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S6: 3449/QD-BYT Ha Ngi, ngay /4 thang® ndm 2015

QUYET DINH
Céng b6 Danh muc thude biét duwgc gbc Dot 13)

BO TRUONG BQ Y TE L con

Cén cu Luét Dugc so 34/2005/QH11 ngay 14/06/2005;

Céan ctr Nghi dinh sb 63/2012/NB CP ngay 31/08/2012 cta Chinh phi quy dinh chirc
ning, nhiém vu, quyén han va co cau t6 chirc cia By Y té;

Cén cir Thong tu lién tich s6 01/2012/TTLT- BYT- BTC ngay 19/01/2012 cua Lién
tichBo Y te B6 Tai chinh huéng din d4u thau mua thube trong cdc co s¢ y té; Thong tu
lién tich s6 36/2013/TTLT-BYT-BTC ngay 11/11/2013 cua LiéntichBo Y té - By Tai chinh
stra d6i, bd sung mdt sd didu cia Théng tu lién tich sb 01/2012/TTLT- BYT- BTC ngay
19/01/2012 cua Lién tich B6 Y té - B Tai chinh huéng dan d4u thiu mua thude trong céc co
5oy té;

Cin cir Quyét dinh sb 2962/Qb-BYT ngay 22/08/2012 cta B truéng Bo Y té v& viéc
ban hanh Quy dinh tam thoi vé céc tai liéu cén cung cap dé cong b6 céc danh myc thude biét
dugc gbe, thube tuong duong dleu tri v6i thudc biét dugc gbc, thubc c6 tai licu chirng minh
tuong duong sinh hoc va Quyét dinh sb 1545/QD-BYT ngay 08/05/2013 cia B) trudng Bo
Y té v viée stra ddi, bd sung Quyet dinh s0 2962/QB-BYT ngay 22/08/2012 cia B Y té vé
viéc ban hanh Quy dinh tam thoi ve cic tai liéu can cung cap dé cong b6 cac danh muc thude
biét duoc gbe, thudc teong duong diéu tri véi thudce biét duge gbc, thube c6 tai liéu ching
minh tuong duong sinh hoc;

Cin ctr y kién cua Hoi ddng x¢t duyét danh myc thudc biét duogc gbc, thube tuong
duong dleu tri v6i thube biét dugc gbc, thubc c6 tai lidu chimg minh tuwong dwong sinh hoc
ciaBo Y té;

Xét dé nghi cla Ong Cuc trudéng Cuc Quan Iy Duge - By Y té,

QUYET PINH:

Piéu 1. Cong bd kém theo Quyet dinh ndy Danh muc thudc biét dugc gbec (Pot 13)
gbm 47 thube.

Piéu 2. Quyét dinh nay cé hleu luc ké tir ngay ky ban hanh.

Pidu 3. Cac 6 ong, ba: Chanh Vin phong Bj, Cyc trudng cdc Cuc: Quén ly Dugc, Quéan
ly khdm chita bénh, Quan ly Y dugc co truyén, Khoa hoc Cong nghé va Dao tao; Vu trudng
céc Vu: Phép ché, Bao hiém y té, K& hoach - Tai chinh; Gidm d6c S& Y té céac tinh, thanh
phd truc thude Trung wong; Gidm dbc cac bénh vién, vién c6 giuong bénh tryc thuje Bo;
Giam dbc céc co s& san xuét thue c6 thude duge cdng bd tai Piéu 1 va Thi trudng cac don
vi ¢6 lién quan chiu trdch nhiém thi hanh Quyét dinh nay./.
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Ha N¢i, ngay A9 théng § neim 2015
DANH MUC THUOC BIET DUQC GOC (PQT 13)
(Ban hanh kém theo Quyét dinh s634€9/QD-BYT ngay 19 / 8 /2015 ciia Bé truomg Bé Y 16)

