BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
 — Poc lap - Tw do - Hanh phic

SS:W/QD-BYT Ha Né¢i, ngay /4 thangs nam 2015

QUYET PINH
Céng bé Danh muc thudc biét duge gbc Pot 13)

BO TRUONG BQ Y TE

Cin cir Luat Dugc 36 34/2005/QH11 ngay 14/06/2005;

Cén cir Nghi dinh sé 63/2012/ND-CP ngay 31/08/2012 ctia Chinh phu quy dinh chirc
ndng, nhiém vy, quyén han va co cau tb chirc cia BO Y té;

Cin cir Thong tu lién tich s6 01/2012/TTLT- BYT- BTC ngay 19/01/2012 ciia Lién
tich Bo Y té - By Tai chinh huéng din du thiu mua thudc trong cic co s& y té; Thong tir
lién tich s6 36/2013/TTLT-BYT-BTC ngay 11/11/2013 ctia Lién tich Bo Y té - B Tai chinh
stra di, bd sung mot sb diéu cia Thong tu lién tich s6 01/2012/TTLT- BYT- BTC ngay
19/01/2012 ctia Lién tich BY Y té - BO Tai chinh huéng din déu thdu mua thudc trong cic co
SOy té;

Cin cur Quyet dinh s 2962/Qb-BYT ngay 22/08/2012 cua BY truéng B Y té vé viec
ban hanh Quy dinh tam thoi ve céc tai li¢u cin cung cip dé cong bd cac danh muc thude biét
duoc gbe, thube trong duong dleu tri vi thude biét duge gbe, thube c6 tai liéu chimg minh
twong duong sinh hoc va Quyét dinh sb 1545/QD-BYT ngay 08/05/2013 cua Bf truong Bo
Y té vé viéc sira dbi, bd sung Quyét dinh sb 2962!QB—BYT ngay 22/08/2012 cia By Y té v ¢
viéc ban hanh Quy dinh tam thoi vé cac tai liéu cAn  cung cép dé cong bd céc danh muc thude
biét dugc goc thudc trong duong diéu tri voi thudc biét dugc gﬁc thubc c6 tai liéu chimng
minh tuong duong sinh hoc;

Cin cir y kién cia Hoi dbng xét duyét danh muyc thube biét duge gbe, thube tuong
duong dleq tri voi thube biét duge gbe, thube c6 tai liéu chirng minh twong duong sinh hoc
cua BO Y té; . )

Xét dé nghi cua Ong Cuc truéng Cuc Quan Iy Duge - Bo Y t&,

QUYET PINH:

_ Diéu 1. Cong b6 kém theo Quyét dinh ndy Danh muyc thudc biét duge gbc (Dot 13)
gom 47 thude. .

