BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phuc

S6:4%43/QD-BYT Ha Néi, ngay A0 thangOS nam 2017

QUYET PINH
Cong b6 Danh muc thuoc biét duge goc (Pot 17)

BO TRUONG BQ Y TE

Can cir Ludt Dugc s6 105/2016/QH13 ngdy 06/04/2016;

Can cr Nghi dinh so 63/2012/Nb-CP ngay 31/08/2012 cua Chinh phu quy dinh
chirc nang, nhiém vu, quyen han va co céu td chirc cia Bo Y té;

Céan cir Thong tu s6 11/2016/TT-BYT ngay 11/05/2016 cua B6 Y té quy dinh
viéc dau thau thuoc tai cac co so'y té cong Iap,

Can cir Quyét dinh s6 2962/QD-BYT ngay 22/08/2012 cua B§ truong B Y té vé
viéc ban hanh Quy dinh tam thoi vé cac tai ligu can cung cap dé cong bd cac danh
muc thudc biét dugc gde, thude tuong duong diéu tri vi thu6e biét dugc goc thude
co tai liéu ching minh tuong duong sinh hoc va Quyet dinh s6 1545/Qb-BYT ngay
08/05/2013 cua B trucmg Bo Y té ve viéc stra doi, bd sung Quyét dinh $0 2962/Qb-
BYT ngay 22/08/2012 cua Bo Y té vé viéc ban hanh Quy dinh tam thoi vé cac tai liéu
can cung cap dé cong bo cac danh muc thude biét dugce goc thudc tuong duong diéu
tri voi thude biét duge goc, thude cé tai lidu chimg minh tuong duong sinh hoc;

Can cir y klen cua Hoi dong xét duyét danh muc thu6e biét dugc goc, thude
tuong duong diéu tri vai thuoc biét dugc goc, thudc c6 tai liéu chirmg minh tuong
duong sinh hoc clia By Y té; _

Xét dé nghi cua Cuc truong Cuc Quan ly Dugc - B Y t€,

QUYET DINH:

D:eu 1. Cong bd kém theo Quyét dinh nay Danh muc thudc biét duge gbc (Dot
17) gébm 21 thude.

Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Dicu 3. Cac 6ng, ba: Chanh Van phong B, Cuc trudng cac Cuc: Quan ly Dugc,
Quan ly kham chira bénh, Quan ly Y dugc ¢ truyen Khoa hoc Cong nghé va Pao
tao; Vu truong cac Vu: Phap ché, Bao hiém y té, Ké hoach - Tai chinh; Giam déc S&
Y té cac tinh, thanh phd truc thudéc Trung wong; Giam doc cac bénh vién, vién co
glucrng bénh truc thudc Bo; Giam ddc cac co so san xuat thudc cé thude dugc cong b
tai Diéu 1 va Thua trudng cac don vi co6 lién quan chiu trach nhiém thi hanb Quyet
dinh nay./.

Neri nhgn:

- Nhu Diéu 3;

- BTr. Nguyén Thij Kim Tién (dé blc);
- Céc Thir trudmg;

- Bao hiém xa hdi VN;

- Tong Cong ty duge Viét Nam;

- Hi¢p hgi Doanh nghiép dugc Vit Nam;

- Cyc Ouan y- -Bo Qum: phanb Cuc Y té-Bo Cong an;
-Cyc Y té giao thong van tai-B§ GTVT;
- Cong théng tin dién tr BO Y t&;
- Website cua Cyc QLD;
- Lwu: VT, QLD (02b).
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BOYTE

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc ldp - Tr do - Hanh phiic

Ha Ngi, ngay A0 thang 0 ndm 2017
DANH MUC THUOC BIET DUQC GOC (PQT 17) ,
(Ban hanh kém theo Quyét dinh s6 A%43 /QP-BYT ngay AQ /0S /2017 ciia Bj truong Bj Y té)

mesylat tinh thé)

