BO GIAO THONG VAN TAI  CONG HOA XA HOI CHU NGHIA VIET NAM
CUCYTE Poc lap - Ty do - Hanh phic

S6: 9C /CYT-NVYD&TTBYT Hé Noi, ngay 0 thang 2 ndm 2018
V/v ban hénh dal}h muc thude nudc

ngoai dugc cap so dang ky luu hanh

tai Viét Nam — dot 98 (b0 sung)

Kinh gt

- Céc Bénh vién, Phong kham da khoa GTVT,;
- Céac Trung tam y € chuyén nganh GTVT;
- Cong ty c6 phan Bénh vién GTVT.

Ngay 16/01/2018, Cuc Quan ly Duge - Bd Y t& ¢6 cac Quyét dinh s6
46/QD-QLD, Qb 47/Qb-QLD vé viéc ban hanh danh muc thudc nuéde ngoai
duoc clp sb dang ky luu hanh tai Viét Nam — dot 98 (b6 sung). Noi dung cu thé
ctia cac Quyét dinh trén duoc dang tai trén trang thong tin dién tir cua Cuc Y té
GTVT - Dia chi: http://ha.mt.gov.vn - Muc: Thong tin thude.

Cuc Y t& GTVT thong béo dé cac don vi biét va thuc hién./. Y

Noi nhin: ) cucC TRUONG
- Nhu trén (Qua website Cuc Y t€ GTVT); U H
- Luu: VT, NVYD&TTBYT.




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic
S6: 41+ /Qb-QLD Ha Noi, ngay (¢, thangﬁi?dm ?gj§ Py \7 T\N&\,A\ﬂ”

’ i

2 QUYET PINH L 29-01- 018
, Vé viéc ban hanh danh muc 01 thuéc nuée ngoa B ,
e v (thudc diéu tri ung thu dang Ky lan dau - s6 dang ky co hleulﬂfiﬁz . ndm) z//f ..... f
y cf 05,‘.\( duoc cip s6 diang ky luu hanh tai Viét Nam - Dot 98 (bb sung)

ﬂ CUC TRUONG CUC QUAN LY DUGC

Can c Luat Dugc ngay 06/4/2016;

Cin cit Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cia Chinh phu quy
dinh chitc nang, nhiém vu, quyén han va co cau td chitc clia Bo Y t€;

Cin cif Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ctia Bo trudng Bo Y
t€ quy dinh chifc nang, nhiém vu, quyén han va co cflu t8 chic ctia Cuc Quéan 1y
dugc thuoc Bo Y té;

Can ctt § ki€n cha Hoi dong tu vén cép gidy dang ky luu hanh thuéc,
nguyén liéu lam thuoc - B Y t&;

Q

Xét dé nghi cua Trudng Phong Dang ky thudc - Cuc Quan 1y Duogc,
QUYET PINH:

Piéu 1. Ban hanh k&ém theo Quyét dinh ndy danh muc 01 thuSc nudc
ngoai (thudc diéu tri ung thu dang ky 14n dédu - s6 dang ky c6 hiéu lyc 02 ndm)
dugc cdp s6 dang ky luu hanh tai Viét Nam - Dgt 98 (bd sung).

Diéu 2. Nha san xuit va cong ty dang ky thudc cé trach nhiém cung cap
thudc vao Viét Nam theo ding cic ho so tai liu da dang ky v6i Bo Y t€. SO dang
ky dugc Bo Y t€ Viét Nam cdp phai dugc in 1én nhin thudc. So dang ky VN2-
656-18 c6 gia tri 02 nam k& tir ngay 19/9/2017 va thay thé s6 dang ky VN-
20693-17.

Piéu 3. Trong qud trinh luu hanh, cong ty dang ky thuSc, nha san xuét
phai phéi hop vé6i cdc co s& diéu tri dé thyc hién theo diing céc quy dinh hién
hanh vé thu6c ké don va theo ddi an toan hiéu qua, tic dung khong mong muén
clia thudc trén ngudi Viét Nam va téng hop, bdo cdo theo ding quy dinh hién
hanh méi 06 thdng mot 14n vé Cuc Quan 1y Dugc.

Diéu 4. Nha san xudt va cong ty dang ky thudc phai chdp hanh dziy da

phap luat cua nu6c CHXHCN Viét Nam va cic quy dinh chia Bo Y t€ vé nhap
kh4u thudc va luu hanh thudc tai Viét Nam; néu cé bat cu thay déi g trong qud



trinh Iru hanh thu6c & nude sé tai va & Viét Nam thi phai bdo cdo ngay cho Cuc

Quan 1y Dugc - Bo Y t€ Viét Nam.

