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

S6:588/QP-BYT Ha Néi, ngay SthangA2nam 2017

QUYET PINH
Cong b6 Danh muc thudc biét dwoc géc (Dot 18)

BQ TRUONG BO Y TE

Cin ctr Luét Dugc s6 '105/2016/QH13 ngay 06/04/2016;

Can cir Nghi dinh s6 75/2017/ND-CP ngay 20/06/2017 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co ciu to chirc ciia B Y té;

Cén ctr Thong tu sb 11/2016/TT-BYT ngay 11/05/2016 cia B§ Y té quy dinh
viée du thau thudc tai cac co so'y té cong Iap,

Cin cir Quyét dinh s 2962/QD- BYT ngay 22/08/2012 cua B truong B Y té
vé viéc ban hanh Quy dinh tam thoi vé céc tai lidu cén cung cap dé cong bd cac
danh muc thudc biét duoc gbe, thube tuong duong diéu tri véi thude biét dugc gbe,
thudc c6 tai liéu chimg minh tuong duong sinh hoc va Quyet dinh s6 1545/Qb-
BYT ngay 08/05/2013 cta Bo truong Bo Y té ve viéc stra doi, b6 sung Quyét djnh
56 2962/Qb-BYT ngay 22/08/2012 cia By Y té vé viéc ban hanh Quy dinh tam
thoi vé cac tai liéu can cung cap dé cong bd cac ~danh muyc thudc biét dugc gdc,
thude twong duong diéu trj véi thude biét duoc gbe, thude ¢6 tai lidu chirng minh
tuong duong sinh hoc;

Cin ctr y kién cua Hoi dong xét duyét danh muc thudc biét duoc gbe, thude
twong duong diéu tri véi thuoc biét duge gbe, thude co tai liéu ching minh tuong
duong sinh hoc ctia B Y té;

Xét dé nghi cua Cuc trudng Cuc Quan Iy Dugc - B Y té,

QUYET PINH:

Piéu 1. Cong bo kém theo Quyét dinh nay Danh muyc thudc biét duoc goc
(Dot 18) gom 87 thude.

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

Piéu 3. Cac ong, ba: Chanh Vin phong Bo, guc truéng cac Cuc: Quan ly
Dugc, Quan ly kham chira bénh, Quan ly Y dugc c6 truyén, Khoa hoc Cong nghé
va Dao tao; Vu tmong cac Vu: Phap ché, Bao hiém y té, Ké hoach - Tai chinh;
Giam dbc S& Y té céc tinh, thanh phé truc thude Trung wong; Giam doc cac bénh
vién, vién c6 giuong bénh tryc thugc BY; Giam déc céc co s& san xuit thude co

thube duge cong bo tai Piéu 1 va Thu truéng cac don vi ¢é lién quan chiu trach
nhiém thi hanh Quyét dinh nay./. b

Noi nhin:
- Nhu Diéu 3;
- BTr. Nguyén Thj Kim Tién (dé b/c);
- Cac Thir trudng;
- Bao hiém x4 hdi VN;
- Téng Cong ty duge Viét Nam;
- Hig¢p hdi Doanh nghi¢p duge Viét Nam;

- Cuc Quan y-Bd Qudc phong; Cuc Y t&-Bo Cong an;
- Cuyc Y té giao théng vén tai-Bd GTVT;
- Cong thong tin dién tir B Y té;
- Website ctia Cyc QLD;
@ Chimg thu: BoI_S‘{'lthlé| LES QLD (02!)) v/
| Ngay ky: 29/12/2017 15:24:35

Hé théng VOffice Bo Y Té




"BOYTE

CONG HOA XA HOQI CHU NGHIA VIET NAM

Dioc lap - Tw do - Hanh phic

Hi Néi, ngay 29 thing ddndm 2017

DANH MUC THUOC BIET DUQC GOC (PQT 18)
(Ban hamh kém theo Quyét dinh s6 5969 /0D-BYT ngay29/41/2017 ciia Bé trucng B Y 1é)

Dohme Ltd.,)