STT [Tén thube Hoat chat Ham Dang bao ché, Quy cich  |S6 diing ky [Co sér san xudt Dia chi co sé san xuat Nuée
lwgmg dong gbi sin xuat
1|/Sandostatin Lar  |Octreotid (duéi | 10mg Bot pha tiém, Hop 1 lp VN-20046- |Co s& san xuat: Sandoz Co s& san xuat: Biochemiestrasse 10, 6336 |Ao
10mg dang Octreotid thude bt + | dng tiém déng [16 GmbH; Langkampfen - Ao;
acetat) sin chira dung méi pha tiém, Co sé dong goi va xuft Co s déng goi va xuét xuéng:
| bd chuyén d6i + | mii tiém xuomg: Novartis Pharma Schaffhauserstrasse 4332 Stein, Thuyy Si;
Stein AG; Co s&r san xuft dung méi pha tiém:
Co s& san xuit dung moi Veersweg 12, 8121 AA Olst, Ha Lan
pha tiém: Abbot Biologicals
B.V
2|Sandostatin Lar  |Octreotid (dudi  |20mg Bt pha tiém, Hjp 1 lo VN-20047- |Co s&r san xuat: Sandoz Co s& san xuat: Biochemiestrasse 10, 6336 |Ao
20mg dang Octreotid thube bt + | éng tiém déng |16 GmbH; Langkampfen - Ao:
acetat) sin chira dung méi pha tiém, Co s&r dong g6i va xudt Co sy d6ng géi va xull xudng:
1 bd chuyén dbi + 1 mii tiém xudng: Novartis Pharma Schaffhauserstrasse 4332 5Stein, Thyy 5i;
Stein AG; Co s& san xudt dung méi pha tiém:
Co s& san xuat dung méi Veersweg 12, 8121AA Qlst, Ha Lan
pha tiém: Abbot Biologicals
B.V
3|Sandostatin Lar  |Octreotid (duéi  |30mg B{t pha tiém, Hop | lp VN-20048- |Co sd san xuét: Sandoz Co s& san xuat: Biochemiestrasse 10, 6336 [Ao
30mg dang Octreotid thubc bt + | bng tiém dong |16 GmbH; Langkampfen - Ao;
acetat) sin chira dung méi pha tiém, Co s& dong goi va xuit Co s& dong goi va xuat xudmg:
1 bo chuyén d6i + | mii tiém xudng: Novartis Pharma Schaffhauserstrasse 4332 Stein, Thyy Si;
Stein AG; Co s& san xuit dung méi pha tiém:
Co s& sin xuit dung mdi  |Veersweg 12, 8121AA Olst, Ha Lan
pha tiém: Abbot Biologicals
B.v
4|Glivec 100mg Imatinib (dudi 100mg Vién nén bao phim, Hip 6  |VN2-490-16 |Novartis Pharma Oeflingerstrasse 44, 79664 Wehr P
dang Imatinib vi % 10 vién Produktions GmbH




dia chi: Avenida
Extremadura, 3,
Aranda de Duero,
Burgos (09400,

Spain)

STT [Tén thude Hoat chit Ham Dang bao ché, Quy céch S6 ding ky |Co s& san xuét i COL CO S0 SuiL xua SRR,
hrgng déng gbi sdn xuit
5{Voltaren Diclofenac natri [75mg/3ml [Dung dich thudc tiém, Hop |VN-20041- |Lek Pharmaceuticals d.d Verovskova 57, 1526 Ljubljana Slovenial
75mg/3ml 1 vi x 5 bng 3ml 16
6| Taxotere Docetaxel 20mg/Iml | Dung dich dim t:lar:~ pha VN-20265- |Sanofi-Aventis Deutschland |Industriepark Héchst 65926 Frankfurt am  |DPuc
dung dich tiém truyén, Hop |17 GmbH Main Allemagne
1 lgx Iml,
7| Taxotere Docetaxel 80mg/4ml {Dung dich dam déc pha VN-20266- |Sanofi-Aventis Deutschland |Industriepark Héchst 65926 Frankfurtam  [Dide
dung djch tiém truyén, Hop |17 GmbH Main Allemagne
11lgpx 4ml
8(Zoladex Goserelin (duéi | 3,6 mg  [Thudc tiém dudi da (cay WN-20226- |AstraZeneca UK Ltd Silk Road Business Park, Macclesfield, Anh
dang goserelin phong thich chim), Hep1 |17 Cheshire, SK10 2NA
acetat) bom tiém c6 thube
9|Bricanyl Terbutalin 0,5mg Dung djch tiém, VN-20227- |Cenexi 52 rue Marcel et Jacques Gaucher, 94120 | Phap
sulfat hép 5 6ng x 1 mL 17 Fontenay- sous-Bois
10|Nevanac Nepafenac Img/ml Hén dich nhé mat, Hop 1 lo [VN-17217- [S.A.Alcon-Couvreur.N.V Rijksweg 14,B-2870 Puurs Bi
5mi 13
11| Topamax Topiramat 25mg Vién nén bao phim, Hop 6 |VN-20301- [Cilag AG Hochstrasse 201, 8200 Schaffhausen Thuy si
vi x 10 vién 17
12| Ventavis lloprost 0,01 Dung dich thudc dang hit,  |VN-19795- |Berlimed S.A Poligono Industrial Santa Rosa S/n, E- Tay
mg/ml Hép 30 6ng 2ml 16 28806 Alcala de Henares, Madrid Ban Nha
13{Flixonase Fluticasone 0,05%|Hén dich xit mi, Hop | VN-20281- [Glaxo Wellcome S.A. Avda De Extremadura 3, 09400 Aranda de |Tay
propionat (siéu chai 60 liéu xit 17 Duero (Burgos) Ban Nha
min) 0,05%
14{Votrient (Co s&  (Pazopanib (dudi |[200mg Vién nén bao phim, Hop 1|  |VN-20280- |Glaxo Operations UK Ltd  |Priory Street, Ware, Hertfordshire, SG12  |Anh
dong gdi: Glaxo  (dang Pazopanib lo 30 vién 17 (trading as Glaxo Wellcome |0D)
Wellcome, S.A.; {Hydrochloride) Operations)