Piéu 5. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Piéu 6. Gidm d6c S& Y t€ céc tinh, thanh phd truc thudc trung uong, gidm
d6c nha san xuét va cong ty dang ky c6 thudc tai Diéu 1 chiu trdch nhiém thi

hanh Quyét dinh nay./.

Noi nhén:

- Nhu Diéu 6;

- B6 trudng Nguyén Thi Kim Tién (dé b/c);

- TT. Truong Qubc Cudng (dé b/c);

- Cuc Quan Y - Bo Qudc phong, Cuc Y t&€ - Bo Cong an;

- Cuc Y t&€ Giao thong van tai - Bo Giao thong van tai; ~~
© - Téng cuc Hai quan - Bo Tai chinh;

- Béo hiém X4 hoi Viét Nam;

- Vu Phédp ché, Cuc Quan 1y Khdm, chita bénh - Bo Y t&,
Thanh tra Bo Y t€;

- Vién KN thuéc TW, Vién KN thuée TP. HCM;

- Téng Cong ty Duoc VN;

- C4c Cong ty XINK Duge phidm;

- Cac Bénh vién & Vién c6 giudng bénh truc thudc Bo Y t&;
- Website ciia Cuc QLD, Tap chi Dugc va MP - Cuc QLD;
- Lwu: VT, KDD, BDKT(10).

KT, CUC TRUONG
PHO CUC TRUONG




BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc 1ap - Ty do - Hanh phiic

DANH MYC 01 THUOC NUGC NGOAI BIEU TRI UNG THU PANG KY LAN DAU
DUCC CAP SO PANG KY LUU HANH HIEU LUC 02 NAM - DOT 98 (BO SUNG).

Ban hanh kém theo quyét dinh sb:4.7./QD-QLD, ngaytb../4./.20.%

1. Céong ty ding ky: Cong ty TNHH DKSH Viét Nam (B/c: S6 23 Pai 16 Péc Ldp, khu céng
nghiép Viét Nam - Singapore, huyén Thudn An, tinh Binh Duong - Viét Nam)

1.1 Nha sin xuit: Nang Kuang Pharmaceutical Co., Ltd. (B/c: No. 1001, Zhongshan Rd.,
Xinhua Dist., Tainan City - Taiwan)

A Hoat chit chinh - | Dang bao Tudi| Tigu | Quy cich S8 diine 1v
STT Tén thude Ham lugng ché tho |chuidn| déng goi o dang &y
I |Isotera Injection Docetaxel (dudi Dungdich | 24 |[NSX [Hop 1 lo 4ml VN2-656-18
Concentrate 20mg/ml  [dang docetaxel dim dic dé |thang
trihydrat) 80mg/4ml |pha dung
dich tiém
truy€n
KT. CUC TRUONG
PHO CUC TRUONG
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc 1ap - Tu do - Hanh phiic
S6: 4t /QD-QLD Ha No¢i, ngay (¢ thdngp{ndm 2018
QUYET PINH

Vé viéc ban hanh danh muc 14 thuéc nuéc ngoai
duoc cdp s6 dang ky luu hanh tai Viét Nam - Pot 98 (bb sung)

CUC TRUGNG CUC QUAN LY DUGC

Can ctt Luat Duge ngay 06/4/2016;

Can ci Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 ctia Chinh phu quy
dinh chitc nang, nhiém vu, quyén han va co céu td chic ctia Bo Y t€;

Can cit Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cua B truéng BO Y
t€ quy dinh chitc nang, nhiém vu, quyén han va co cu t8 chitc cha Cuc Quén ly
duoc thuéc Bo Y té;

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

Can ct y kién cha Hoi dong tr van cép gidy dang ky luu hanh thudc,
nguyén liéu lam thudc - BO Y té;

Xét dé nghi cta Trudong Phong Pang ky thuéc - Cuc Quan 1y Duoc,
QUYET PINH:

Pi¢u 1. Ban hanh kém theo Quyét dinh nay danh muc 14 thu6c nudc
ngoai dugc cdp s6 dang ky luu hanh tai Viét Nam - Dgt 98 (b6 sung).