Tén thudc Hoat chat Ham lwgng _|Dang bao ché, Quy S6 dingky |Co sé san a:m# Dia chi co sé sdn xuat Nirére san
. |edch déng goi . xufit
1{Adalat 10mg [Nifedipin 10 mg Hop 3 vi x 10 vién; Vién [VN-20389-17 |Catalent Germany Eberbach Gammelsbacher Str.2, 69412 Eberbach; Bire
nang mém GmbH; (Co s& déng goéi va (Pia chi co s déng goi va xuét xudng: D-
xuit xwéng: Bayer Pharma AG) |51368 Leverkusen, Germany)
Adalat LA Nifedipin 30 mg Hép 3 vi x 10 vién; Vién |[VN-20385-17 [Bayer Pharma AG D-51368 Leverkusen Bire
30mg nén phoéng thich kéo dai
Adalat LA Nifedipin 60 mg Hop 3 vi x 10 vién; Vién [VN-20386-17 |Bayer Pharma AG D-51368 Leverkusen birc
60mg phéng thich kéo dai
Adalat retard  |Nifedipin 20 mg Hop 3 vi x 10 vién; Vién [VN-20387-17 |Bayer Pharma AG D-51368 Leverkusen birc
nén bao phim tac dung
chim
Anzatax Paclitaxel 100mg/16,7ml Hop 11¢ 16,7ml; Dung |[VN-20846-17 |Hospira Australia Pty Ltd 1-5, 7-23 and 25-39 Lexia Place, Mulgrave Uc
100mg/16,7ml dich dam ddc pha dung VIC 3170
dich tiém truyén .
Anzatax Paclitaxel 150mg/25ml Hop 1 lg 25ml; Dung VN-20847-17 |Hospira Australia Pty Ltd 1-5, 7-23 and 25-39 Lexia Place, Mulgrave Uc
150mg/25ml dich ddm déc pha dung VIC 3170
dich tiém qﬁzm:
Anzatax Paclitaxel 30mg/5ml Hop 1 lo Sml; Dung VN-20848-17 |Hospira Australia Pty Ltd 1-5, 7-23 and 25-39 Lexia Place, Mulgrave Uc
30mg/5ml dich d4m dac pha dung VIC 3170
dich tiém truyén
Arcoxia 120mg |Etoricoxib 120 mg Hép 3 vi x 10 vién; Vién [VN-20808-17 |Frosst Iberica S.A.; (Péng géi | Dia chi nha san xuét: Via Complutense, Tiy Ban
nén bao phim va xuét xuéng: Merck Sharp & |[140, 28805 Alcald de Henares, Madrid; Nha
Dohme Ltd.,) (Dia chi déng goi va xut xudng: Shotton
Lane, Cramlington, Northumberland NE23
3JU, United Kingdom, Anh)
Arcoxia 60mg |Etoricoxib 60 mg Hép 3 vi x 10 vién; Vién [VN-20809-17 |Frosst Iberica S.A.; (P6ng g6i |DPia chi nha san xuit: Via Complutense, Tay Ban
nén bao phim va xuit xudng: Merck Sharp & |140, 28805 Alcal4 de Henares, Madrid; Nha

(Pia chi déng goi va xuit xudng: Shotton
Lane, Cramlington, Northumberland NE23
3JU, United Kingdom, Anh)
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GlaxoSmithKline

Manufacturing S.p.A

Torrile (PR), Y)

