BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc 1ap - Tu do - Hanh phiic
Sé: 4241 /QP-QLD Ha Noi, ngay 2 ¥ thdng 4 ) ndm 2013
QUYET PINH

Veé viéc ban hanh danh muc 18 thuéc nuéc ngoai
(thudc c6 hoat chit lan d4u, phoi hop hoat chét lan dau hoic dang bao ché
lan ddu dang ky tai Viét Nam - s6 diing k¥ cé hiéu luc 02 nam)
dugc cédp s6 dang ky luu hanh tai Viét Nam - Dot 84

CUC TRUONG CUC QUAN LY DUQC

Can ¢ Luat Duge ngay 14/6/2005;

Can ctt Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cta Chinh phd quy
dinh chitc ndng, nhiém vu, quyén han va co céu té chic cia Bo Y t&;

Cian cd Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cua Bo trubng Bo6 Y
t€ quy dinh chic nang, nhiém vu, quyén han va co cdu té chitc cia Cuc Quan ly
Dugc thudc BO Y t€;

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

Cén cit ¥ kién ciia Hoi dong tr van cdp s6 ding k¥ luu hanh thuée - Bo Y
té:

Xét dé nghi cha Trudng phong Pang k¥ thude - Cuc Quan 1y Duoc,

QUYET DINH:

Piéu 1. Ban hanh k&m theo Quyét dinh ndy danh muc 18 thudc nuéc
ngoai (thudc c6 hoat chat 1an ddu, phdi hgp hoat chét 1an dau hoac dang bao ché
lan dau dang ky tai Viét Nam - s6 dang k¥ ¢6 hiéu luc 02 nam) dugc cap s6 dang
ky luu hanh tai Viét Nam - Dot 84.

Piéu 2. Nha san xuat va cong ty ding ky thudc ¢ trach nhiém cung cip
thudc vac Viét Nam theo diing cac ho so tai liéu da diang ky véi BO Y t€. S6 dang
ky duge B Y t€ Viét Nam cdp phai dugce in 1én nhan thudc. S§ ding ky ¢d ky
hiéu VN2-...-13 c6 gid tri 02 nam ké tir ngay ky Quyét dinh.

Piéu 3. Trong qu4 trinh Iwu hanh, cong ty ding k¥ thudc, nha san xuét
phéi ph6i hgp véi cdc co s diéu tri dé thuc hién theo ding cdc quy dinh hién
hanh vé thuoc ké don (d6i véi thude ké don) va theo doi hiéu luc, dd an toan, tac
dung khong mong mudn cha thudc trén ngudi Viét Nam. Cong ty dang ky ¢é
trdch nhiém tong hgp cdc bdo cdo cla cdc don vi trén vé Cuc Quan ly Duoc theo
ding quy dinh hién hanh méi 06 thing mét 14n.
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Piéu 4. Nha san xudt v cong ty diang ky thuSc phai chdp hanh ddy du
phép luat cua nuéc CHXHCN Viét Nam va céc quy dinh cla B0 Y t€ vé nhap
khéu thudc va luu hanh thudc tai Viét Nam; néu c6 bat cif thay ddi gi trong qua
trinh luu hanh thudc & nude s& tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quan 1y Dugc - B0 Y t€ Viét Nam.

Piéu 5. Quyét dinh nay ¢6 hiéu lyc ké tir ngay ky ban hanh.

Diéu 6. Giam déc S& Y t€ céc tinh, thanh ph6 truc thudc trung vong, gidm
d6c nha san xudt va cong ty dang ky c6 thudc tai Diéu 1 chiu tréch nhiém thi
hanh Quyét dinh nay./.

