BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM -

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic
S6: €5 /Qb-QLD Ha Néi, ngay)c thangc ondm 2017
QUYET PINH

Vé viéc ban hanh danh muc 13 thudc nu6c ngoai
(thudc c6 hoat chat, phoi hop hoat chit 1an dau ding ky tai Viét Nam - s6
dang ky c6 hiéu luc 02 nam) dugc cap so ding ky luu hanh tai Viét Nam -
Dot 96

CUC TRUGNG CUC QUAN LY DUGQC

Céan cur Luat Duogc ngay 06/4/2016;

Cén cf Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cta Chinh phl quy
dinh chic ning, nhiém vu, quyén han va co cu t6 chitc clia BO Y t€;

Can ctt Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cta Bo trudng Bo Y
t€ quy dinh chiic ning, nhiém vu, quyén han va co cfu té chitc ca Cuc Quén ly
dugc thudc B Y té;

Cén cit Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 ctia Bo Y t€ quy
dinh viéc dang ky thudc;

Can ctt y kién clia Hoi dong tu van cap so dang ky luu hanh thudce - B Y
t€;

Xét dé nghi cua Phong Dang ky thudc - Cuc Quan 1y Dugc,
QUYET DINH:

bieu 1. Ban hanh kém theo Quyét dinh ndy danh muc 13 thuéc nuéc
ngoai (thudc c6 hoat chét 1an dau, ph6i hop hoat chat 1an ddu ding ky tai Viét
Nam - s0 dang ky c¢6 hiéu luc 02 nam) dugc cdp s6 dang ky luu hanh tai Viét
Nam - Dgt 96.

Diéu 2. Nha sdn xuat va cong ty ding ky thudc c6 trach nhiém cung cip
thuoc vao Viét Nam theo ding cdc ho so tii liéu da dang ky véi Bo Y &, So dang
ky duge Bo Y t€ Viét Nam cap phéi dugc in lén nhén thudc. S6 dang ky ¢ ky
hiéu VN2-...-17 c6 gid tri 02 nam ké tir ngay ky Quyét dinh.

Diéu 3. Trong qud trinh luu hanh, cong ty ding ky thudc, nha san xuat
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 thudce ké don) va theo déi hiéu luc, do an toan, téc
dung khong mong muén clia thudc trén ngudi Viét Nam va tdng hgp, bdo céo
theo ding quy dinh hién hanh méi 06 thang mot 1an vé Cuc Quan 1y Dugc.



Picu 4. Nha san xuit va cong ty diang ky thudc phai chdp hanh ddy du
phép luat cia nuéc CHXHCN Viét Nam va céc quy dinh clia B Y t€ vé€ nhép
khéu thuéc va lru hanh thudc tai Viét Nam; néu cé bét cit thay dbi gi trong qué
trinh luu hanh thudc & nuéc sd tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quan 1y Dugc - Bo Y t&€ Viét Nam.

Diéu 5. Quyét dinh nay cé hiéu luc ké tir ngay ky ban hanh.

Diéu 6. Gidm déc S Y t€ c4c tinh, thanh phd truc thudc trung uong, gidm
déc nha sdn xudt va cong ty ding ky c6 thudc tai Diéu 1 chiu trdch nhiém thi
hanh Quyét dinh nay./.

QUC TRUONG

Noi nhdn:

- Nhu Diéu 6;

- Bo trudng Nguyén Thi Kim Tién (dé€ b/c);

- Thtt truéng Truong Qudc Cudng (dé b/c);

- Cuc Quan Y - Bo Qudc Phong, Cuc Y t€ - Bo Cong An;
- Cuc Y t€ Giao thong van tai - B6 Giao théng van tai;

- Téng cuc Hai quan - B Tai chinh;

- Bao hiém X3 hoi Viét Nam;

- Vu Phép ché&, Cuc Khoa hoc cong nghé va Dao tao, Cuc Quan e .

1y Khdm, chira bénh - B6 Y t&, Thanh tra Bo Y té; PHO CUC TRUUNG

- Vién KN thudc TW, Vién KN thudc TP. HCM; . ~ op T

- Téng Cong ty Dugc VN; / V ?5(?/0% %}( f 6.1.’(’/
- C4c cong ty XNK Dugc phdm; &4

- C4c Bénh vién va Vién c6 giudng bénh truc thudc Bo Y té;
- Website clia Cuc QLD, Tap chi Dugc va MP - Cuc QLD;
- Lwu: VP, KDD, DKT(10).



