BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tu do - Hanh phic
S6: 4-43 /QDb-QLD Ha N¢i, ngayp4 thdng J-ndm 2018
QUYET PINH

Vé viéc ban hanh danh muc 14 thuéc nuéc ngoai
(thudc didu trj ung thu ding ky 14n ddu - s6 dang k¥ c6 hiéu hrc 03 nam)
dupc clp s6 dang ky luu hanh tai Viét Nam - Pot 100

CUC TRUGNG CUC QUAN LY DUGC

Can oir Luat Dugc ngay 06/4/2016;

Can ctt Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 ctia Chinh phd quy
dinh chifc ning, nhiém vy, quyén han va co c4u 18 chic clia Bo Y t€;

Cin cit Quyét dmh@ 3861/QD-BYT ngay 30/9/2013 clia BO trudng Bo Y
t€ quy dinh chic: nﬁng, nhlém g, quyén han va co cfu té chic clia Cuc Quin ly
duoc thuoc BO Y té,g

Cén ct y 6? cla H61 dOng tu vén cdp gidy ding k¢ lwu hinh thuéc,
nguyén lidu 1am thioc - BY Y té;

Xét dé ngh1 cia Trudng Phong Ping ky thu6e - Cuc Quén 1y Duge,
QUYET PINH:

Diéu 1. Ban hanh k&m theo Quyét dinh ndy danh muc 14 thuéc nuéc
ngoai (thubc diéu tri ung thu dang ky 14n ddu - s6 ding k¥ c6 hiéu luc 03 nim)
duge cip s6 dang k¢ Iuu hanh tai Viét Nam - Dot 100.

Diéu 2. Nha san xudt va cong ty ding ky thudc cé trich nhlém cung cép
thudc vao Viét Nam theo ding cdc hé so tii liéu d3 dang ky véi Bo Y t€. S8 ding
ky dugc BO Y t€ Viet Nam cdp phai dugc in 1én nhin thubc. S6 ding ky cé ky
hiéu VN3-...-18 ¢6 gi4 tri 03 nim k€ ti ngay k§ Quyét dinh.

Piéu 3. Trong qué trinh Ivu hanh, céng ty ding k¢ thudc, nha san xuft
phai ph6i hgp véi céc co s diéu tri dé thuc hién theo ding cic quy dinh hién
hanh vé thudc ké don va theo ddi an todn hiéu qua, tdc dung khéng mong muén
ciia thudc trén ngudi Viét Nam va téng hop, bdo cdo theo diing quy dinh hién
hanh méi 06 thdng mot 14n vé Cuc Quan 1y Duoc.

Diéu 4. Nha san xudt va cong ty ding ky thuéc phéi chép hanh ddy du
phép luat cia nuéc CHXHCN Viét Nam va céc quy dinh ctia BY Y t& vé nhap
khdu thudc va luu hanh thudc tai Viét Nam; néu c6 bét cif thay ddi gi trong quéd
trinh lwu hanh thudc & nudc s tai va & Viét Nam thi phai béo cdo ngay cho Cuc
Quan 1y Dugc - B0 Y t€ Viét Nam.



Pidu 5. Déi véi céc thubc ban hanh kém theo quyét dinh nay va thude
danh muyc thubc ddc va nguyén lidu doc lam thubc theo quy dinh tai Thong tu
06/2017/TT-BYT ngay 03/5/2017 ciia B$ Y té v& viéc ban hanh danh myc thudc
déc va nguyén liéu doc 1am thudc; cong ty ding k¥, co s& san xudt phai cap nhat
quy dinh vé thuSc doc trén nhén va hudéng din st dung theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 cia BS Y t€ quy dinh ghi nhin thudc,
nguyén liéu 1am thuéc va t& huéng din sir dung thubc va chi dugc sin xuét, hru
hénh thubc trén thj trudng sau khi Cuc Quan 1y Dugc phé duyét ndi dung cip
nhét nay. |

Piéu 6. Quyét dinh ndy c6 hiéu lyc ké tir ngay ky ban hanh.