CUC TRUGNG
Noi nhén: .
- Nhu Diéu 6;
- Bo trudng Nguyén Thi Kim Tién (dé b/c);
- Cuc Quan Y - Bo Quéc Phong, Cuc Y t& - Bo Cong An;
- Cuc Y t€ Giao thong van tai - Bo Giao thong van tai;
- Téng cuc Hai quan - B6 Tai chinh;
- Bao hiém X3 hoi Viet Nam; A
- Vu Phép ché€, Cuc Khoa hoc cong nghe va Dao tao, Cuc Quin ™%
1y Khdm, chita bénh - B6 Y t&, Thanh tra Bo Y t&; oo
- Vién KN thuéc TW, Vién KN thudc TP. HCM; 2
- Téng Céng ty Dugc VN; Truong Quoc Cudng
- Céc cong ty XINK Duge phdm;
- C4c Benh vién va Vién c¢é givdng bénh truc thudc Bo Y t&;
- Website cfta Cuc QLD, Tap chi Dugc va MP - Cuc QLD;
- Lwu: VP, KDD, BKT(10).




BOY TE

CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phuae

DANH MUC 18 THUOC CO HOAT CHAT LAN DAU, PHOI HOP HOAT CHAT LAN DAU HOAC
DANG BAO CHE LAN DPAU DANG KY TAI VIET NAM BUQC CAP SO DPANG KY

LUU HANH HIEU LUC 02 NAM - POT 84

Ban hanh kém theo quyét dinh s6:4.2.40D-QLD, ngayL F/.421. 2005

1. Cong ty ding ky: Abbott Products GmbH (D/c: Hans-Boeckler-Allee 20, 30173 Hanover -

Germany)

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

Tuoi

GmbH-Dirc, ¢o 56 xudt
xudng/chiu Au: UCB
Manufacturing Ireland

Ltd, Ireland)

Rotigotine trong
24h)

" P Hoat chit chinh - | Dang bao Tiéu Quy cach £ e .
STT Tén thudc Ham lwong ché | tho |chudn| donggei | “°oaneky
I |Neupro (Co s dong goi |Rotigotine Miéngdén | 18 [NSX |[Hop28 miéng | VN2-194-13
thir cap Aesica 9,0mg/20cm?2; (gidi |hdp thu qua |thang dén 20cm?2
Pharmaceuticals phong 4mg da

2. Cong ty ding ky: Allergan, Inc. (B/c: 2525 Dupont Drive, Irvine, California 92612-1599 -

USA)
2.1 Nha san xuit: JHP Pharmaceuticals, LLC (P/c: 870 Parkdale Road, Rochester, MI 48307 -
USA)
. £ Hoat chét chinh - | Dang bao Tudi| Tiéu | Quy cach 2 e .
STT Tén thude Ham lrong ché tho |chuin| dong goi So dang ky
2 |Lastacaft Alcaftadine Dung c_iich 24 INSX [Hoép 1 lo 3ml VN2-195-13
2,5mg/ml (0,25%) |nho6 mat thang

3. Cong ty diing ky: B. Braun Medical Industries Sdn. Bhd. (D/c: Bayan Lepas free industrial

zone, 11900 Bayan Lepas, Pulau Pinang - Malaysia)

3.1 Nha sin xuat: B.Braun Melsungen AG (B/c: Carl - Braun - Strasse 1, 34212 Melsungen -

Germany)

o Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach £ a1
: . 1 S6 dang k

Lo e taudle Ham lwgng ché | tho |chudn| déng goi o-Gangy

3 [Lipidem Medium-chain Nhii twong | 24 |[NSX [Hop 10 chai VN2-196-13
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Triglicerides
10,0g/100ml;
Soya-bean Oil
8,0g/100ml;
Omega-3-acid
triglycerides
2,0g/100ml

truyén tinh
mach

thang

100ml; hop 10

10 chai 500ml

chai 250ml; hép

4. Céng ty ding ky: Bayer (South East Asia) Pte., Ltd. (P/c: 63 Chulia Street # 14-00, Singapore

(049514) - Singapore)

4.1 Nha sian xuét: Bayer Schering Pharma AG (D/c: D-13342, Berlin - Germany)

. £ Hoat chit chinh - Dang bao Tubi| Tiéu Quy cach g ;
; - d
STT J5u Haoe Ham lwgng ché the {chuin| déng goi B0 R
4 |Primovist Gadoxetate Dung dich 60 [NSX [Hépl bom _ VN2-197-13
disodium tiém thang tiém chira san
0,25mmol/1ml thudc x 10ml