Diéu 2. Nha san xudt va cong ty dang ky thudc c6 trich nhiém cung cap
thudc vao Viét Nam theo diing cac ho so tai liéu di dang ky véi Bo Y té. S6 dang
ky dugc B6 Y t&€ Viét Nam cép phai dugc in 1én nhan thudc. S6 dang ky ¢6 ky
hiéu VN-.....-18 ¢4 gi4 tri 05 nam ké tir ngay k¥ Quyét dinh.

Diéu 3. Nha san xuit va cong ty dang ky thudc phéai chdp hanh ddy da
phép luat ciia nu6c CHXHCN Viét Nam va cdc quy dinh ca BO Y t€ vé nhép
khéu thu6c va luu hanh thudc tai Viét Nam; néu cé bét cit thay ddi gi trong qud
trinh luu hanh thudc & nudc s tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quén 1y Duoc - Bo Y té Viét Nam.

Diéu 4. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.



Piéu 5. Gidm d6c SO Y t€ cac tinh, thanh ph6 truc thudc trung uong,
giam d6c nha sin xuit va cong ty diang ky c6 thudc tai Diéu 1 chiu trdch nhiém

thi hanh Quyét dinh nay./.

Noi nhén:

- Nhu Diéu 5;

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

- TT. Trwong Qubc Cudng (dé b/c);

- Cuc Quan Y - B6 Quéc phong, Cuc Y t& - Bo Cong an;

- Cuc Y t& Giao thong vén tai - Bo Giao thong van tai,~

- Téng cuc Hai quan - Bo Tai chinh;

- Bao hi€ém X4 hoi Viét Nam;

- Vu Phdp ch€, Cuc Quan 1y Y, Dugc ¢d truyén, Cuc Quan 1y
Khém, chita bénh - Bo Y t&, Thanh tra Bo Y té;

- Vién KN thuéc TW, Vién KN thuéc TP. HCM;

- Téng Cong ty Dugc VN;

- C4c Cong ty XNK Dugc phdm;

- C4c Bénh vién & Vién c6 giudng bénh truc thudc Bo Y t&;
- Website ctia Cuc QLD, Tap chi Dugec & MP - Cuc QLD;

- Lwu: VT, KDD, DKT(10).

KT. CUC TRUONG
PHO CUC TRUONG



BOYTE

" CUC QUAN LY DUGC

CONG HOA XA HQI CHU NGHIA VIET NAM
Djc lap - Ty do - Hanh phic

DANH MUC 14 THUOC NUGC NGOALI PUGC CAP SO DANG KY HIEU LUC 5 NAM
POT 98 (BO SUNG).

Ban hanh kém theo quyét dinh sb: 4:£../QD-QLD, ngay4&../41.1.201%

1. Cong ty ding ky: B.Braun Medical Industries Sdn. Bhd. (D/c: Bayan Lepas Free Industrial
Zone, Plot 164, Phase 2, 11900 Bayan Lepas, Pulau Pinang - Malaysia)

1.1 Nha san xuét: B.Braun Medical Industries Sdn. Bhd. (B/c: Bayan Lepas free industrial
zone, 11900 Bayan Lepas, Pulau Pinang - Malaysia)

o x Hoat chit chinh - | Dang bao |Tudi| Tigu | Quy cich S8 diine ky
STT Tén thude Ham lugng ché tho |chudn| déng goi odangky
Gelofusine M3i 500ml chira: Dung dich 24 INSX |Hop 10 chai VN-20882-18
Succinylated Gelatin|tiém truyén [thang plastic 500ml
(Modified fluid
gelatin) 20,0g;

Sodium clorid
3,505g; Sodium

hydroxid 0,68g

2. Cong ty ding ky: Cong ty TNHH DKSH Viét Nam (P/c: S6 23 Pai 16 Péc Ldp, khu cong
nghiép Viét Nam - Singapore, huyén Thudn An, tinh Binh Duong - Viét Nam)

2.1 Nha san xuit: Hanmi Pharm. Co., Ltd. (P/c: 214 Muha-ro, Paltan-Myeon, Hwaseong-si,

Gyeonggi-do, - Korea)

n £ Hoat chit chinh - | Dang bao Tudi| Titu Quy cach S di ,
. e . 0 dian
STT Tén thuoe Ham lugng ché tho |chuan| déng goi g ky
Alenmax plusD Tab. Acid Alendronic Vién nén 18 INSX |[Hoplvix4 VN-20883-18
(dudi dang thang vién

Alendronat natri)
70mg;
Cholecalciferol dang
bot ¢6 dac (tuong
duong vitamin D3
56001U) 53,33mg

