BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic
S6: 65 /QP-QLD Ha Noi, ngay Ol thdng 4 ndam 2013
QUYET PINH

Vé viéc ban hanh danh muc 11 thudc nuée ngoai (thude cé hoat chat lan
dau, phéi hop hoat chat 1an d4u hoic dang bao ché lan dau dang ky tai Vieét
Nam - s6 dang ky ¢6 hiéu luc 02 nam) dugc cap so dang ky luu hanh tai Viét

Nam - Dot 81

CUC TRUGNG CUC QUAN LY DUGC

Can cu LuatQuoc ngay 14/6/2005;

tﬁﬁh s 63/2012/ND CpP ngay 31/8/2012 ctia Chinh pht quy

Canr (??J“N&h”»
dinh chic naﬁg*&ihl f; : Vqé quyén han va co céu t6 chic cia BO Y t€;

Can ct Quﬁ'f?& *dfri’h s6 53/2008/QD-BYT ngay 30/12/2008 clia Bo tru’orng
Bo Y t& vé viéc qliy. ‘dinh chitc nang, nhiém vu, quyén han va co cfu t6 chiic ciia
Cuc Quan ly Duoc thuoc Bo Y t€ va Quyet dinh s6 3106/QD-BYT ngay
29/8/2011 cta Bo tmo’ng Bo Y t€ vé viéc sira déi, b6 sung Diéu 3 Quyét dinh s
53/2008/QD-BYT ngay 30/12/2008 cta Bo trudng Bo Y t€ quy dinh chic ning,
nhiém vu, quyén han va co céu t6 chic cia Cuc Quan 1y Duoc thudc Bo Y t&;

Can ct& Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 ctia Bo Y t€ quy
dinh viéc dang ky thudc;

Cin ctt ¥ kién cha Hoi dong Xét duyét thude - Bo Y t€;

Xét dé nghi clia Trudng phong Dang ky thudc - Cuc Quan 1y Duoc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 11 thuéc nuéc
ngoai (thudc c6 hoat chét 14n ddu, phéi hop hoat chét 14n dau hoac dang bao ché
14n d4u ding ky tai Viét Nam - s6 diang ky ¢6 hiéu luc 02 nam) dugc cap s6 diang
ky luu hanh tai Viét Nam - Dot 81.

Piéu 2. Nha san xuét va cong ty dang ky thudc c6 trach nhiém cung cép
thudc vao Viét Nam theo ddng céc ho so tai liéu di dang ky véi Bo Y t€. S6 dang
ky duoc Bo Y t€ Viét Nam cép phai duge in lén nhén thuée. S6 dang ky cé ky
hiéu VN2-...-13 c6 gi4 tri 02 nam ké tir ngay ky Quyét dinh.

Piéu 3. Trong qué trinh luu hanh, cong ty ding ky thudc, nha san xuit
phai phéi hop véi céc co s& diéu tri dé thuc hién theo ding céc quy dinh hién



hanh vé thudc ké don (d6i véi thude ké don) va theo doi hiéu luc, d6 an toan, téc
dung khong mong mudn clia thudc trén ngudi Viét Nam va téng hop, bdo céo
theo ding quy dinh hién hanh méi 06 thdng moét 14n vé Cuc Quan 1y Duoc.

Diéu 4. Nha san xuét va cong ty ding ky thudc phai chép hanh ddy da
phép luat cia nuéc CHXHCN Viét Nam va céc quy dinh ctia B Y t€ vé nhap
kh4u thuéc va luu hanh thu6c tai Viét Nam; néu cé bat cit thay déi gi trong qué
trinh Ivu hanh thudc & nude s6 tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quan 1y Dugc - B6 Y t€ Viét Nam.

