BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Doc lap - Tu do - Hanh phiic
S6: 207 /Qb-QLD Ha Ngi, ngay-{9 thangq ndm 2017
QUYET PINH

Vé viéc ban hanh danh muc 10 thudc nuée ngoai
(thudc c6 hoat chét, phéi hop hoat chét lin dau dang ky tai Viét Nam - s6
dang ky c6 hiéu hre 02 nam) duge cdp s6 diing ky luru hanh tai Viét Nam -
Dot 98

CUC TRUONG CUC QUAN LY DUGC

Cén cit Luat Dugc ngay 06/4/2016;

Can cit Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 clia Chinh phii quy
dinh chifc ning, nhiém vy, quyén han vi co ciu t6 chitc ciia Bo Y t€;

Cén ctr Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 clia Bo triéng Bo Y
t€ quy dinh chifc nang, nhiém vy, quyén han va co ciu t6 chitc cha Cuc Quan 1§
dugc thudoc Bo Y t&;

Cén ctt Thong tu s8 44/2014/TT-BYT ngdy 25/11/2014 ctia Bo Y 1€ quy
dinh viéc dang ky thudc;

Can ctt y kién clia Hoi dong tur vén cép gidy dang k¢ lun hinh thuéc,
nguyén liéu lam thubc - Bo Y t&;

Xét d€ nghj cha Trudng Phong Dang k¥ thusc - Cuc Quan 1y Duge,
QUYET DINH:

Diéu 1. Ban hanh kém theo Quyét dinh niy danh muc 10 thusc nudc
ngoai (thudc c6 hoat chat 14n ddu, phéi hop hoat ch4t 14n ddu ding k¥ tai Viét
Nam - s6 dang ky c6 hiéu lyc 02 nam) dugc cép s6 dang ky luu hanh tai Viét
Nam - Dot 98.

Diéu 2. Nha sén xudt va cong ty dang ky thudc c6 trdch nhiém cung cép
thude vao Viet Nam theo diing cdc hd so tai lieu da dang ky v6i Bo Y t&. S6 dang
ky duge Bo Y t€ Viét Nam cép phai dugc in 1én nhan thudc. S6 dang ky ¢6 ky
hig¢u VN2-...-17 c6 gid tri 02 ndm ké tlr ngay ky Quyét dinh.

Diéu 3. Trong qué trinh luu hanh, cong ty ding ky thudc, nha sén xut
phéi ph6i hop véi cdc co s& diéu tri dé thuc hién theo ding céc quy dinh hién
hanh vé thu6c ké don (d6i véi thudce ké don) va theo déi an toin hidu qua, tic
dung khong mong muén cta thudc trén ngudi Viét Nam va téng hop, bdo cdo
theo ding quy dinh hién hanh mdi 06 thdng mot 14n vé Cuc Quén 1y Duoc.



Piéu 4. Nha san xuat va cong ty ding ky thudc phai chdp hanh ddy db
phép luat ctia nuéc CHXHCN Viét Nam va cdc quy dinh ctia Bo Y t€ v€ nhap
khéu thudc va luu hanh thuéc tai Viét Nam; néu 6 bét cif thay déi gi trong qua
trinh Iuu hanh thuéc & nuée sé tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quan 1y Duoc - BO Y t&€ Viét Nam.

Diéu 5. Quyét dinh nay c6 hiéu luc k€ tir ngay ky ban hanh.

Picu 6. Gidm ddc SO Y t& céc tinh, thanh phd truc thudc trung wong, gidm
déc nha san xudt va cong ty dang ky c6 thudc tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

PHU TRACH QUAN LY,
Noi nhdn: PIEU HANH CUC
- Nhu Diéu 6; o ——
- B trudng Nguyén Thi Kim Tién (dé b/c);
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- Vién KN thu6c TW, Vién KN thuéc TP. HCM; * Trwong Quéc Cuwong
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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC-QUAN LY DUQC Poc 14p - Ty do - Hanh phiic

DANHMUC 10 THUOC NUGC NGOAI cO HOAT CHAT LAN DAU PHOI HOP HOAT CHAT
LAN DAUPANG KY DUQC CAP SO PANG KY LUU HANH HIEU LUC 02 NAM - bOT 98.

Ban hanh kém theo quyét dinh sb: #07/QD-QLD, ngay.44./.4../... 204 F

1. Cong ty ding ky: Baxter Healthcare (Asia) Pte., Ltd. (D/c: 150 Beach Road #30-01/08
Gateway West, Singapore 189720 - Singapore) '

1.1 Nha sin xuét: Baxter S.A (D/c: Bd René Branguart 80, B-7860 Lessines - Belgium)

» [ . 1' b i ! A Tuﬁi 'A' i '
STT! Ten thube HU:_it‘Lllﬁl chinh Dang Pao Tlf';l Q'l'ly cﬁc:l_: S6 déing ky
~ Ham lwgng ché tho [chuén| d6ng gbi
: 1000 ml nhii dich chira: Alanine 6,41g; Arginine 3 1 3 » o
1 |Olimel N7E 345 At 5ol 170 Gitonts Sid 2 ots I\{hu 2’4 NSX | Ti plastic VIN2-646-17
Glycine 3,07g; Histidine 2,64g; Isoleucine 2,21g; dlch théng 1000ml,
Leucine 3,07g; Lysine (dwdi dang Lysine acetate) truyén 1500ml
3,48g; Methionine 2,21g; Phenylalanine 3,07g; sk
Proline 2,64g; Serine 1,75g; Threonine 2,21g: tin

Tryptophan 0,74g; Tyrosine 0,11g; Valine 2,83g; mach
Natri acetat trihydrat 1,5g; Natri glycerophosphate :
hydrat 3,67g; Kali clorid 2,24g; Magnesi clorid
hexahydrat 0,81g; Calci clorid dihydrat 0,52g;
Glucose anhydrous 140g; Déu oliu tinh khiét va dau
d&u nanh tinh khiét; 40g