STT Tén thube Hoat chit Ham lrgng | Dang bao ché, Quy cich déng g6i | S6 ding ky Co s san xuit Dia chi co s& sin xuét N";‘Z‘Z““
Moxifloxacin (duéi dang Hop 1 chai 250ml, dung djch truyén i ] 3
1 |Avelox NMoxifloxach hydosiloride) 400mg/250ml Vi wisch, VN-18602-15 |Bayer Pharma AG D-51368 Leverkusen birc
2 |Bisolvon Kids Brombhexine hydrochloride 4mg/5ml Hop 1 chai 60ml, si rd VN-18822-15 |PT. Boehringer Ingelheim Indonesia |JI. Lawang Gintung No., 89 Bogor Indonesia
3 |Brexin z;;‘;:;mm deng Piroxicam betal,,, o Hop 2 vi x 10 vién, vién nén VN-18799-15 |Chiesi Farrmaceutici S.p.A Via San Leonardo 96 43100 Parma Y
: : Hop 1 lo bét, bot pha dung dich ti€ém Laboratoires Merck Sharp & Dohme |Route de Marsat, RIOM 63963, Clermont %
4 |Cancidas Caspofungin 70mg truydn fiah mach VN2-252-14 Chibret Barrand Codéx Phéap
. . .|Hop 1 1o bét, bdt pha dung dich tiém Laboratoires Merck Sharp & Dohme |Route de Marsat, RIOM 63963, Clermont :
5 |Cancidas Caspofungin 50mg frylis Sisogch VN2-251-14 Chibret Fattaid Codex9 Phép
; : . : Novartis Saglik Gida Ve Tarim Yenisehir Mahallesi Dedepasa Caddesi No. 17 | 2 ...
6 |Cataflam 25 Diclofenac kali 25mg Hop 1 vi x 10 vién nén bao dudng VN-18616-15 Dhinislent San. vé Tic. A S (11. Sok. No.2), 34912 Kurtkoy, Istanbul Tho Nhi Ky
; ; 7 ) Novartis Saglik Gida Ve Tarim Yenisehir Mahallesi Dedepasa Caddesi No. 17 |, ...
7 |Cataflam 50 Diclofenac kali 50mg Hop 1 vi x 10 vién nén bao dudng VN-18617-15 Uisiilesi San. ve Tic.A S (11. Sok. No.2), 34912 Kurtkoy, Istanbul Tho Nhi Ky
: : : . . Co s& san xuét: Zoetis P&U LLC Dia chi co s& san xuat: 2605 E, Kilgore Road,
8 |Dalacin T e 19 (10mg/m) |F0p | chei 30ml, dung dich ding | . 1g577.14 |(Co st xuft xuomg: Pharmacia &  [Kalamazoo, M1 49001 - My (Bia chi co's My
LR i Upjohn Company) xufit xudng: Kalamazoo, MI 49001 - USA)
. ) Co s& san xult: Glaxo Wellcome Dia chi co s& san xuét: Avda Extremadura 3,
9 |Flixotide Evohaler Fluticasone propionate 125meg/liéu xit iy binh M 1;2 Ly, Mmdeicigg VN-16267-13 [S.A. (Co s& dong gbi: g ; c}a de‘Duero (B}lrgos),Tay Ba.n Ty Ban
phun mu dinh li€u GlaxoSmithKline Australia Pty Ltd) Nha (Dia chico s& dong géi: 1061 Moutain Nha
%% |Highway, Boronia VIC 3155, Australia)
10 |Gadovist Gadobutrol (604,72mg/ml) 1mmol/ml Hop 1 xylanh déng sin 7,5ml VN-17840-14 |Bayer Pharma AG 13342 Berlin Dirc
Galvus Met Vildagliptin, Metformin o : : ; ; g
11 50mg/1000me Tvdroeitond 50mg, 1000mg |Hdp 6 vi x 10 vién nén bao phim VN-18571-14 |Novartis Pharma Stein AG Schaffhauserstrasse CH-4332 Stein Thuy S§
Galvus Met Vildagliptin, Metformin s 2 : ; .
12 50mg/850mg Ehrdrochlosid 50mg, 850mg |Hop 6 vi x 10 vién nén bao phim VN-18651-15 |Novartis Pharma Stein AG Schafthauserstrasse CH-4332 Stein Thuy S§