3. Cong ty ding ky: Cong ty TNHH Dugc phdm Thi D6 (Pre: S6 53, ngd 178/1 Pwong Thdi Ha,
Phuwong Trung Liét, Qudn Dong Pa, TP. Ha N¢i - Viét Nam)
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3.1 Nha san xuit: Wuhan Changlian Laifu Biochemical Pharmaceutical Co., Ltd. (P/c.: No 12,
Jiangan Road, Jiangan District, Wuhan, Hubei, China - China)

n £ Hoat chit chinh - | Dang bao Tubi| Tiu Quy cach S a3 ,
O < Y k
STT Tén thube Ham lwong ché tho [chuin| déng goi o dang &y
3 |Lydosinat 10 mg Sodium aescinate  |Bot dong 24 INSX |HopSlo VN-20884-18
10mg khod pha tiém|thing
- Lydo e Smg ....................... Sodium Asscinate | Bot dom g ................. sa s H(’Sp_ St & NETTTCATS
Smg kho pha tiém|thang

4. Cong ty ding ky: Céng Ty TNHH mét thanh vién Dwgc phim Phan Gia (B/c: 174 Pudng sé
3, KPS, phuwong An Phu, qudn 2, Tp. H6 Chi Minh - Viét Nam)

4.1 Nha san xuit: ACS Dobfar info SA (D/c: Casai, 7748 Campascio - Switzerland)

. A Hoat chit chinh - | Dang bao |Tudi| Ticu Quy cich £ s .
STT Tén thuoc Ham luwgng ché tho [chuin d()r}llg goi 50 diing ky
5 |Sterile Levofloxacin M3i ml dung dich  |Dung dich 24 INSX [Thi nhom chira | VN-20886-18
5mg/ml Intravenous chira: Levofloxacin [truyén tinh |théng 1 tai truyén
Infusion (dudi dang mach PVC chira
Levofloxacin 100ml dung
hemihydrat) 5mg dich truyén tinh

mach

5. Cong ty ding ky: Céng ty TNHH Thwong mai dwgc phidm Binh Nguyén (P/c: 13C Hé Biéu
Chénh, P.12, Q. Phii Nhugn, TP. H6 Chi Minh - Viét Nam)

5.1 Nha san xuit: R.X. Manufacturing Co., Ltd. (B/c: 76 Moo 10, Salaya-Bangpasi Road,
Narapirom, Banglane, Nakornpathom 73130 - Thailand)

2 Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach S& dine ki
STT Tén thude Ham lwgng ché tho |chuin| déng géi o dangly
6 [AMK 457 M3di 5ml chira: Bot pha hdn | 24 |[BP201{Hop 1 chai VN-20887-18
Amoxicillin (dudi  |dich uéng  {thang|4 70ml kém 01

dang amoxicillin
trihydrat) 400mg;
Acid clavulanic
(duéi dang kali
clavulanat) 57mg

bng nho giot

6. Cong ty diing ky: Enter Pharm Co., Ltd (D/c: 51, Myeongnyun-1-ga, Jongno-gu, Seoul,

110-521 - Korea)
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6.1 Nha sin xuét: JRP Co., Ltd (P/c: 34-40, Jeyakgongdan 2-gil, Hyangnam-eup, Hwaseong-si,
Gyeonggi-do - Korea)

X
n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach S8 ding kv
STT| ~ Tén thuoe Ham lugng ché | tho [chuin| dénggsi gl
7 |Levotozin Capsule Levodropropizin Vién nang 36 [NSX |[Hop3vi, 10vi | VN-20888-18

7. Cong ty ding ky: Korea Arlico Pharm Co., Ltd. (D/c: 21, Yongso 2-gil,
Gwanghyewon-myeon, Jincheon-gun, Chungcheongbuk-do - Korea)

7.1 Nha san xuét: Korea Arlico Pharm. Co., Ltd. (B/c: 21, Yongso 2-gil, Gwanghyewon-myeon,
Jincheon-gun, Chungcheongbuk-do - Korea)

A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch S§ ding ky
STT Tén thuoc Ham lwgng ché tho |chudn| déng goi &%y
Neopolin vaginal soft  [Neomycin (duéi Vi‘én nang 36 [NSX [Hop2vix6 VN-20889-18
capsule dang Neomycin mém déat 4m |thing vién

sulfat) 350001U;
Nystatin 1000001U;
Polymyxin B

dao

sulphate 350001U

8. Cong ty ding ky: Korea Prime Pharm. Co., Ltd. (B/c: 100, Wanjusudan 9-ro, Bongdong-eup,
Wanju-Gun, Jeollabuk-do - Korea)