STT |Tén thubc Hoat chat Ham lugng Dang bao ché, Quy SO dingky  |Co sé sdn xuit Pia chi co sé san xuit Nudre sin
cich déng g6i xuat
21|Cozaar 100mg |Losartan potassium |100mg Hop 3 vi x 10 vién; Vién |VN-20569-17 |Merck Sharp & Dohme Ltd. Shotton Lane Cramlington, Anh
nén bao phim Northumberland NE23, 3JU
22|Cozaar 50mg |Losartan potassium |50mg Hép 2 vi x 14 vién; Vién |[VN-20570-17 |Merck Sharp & Dohme Ltd. Shotton Lane, Cramlington, Anh
nén bao phim Northumberland NE23 3JU
23| Desferal Desferrioxamine 500mg Hop 10 lp; Bt pha dung |VN-20838-17 |Wasserburger Herderstrasse 2, 83512 Wasserburg Pirc
methane sulfonate dich tiém Arzneimittelwerk GmbH
(Desferrioxamine
mesilat/
Deferoxamine
mesylat)
24|Diamicron MR |Gliclazide 30mg Hop 2 vi x 30 vién; Vién [VN-20549-17 |Les Laboratoires Servier 905 Route de Saran, 45520 Gidy Phap
nén phong thich cé kiém Industrie
soat
25|Diamicron MR |Gliclazide 60mg 60mg Hop 2 vi x 15 vién; Vién [VN-20796-17 |Les Laboratoires Servier 905 Route de Saran, 45520 Gidy Phap
60mg nén phéng thich c6 kiém Industrie
soat
26| Diflucan IV Flucenazole 200mg/100ml Hép 1 lg 100ml; Dung  |VN-20842-17 |Fareva Amboise Zone Industrielle, 29 route des Industries  |Phap
dich truyén tinh mach 37530, Poce sur Cisse
27| Eliquis Apixaban Smg Hgp 2 vi x 10 vién, Hp |VN2-616-17 | Bristol-Myers Squibb State Road No.3, km 77.5 Humacao, 00791 |M¥
6 vi x 10 vién; Vién nén Manufacturing Company Puerto Rico; (Pia chi co s¢ dong goi va
bao phim (Péng gbi va xuit xuong: xuat xuéng: Loc. Fontana del Ceraso,
Bristol-Myers Squibb S.r.1) 03012 Anagni (FR), Y)
28| Eliquis Apixaban 2,5mg Hép 2 vix 10 vién, Hop |VN2-615-17 | Bristol-Myers Squibb State Road No.3, km 77.5 Humacac, 00791 |My
6 vi x 10 vién; Vién nén Manufacturing Company Puerto Rico; (Pia chi co so dong géi va
bao phim (Péng gbi va xudt xuong: xudt xuong: Loc. Fontana del Ceraso,
Bristol-Myers Squibb S.r.1) 03012 Anagni (FR), Y)
29|Farmorubicina |Epirubicin 50 mg Hop 1 lo bot dong khd  |VN-20841-17 |Actavis Italy S.p.A Vial Pasteur, 10 - 20014 - Nerviano (MI) Y
hydrochloride pha tiém; Bot dong khé
pha tiém
30|Farmorubicina |Epirubicin 10 mg Hop 1 lo bt dong khé  |VN-20840-17 [Actavis Italy S.p.A Vial Pasteur, 10 - 20014 - Nerviano (MI)  [Y
hydrochloride pha tiém + 1 6ng dung
mdi 5 ml; Bot déng kho
pha tiém
31|Fortum Ceftazidim (dudi lg Hop 1 lo thude bot + 1 [VN-20515-17 |GlaxoSmithKline Via A. Fleming, 2, 37135 Verona; (Dia chi [Y
dang Ceftazidim éng nuéc pha tiém 3ml; Manufacturing S.p.A; Cosé  |co s& san xuét éng nuéce pha tiém: Strada
pentahydrat) B4t pha tiém hay truyén san xudt 6ng nude pha tiém: Provinciale Asolana, 90, 43056 San Polo di
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STT [Tén thuoc Hoat chat Ham lwgng Dang bao ché, Quy S6 diing ky Co sé san xuat Pia chi co sé sin xuat Nuwde sin
cich déng goi xuit
43|Iressa Gefitinib 250 mg Hép 1 tai nhém x 3 vix |VN-20652-17 |AstraZeneca UK Limited Silk Road Business Park, Macclesfield, Anh
10 vién; Vién nén bao Cheshire, SK10 2NA
phim
44|Jakavi 15mg  |Ruxolitinib (dudi 15mg Hop 1 vi, 4 vix 14 vién; |VN2-571-17 |Novartis Pharma Stein AG Schaffhauserstrasse 4332 Stein Thyy ST
dang Ruxolitinib Vién nén
phosphat)
45|Jakavi 20mg  |Ruxolitinib (duéi 20mg Hop 1 vi, 4 vix 14 vién; |[VN2-572-17 [Novartis Pharma Stein AG Schaffhauserstrasse 4332 Stein Thyy ST
dang Ruxolitinib Vién nén
phosphat)
46|Jakavi 5mg Ruxolitinib (dudi Smg Hop 1 vi, 4 vix 14 vién; [VN2-573-17 |Novartis Pharma Stein AG Schaffhauserstrasse 4332 Stein Thuy St
dang Ruxolitinib Vién nén