13 |Gemzar g‘é‘gc“abm (Rioot daag Genteiabin, |en fi‘g 'lrl‘;;éz"t dong kho pha dung dich 1., ¢394.14 |Eli Lilly & Company Indianapolis, In 46285 My
14 |Keppra Levetiracetam 500mg Hdp 6 vi x 10 vién nén bao phim VN-18676-15 [UCB Pharma S.A. Chemin du Foriest, 1420 Braine-I'Alleud Bi
15 |Komboglyze XR e AR 5mg, S00mg  |Vién nén bao phim, hdp 4 vi x 7 vién | VN-18679-15 [Bristol-Myers Squibb 450} Highway 62 Bast, Mot Vemon, My
i hydrochloride e SUNRE EERESRE $ yers o9 Indiana 47620
Saxagliptin, Metformin _— : . o ; . 4601 Highway 62 East, Mount Vernon,
16 |Komboglyze XR hydrochloride Smg, 1000mg |Vién nén bao phim, h¢p 4 vix 7 vién | VN-18678-15 |Bristol-Myers Squibb Indiana 47620 My
17 |Lamisil Terbinafine hydrochloride 10mg/1g kem fﬁ" ; ;fzzo; i:em, hop 1 ®YP 58, | \/N.18396-14 |Novartis Consumer Health S.A Route de I'Etraz, 1260 Nyon Thuy S§
18 |Lotemax Loteprednol etabonate 0,5% (5mg/ml) |Hop 1 lo 5 ml, hén dich nhd mit VN-18326-14 |Bausch & lomb inc Tampa, Florida 33637 My
19 |Micardis Telmisartan 40mg Vién nén, hop 3 vi x 10 vién VN-18821-15 ?L%I(‘)’Eé“ Ingelheim Fhaons Colbilpy s Strusse 173, 38216 Ingathet am Bhein| ‘B
20 |Micardis Telnisnrtan 80mg Vién nén, hop 3 vi x 10 vién VN-18820-15 | Dochringes Ingelheim Pharma GubHip, o o oooe 173, 55216 Ingelheim am Rhein|  Dioo
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STT Tén thube Hoat chit Ham lrgng | Dang bao ché, Quy cich dong goi | $6 diing ky Co s& san xubt Dia chi co s& sin xuit Z_M_MN»...
M&i 200ml cé chira L-Isoleucine
1,840g; L-Leucine 1,890g; L-Lysine
acetate 0,790g; L-Methionine
0,088g; L-Phenylalamine 0,060g; L-
Threonine 0,428g; L-Tryptophan 3 s : . . g
21 |Morihepamin 0,140g; L-Valine 1,780g; L-Alanine |7,58% MH_ wmmmw _M,_% 00ml, dung dich | {1\ 17>15-13 |AY Pharmaceuticals Co,, Ltd, MWMM%B%. Kawafimach, Hikicgon, Nhat
1,680g; L-Arginine 3,074g; L- 4 ’
Aspartic acid 0,040g; L-Histidine
0,620g; L-Proline 1,060g; L-Serine
0,520g; L-Tyrosine 0,080g, Glycine
1,080g
. ; 5 ; Chinoin Pharmaceutical and .
22 |No-Spa forte Drotaverin hydrochlorid 80mg Hop 2 vi x 10 vién nén VN-18876-15 Chemical Works Private Co. Ltd 2112 Veresegyhaz, Levai u.5 Hungary
55 [OBosklOphibalnic |0 . 0,3% Hop 1 tuyp 3,5g, thube m3 tramét | VN-18723-15 |Santen Pharmaceutical CoLtd |0~ 15 Shimoshinjo 3-chome, Higashiyodogaway . 0.
Ointment ku, Osaka
; Clopidogrel (dudi dang Clopidogrel < ; . . : 1 rue de la Vierge, Ambres et Lagrave, 33565 ;
24 Ewﬁx hydrogen sulphate) 300mg Hdp 3 vi x 10 vién nén bao phim VN-18879-15 [Sanofi Winthrop Industries Carbon Blans Cedes Phép
. i . . 1389, Trasad Road, Dholka-387 810, District ey
25 |Rabeloc L.V Rabeprazole natri 20mg Hgp 1 lo, bot dong kho pha tiém VN-16603-13 |Cadila Pharmaceuticals Ltd Ahmedabad, Guirarat state An D)
26 [Resolor 1mg waom_ovjao E:Qw dang limg <._mn nén bao phim, Hjp 2 vi, 4 vix 7 VN2-366-15 |Janssen-Cilag S.p.A <—m. C. Janssen, 04010 Borgo S. Michele, v