Diéu 5. Quyét dinh ndy c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 6. Gidm déc S& Y t€ céc tinh, thanh phé truc thudc trung uong, gidm
d6c nha san xudt va cong ty dang ky c6 thudc tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

_ CUC TRUONG
Noi nhdn: A
- Nhu Biéu 6; . / e
- B6 trudng Nguyén Thi Kim Tién (dé b/c); , > V2

- Cuc Quan Y - B6 Quéc Phong, Cuc Y t€ - B6 Cong An;
- Cuc Y t&€ Giao thong van tai - B Giao théng van tai;

- Téng cuc Hai quan - Bo Tai chinh;

- Bdo hiém X4 hoi Viét Nam;
- Vu Phép ché, Cuc Khoa hoc cong nghé va Pio tao, Cuc Quan
1y Khém, chita bénh - B6 Y t&€, Thanh tra B6 Y t€;

~'Vien KN thuéc TW, Vién KN thudc TP. HCM; Tru

- Téng Cong ty Dugc VN; ruong Quéc Cudng
- Céc cong ty XNK Dugc phim;

- C4c Bénh vién va Vién c6 giuong bénh truc thudc Bo Y t&;
- Website ciia Cuc QLD, Tap chi Dugc va MP - Cuc QLD;

- Luu: VP, KDD, DKT(10).



BOYTE
CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM |
DPoc lap - Tw do - Hanh phic

DANH MUC 11 THUOC CO HOAT CHAT LAN DAU, PHOI HOP HOAT CHAT LAN DAU HOAC
DANG BAO CHE LAN PAU DANG KY TAI VIET NAM BUGC CAP SO PANG KY LUU HANH

Ban hanh kém theo quyét dinh sd:

“HIEU LUC 2 NAM - BQT 81

..bS5../QDP-QLD, ngay .04./.. K...1.2043

1. Céng ty ding ky: A. Menarini Industrie Farmaceutiche Riunite S.r.1 (B/c: Via Sette Santi, 3, |

50131 Firenze - Italy)

1.1 Nha san xuit: Berlin-Chemie AG (Menanm Group) (D/c: Tempelhofer Weg 83, D-12347,

Berlin - Germany)

Hoat chit chinh -

Dang bao

Re
Tuoi

Tiéu

A £ Quy cach S6 ,

STT Tén thuoe Ham lwong ché tho |chuian| dong géi 0 déing ky

1 Spasmomen (Doéng géi  [Otilonium bromide |Vién nén bao| 36 [NSX [Hop3vix 10 VN2-55-13
va xut xudng: Berlin-  |40mg phim thang vién

Chemie AG (Menarini

. |Group), dia chi: ’
Glienicker Weg 125
12489 Berlin, Germany)

2. Cong ty ding ky: Abbott Laboratories (B/c: 100 Abbott Park Road, Abbott Park, Illinois
60064 - USA)

2.1 Nha san xuét: Chiesi Farmaceutici S.p.A. (P/c: Via San Leonardo 96, Via Palermo, 26/4, Via
Ortles 6- Parma (PR) - Italy)

Hoat chét chinh - | Dang bao |Tudi| Tiéu

A £ 1 Quy cach Sé d3 ,
STT Tén thude Ham hrgng ché tho |chuan| dong goi 0 ding ky
2 |Foster Beclometasone Thubc phun | 17 INSX Hop 1 binh 120 |  VN2-36-13
dipropionate mi ding dé |théng liu xit
100mcg/lidu; hit '

Formoterol fumara:ce
dihydrate 6mcg/licu

3. Cong ty ding ky: Bayer (South East Asia) Pte., Ltd. (D/c: 63 Chulia Street # 14-00, Singapore
(049514) - Singapore)

3.1 Nha sén xuét: Bayer Pharma AG (P/c: D-51368 Leverkusen - Germany)
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4 r . R '
A P Hogt chat chinh - | Dang bao [Tudi| Tiéu Quy cach Sé dane kv
STT Tén thude Ham lwong ché | tho |chudn| déng goi 0 dang ky
3 |Xarelto Rivaroxaban 20mg |Vién nénbao| 36 |NSX [Hop 1 vix 14 VN2-58-13
4 |[Xarelto Rivaroxaban 15mg |[Vién nén bao| 36 [NSX Hop1lvix 14 VN2-57-13
phim |thang vién

4. Cong ty ding ky: Hyphens Marketing & Technical Services Pte. Ltd. (D/c: 138 Joo Seng
Road, 3rd Floor, Singapore 368361 - Singapore)

4.1 Nha san xuit: Controlled Therapeutics (Scotland) Limited (D/c: 1 Redwood Place, Peel
Park Campus, East Kilbride Strathclyde G74 5PB.- England)

o Hoat chét chinh - | Dang bao |Tudi| Tign | Quy céch P
STT Tén thute Ham lrong ché the |chuin| déng géi S0 dang ky
5 |Cervidil Dinoprostong 10mg He phan_ 36 INSX |Hop 1 tai chua | VN2-59-13
/ h& phén phoi thudc |phdi thude  [thang 1 hé phén phoi
dat &m dao thube