8.1 Nha san xuét: Korea Prime Pharm. Co., Ltd. (D/c: 100, Wanjusandan 9-ro, Bongdong-eup,
Wanju-Gun, Jeollabuk-do - Korea)

o £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach 6 ds .
: *7e 2 0 dang k
STT Tén thuoc Ham luwgng ché tho fchuan| doéng goi L
Vitalef-50 Sildenafil (dudi Vién nén bao| 36 |[NSX |Hoplvix4 VN-20890-18
dang Sidenafil phim thang vién
_Leitrat) S0mg .

9. Cong ty ding ky: Mega Lifesciences Public Company Limited (B/c: 384 Moo 4, Soi 6,
Bangpoo Industrial Estate, Pattana 3 Road, Phraeksa, Mueang, Samutprakan 10280 - Thailand)

9.1 Nha san xuét: Mega Lifesciences Public Company Limited (B/c: 384 Moo 4, Soi 6, Bangpoo
Industrial Estate, Pattana 3 Road, Phraeksa, Mueang, Samut Prakan 10280 - Thailand)
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. £ Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach £ s .
: ] , Sod ky -
STT Ten thube, Ham hrgng ché tho {chuan| doéng goi » Gang &y :
10 |Giloba Cao ginkgo billoba |Vién nang 24 INSX |Hop3vix 10 VN-20891-18
(dudi dang ginkgo  [mém thang vién
biloba phytosome)
40mg

10. Céng ty ding ky: PT. Kalbe Farma Tbk (D/c: Kawasan Industri Delta Silicon J. M.H.
Thamrin Blok A3-1, Lippo Cikarang, Bekasi - Indonesia)

10.1 Nha san xuit: PT. Kalbe Farma Tbk (D/c: Kawasan Industri Delta Silicon JI. M.H.
Thamrin Blok A3-1, Lippo Cikarang, Bekasi - Indonesia)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich £ s .
2 < f Sod k
STT Tén thuoe Ham luwgng ché tho |chuan| déng goi 0 qang &y
11 |Woods' peppermint Maéi 5ml siro chira: |Siro 36 [NSX [Hop 11060 ml.| VN-20892-18
Expectorant Bromhexin thang Hop 1 19 100ml

hydrochlorid 4mg;

Guaifenesin 100mg

11. Cong ty ding ky: Shine Pharmaceuticals Ltd. (D/c: A-103 Sumanglam Complex, Nr. Sonpal
Petrol Pump Pratap Nagar, Baroda 390 004 - India)

11.1 Nha sdn xuét: J. Duncan Healthcare Pvt. Ltd. (D/c: Plot No. 65/66/67, Phase-II, Atgaon
Industrial Complex Atgaon Taluka-Shahpur, Dist. Thane - India)

o < Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £ . ,
STT Tén thude Ham lugng ché | tho [chudn| dong géi S0 ding ky
12 |Capciko Cycloserin 250mg | Vién nang 24 |USP39|Hop 7 vix 4 VN-20893-18
13 |Lan-Lan 750 Levofloxacin (dudi |Vién nénbao| 36 INSX |[Hop3vix10 | VN-20894-18
dang Levofloxacin |phim thang vién
hemihydrat) 750mg

12. Cong ty ding ky: Siu Guan Chem Ind Co., Ltd. (D/c: No 128 Shin min Road, Chia YI -
Taiwan)

12.1 Nha sin xuét: Siu Guan Chem Ind Co., Ltd. (B/c: No 128 Shin min Road, Chia YI -
Taiwan)
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STT

Tén thude

Hoat chit chinh -
Ham lwong

Dang bao
che

Tiéu
chuan

Tudi
tho

Quy cach
déng goi

S6 ding ky

14

Chiamin-S Injection

M&i 250ml chira:
L-isoleucin 720mg;
L-leucin 817,5mg;
L-lysin hydroclorid
902,5mg;
L-methionin 720mg;
L-phenylalanin
480mg; L-threonin
480mg; L-trypto-
phan 240mg;
L-valin 720mg;
L-arginin hydro-
clorid 750mg;
L-histidin hydro-
clorid. H20 345mg;
Glycin 100mg;
D-sorbitol 12,5g

Dung dich
ti€ém truyén

48
thang

NSX |Chai 250ml

VN-20895-18
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