BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
S Pic ldp - Tw do - Hanh phic

S6:429 /QD-BYT Ha Ngi, ngay(y thang—nidm 2013

QUYET DINH
Céng bé Danh muyc thude biét du'qc gbe (Dot 7)

BQ TRUONG BQ Y TE

Cén cir Luit Dugc so 34/2005/QH11 ngay 14/06/2005; _

C#n ¢ Nghi dinh so 63/2012/ND-CP _ngay 31/08/2012 cua Chinh phu quy dinh
chirc nang, nhiém vy, quyén han vé. co chu t8 chirc cia BO Y té;

Cén cu Théng tu lién tich sé 01/2012/TTLT- BYT- BTC ngay 19/01/2012 cua
Lién B6 Y té - Bo Tai chmh huéng din d4u thiu mua thubc trong céc co s& y té;

Cén cti Quyét dinh s 2962/QD BYT ngay 22/08/2012 cuia B§ truérng BO Y té vé
v1t;c ban hanh Quy dinh tam thoi vé& céc tai liéu cin cung cﬁp aé cdng bo cédc danh muc
thudc biét duge gbe, thudc twong duong diéu trj véi thudc biét dugc gbc, thubc c6 tai
liéu chimg minh tuong duong smh hoc va Quyet dinh sb 1545/Qb-BYT ngay
08/05/2013 cua B§ trudong B Y té vé viéc sira d6i, bd sung Quyét dinh sb 2962/Qb-
BYT ngiy 22/08/2012 ciia B3 Y té v& viéc ban hanh Quy dinh tam th&i vé cac tai lidu
cén cung clp dé cong bbd cac danh muc thubc biét dwoc goc, thube trong dwong didu tri
v6i thudc biét du'qc gbc, thudc c6 tai liéu chimg minh trong duong sinh hoc

Cin cit ¥ kién cia Hoi ddng xét duyq:t danh myc thudc biét duge gée, thubc tuong
duong diéu trj véi thudc biét duge gbe, thube cb tél liéu chitng minh twong duong sinh
hoc cia Bé Y té;

Xét @& nghj cua Ong Cyc truedng Cuc Quan Iy dugc - BY Y té,

QUYET PINH:

Pidu 1. Cong bd kém theo Quyét dinh nay Danh muc thudc biét duge gbc (Dot 7)
gbm 56 thube.

Piéu 2. Quyét dinh niy c6 hiéu lyc ké tir ngdy ky ban hanh.

Pidu 3. Cic ong, ba: Chanh Vin phbng B9, Cuc trudng cac Cuc: Quan ly duge,
Quén 1y kham chira bénh, Quan ly Y duge cb truyén, Khoa hoc Cong nghé va Do tao;
Vu trudng cac Vu: Phap ché, Bao hiém y té, Ké hoach - Tai chinh; Gidm dbc S& Y té
c4c tinh, thanh phd tryc thuéc Trung wong; Gidm déc cic bénh vién, vién cé giwong
bénh truc thudc BO Y té; Gidm ddc cée co s& san xult thude cé thude duge cong bb tai
Pidu 1 va Thi trudng céc don vi c6 lién quan chju trach nhiém thi hanh Quyét dinh
nay./.

leiih ""gﬂ'é-' 3 KT. BQ TRUONG
- Nhu Diéu 3; -

- BTr. Nguyén Thj Kim Tién (dé b/c); THU TRUONG
- Céc Thit trudmg;

- Bao hiém xa hdi VN;

- Téng Céng ty dugc Viét Nam;

- Hi¢p hdi Doanh nghi¢p dugc Viét Nam,

- Cyc Quén y-B& Quéc phong; Cuc Y té-Bé Céng an;
- Cuc Y té giao théng van t3i-B§ GTVT;

- Cdng thong tin dién tir BY Y té;

- Website cita Cyc QLD;

- Lwu: VT, QLD (02b).