Piéu 7. Gidm d6c S3 Y t€ céc tinh, thanh phd truc thudc trung wong, gidm
d6c nha san xudt va cong ty ding k§ c6 thubc tai Diéu 1 chiu trich nhiém thi
hanh Quyét dinh nay./.

CUC TRUONG

Noi nhdn:

- Nhu Biéu 7;

- B6 trudng Nguyén Thj Kim Tién (d€ b/c);

- TT. Truong Quéc Cudmg (dé bic);

- Cyc Quén Y - Bo Quéc phdng, Cyc Y t€ - Bo Cong an;
- Cuc Y t€ Giao thong van tai - Bo Giao thong van tai;

- Téng cuc Hai quan - B Tai chinh;

- Bao hiém Xa hoi Viét Nam;

- Vu Phip ch€, Cuc Quén Iy Khém, chita bénh - Bo Y t&,
Thanh tra B Y t&;

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

- Téng Cong ty Duge VN;

- Céc Cong ty XNK Dugc phdm;

- Céc Bénh vién & Vién c6 giudng bénh truc thudc BO Y t&;
- Website cia Cyuc QLD, Tap chi Duge va MP - Cyc QLD;
- Lm: VT, KDD, DKT(10).




CUC QUAN LY DUQC

BOYTE

‘CONG HOA XA HOI CHU NGHIA VIET NAM
Pjc 1adp - Ty do - Hanh phic

DANH MUC 14 THUOC NUGC NGOAI BIEU TR] UNG THU PANG KY LAN PAU
PUGC CAP SO PANG KY LUU HANH HIEU LUC 03 NAM - BJT 100.

Ban hanh kém theo quyét dinh s6:443./QD-QLD, ngay(4-./.1./..201 8

1. Cong ty diing ky: Céng ty CP dwgc phiim Pha No (B/c: 31 Hé Biéu Chdnh, P.12, Q. Phi

Nhugn, TP. H6 Chi Minh - Viét Nam)

1.1 Nha sin xuéit: Laboratorios Normon, S.A. (P/c: Ronda de Valdecarrizo, 6-28760 Tres cantos

(Madrid) - Spain)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch g dﬁ.‘ ,

STT Tén thuoc Ham lrong ché | tho [chudn| déng géi 0 ding ky

1 [Pecabine 500mg |Capecitabin 500mg [Vién nén | 30 [NSX |Hop12vix 10 [ VN3-53-18
bao phim  [théng vién

2. Cong ty diing ky: Cong ty TNI-IH Binh Viét Pwrc (D/c: 62/36 Truong Cing Dinh, P. 14, Q.
Tén Binh, TP. H6 Chi Minh - Vzet Nam)

2.1 Nha san xuéit: Haupt Pharma Wolfratshausen GmbH (D/c: Pfaffenriederer Str.5, 82515
Wolfratshausen - Germany)

n £ Hoat chét chinh - | Dang bao |Tudi| Tiéu| Quy cach £ .
STT Tén thuoc Ham hrong ché tho |chudn| dong goi So ding ky
2 ({Irinotecan onkovis Irinotecan Dung dich 24 INSX [Hop1llg2ml | VN3-54-18
20mg/ml hydroclorid trihydratjdam dic d& |thing
(twong duong pha dich
Irinotecan truyén tinh
17,33mg/ml) mach
20mg/ml

3. Céng ty ding ky: Cong ty TNHH DP Bich Viét (B/c: 56 146 ngs 230 Pinh Céng Thugng, P.
Dinh Céng, Q. Hoang Mai, Ha Nji - Viét Nam)

3.1 Nha san xuét: (Co s& sin xuiit, déng gbi so cip va thir cip): Oncomed Manufacturing a.s.
(D/c: Kardsek 2229/1b, budova 02, 621 00 Brno-Reckovice - Séc)

n £ Hoat chit chinh - Dang | bao |Tudi| Titu | Quy céch S& diine ke

STT Tén thube Ham hrgng ché tho {chudn| déng géi 0 ding ky

3 [Pemetrexed biovagen  |Pemetrexed (dudi  |Bot dong 36 [INSX |[Hopllo VN3-55-18
(CS xudt xudng: [dang pemetrexed  |kho pha thang