Prucalopride succinate) vién . Latina
27 |Resolor 2mg wEoEoano E:&.h dang Bing <.~m= um.b bao phim, Hop 1 vi, 2 vi, 4 VN2-367-15 |Janssen-Cilag S.p.A <=-. C. Janssen, oﬁ:o Borgo S. Michele, v
|Prucalopride succinate) g vi x 7 vién Latina
0,
28 |Restasis Cyclosporine M%mmm..m\mv Hop 30 éng 0.4ml VN-14894-12 |Allergan Sales, LLC Waco, TX 76712 My
29 |Risperdal Risperidone 2mg Hdp 6 vi x 10 vién nén bao phim VN-18914-15 |Janssen-Cilag SpA. NMMHW Janssen, 04010 Borgo S. Michele, Y
30 |[Sandimmun Neoral _ [Ciclosporin : 100mg/ml Hop 1 chai 50ml; dung dich uéng VN-18753-15 |Delpharm Huningue S.A.S 26 Rue de la Chapelle, F 68330 Huningue Phap
Quetiapin (dudi dang Quetiapin Vién nén phéng thich kéo dai , hop 3 , Silk Road Business Park, Macclesfield,
31 |Seroquel XR St 50mg iy Wiikn VN-18760-15 |AstraZeneca UK Ltd. Cheshire, SK 10 2NA Anh
Quetiapin (dudi dang Quetiapin Vién nén phéng thich kéo dai , hop 3 Silk Road Business Park, Macclesfield,
32 |Seroquel XR fammrat 400mg i (0 Vil 'VN-18759-15 |AstraZeneca UK Ltd. Cheshire, SK 10 2NA Anh
Quetiapin (dudi dang Quetiapin Vién nén phéng thich kéo dai , hop 3 Silk Road Business Park, Macclesfield,
33 monon.—__& XR e 300mg vix 10 vién VN-18758-15 |AstraZeneca UK Ltd. Cheshire, SK 10 2NA Anh
Quetiapin (du6i dang Quetiapin Vién nén phong thich kéo dai , hop 3 Silk Road Business Park, Macclesfield,
34 |Seroquel XR fiiiacai) 200mg i —— VN-18757-15 |AstraZeneca UK Ltd. Cheshire, SK 10 2NA Anh
. s £, e bia chi co s& san xuét: Strada Provinciale
Vs ERAE GaoSultiKlie: [ o o (loc. San Polo), 43056 - Torrile
: Manufacturing S.p.A (Co s& san (PR), Y (Dia chi co s sin xult, xult xuéng tai
B{ kit: 1 hp 1 éng thube 25ml, 1 tii xufit, xuét xudng tai dung méi: st i __ﬂuo itk onobr. NHmZM—“M:m .
35 |Sporanox IV Itraconazole 250mg/25ml  |dung mdi NaCl 0.9% va 1 ddy néi c6 | VN-18913-15 |Catalent France Limoges SAS; Co s& 8 moL: . s . % Y
p : B fi v ir soba  |57000 Limoges, Phap; Dja chi co s¢ dong goi
khoéa van hai chidu déng g6i thir cép va xult xuomg b | ! :
. ; ; thir cép va xudt xuoéng bf kit: Estrada
kit: Lusomedicamenta Sociedate Bk, 1o ;
Tecnica Farmaceutica, S.A.) Consiglieri Pedroso %.@ Queluz De Baixo,
o 2730-055, Barcarena, B Dao Nha)
36 |Sutent H,ﬂwa (dudi dang Sunitinib 50mg Vién nang cimg, Hop 11028 vién | VN-18773-15 |Pfizer Italia S.R L wmﬂ_m» Marino de Tromto, IT-63100 Ascoli v
37 |Sutent Mﬂﬂﬁ%@ WL g St 25mg Vién nang cimg, Hop 11028 vién | VN-18772-15 |Pfizer Italia SR L wmww_m» Mo el roain, L0510 A sl Y
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STT Tén thude Hoat chit Ham lrgng | Dang bao ché, Quy cdch déng g6i | S& ding ky Co s& san xuit Dija chi co s& san xuét Zﬁﬂwww:
. Hop 5 vi x 10 vién nén bao phim giai . Via Provinciale Schito, 131 80058, Torre 5