5. Cong ty ding ky: Janssen Cilag Ltd. (B/c: 106 Moo 4 Lad Krabang Industrial Estate
Chalongkrung Rd., Kwaeng Lamplatew, Khet Lad Krabang, Bangkok 10520 - Thailand)

5.1 Nha san xuit: Janssen-Cila

g S.p.A. (D/c: Via C. Janssen, 04010 Borgo S. Michele, Latina -

Italy)

A Hoat chat chinh - | Dang bao |Tudi| Tidu | Quy céch £ oax 1
STT Tén thuoe Ham lwgng ché tho |chuin dong géi 56 diing ky
6 [Resolor Img Prucalopride (duéi |Vién nén bao| 36 [NSX [Hop2vix7 VN2-60-13

dang Prucalopride  |phim thang vién; hop 4 vi x

B B succinate) Img 7 vién

7 |[Resolor 2mg Prucalopride (duéi |Vién nén bao| 36 [NSX [Hop1vix7 VN2-61-13

dang Prucalopride |phim thang vién; hdp 2 vix

succinate) 2mg 7 vién; hop 4 vi

x 7 vién

6. Cong ty ding ky: Mega Lifesciences Pty., Ltd. (B/c: 120 Asia Center Building, 9th Floor, Moo
11, Bangna-trad Road., Kwaeng bangna, Khet Bangna, Bangkok - Thailand)

6.1 Nha san xuit: Embil Ilac Sanayii Ltd. Sti (D/c: Merkez Mah. Birahane Sok. No: 28 Sisli
34381, Istanbul - Turkey)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach Sé ds ,
STT Tén thude Ham lwong ché | tho [chudn| déng géi 0 dang ky
8 [Neo-Penotran Forte L |Metronidazole vién thudc 24 INSX [Hoplvix7 VN2-62-13
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750mg; Miconazol
nitrat 200mg;
Lidocaine 100mg

dan dit am
dao

thang

vién

7. Cong ty ding ky: Nycomed GmbH (D/c: Byk-Gulden - Strasse 2, D-78467 - Konstanz. -

Germany)

7.1 Nha san xuit: Nycomed GmbH (P/c: Production Site Oranienburg, Lehnitzstrasse 70-98,
16515 Oranienburg - Germany)

.k Hoat chit chinh - | Dang bao |Tudi| Tieu | Quycdch | cx a0
STT Tén thube Ham lwong ché tho |chudn| dong goi 0 dang ky
9 [Daxas Roflumilast 500mcg [ Vién nén bao| 24 [NSX [Hop1vix 10 VN2-63-13
phim thang vién; 3 vix 10
vién; 9vix 10
vién

8. Cong ty ding ky: Pharmascience Inc. (B/c: 6111 Royalmount Avenue 100 Montreal, Quebec

HA4P2T4 - Canada)

8.1 Nha sén xuét: Pharmascience Inc. (B/c: 6111 Royalmount Avenue 100 Montreal, Quebec

H4P2T4 - Canada)

o % Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich S5 diine kv
STT Tén thuge Ham lwong ché tho |chudn| dong goi 0 dang ky
10 |Migranol Sumatriptan (dudi | Vién nén bao| 24 |[NSX |[Lo 30 vién, VN2-64-13
dang Sumatriptan  |dudng théng Hoplvix6
|succinate) 50mg vién

9. Cong ty dang ky: PT. Kalbe Farma Tbk (P/c: Kawasan Industri Delta Silicon JI. M.H.
Thamrin Blok A3-1, Lippo Cikarang, Bekasi - Indonesia)

9.1 Nha san xuit: Unimed Laboratories (D/c: 4060 1Z, Kalaa Kebira - T unisia)

a £ Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cich £ o
: s x d
STT Tén thude Ham lrgng ché | tho |chudn| donggei | S°dAMEKY
11 |Azyter 15mg/g (xuét Azithromycin Dung dich 18 NSX [Hop6lo VN2-65-13
xuong: Laboratories dihydrate 15mg/g  |nhd mat thang] 250mg
Thea, France) ) j
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