2. 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)

2.1 Nha sén xuét: Janssen Cilag S.P.A. (D/c. Via C. Janssen (Loc. Borgo S. Michele) - 04100
Latina (LT) - Italy)

’ 4t chinh - a0 |Tubi| Tis 4 Eops 2
STT Tén thube Hoat‘chat chinh Dz.mg;bao Tle;u Ql:ly ca?!} S6 ding ky
Ham lwgng ché tho |chuin| déng géi
2 |Edurant Rilpivirin (dudi Vién nén bao| 36 [NSX |Hop1lo30 VN2-647-17
dang Rilpivirin phim thing vién
hydrochlorid) 25mg

3. Cong ty dang ky: Mundipharma Pharmaceuticals Pte. Ltd. (B/c: 12 Marina View, #22-01
Asia Square Tower 2, Singapore 018961 - Singapore)

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

. £ Hoat chiit chinh - | Dang bao |Tudi| Tigu Quy cach
SEL), Lardnie Ham lwong ché tho |chudn| do6ng goi

Trang 1



3 |Transtec 35 pg/h M&i miéng dan Miéngdan | 36 [NSX [Hop4géixl | VN2-648-17
chtra: Buprenorphin thang mi€ng dan. Hop
20mg 8 gbi x 1 miéng
dan
4 |Transtec 52.5 pg/h M3i miéng dén Miéngdan | 36 [NSX [Hop4gdixl | VN2-649-17
chira: Buprenorphin thang miéng dén. Hop
30mg 8 g6i x 1 miéng
dan
5 |Transtec 70 pg/h Méi miéng dan Miéngdén | 36 [NSX [Hop4géix1 | VN2-650-17
chtra: Buprenorphin thang mieng dén. Hop
40 mg 8 gbi x 1 miéng
dan
4. Cong ty dang ky: Novartis Pharma Services AG (D/c: Lichtstrasse 35, 4056 Basel -
Switzerland)
4.1 Nha san xuit: Novartis Pharma Stein AG (B/c: Schaffthauserstrasse 4332 Stein -
Switzerland)
. % Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach Sé ds :
5 < i - d
P i thyos Hamluong | ché | tho |chudn| déng g6i 0 dang ky
6 |Zykadia 150mg Ceritinib 150mg Vién nang 24 INSX |[HopS5vix10 VN2-651-17
cung thang vién; Hop to x 3
hdp nho x 5 vi
x 10 vién
5. Cong ty ding ky: Santen Pharmaceutical Co., Ltd. (D/c: 9-19, Shimoshinjo 3-chome,
Higashiyodogawa-ku, Osaka 533-8651 - Japan) |
5.1 Nha san xuit: Laboratoire Unither (D/c: Z.1. de la Guérie - 50211 Coutances Cedex -
France)
g Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch GlE i
Sl s Ham lwgng ché tho |chuén dong goi 0 dang ky
7 |Taptigom Tafluprost Dung dich 36 INSX Hop3taix 10 | VN2:652-17
0,015mg/ml; nhd mat thang ong x 0,3ml
Timolol (dudi
dangTimolol

maleat) Smg/ml

6. Cong ty dang ky: Sun Pharmaceutical Industries Ltd. (D/c: Acme Plaza, Andheri - Kurla
Road., Andheri (East) Mumbai 400 059 - India)

6.1 Nha sian xuit: Holopack Verpackungstecknik GmbH (B/c: Bahnhofstrasse 74429
Sulzbach-Laufen - Germany)
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Stadt Wanzleben-Bérde,
Germany)

en Chlorite-Oxygen
reaction) 138 x 10*
don vi hoattinh
chéng oxy héa

" < Hoat chat chinh - | Dang bao |Tudi| Tiéu | Quy cich § om e
=il Airkitlisicie Ham lugng cﬁé tho |chuin dong goi b
8 |Oxoferin solution 2%  |M&i ml dung dich Dung dich 36 INSX [Hop1 chai50, | VN2-653-17
(CS kiém tra chat luong |chtra Chlorite drug  |ding ngodi [thang 100ml
thanh phim, xuit xudng: [substance solution
Nuvo Manufacturing ~ [0X0-K993 (dudi
GmbH, dja chi: Vor dem |dang
Schlosstor 9, 39164 [Tetrachlorodecaoxyg

7. Cong ty déing ky: Takeda Pharmaceuticals (Asia Pacific) Pte., Ltd. (D/e: 2 Shenton Way #
11-01, SGX Centre 1, Singapore (068804) - Singapore)

7.1 Nha sin xuft: Takeda Pharmaceutical Company Ltd. (P/e: 1 7-85 Jusohonmachi 2-chome,
Yodogawa-ku, Osaka 532-8686 - Japan)

NS =
-

g Hoat chét chinh - | Dang bao |Tubi| Tieu | Quy cch T
ok Ten th Ham lwgng ché tho |chufin|  déng goi gky
9 |Dexilant 30 mg delayed (Dexlansoprazol Vién nang 36 [NSX |[Hoplvix7 VN2-654-17
release capsules 30mg phéng thich |thdng vién, hdp 2 vix
cham 7 vién, hop 4 vi
x 7 vién
10 [Dexilant 60 mg delayed [Dexlansoprazol | Vién nang 36 INSX [Hoplvix7 VN2-655-17
release capsules 60mg phéng thich |thdng vién, hdp 2 vix
ch&m 7 vién, hop 4 vi
x 7 vién
PHU TRACH QUAN LY,
PILU HANH CU

Trwong Quéc Cuwong
Thir trweédmg BO Y té
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