BOYTE

CUC QUAN LY DUGQC

CONG HOA XA HQI CHU NGHIA VIET NAM
Pgc lap - Tw do - Hanh phiic

DANH MUC 13 THUOC NUGC NGOAI CO HOAT CHAT LAN DAU, PHOI HOP HOAT CHAT
LANDAUDANG KY DUGC CAP SO DANG KY LUU HANH HIEU LUC 02 NAM - BOT 9.

Ban hanh kém theo quyét dinh sé: ¢3../QD-QLD, ngay,20./ 81064+

1. Céng ty ding ky: A. Menarini Singapore Pte. Ltd (B/c: 30 Pasir Panjang Road, # 08-32
Mapletree Business City, Singapore (117440) - Singapore)

1.1 Nha san xuit: Aveva Drug Delivery Systems Inc., (B/c: Miramar, FL 33025 - USA)

= £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich Sé a .
5 g 5
SIT Ll Ham lugng ché tho |chudn| déng goi ¢ lllg ky
1 [Sancuso Granisetron 34,3mg miéng dén | 36 |NSX |hdp 1 miéng VN2-562-17
dé thdm qua |théng dan
da

2. Céng ty ding ky: Abbott Laboratories GmbH (D/c: Freundallee 94, 30173 Hannover -

Germany)

2.1 Nha san xuét: (CSSX va xuit xwémg) UCB Pharma S.A (B/c: Chemin du Foriest, B-1420
Braine l'Alleud - Belgium)

Hoat chét chinh -

Tudi

P Dang bao Tiéu Quy céich S8 da
ST Tén thute Ham lwgng ché tho |chuén| déng géi ng ky
2 |Vimpat (CS déng gbi:  |Lacosamide Dungdich | 36 [NSX [Hop56ngx20| VN2-563-17
Aesica Pharmaceuticals [200mg/20ml tiém truyén |[thang ml
GmbH, dija chi:
Mittelstr.15, 40789
Monheim am Rhein,
Germany)
3. Cong ty ding ky: Baxter Healthcare (Asia) Pte., Ltd. (D/c: 150 Beach Road #30-01/08
Gateway West, Singapore 189720 - Singapore)
3.1 Nha san xuit: Baxter S.A (D/c: Bd René Branquart 80, B-7860 Lessines - Belgium)
" Hoat chét chinh - Dang bao |Tudi| Titu | Quy cach £ ,
A a
SLT) Ten thuoe Ham luegng ché tho |chudn| déng goi S0 déng ky
3 |Periolimel NAE 1000 ml nhi djch chira: Alanine |Nhii djch 24 |INSX |Tui pastic VN2-564-17
© |3,66g; Arginine 2,48g; Aspartic |tyydn tinh  [thang 1000ml,
acid 0,73g; Glutamic acid 1,26g; mach 1500ml,

Trang 1




Glycine 1,76g; Histidine 1,51g;
Isoleucine 1,26g; Leucine 1,76g; Lysine
(dudi dang Lysine acetate) 1,99g;
Methionine 1,26g; Phenylalanine 1,76g;
Proline 1,51g; Serine 1,00g; Threonine
1,26g; Tryptophan 0,42g; Tyrosine
0,06g; Valine 1,62g; Natri acetat
trihydrat 1,16g; Natri glycerophosphate
hydrat 1,91g; Kali clorid 1,19g;
Magnesi clorid hexahydrat 0,45g; Calci
clorid dihydrat 0,30g; Glucose
anhydrous 75g; DAu oliu tinh khiét va
ddu du nanh tinh khiét: 30g

2000ml. Thung
4 ti x 1000ml,
1500ml. Thuing
6 tai x 2000ml

4. Cong ty ding ky: Cong ty cb phin Otsuka OPV (B/c: L6 27, duong 34, KCN Bién Hoa 2,

Déng Nai - Viét Nam)

4.1 Nha san xuit: Korea Otsuka Pharmaceutical Co., Ltd. (D/c: 27, Jeyakgongdan 3-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do - Korea)

i Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach
STT Tén thube Ham lwgng ché tho (chudn|{ déng gobi 86 déing ky
4 |Samsca Tablets 15 mg |Tolvaptan I5mg  |Vién nén 36 [NSX |Hop1vix10 VN2-565-17
1 théng vién o