Trang 1




Synthon Hispania S.L; |dinatri dung dich

dia chi: Pol.Ind.Les hemipentahydrat)  |dém dac dé

Salines. Carrer Castelld, |100mg pha dung

1 08830 Sant Boi de dich tiém

Liobregat, T4y Ban Nha) truyén tinh
mach

4. Céng ty diing ky: Cong ty TNHH Dwgc Phim Y-Med (D/c: 144 Bén Vin Dén, P.6, Q.4, TP.
H6 Chi Minh - Viét Nam)

4.1 Nha san xuit: Globela Pharma Pvt. Ltd (D/c: Plot no, 357, GIDC, Sachin, Surat-394 230,

Gujarat - India)

. P Hoat chit chinh - | Dang bao |Tudi| Tiéu ‘ Quy céch X .

STT Tén thute Ham lwgng ché tho [chudn| doéng géi S0 diing ky

4 |Glotraz Letrozole 2,5mg Vién nén bao|] 24 {USP40[Hop 3 vix 10 VN3-56-18
phim thang vién -

5. Cong ty ding ky: Dr. Reddys Laboratories Ltd. (P/c: 8-2-33 7, Road No.3, Banjara Hills,
Hyderabad-500034, Andhara Pradesh - India)

5.1 Nha sin xuét: Dr. Reddys Laboratories Ltd. (B/c: Formulation Unit -7 Plot No. PI to P9,
Phase-I1I, VSEZ, Duvvada, Visakhapatnam-District, Andhra Pradesh - India)

. X Hoat chit chinh - | Dang bao |Tudi| Titu | Quy céch p
STT Tén thuoc Ham hrgng ché tho {chuéin déng goi 86 diing ky
5 {Decitabin S0mg Decitabin 50mg/lo . | B4t dong 24 INSX [|Hop1lo VN3-57-18
khd pha thang] '
dung dich
tiém truyén

6. Cong ty déing ky: Dr. Reddys Laboratories Ltd. (D/c: 8-2-337, Road No.3, Banjara Hills,
Hyderabad-500034, Telangana - India)

6.1 Nha sin xuét: Dr. Reddys Laboratories Ltd. (B/c: Formulation Unit -7 Plot No. P1 to P9,
Phase-1Il, VSEZ, Duvvada, Visakhapatnam-District-330046, Andhra Pradesh - India)

. Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich £ .
STT Tén thube Ham lrgng ché | tho |chudn| aomggei | SO danB kY
6 [Doxtored 80 Docetaxel Dung dich 24 INSX [Hopllo VN3-58-18
o _ _|80mgdml _  jtiémtuyen Jthangt | ] |
7 [Podoxred 100mg Pemetrexed (dudi |Bftdong _| 24 INSX {Hépllo VN3-59-18
dang pemetrexed  |khé @& pha |théng
dinatri) 100mg  |dich tiém
Y
truyen
4T -
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Podoxred 500mg ..

Pemetrexed (dudi
dang pemetrexed
dinatri 2,5 hydrate)
500mg

Bt dong
kho dé pha
dich tiém
truyén

24

thang

INSX

Hop 1.Io |

VN3-60-18

7. Cong ty diing ky: Emcure Pharmaceuticals Ltd. (B/c: Emcure House, T-184, M.1.D.C.,
Bhosari, Pune 411 026, - India)

7.1 Nha san xuét: Emcure Pharmaceuticals Ltd. (B/c: Plot No. P-2, Phase-II, ITBT park MDC,
Hinjwadi, Pune-411057, Maharashtra state - India)

n Hoat chit chinh - | Dang bao [Tudi| Tiéu | Quy cich Sh aa
STT Tén thube Ham lrgng ché tho [chuén| d6ng gbi 0 dng ky
9 [Citafine 200mg Gemcitabin (dudi  |Bgt dong 24 |USP38iHop 1 lo VN3-61-18
' dang Gemcitabin  [khd pha tiém|thang '
HCI) 200mg