S. Cong ty diang ky: Cadila Healthcare Ltd. (D/c: Zydus Tower. Satellite Cross Road,
Ahmedabad 380 015 - India)

5.1 Nha san xuit: Cadila Healthcare Ltd. (B/c: Sarkhej-Bavia N.H. No 84, Moraiya, Tal Sanand

Ahmedabad 382 210 - India)

,. £ Hoat chét chinh - Dang bao Tudi| Tiéu Qusf cich £ ;
STT Yeu thuvs Ham lwgng ché tho (chuin| doéng goi S0 dang ky
5 |Zofarin 1 Warfarin natri img |Vién nén 24 JUSP |Hoép 1 lo 100 VN2-198-13
o |KhOngbao (théngi35  jvien |
6 |Zofarin 5 Warfarin natri 5Smg |Vién nén 24 |USP |[Hoép1lo 100 VN2-199-13
khéng bao  |thang|35 vién

6. Céng ty dang ky: Cong ty cb phan dau tir qubc té Hoang Gia (D/c: 56 524 duong Nguyén
Trdai, Tp Bac Ninh, tinh Bdc Ninh - Viét Nam)

6.1 Nha sin xuét: Patheon Italia S.p.A. (D/c: Via Morolense, 87-Ferentino (Frosinone) - Italy)

. A Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cich K ax 1
RLE Tewrthuos Ham lugng ché tho |chuin dong géi 30 fng kY
7 |Multihance (Co s& xuit |Gadobenic acid Dung dich 24 INSX [Hép1llo 10ml | VN2-200-13
xudng: Bracco {(dudi dang tiém thang
S.p.A.,Dia chi: Via gadobenate
Ettore Folli, 50-Milano |dimenglumine)
Italy) 334mg (0,5M)/ml
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7. Cong ty dang ky: Getz Pharma (Pvt) Ltd. (D/c: Plot No. 29-30/27 Korangi Industrial Area,

Karachi - Pakistan)

7.1 Nha san xuit: Getz Pharma (Pvt) Ltd. (P/c: Plot No. 29-30/27 Korangi Industrial Area,

Karachi - Pakistan)

. Hoat chét chinh - | Dang bao |Tubi| Tigu | Quy cach § s ;
F-1 -3 - ¥ 2 S d
811 Tén thude Ham lwgng ché tho [chuan| dong goi H NIy
8 |Soliget Tablets 5mg Solifenacin Vién nén bao| 24 {NSX [Hop1vi x10 | VN2-201-13
succinate Smg phim thang vién

8. Cong ty dang ky: Hyphens Pharma Pte. Ltd (D/c: 138 Joo Seng Road, #03-00, Singapore

368361 - Singapore)

8.1 Nha san xudt: Bausch & Lomb Incorporate (B/c: Tampa, Florida 33637 - USA)

. £ Hoat chit chinh - | Dangbao |Tudi| Tiéu| Quy cich S8 ding k¥
STT Tén thude Ham luegng ché tho [chudn| dong goi R e
9 [Besivance Besifloxacin (duéi  [Hén di’ch 24 INSX [Hop 1 lo 5ml VN2-202-13
dang Besifloxacin  [nhd mat thang
hydrochloride)
6,06mg/iml
8.2 Nha san xuit: Cenexi (D/c: 17 rue de Pontoise 95520 Osny - France)
£ Hoat cht chinh - | Dang bao |Tubi| Titu | Quy cach X s ;
& o : ’ So déng k
STT Tén thude Ham lugng ché tho [chuin] déng géi wHAE
10 |Elia Ulipristal acetate Vién nén 24 INSX |Hoplvixl VN2-203-13
30mg thang vién

9. Cong ty dang ky: Intas Pharmaceuticals Ltd. (B/c: Znd Floor, Chinubhai Centre, Off. Nehru
Bridge, Ashram Road, Ahmedabad - 380 009 - India)

9.1 Nha san xuit: Intas Pharmaceuticals Ltd. (B/c: Plot Numbers 457 & 458, Sarkhej-Bavla
Highway, Matoda, Sanand, Ahmedabad, Gujarat, In-382210 - India)