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

Diéu 3. Cac 6ng, ba: Chanh Vin phbng B9, Cuc trudng cac Cuc: Quan ly Dugce, Quan
ly khém chira bénh, Quan ly Y duge ¢ truyén, Khoa hoc Cong nghé va Béo tao; Vu trudng
céc Vu: Phap ché, Bao hiém y té, K& hoach - Tai chinh; Gidm dbc S& Y té céc tinh, thanh
pho truc thuge Trung wong; Gidm dbc cac bénh vién, vu;n cod gnrémg bénh truc thudc Bo;
Gi4m dbc céc co s& san xuét thube c6 thude dugc cong b tai Piéu 1 va Thu trudng cac don
vi ¢0 lién quan chju trach nhiém thi hanh Quyét dinh nay./.
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DANH MUC THUOC BIET DUQC GOC (PQT 13) 3
(Ban hénh kém theo Quyét dinh s63CVOD-BYT ngiy 19 / 8 /2015 ciia B trieomg B6 ¥ 1) -~
STT Tén thube Hogt chilt Him lwgmg | Dang bio ché, Quy chich dong géi | S6 diing kg Cor sir sin xulit Dia chi cor sir sin tult ' i’ i "
| Moxifloxacin (dui dang | ;o:lduiisbnd.dwldichwyh w-lsm-ul_a - AG D-513681 Pc
VN-18872.15 [P Bochringer Ingelheim Indonesis [J1 Lawang Gintung No, 89 [ ndonesi |
Hop 2 vi x 10 vién, vién nén VN-18799-15 |Chiesi Farmaceutici S.p.A Via San Leonardo 96 43100 Parma v
FiGp 110 b, bot pha dung dich iem | = ™" I aboratoires Merck Sharp & Dobme |Route de Marsat, RIOM 63963, Clermont "o
tinh Chibret Ferrand Cedex 9
: Hop 1 1o b, bt pha dung dich tiém " Laboratoircs Merck Sharp & Dohme |Route de Marsat, RIOM 63963, Clermont
5 [Cancidas Caspofungin 50mg a0y VNZ251-14 | oo mpdry iy Phip
T - Novartis Saglik Gida Ve Tarim \'wisdlierhallesiDedepauCldﬁuiNo_l‘l .
6 |Cataflam 25 Diclofenac kali 25mg Hop 1 vi x 10 vién nén bao dubmg | VN-18616-15 e e (11 Sok No2) 34912 Thé N Ky
R n : 2 Novartis Saglik Gida Ve Tarim Ymhumhumnedeponcmm. 17
7 |Cataflam 50 Diclofenac kali S0mg [Hﬂplvi 10vitnnénbao dubmg [ VN-186IT-15 |, oo e 11, Sok, No.2), 34912 Kurtkoy, Istanbul Thé Nhi Ky
. 5 = . . Cor 56 sin xult: Zoctis PRULLC | Dja chi co sir sim xubt: 2605 E, Kilgore Road,
& [DatacinT Chadmycin (dudi dyng 1% (10mg/m) [F1OP | chai 30ml, dung dich ding | \y 1 es 14 [(Co 8 xullt xaromg: Pharmacia & Kalamazoo, M1 49001 - M (Bia chi co 55 My
Clindamycin phosphate) 7 [ngodi : MI 49001 - USA)
: - Avda Extremadura 3,
9 |Flixotide F VN-16267-13 g‘mé?m:m? Welleom® 109400 Aranda de Duero (Burgos) Tiy Ban | Tay Ban
prof ol o i Nba (i chico s6 ddng goi 1061 Moutin Nha
10_[Gadovist Gadobutrol (604 T2mg/m) VR-17840-14 Dic
Galvus Met Vildagliptin, Metformin = : 5 . .
VI Eitodsine] b — SOmg, 1000mg [Hop 6 vi * 10 vién nén bao phim | VN-18571-14 [Novartis Pharma Stein AG Schaffhauserstrasse CH-4332 Stein Thuy 8§
2. [Calvushin ldaglip, Metfhoriis SOmg, 850mg [Hop 6vi % 10 viénnénbsophim | VN-18651-15 |Novartis Pharma Sicin AG Sehafanserstrasse CH-4332 Stcin Thuy §§
i3I0 | 00rmg e e VN-I!?N-I-!IEIiLiIIy&Cmy Indianapolis, In 46285 My
[500mg Hop 6 vi x 10 vién nén bso phim _| VN-18676-15 |UCB Pharma S.A. Chemin du Foricst, 1420 Braime-TAllcud Bi
Smg. 500mg | Vién nén bao phim, hdp 4 vi x 7 vién W‘Iuntslw-msmm ‘:m!.“{'f;:;“m“"‘mw’“‘"' Mg
Smg, 1000mg | Vién nén bao phim, hop 4 vi x 7 vién | VN-18678-15 |Bristol-Myers Squibb |‘|"°,.'Him62m““ B oo My
17 |Lamisit Terbinafine hydrochloride 10mg/1g kem lf";’;&"”“‘""“ +B0p L 9P 38 | o 1839614 |Novartis Consumer Heakh SA  [Route de IEtraz, 1260 Nyon Thuy S§
18_|Lotemax Lotcprednol ciabonate [0,5% (Smg/m) [Hop 1 1o § oho 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 mhﬁmmm“ Binger Strasse 173, 55216 Ingelheim am Rbein|  Bire
20 [Micardis Telmisartan B0mg Vién nén, hip 3 vi x 10 vién VN-18820-15 mg’“m’h"maﬂ“lsmmm. 55216 Ingelhcim am Rhein| i