8. Cong ty ding ky: Glenmark Pharmaceuticals Ltd. (P/c: B/2, Mahalaxmz Chambers 22
Bhulabhai Desai Road, Mumbai-400 026 - India)

8.1 Nha sin xuét: Glenmark Generics S.A (B/c: Calle 9 NO 593 (B1629MAX) Parque Industrial
Pilar, Provincia de Buenos Aires - Argentina)

o £ Hoat chit chinh - { Dangbao |Tudi| Tieu [ Quycich £ .
STT Tén thuoe Ham lrong ché | tho |chudn| domggei | o OAvEN
10 {Docehope 20mg/0,5ml |[Docetaxel (dang Dung djch 24 |USP |[Hop 1 lg dung VN3-62-18
khan) 20mg dém dic pha |thang|39 dich dam dic
dung dich 0,5mlvallo
truyén tinh dung méi 1,5ml
mach

9. Cong ty ding ky: Novartis (Singapore) Pte Ltd (D/c: 10 Collyer Quay, # 10-01, Ocean
Financial Centre Singapore (049315) - Singapore)

9.1 Nha sin xuit: Ebewe Pharma Ges.m.b.H Nfg.KG (D/c: Mondseestrasse 11, 4866 Unterach

am Attersee - Austria)

Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach K oax Lo
A : Sod
STT Tén thube Ham lrgng ché | tho |chudn| déng goi 0 ding ky
11 |Methotrexat "ebewe"  |Methotrexat . . Dung dich 24 INSX |Hop1lloxSml | VN3-63-18
50mg/5ml 10mg/ml é tiém hoic thang
. til truyen

i Py i

Trang 3




9.2 Nha sin xuit: Salutas Pharma GmbH (b/e: Otto-von-Guerlcke-AlIee 1, 39179 Barleben -

Germany)
" p Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cich p ,
STT Tén thude  Ham legng ché | tho |chuin| dénggei | S°dAnBNY
12 Anastrozole Img (CS  |Anastrozole Img |Viénnénbaof 36 [NSX [Hop3vix10 VN3-64-18
xudt xudng: Lek phim thang vién
Pharmaceuticals d.d, dia

|chi: Verovskova Ulica
57, 1526 Ljubljana,
Slovenia)

10. Cong ty ding ky: Sun Pharmaceutical Industries Limited. (P/c: UB Ground, 5 & AMP; 6th
floor, Sun House, CTS No 201, B/1. Ram Nagar, Western Express Highway, Goregaon East,
Mumbai, 40063, Maharashtra - India)

10.1 Nha sin xudt: Sun Pharmaceutical Industries Ltd. (B/c: Halol-Baroda Highway,
Halol-389 350, Dist. Panchmahal, Gujarat State - India)

Hoat chét chinh -

Tudi

Tiéu

. £ Dang bao Quy céch £ ,
STT Tén thuse Ham lwong ché tho |chuin déng géi S0 diing ky
13 |Sunpexitaz 500 Pemetrexed (dudi  |[Bitdéng | 24 INSX |Hoplle VN3-65-18
dang Pemetrexed ~ |khé pha tiém|thdng] - | . '
dinatri heptahydrate)
500mg

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

11.1 Nha san xuét: Sun Pharmaceutical Industries Ltd. (B/c: Halol-Baroda Highway,
Halol-389 350, Dist. Panchmahal, Gujarat State - India)

Rs
R R Hoat chiit chinh - | Dang bao |Tuoi| Tiéu | Quy céch S8 diine kv
STT Tén thuoe Ham lwgng ché tho ichufin| déng géi ng ky
14 |Bortesun Bortezomib Bt dong 24 INSX ([Hop 1 lo 3ml VN3-66-18
3,5mg/3ml khé dé pha thdng
. dich truyén
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