (Singapore) - Singapore)

6.1Nha san xuat: Purdue Pharmaceuticals, L.P. (B/c: 4701 Purdue Drive, Wilson, NC 27893 -

USA)
. " Hoat chat chinh -  Dang bao Tudi Tiéu Quy cach S6 dang kv
STT Tén thuoe Ham fuorng ché tho chudn  dong goi gky
13 OxyContin 10mg (Bong Oxycodone HCI Vién nén 24 NSX HOp lvi hodc VN2-416-15
goi; Sharp Corporation; 10mg gidi phdng  tiiang 2 vi X14 vién
dia chi: 7451 Keebler kéo dai

way,



Allentown, PA 18106,

USA)
14 OxyContin 15mg”~6ng Oxycodone HC1 Viénnén 24 NSX Hop 1vi hodc VN2-417-15
goi: Sharp Corporation; 15mg gidi phdng  thang 2Vi X 14vién
dia chi: 7451 Keebler kéo dali
way, Allentown, PA
18106, USA)

15 OxyContin 20mg (Bong Oxycodone HCI Vién nén 24 NSX Hop lvi hodc VN2-418-15

goi: Sharp Corporation; 20mg gidi phong  thang 2 Vi X 14 vién
dia chi: 7451 Keebler kéo dai

way, Allentown, PA

18106, USA) t

16 OxyContin 30mg (Bong Oxycodone HCI Vién nén 24 NSX HoOp lvi hoic VN2-419-15

gai; Sharp Corporation; 30mg gidi phéng  thang 2 Vi X 14vién
dia chi: 7451 Keebler kéo dai

way, Allentown, PA

18106, USA)

17  OxyContin 40mg (Bong Oxycodone HCI Vién nén 24 NSX Hop 1lvi hodc VN2-420-15

goi: Sharp Corporation; 40mg gidi phéng  thang 2 Vi X 14vién
dia chi: 7451 Keebler kéo dai
way, Allentown, PA
18106, USA)
18 OxyContin 60mg (Bong Oxycodone HCI Vién nén 24 NSX Hop 1lvi hodc VN2-421-15
goi: Sharp Corporation; 60mg gidi phong  thang 2 Vi X 14 vién
dia chi: 7451 Keebler kéo dai
way, Allentown, PA
18106, USA)
19 OxyContin 80mg OBong Oxycodone HCI Vién nén 24 NSX Hop lvi hoac VN2-422-15
gai: Sharp Corporation; 80mg gidi phéng  thang 2 Vi X 14vién
dia chi: 7451 Keebler kéo dai
way, Allentown, PA
18106, USA)

7. Cong ty dang ky; Santen Pharmaceutical Co., Ltd. (B/c: 9-19, Shimoshinjo 3-chome,
Higashiyodogawa-ku, Osaka 533-8651 - Japan)

7.1 Nha san xuat: Santen Pharmaceutical Co., Ltd.- Nha may Noto (B/c: 2-14, Shikinami,
Hodatsushimtru-cho, Hakui-gun, Ishikawa - Japan)

Hoat chatchinh- Dang bao Tudi Tieu Quy cach S6 dang ky

STT Tén thubc Ham lrong ché tho chuan  dong goi



20 Diquas Natri diquafosol Dung dich 36 NSX Hop 1llo5ml VN2-423-15

30mg/mi nhoé méat thang
21 Taflotan-S Tafluprost Dung dich 36 NSX Hoép 30 lox VN2-424-15
4,5mcg/0,3ml nhd mat thang 0.3ml (10 lo/tai
nhom X 3 tai
nhom) y

Trwong Qudc Cuong