Trang 1

i3



STT Tén thube Hogt chiit Him hrymg | Dgng bio ehé, Quy cich ddng géi | S8 ding ki Cor sir siin xufit Dia chi co si siin xudt '.-ﬁ',_,.
Mbi 200ml b chira L-Isoleucine i N
1,840g; L-Leucine 1,890g; L-Lysine S
acetate 0,790g; L-Methionine c
0,088g; L-Phenylalamine 0,060g; L-
Threonine 0,428g; L-Tryptophan o = : . i 5. Hilki-qun U !
21 |Moribepamin 0,140g; L-Valine 1,780g; L-Alsnine |7,58% e mﬂmxjm.m;u.ﬁ VN-17215-13 |AY Pharmaceuticals Co., Ltd. (-8, Huchiniao, Kewajitsa-cho, Hikd-gun, it
1,680g: L-Asginine 3,074g; L- ruyda B
Aspartic acid 0,040g; L-Histidine ﬁ
0,620g; L-Proline 1,060g; L-Serine
0,520g; L-Tyrosine 0,080g, Glycine ;J
1,080g
No-Spa forte Drotaverin bydrochlorid 80mg Hop 2 vi x 10 viéa nén VN-18876-15 a""’m i“‘w' s mmh."“"f:;:! g [2112 Veresegyhaz, Levaius Hoagary
Ofiovid Ophthalmic . P m— . 919, Shimoshinjo 3-chome, Higashiyodog
23 Ok Ofloxacin 0,3% Hop 1 tuyp 3,5g, thubc md tramit | VN-18723-15 [Santen Pharmaceutical Co Ltd u, © - Nhijt Bin
24 [Plavix (Clopidogrel (dudi daag Clopidogrel 1, Hop3vix 10vitnnénbaophim | VN-18879-15 [Sanofi Winthrop Industries o g | i
25 |Rabeloc LV Rabeprazole natri 20mg Hop 1 1o, bt ddng kho phatiém | VN-16603-13 Cadila Pharmaceuticals Ltd 1389, Trerad Road, Dmm“msw'b‘“““ AnDY
— - o ; -
26 [kmaunmg [Eracaloptide {dadi dyig img v en beo phim. Hop 2 VL 4 VIXT| gy 366-15 [ranssen-Cilag S.p.A T T W) DR M ¥
Prucalopride (duti dang Vitn nén bao phim, Fi0p 1L, 2v1, 4 y - Via C. Janssen, 09010 Borgo S. Michele,
27 IRmhtlmg S x 2mg T vt VN2-367-15 |Janssen-Cilag S.p.A L : ¥
28 lﬂslm (Cyclosporine “E“E" Hop 30 bng 0.4m! VN-14894-12 | Allergan Sales, LLC Waco, TX 76712 My
29 |Risperdal Risperidons 2mg Hop6vix10vitanénbaophim | VN-18914-15 |Janssen-Cilag SpA. IS T e o ¥
30_[Sandimmun Neoral _|Ciclosporin i T chai 50mi; dung VN-18753-15 | Delpharm SAS 26 Rue de Ia Chapelle, F 68330 Huningue Phip
(Quetiapin (dwdi dang Quetiapin Vién nén phong thich kéo dii , h0p3 | v s ;
31 [Seroquel XR s S0mg Moo VN-18760-15 |/ UK Ld. Ash
£ |S<mq1ulxk °,"°“‘P'“) (dudi dang Quetiopin | :‘j‘;“l‘:"mmmm“'”” VN-18759-15 | AstraZeneca UK Ltd. Ath
1 IScmqwa Qﬂ"’“";"‘mmqw' 0 |300mg :?l;mﬁmmm&.wpa VN-18758-15 | AstraZeneca UK Lid. Ash
Quetiapin (dudi dang Quetiapin Vién nén phong thich kéo dai hop3 [ o | Business Park, Macclesfield,
34 [Seroquel XR ) 200mg vix 10 vita VN-18757-15 [AstraZencca UK Lid. Cheshire, SK 10 2NA Anh
: FREAT Dia chi co s sin xuit: Strada Provinciale
C“*““’T"‘sﬁm':‘:: Asolana N.90 (loc. San Polo), 43056 - Torrile
i o Manufacturing $.p./ ._ (PR), Y (Dia chi co sér sin xullt, xult xarémg tai
B4 kit: 1 bip 1 dog thude 25ml, 1 vii xudit, xulit xuimg i dung mdi: dung mdi: Rue de Dion i
35 |Sporanox IV |Itraconazaole 250mg25ml  |dung mdi NaCl 0.9% va 1 diy ndi co | VIN-18913-15 |Catalent France Limoges SAS; Co sé 870001‘I Phip; Dia chi co s6 ddng goi ¥
khda van hai chifu dﬁngséﬁlhudpﬂmﬂ:mﬂng by thi chp vi xult 'b@ki'l:E
e L. “m.ns‘"‘“"s "y [Consiglier Pedroso 69-B, Quehuz De Baix,
2730-055, Barcarena, B4 Dio Nha)