yén Thi Xuyén



BOY TE

CONG HOA XA HQI CHU NGHIA VIET NAM
Dgc ldp - Ty do - Hanh phic

Ha NGi, ngay 04 thang ¥ nam 2013
DANH MUC THUOC BIET DUGC GOC BQT 7)
(Ban hanh kém theo Quyét dinh sd 4296 /QD-BYT ngay 04 /% /2013 cia B§ trwdmg B ¥ t6)
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STT| Tén thube Hoat chit Himlegug | DME DA S 4 7 |s6ainghy| Cosirsimzult | Dis chico st sin xuit N“:;;t“
1 Tacrolimus (dwéi dang Hdp 5 vix 10 vién nang
Advagraf tacrolimus monohydrate) 10,5 mg cimg phéng thich kéo dai | VN-16290-13 |Astellas Ireland Co.,Ltd Killorglin, Co.Kerry Ireland
2 Tacrolimus (dudi dang JHOp 5 vix 10 vién nang
Advagraf tacrolimus monohydtate) {lmg cing phéng thich kéo dii | VN-16498-13 |Astellas freland Co.,Ltd Killorglin, Co.Kerry Ireland
3 Tacrolimus (dudi dang Hép 5 vi x 10 vién nang
Advagraf tacrolimus monohydrate) |Smg cing phdng thich kéo dii - | VN-16291-13 |Astellas Ircland Co.,Lid Killorglin, Co.Kerry Ireland
. industriepark 30, B-2220,
Aetius Desloratadine 0,5mg/ml Sirb; Hop ! chai 60 ml VN-14268-11 [Schering - Plough Labo N.V. |Heist-op-den-Berg Bi
Vién nén bao mang phim; Industriepark 30, 2220 Heist-
3 Aerius Desloratadine Smg Hop 1 vi X 10 vidn VN-6309-08 |SP Labo N.V, [ en-BEl! Bi
I Jenderal A Yani, Pulomas,
6 Amaryl Glimepiride 1mg Hop 3 vi x 10 vién nén VN-6298-08 |PT Aventis Pharma Jakarta Indonesia
Cor s& sén xut: Sanofi '
. Aventis SPA - Co st d6ng
o g6i: PT Aventis Pharma - |Scoppito (AQ)-SS-17km22-
Amaryl Glimepiride 4mg Hp 3 vi x 10 vitn nén VN-8879-09 |Indonesia itsly Y
Amoxicillin(dudi dang
8 Amoxicillin trihydrate). JAmoxiciliin
Acid clavulanic {dudi 500mg/Acid Hop 12 gbi bt pha hdn Terras 2 Zone Industrielle de
Augmentin dang Kali clavulanate)  jclavulanic §2,5mg Jdich uﬁgg VN-16487-13 |Glaxo Wellcome Production |la Peyenniere, 53100 Mayenne Phép
Bromhexine PT. Bochringer Ingetheim  [J1. Lawang Gintung No. 69
? Bisolvon Tablets |hydrochloride Smg Hap 3 vix 10 vidn nén WN-15737-12 {Indonesia Bogor Indonesia
10 Bromhexine PT. Bochtinger Ingelheim  |J1. Lawang Gintung No. 69
Bisolvon Kids hydrochloride 4mg/Smt Sir6; Hép ! chai 60ml VN-5027-10 {Indonesia Bogor Indonesia
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11 Vién nén bao phim, hp 10 . J1. Raya Jakarta Bogor Km.37,
Brufen Forte Tbuprofen 600mg vix 10 vitn VN-14886-12 JPT Abbott Indonesia Cimanggis, Depok 16415 Indonesia
12 J1. Raya Jakarta Bogor Km.37,
Brufen Touprofen 100mg/5ml Hbn djch vdng, chai 60m! | VN-12140-11 JPT Abbott Indonesia Cimanggis, Depok 16415 Indonesia
- ' Dung dich djim dic dé pha 15 Brodie Hall Drive,
13 dung dich titm truydn, Technology Park, Bentley WA
JCampto Irinotecan hydrochloride | 40mg/2ml Hjp1lp2ml VN-10462-10 |Pfizer (Perth) Pty. Ltd. 6102 Uc
Co s& sin xufit: Solbaer Veien,
5-Elevarum, Na Uy - Cur s
14 ICo s& sin xufit: Nycomed  |86ng gbi: Via Pontina Km 52,
Levobupivacain Smg/ml “pr 10 dng x 10 ml dung Pharma A.S - Co s& déng L04010 Campaoverde di Aprilia