4 £ Hoat chit chinh - | Dang bao |Tudi| Tiu Quy cach g o ;
STT Tén thube Ham lrqng ché | tho |chun| donggei | SO 9Anek
11 |Intalopram 20 Escitalopram (du¢i {Vién nén bao| 24 |NSX |Hop!lvix 12 VN2-204-13
dang Escitalopram |phim thang vién
oxalate) 20mg N 7 7
12 |Intalopram 5 Escitalopram (du6i |Viénnén bao| 24 [NSX [Hop1vix 15 VN2-205-13
dang Escitalopram |phim thdng vién
oxalate} Smg
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10. Cong ty dang ky: Novartis Pharma Services AG (D/c. Lichtstrasse 35, 4056 Basel -

Switzerland)
10.1 Nha san xuit: Novartis Pharma Stein AG (D/c: Schafthauserstrasse, 4332 Stein -
Switzerland) :
L g Hoat chit chinh - | Dangbao Tudil Titu | Quyecich | gfqs o1
: : a
L Teu fhuag Ham lwong ché tho [chuin| déng géi Giting
13 |Afinitor 10mg Everolimus 10mg [ Vién nén 36 INSX [Hép3vix 10 VN2-206-13
14 [Afinitor Smg Everolimus 5mg Vién nén 36 INSX [Hép3vix 10 VN2-207-13
thang| vién

11. Céng ty ding ky: Riemser Arzneimittel AG (P/c: An der Wieck 7, 17493 Griefswald - Insel

Riems - Germany)

11.1 Nha san xuét: Riemser Arzneimittel AG (P/c: An der Wieck 7, 17493 Griefswald - Insel

Riems - Germany)

n % Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cich Sé d ,
£ ‘ a
STT Tén thude Ham lwong ché tho |chudn| dong géi 0 dang ky
15 [Dopram-Riemser Doxapram Dung dich 48 INSX [HopSlo VN2-208-13
hydrochloride tiém thang
20mg/ml

12. Cong ty ding ky: Santen Pharmaceutical Co., Ltd. (P/c: 9-19, Shimoshinjo 3-chome,
Higashiyodogawa-ku, Osaka 533 8651 - Japan)

12.1 Nha sin xuét: Santen Pharmaceutical Co., Ltd. (P/c: 348-3, Aza-suwa, Oaza-shide,
Taga-cho, Inukami-gun, Shiga - Japan)

Ae
. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach S6 diine kv
STT Tén thuoe Ham lrgng ché | tho |chudn| dong géi Ale N
16 |Taflotan Tafluprost Dung c’iich 24 INSX {Hop!llo2,5ml | VN2-209-13
0,015mg/ml nho mat thang

13. Céng ty dang ky: Shin Poong Pharm Co., Ltd. (B/c. 434-4, Moknae-Dong, Ansan-Si,

Gyeonggi-Do - Korea)

13.1 Nha sin xuét: Shin Poong Pharm Co., Ltd. (D/c: 408-4, Moknae-Dong, Danwon-gu,
Ansan-Si, Gyeonggi-Do - Korea)
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¢ A
. £ Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cach b as i
51T Tenihuie Ham luegng ché the |chuén| dong goi 0 dang ky
17 |Shingpoong Pyramax  |Pyronaridin Vién nén bao| 24 [NSX [Hép 10vix9 VN2-210-13
tetraphosphat phim thang vién

N

180mg; Artesunate

60mg

14. Céong ty ding ky: Torrent Pharmaceuticals Ltd. (D/b.' Torrent House Off. Ashram road,
Ahmedabad- 380 009, Gujarat - India) ‘

14.1 Nha san xuit: Torrent Pharmaceuticals Ltd, (P/c: Indrad-382721, Dist. Mehsana, Gujarat

- India)
£ Hoat chét chinh - | Dang bao |Tudi| Tigu | Quy cich £ s ;
" £ : 4 -, So ding k
Ky Ll Ham lugng ché tho |chuin| ddng géi s
18 |Feliz S 10 Escitalopram (dudi |Vién nén bao| 24 {NSX _ |Hép3 vix 10 VN2-211-13
dang Escitalopram |phim thing vién

_|oxalate) 10mg
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