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

5.1 Nha san xuiit: Cenexi-Laboratoires Thissen SA (D/c: 2-6 Rue De La Papyree, 1420
" Braine-L' Alleud - Belgium)

" £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cich £
SEL Fen;thn0e Ham lwgng ché tho |chudn| déng goi S0 dang ky
5 |Ribomustin (CS dén Bendamustin (dudi |B{t pha 36 INSX (Hopllg, . VN2-566-17 |
51" |nhan, déng goithir cAp |dang Bendamustin |dung dich  |théng G e stin
va xudt xudng: Janssen |hydroclorid) 22,7mg [d4m dic dé R
Pharmaceutical NV, pha dung
b/C: Turnhoutseweg 30, dich truyén
Beerse, B-2340, tinh mach
Belgium)

5.2 Nha sin xuét: Cenexi-Laboratoires Thissen SA. (P/c: 2-6 Rue De La Papyree, 1420
" Braine-L' Alleud - Belgium)

A £ Hogt chiit chinh - | Dang bao Tudi| Tigu Quy céch % "

L Tentlinde Ham lwgng ché | tho |chudn| dong géi S6 ding ky

6 [Ribomustin (CS d4n -  |Bendamustin (dudi |Bot pha 36 [NSX [Hop1 lo VN2-567-17
nhan, déng géi thir cip |dang Bendamustin |dung dich  |thng
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vA xuat xudng: Janssen
Pharmaceutical NV,
b/C: Turnhoutseweg 30,
Beerse, B-2340,
Belgium)

hydroclorid) 90,8mg

dam dic dé
pha dung
dich truyén
tinh mach

5.3 Nha san xuit: Janssen - Cilag S.p.A. (P/c: Via C. Janssen, (Loc. Borgo S. Michele) - 04100

Latina - Italy)

Hoat chét chinh -

A
Tuodi

A Dang bao Tiéu Quy cach Sé di .

Aah Tén thube Ham lugng ché | tho {chudn| déng goi 0 ding ky

7 |Intelence Etravirin 200mg Vién nén 24 INSX |Hop 1 lo 60 VN2-568-17
thang vién

5.4 Nha san xuit: Oncotec Pharma Produktion GmbH (P/c: Am Pharmapark, Dessau, Roblau,

06861 - Germany)

t Vo

" Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy céch £ .
SEE Tén thuée Ham lugng ché tho |chudn| déng gbi Soding ky
8 |Ribomustin (CS din Bendamustin (dudi |Bot pha 36 INSX [Hopllo VN2-569-17
nhin, déng goi thir cdp |dang Bendamustin [dung dich  |théng
va xudt xuéng: Janssen |hydroclorid) 22,7mg |dim dic dé
Pharmaceutical NV, pha dung
P/C: Turnhoutseweg 30, dich truyén
Beerse, B-2340, tinh mach
Belgium)
| 9 |Ribomustin ¢ (CSdén  [Bendamustin (dudi [Botpha | 36 [NSX [Hopllo | VN2:570-17 |
nhin, déng gbi thir cdp |dang Bendamustin  |dung dich . |théng
va xuét xudng: Janssen [hydroclorid) 90,8mg {dam déc dé -
Pharmaceutical NV, pha dung
b/C: Turnhoutseweg 30, dich truyén
Beerse, B-2340, tinh mach
Belgium)
6. Cong ty ding ky: Novartis Pharma Services AG (D/c: Lichtstrasse 35, 4056 Basel -
Switzerland)
6.1 Nha san xuéit: Novartis Pharma Stein AG (P/c: Schaffhauserstrasse 4332 Stein -
Switzerland)
2 p Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach ;
STT Tén thube Ham lwong ché tho |chudn| doéng géi S déng kg
10 [Jakavi 15mg Ruxolitinib (duéi | Vién nén 24 [NSX [Héplvi,4vix| VN2-571-17
dang Ruxolitinib thang 14 vién
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11 [Jakavi 20mg

12 |Jakavi Smg

13 |Ultibro Breezhaler

phosphat) 15mg

Ruxolitinib (dudi
dang Ruxolitinib
phosphat) 20mg

Ruxolitinib (dudi
dang Ruxolitinib
phosphat) Smg

Indacaterol (dudi
dang Indacaterol
maleat) 110mcg;
Glycopyrronium
(dudi dang

Glycopyrronium

bromide) 50mcg

Vién nang
cimg

24 INSX |Hop1vi,4vix| VN2-572-17
thang 14 vién
| 24 [NSX [Hop 1vi,4vix| VN2-573-17
thang 14 vién
18 [NSX [Hop 1vi2vi, | VN2-574-17
thang 5 vi x 6 vién

kém 01 8ng hit

Trang 4

KT. CUC TRUONG

PHO CUC TRUONG

A lf?zry(f}z Cat Vol
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