Chirocaine Hydrochloride Levobupivacaine  |dich ti¢m VN-12139-11 {gbi: Abbott S.1.1 LT, Italy Na Uy
12 $km 65th Infantry Road,
15 Carolina, PR 00985-Pucrto
Cialis Tab 20mg Tadalafil 20mg Hép 2 vién nén VN-5522-08 {Lilly del Caribe, Inc Rico My
1 rue de la Vierge- Ambres et
16 Natri valproate 333mg, Hép 1 1o 30 vién nén bao Lagrave - 33565 Carbon Blanc
Depakine Chrono Acid valproic 145mg 333mg;145mg phim phén&thich kéo dai VN-16477-13 |Sanofi Winthrop Industric  |Cedex Phip
Amlodipine (dudi dang Ronda de Santa Maria 158
17 . Amiodipine besytate),  [Smp Amiodipine, |Hdp 2 vi x.14 vién nén bao 1 . 08210 Barbera del Vallds,
Exforge Valsartan 160mg Valsartan %him VN-16343-13 [Novartis Pharmaceutica S.A {Barcelona Tay Ban Nha}
Amiodipine (dudi dgng Ronda de Santa Maria 158
18 Amlodipine besylate),  |5mg Amlodipine, |Hop 2 vi x 14 vién nén bao 08210 Barbera del Vallds,
Exforge Valsartan 80mg Valsartan __ [phim VN-16344-13 |Novartis Pharmaceutica S.A _|Barcelona Thy Ban Nha
Amiodipine {dudi dang ' Ronda de Santa Maria 158
19 Amlodipine besylate), 10mg Amlodipine, |Hdp 2 vi » 14 vién nén bao 08210 Barbera def Vallds,
Exforge Valsartan 166mg Valsartan _ |phim VN-16342-13 [Novartis Pharmaceutica S.A |Barcelona ' ‘Tdy Ban Nha
Avda De Extremadura no 3,
20 Hén dich xjt miii. Hop 1 09400 Aranda de Duero
Flixonase Fluticasone propionate  {0.05% chai 60 lidu xit VN-10263-10 |Glaxo Wellcome S.A. (Burgos) Téy Ban Nha
i 0 3,
21 Huyén djch xjt. Hop 1 bioh 09400 Aranda de Duero
Flixotide Evohaler  |Fluticasone propionate lZSmchit xit 120 lidu VN-4461-07 |[Glaxo Wellcome S.A. (Burgos) Tay Ban Nha
2 h n dich hit diing cho kh! OlaxoSmithKline Avstralia 11061 Mountain Highway, .
Flixotide Nebules Flyticasone propionate  0,5mg/2ml dung. Hop 10 dng x 2ml WN-11056-10 |Pty Ltd Boronia, Victoria 3155 Ue
23 Fosmicin for LV.Use 1056, Kamonomiya
1 Fosfomycin Sodium ig Hjp 10 g bjt pha tiém VN-13784-11 |Meiji Seika Pharma Co., Ltd |Odawarasi, Kanagawa Nhit Ban
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24 Fosmicin for L.V .Use 1056, Kamonomiya
2g Fosfomycin Sodium 2g tHoép 10 lo bt pha tiém VN-13785-11 [Meiji Scika Pharma Co., Ltd |Odawarasi, Kanagawa Nhit Bin
166 Moo 16 Bangpa-In
25 lindustrial Estate,
Udomsorayuth Road, Bangpa-
Fugacar Mebendazole 500mg Hp 1 vix 1 vién nén VN-16500-13 |Olic (Thailand} Ltd. In District, Ayutthaya Provice | Théi Lan
50mg Vildagliptin,
26 |Galvus Met Vildagliptin, Metformin |1000mg Mctformin |Hdp 6 vI x 10 vién nén bao Schafthauserstrasse CH-4332
50mg/1000mg HCI HC1 {phir VN1-652-12 |Novartis Pharma Stein AG  |Stein Thuy Sy
50mg Vilidagliptin,
27 |Galvus Met Vildagliptin, Metformin  |850mg Metformin |Hdp 6 vi x 10 vién nén bao Schaffhauserstrasse CH-4332
50mg/850mg_ HCI HCl him VN1-653-12 |Novartis Phanma Stein AG  |Stein Thuy S§
28 Hip 2 1o 10mi cb dic dé Grenzacherstrasse 124, CH-