STT |Tén thuoe Hoat chit Ham Dang bao ché, Quy cich S6 diing ky [Co sé san xuit Dija chi co' s& san xuat Nuwrde
lugng déng goi sin xuit
15| Votrient (Co sa Pazopanib (dudi  |400mg Vién nén bao phim, Hjp 1  |VN2-550-17 |Glaxo Operations UK Ltd Priory Street, Ware, Hertfordshire, SG12 Anh
dong géi: Glaxo  |dang Pazopanib lo 30 vién (trading as Glaxo Wellcome [0DJ]
Wellcome S.A.;  |Hydrochloride) Operations)
dia chi: Avenida
Extremadura, 3,
Aranda de Duero,
Burgos 09400,
Spain)
16{Januvia 100mg Sitagliptin (duéi | 100mg Vién nén bao phim; Hop2 |VN-20316- |Merck Sharp & Dohme Ltd |Shotton Lane, Cramlington, Anh
dang Sitagliptin  |Sitagliptin |vi x 14 vién 17 Northumberland NE23 3JU
phosphat
monohydrat)
17|Januvia 50mg Sitagliptin (dudi  |50mg Vién nén bao phim; Hp 2  |VN-20317- |Merck Sharp & Dohme Ltd |Shotton Lane, Cramlington, Anh
dang Sitagliptin  |Sitagliptin |vi x 14 vién 17 Northumberland NE23 3JU
monohydrate
phosphate)
18|Singulair 4mg Montelukast 4 mg Vién nhai; Hop 4 vix 7 VN-20318- |Merck Sharp & Dohme Ltd. |Shotton Lane Cramlington, Anh
(dong goi tai (dudi dang vién, Hop 2 vi x 14 vién 17 Northumberland NE23, 3 JU, England, UK
Merck Sharp &  |Montelukast
Dohme B.V. Dja |natri) 4mg
chi: Waarderweg
39,2031 BN
Haarlem -
Metherlands)
19|Singulair Smg Montelukast 5mg Vién nhai; Hop 4 vi x 7 vién |VN-20319- |Merck Sharp & Dohme Ltd. |Shotton Lane Cramlington, Anh
(dong goi tai (duéi dang 17 MNorthumberland NE23, 3 JU, England,
Merck Sharp & Montelukast
Dohme B.V. Dja |natri) 5mg
chi: Waarderweg
39,2031 BN
Haarlem -

Netherlands)




dihydrate 4,5mcg

STT |Tén thuoce Hoat chat Ham Dang bao ché, Quy céch  [S6 ddng ky |Co s&r san xuat Dja chi co sé san xuit Nudée
lurgng dong gbi sdn xuht
20|Invanz Ertapenem (duéi |lg Thudc bt pha tiém truyén  |VN-20315- [Laboratoire Merck Sharp & [Route de Marsat, Riom, F-63963 Clermont - |Phap
dang Ertapenem tinh mach hodc tiém bap; 17 Dohme - Chibret Ferrand Cedex 9.
natri) 1g Hgp 1 1o 15ml hodc 20ml
chira 1g bint
21|Symbicont M&i licu phong  [80meg;  [Botding dé hit, Hop chira 1 [VN-20225- |AstraZeneca AB SE-151 85 Sodertalje Thuyy
Turbuhaler thich chifa: 4,5mecg  |Ong hit 60 lidu 17 Dién
Budesonid
80mcg;
Formoterol
fumarate
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