36 [Sutent Somg Vien nang cimg, Hop 11928 vitn | VN-18773-15 [Pfizer Italia SR.L e S oL T TIA100 Aot ¥
37 |Sutent 25mg Vitn nang cimg, Hop 11028 vita | VN-18772-15 [Pfizer Italia SRL S ¥
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Hogt chit Him lwgng | Dgng bio ehé, Quy cich déng goi | b dsing k Cor s siin xudt Dia chi cor sir sin it """L‘;..;"
" Hop 5 vi x 10 vién nén bao phim gidi 7 Via Provinciale Schito, 131 80058, Torre ot
38 |Tegretol CR 200 (Carbamazepine 200mg hong 6 kidm sodt VN-18777-15 |Novartis Farma S.p.A Annunziata (NA) o
Dia chi co s sin xult: Toronto Region (=]
c Co si sin xullt: Patheon Inc, (Cosé |Operations, 2100 Syntex Court, Mississauga,
39 [Trackeer Dosatin (:;',_‘f" g Bosem 62.5mg Hap 60 vién nén bao phim VN-18487-14 | xult xurémg: Actelion Ontaro, Canada LS 7K9, Canada (Dia i co C(;lm:.
[roennoby Pharmaceuticals Ltd) 56 xudit xuimg: Gewerbestrasse |6, CH- 3
Allschwil, Thuy S¢) -
il Bia chi co sér sén xult: Toronio Region 5]
2 (Co st sin : Patheon Inc. (Co s |Operations, 2100 Syntex Court, Mississauga,
40 |Tracleer oo o QT BOSETAR | 125mg  [Hop 60 vitn nén bao phim VN-18486-14 |sult xutmg: Actelion (Ontario, Canada LSN 7K9, Canads (Dia chi co 'Jm hada
Pharmaceuticals Ltd) s xudt xurimg: Gewerbestrasse 16, CH-4123
Allschwil, Thuy S§)
. . Hop 5 bng x 2,5ml, dung dich tiém, Gl line Manuf Strada P le Asolana, 90-S, Polo di
41 |Tracrium Atracurim besilate 10mg/ml pad \"N-IS?SA-ISE Torile (PR) Y
42 |T5-Onecapsule20  [Tegafur, Gimeracil, Oteracil kali fg‘g’:"‘“"‘ Hp 4 vi x 14 vitn nang cimg VN2-247-14 [Taiho Pharmaceutical Co, Ltd 127 Kandanishiki-cho, Chiyoda-ku, Tokyo | Nhjt Bin
43 |TS-Onecapsule 25 |Tegafur, Gimeracil, Oteracil kali ;ig’-”“'s'-lmpmxummgmg VN2-248-14 [Taiho Pharmaceutical Co, Ltd  [1-27 Kandanishiki-cho, Chiyoda-ku, Tokyo | Nhit Bén
Valganciclovir (dui dang | . : 5 2100 Syntex Court Mississsauga, Ontario,
44 |Valeyte Valganciclovir H i 450mg. Hop 1 lo 60 vién nén bao phim VN-18533-14 |Patheon Inc. LSNTK9 Canada
Co 56 sén xust vi dong goi so cdp:  [Dja chi co sir san xult v déng goi so clp: Via
: . BSP Pharmaceuticals Sr1(Cosé  |Appia Km 65, 561, 04013 Latina - ¥ (Bja chi ;
45 |Veleade Bortezomib Img Hop 1 1o 1mg, bt ddng pha titm VNZ326-15 | i urolp vi xobtxtng:  |co 8 Obug gt s ol vi bt g v
| Janssen Pharmaceutica N.v) Turnhoutseweg 30, B-2340 Beerse, Bi)
Cor s sin xodt: Glaoxs Wellcome SA :n}wwwmmﬁnmgem
\ Salbutamol (dudi deng 100mcg/ lidu | Hop 1 binh xjt 200 liu, hdn dich xit (Cor 56 déng g6i thir clp, xult xuimg{"0 >+ 09400 Aranda de ducro, Burgos, Thy Ban
46 |Ventolin Inhaler : Pk VN-18791-15 S ? Nha (Dja chi co sé déng goi thir cip, xukt
sulfatc) xit qua binh dinh liéu dibu ép GlaxoSmithKline Australia Pty., Ltd. 3 et 5 Nha
3 xwimg: 1061 Mountain Highway, Boronia,
st 3155 Victoria, Uc)
47 |Ventolin R |:“ﬂ?:mc1(mm&mm 5 :;:mmv:;mmwm VN-17042-13 |GlaxoSmithKline Australia Pty Ltd 1061 Mountain Highway, Boronia, Victoria Ue
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