Mabthera Rituximab 10mg/ml pha dung dich truydn VN-5536-08 |F.Hoffimann-La Roche Lid.  |[4070 Bascl Thyy 8§
’9 Hop 2 lo 10ml cb dic 4 Sandhofer Strasse 116 68305
Mabthera Rituximab 10mg/ml hs dung dich truyén VNI-566-11_|Roche Diagnostics GmbH __ [Mannheim By
30 Hop 1 Jo 50ml cb diic dé Grenzacherstrasse 124, CH-
Mabthera Rituximab 10mg/ml ha dung dich truyln VN-5535-08 {F.Hoffmann-La Roche Ltd. [4070 Basel Thyy Sy
3 Hop 1 I S0ml c6 djc dé Sandhofer Strasse §16 68305
Mabthera Rituximab 10mg/mi ha dung dich truyén VN1-567-11 |Roche Diagnostics GmbH  |Mannheim Brirc
1 Olopatadine Dung djch nhé mlt; Hp 1 6201 South Freeway Fort
Pataday Hydrochloride 10,2% chai 2.5mi VN-13472-11 |Alcon Laboratorics Inc ‘Worth, Texas 76134 My
Han dich khi dung diing dé
13 500 mecg/Z ml hit,
(twong dwong véi  |hdp 4 g6i nhdm x 5 fng
JPulmioort Respules  |Budesonide 250 meg/ ml) dom Jidu x 2 mL VN-11682-11 |AstraZeneca AB SE-151 85 Sodertalje Thyy Dién
3409 Bt ding cho khi dung; Zone¢ industriclle No 2, 23, rue
Relenza Zanamivir Smg hop 4 vi phén khéi VN-3994-07 |Glaxo Wellcome Production |Lavoisier, 27060 Evreux Phap
35 Hén dich xit miii, hdp chia
Rhinocort aqua Budesonide 64 megflidu 1 éng xjt mili chira 120 lidu | VN-10734-10 |AstraZencca AB SE- 151 85 Sodertalje Thyy Bién
Hép 5 ng x 1 ml dung Schaffhauserstrasse CH-4332
36 |sandostatin Octrootide 0.Img/ml dich tiém VN-7300-08 [Novartis Pharma Stein AG _[Stein Thyy S
100mg Levodopa;
7 Levodopa, Carbidopa 25mg Carbidopa
monohydrate, monohydrate; Hop 1 chai 100 vién nén
Stalevo 100/25/200  [Entacrapone 200mg Entacrapone | bao phim VN-7779-09 |Orion Corporaton Orionintie 1, FIN-02200 Espoo| Phin Lan
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150mg Levodopa;
38 Levodopa, Carbidopa  [37,5mg Carbidopa
monohydrate, monohydrate; Hop 1 chai 100 vién nén :
Stalevo 150/37,5/200 |Entacrapone FZOOmg Entacrapone |bao phim VN-7778-09 1Orion Corporaton |Orionintie 1, FIN-02200 Espoo| Phin Lan
39 Grenzacherstrasse 124, CH-
Tamiflu Oseltamivir 75 mg Hop 1 vi x 10 vién nang VN-16483-13 |F.Hoffinann-La Roche Ltd. {4070 Basel Thuy 5§
Co 50 sén xuft: Sanofi
40  Aventis US LLC - Co s
Hop 1 vi x 10 vidn nén bao déng g6i va xudt xwong : PT [10236 Marion Park Drive
Telfast BD Fexofenadine Hydroc 60mg phim VN-12648-11 IAventis Pharma-Indonesia  |Kansas City, Missouri 64 137 My
|CtJl s sn xuht; Sanofi
41 Aventis US LLC - Co sé
Hop 1 vi x 10 vién nén bao dong géi vA xudt xwémg : PT [10236 Marion Park Drive
Telfast HD Fexofenadin 180 mg {_phim VN-12649-11 [Aventis Pharma-Indonesia  |Kansas City, Missouri 64 137 My
Co s sén xufit: Ferring
2 GmbH - Co sé& déng goi:
Hép 1 lo 0.9ml dung djch Ferring International Center
Tractocile Atosiban Acttatc 7,5mg/ml Atosiban |tiém tinh mach VN-11874-11 |8.A., Switzerland Wittland 11 D-24109 Kiel birc
T ' o Car s sén xudlt: Ferring
3 Hop 1 o 5ml dung dich GmbH - Co s& déng géi:
d4m dic dé truydn tinh Ferring International Center
Tractocile Atosiban Acetate 7,5mg/ml Atosiben _jmach VN-11875-11 |5.A., Switzerland Wittland 11 D-24109 Kiel Pirc
Co s& sin xuft: MSD Co s sin xult: 21 Tuas South
International GmbH Avenue 6637766 Singapore -
44 {Singapore Branch) - Co s  |Co sé déng gbi: 54-68
dong goi: Merck Sharp &  |Ferndell Street, South
Dohme (Australig) Pty. Ltd. - |Granville, NSW 2142,
Vytorin 10/10 Ezetimibe, Simvastatin__ 10 mg/10 mg Hép 3 vix 10 vién nén VNI1-688-12 | Australia Australia Singapore
Co : |Cor 56 sin sudt: 21 Tuas South
International GmbH Avenuc 6637766 Singapore -
45 (Singapore Branch) - Co s0  |Cer s& déng gi: 54-68
déng goi: Mexck Sharp &  |Ferndell Street, South
Dohme (Australia) Pty. Lid. - [Granville, NSW 2142,
Vytorin 10/20 |[Ezetimibe, Simvastatin__|10mg/20mg Hdp 3 vi x 10 vidn nén VN1-689-12 | Australia Australia Singapote |
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Co s& san xudt: MSD Ca 50 san xufit: 21 Tuas South
International GmbH Avenue 6637766 Singapore -
46 (Singaporc Branch) - Co s  |Co 56 dong gbi: 54-68
déng géi: Merck Sharp & Ferndell Street, South
WDohmc (Australia) Pty. Ltd. - |Granville, NSW 2142,
Vytorin 10/40 Ezetimibe, Simvastatin  |10mg/40mg Hop 3 vi x 10 vién nén VNI1-690-12 ! Australia [ Australia Singapore |
47 Hidp 1 vi x 14 vién nén bao
Xarelto Rivaroxaban 20 mg him VN2-58-13 |Bayer Pharma AG D-51368 Leverkusen Exic
48 Hop 1 vi x 14 vién nén bac
Xarelto Rivaroxaban 15 mg him VN2-57-13 |Bayer Pharma AG |D-51368 Leverkusen Exre
49 |Xenical Orlistat 120mg Hp 4 vix 21 vién nang VN-7675-09 |Roche S.p. A Via Morelli 2, Segrate, Milan Y
50 Grenzacherstrasse 124, CH-
Xenical Orlistat 120mg Hép 4 vix 21 vién nang VN-9205-09 |F. Hoffinann-La Roche Ltd  |4070 Basel Thyy S§
Co s& sén xult: Merck Sharp
& Dohme Ltd - Co sér déng
51 goi: Merck Sharp & Dohme |Shotton Lene Cramlington,
Hop 3 vi x 10 vién nén bao (Australia) Pty. Ltd., [Northumberland NE23, 3 JU,
Zocor Simvastatin @5 40 mg him VN-13276-11 |Australia and Anh
5 - |Hép 1 lo Sml, Dung djch { Lexia Place Mulgrave .
Anzatax 30mg/5ml _|Paclitaxel 30mg/5ml tiém VN-13010-11 {Hospira Australita Pty Ltd  {Victoria 3170 Uc
Hép 1 bng tiém 4 mi dung
33 Nebido Testosteron Undecanoate | 1000mg/4ml djch ti¢m VN-14465-12 |Bayer Schering Pharma AG  |D-13342 Berlin Piirc
5 ' IH{p.1 1 50ml, Dung dich 1 Lexia Place Mulgrave .
Anzatax 300mg50ml Paclitaxel 300mgl_50r'nl tiém VN-12310-11 {Hospira Australia Pty Ltd Victoria 3170 Uc
55 Anzatax Hop 1 lp 16,7ml, Dung 1 Lexia Place Mulgrave )
100mg/16,7ml Paclitaxel 1100mg/16,7ml dich tiém VN-12308-11 {Hospira Australia Pty Ltd Victoria 3170 Uc
56 Hap 1 lg 25ml, Dung dich 1 Lexia Place Mulgrave .
Anzatax 150mg/25ml |Paclitaxel 150mg/25ml tiém WN-12309-11 {Hospira Ausiralia Pty Ltd Victoria 3170 JUc

) Thudc da hét han sé ding ky nhumg dwgc phép luu hinh dén hét han ding cua thubc.

Trang 5/5