200 A & L
38 |Tegretol CR 200 Carbamazepine mg g o6 Ridm soit VN-18777-15 |Novartis Farma S.p.A Anmnziie (NA) Y
Dia chi co s¢ san xuét: Toronto Region
B tan (du6i dang Bosentan Co s& san xuét: Patheon Inc. (Co s& |Operations, 2100 Syntex Court, Mississauga,
39 |Tracleer osen w: drat) ik 62.5mg Hop 60 vién nén bao phim VN-18487-14 |xuét xwéng: Actelion Ontario, Canada L5N 7K9, Canada (Pia chi co| Canada
monnozy| Pharmaceuticals Ltd) s& xult xuéng: Gewerbestrasse 16, CH-4123
Allschwil, Thuy S¥)
) Dia chi co s& san xuét: Toronto Region
Bosentan (68 deni Bosenian Co s sin xuat: Patheon Inc. (Cosé |Operations, 2100 Syntex Court, Mississauga,
40 |Tracleer momobydrat) ang 125mg Hdp 60 vién nén bao phim VN-18486-14 |xuét xwéng: Actelion Ontario, Canada L5N 7K9, Canada (Dja chi co| Canada
Y Pharmaceuticals Ltd) s& xuat xwdng: Gewerbestrasse 16, CH-4123
Allschwil, Thuy S7)
. : ] Hop 5 ong x 2,5ml, dung dich tiém, GlaxoSmithKline Manufacturing  |Strada Provinciale Asolana, 90-S, Polo di .
41 |Tracrium Atracurim besilate 10mg/ml seuydn.fioh sgch VN-18784-15 SpA Torile (PR) Y
42 |TS-One capsule 20  |Tegafur, Gimeracil, Oteracil kali wwmm M,wamw Hop 4 vi x 14 vién nang cimg VN2-247-14 |Taiho Pharmaceutical Co, Ltd  |1-27 Kandanishiki-cho, Chiyoda-ku, Tokyo | Nhat Bén
43 |TS-One capsule25  |Tegafur, Gimeracil, Oteracil kali M_Mwmﬁma@ Hop 4 vi x 14 vién nang cimg VN2-248-14 |Taiho Pharmiaceutical Co., Ltd 1-27 Kandanishiki-cho, Chiyoda-ku, Tokyo | Nhat Ban
Valganciclovir (duéi dang ! ; 2100 Syntex Court Mississsauga, Ontario,
-1 - :
44 |Valcyte Vilpanciolinie Higdicschlosids) 450mg Hop 1 1o 60 vién nén bao phim 'VN-18533-14 |Patheon Inc L5SNTK9 Canada
Co s6 san xuat va dong goi so cép:  |Dja chi co s¢ san xudt va déng g6i so cip: Via
A R in BSP Pharmaceuticals S.r.1 (Cos¢  |Appia Km 65, 561, 04013 Latina - Y (Pja chi .
45 |Velcade Bortezomib 1mg Hop 1 lo 1mg, b6t ddng pha tiém VN2-326-15 d6ng g6 thit cép va xudt xuéng: co & dbng g6i this cép va sufit xudng: Y
Janssen Pharmaceutica N.v) Turnhoutseweg 30, B-2340 Beerse, Bi)
Cotrsin ok G Wetime s PSS o i v D Bxrmairs
: Salbutamol (duéi dang Salbutamol |100mcg/lidqu |Hép 1 binh xit 200 liéu, hdn dich xit (Co s& déng goi thir chp, xudt xuéng: A= o : N £05, £ y Téay Ban
46 |Ventolin Inhaler : R ey VN-18791-15 = . Nha (Pia chi co s& dong gdi thir cap, xuat
sulfate) xit qua binh dinh liéu diéu 4p GlaxoSmithKline Australia Pty., Ltd.,| Faps: . Nha
Ausivais) xuéng: 1061 Mountain Highway, Boronia,
3155 Victoria, Uc)
47 |VeatolinRotacaps Salbufamol (duéi dang Salbutamol 200meg Hép 10vix _ ,o vién, E_.&o bot hit VN-17042-13 | GlaxoSmithKline Australia Pty Ltd 1061 Mountain Highway, Boronia, Victoria Ue
sulfate) déng trong vién nang cimg 3155
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