phosphat)
47|Janumet XR Sitagliptin (dudi 100mg + 1000mg |Lo 14 vién, Lo 28 vién; |VN-20571-17 |MSD International GmbH Pridco Industrial Park, State Road 183, Las |Puerto Rico
100mg/1000mg |dang Sitagliptin Vién nén bao phim giai (Puerto Rico Branch) (Péng  |Piedras, Puerto Rico 00771; (Dia chi co s&
phosphate phong cham 26i: Merck Sharp & Dohme déng goi: Waarderweg 39, NL-2031 BN
monchydrate) B.V.)) Haarlem, The Netherlands)
100mg; Metformin
HCI 1000mg
48|Janumet XR Sitagliptin (dudi 50mg +1000mg |Lo 14 vién, Lo 28 vién; |VN-20572-17 |MSD International GmbH Pridco Industrial Park, State Road 183, Las [Puerto Rico
50mg/1000mg |dang Sitagliptin Vién nén bao phim giai (Puerto Rico Branch) (Péng  |Piedras, Puerto Rico 00771; (Dia chi co s6
phosphate phong cham g6i: Merck Sharp & Dohme déng goi: Waarderweg 39, NL-2031 BN
monohydrate) 50mg; B.V) Haarlem, The Netherlands)
Metformin HCI
1000mg
49|Janumet XR  |Sitagliptin (dudi 50mg + 500mg  |Lo 14 vién, Lo 28 vién; |VN-20573-17 |MSD International GmbH Pridco Industrial Park, State Road 183, Las |Puerto Rico
50mg/500mg  |dang Sitagliptin Vién nén bao phim giai (Puerto Rico Branch) (Péng  |Piedras, Puerto Rico 00771; (Pia chi co so
phosphate phéng cham g6i: Merck Sharp & Dohme déng go6i: Waarderweg 39, NL-2031 BN
monochydrate) 50mg; B.V) Haarlem, The Netherlands)
Metformin HCI
500mg
50|Kadcyla Trastuzumab 100mg Hoép 1 lg; Bot pha dung  |QLSP-1013-17 | Patheon Manufacturing 5900 Martin Luther King Jr. Highway M§
emtansine dich tiém Services LLC; (Co s¢ dong 27834 Greenville, NC; (Dia chi co s¢ dong
goi: F.Hoffmann-La Roche g6i: Wurmisweg, 4303 Kaiseraugst,
Ltd.) Switzerland)
51|Kadcyla Trastuzumab 160mg Hop 1 lg; Bot pha dung  [QLSP-1014-17 | Patheon Manufacturing 5900 Martin Luther King Jr. Highway M§
emtansine dich tiém Services LLC; (Co s¢ dong 27834 Greenville, NC; (Pia chi co s& dong
go6i: F.Hoffmann-La Roche g0i: Wurmisweg, 4303 Kaiseraugst,
: Ltd.) Switzerland)
w
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STT [Tén thubc Hoat chat Ham lwgng Dang bao ché, Quy So dingky |Co s6 san xuét Dia chi co s& sin xuit Nudére sin
cich dong goi xuit
63|Simponi Golimumab 50mg/0,5ml Hop chira 1 bom tiém QLSP-H02-  [Baxter Pharmaceutical 927 South Curry Pike, Bloomington, IN My
chira sén 0,5ml thudc; 1041-17 Solutions LL.C (Co s& déng g6i [47403 (Dja chi co s¢ dong goi va xuit
Hop chira 1 but tiém va xuft xudong: Cilag AG) xuong: Hochstrasse 201, 8200
chira siin 0,5ml thubc; Schaffhausen, Thuy S§)
Dung dich tiém
64(Simulect Basiliximab 20mg Hop 1 1o va 1 6ng nuéc  [QLSP-1022-17 |Novartis Pharma Stein AG; Schaffhauserstrasse CH-4332 Stein - Thuy Si
pha tiém 5 ml; Bot pha (Nha san xuét éng dung méi:  [Switzerland; (Dia chi nha san xuét dng
tiém Takeda Austria GmbH) dung méi: St. Peter - Strasse 25, 4020,
Linz, Austria)
65|Solu-Medrol  [Methylprednisolon |40 mg Hop 1 1o Act-O-Vial VN-20330-17 |Pfizer Manufacturing Belgium |[Rijksweg 12, Puurs, 2870 Bi
(dudi dang Iml; Bjt dong khé pha NV
Methylprednisolon tiém.
natri succinat)
66(Solu-Medrol  |Methylprednisolon (500 mg Hép 110 500mg va L lo [VN-20331-17 |Pfizer Manufacturing Belgium |Rijksweg 12, Puurs, 2870 Bi
(dudi dang dung méi pha tiém 7,8 N.V
Methylprednisolon ml; Bét dong kho pha
natri succinat) tiém
67|Symbicort Budesonid, Mai liéu phéng  [Hop 1 6ng hit 60 licu, |VN-20379-17 |AstraZeneca AB SE-151 85 Sodertalje Thyy Dién
Turbuhaler formoterol thich chira: 120 liéu; Thube bot dé
fumarate dihydrate |[Budesonid 160  |hit
meg;
Formoterol
fumarate
dihydrate 4,5 mcg
68| Tarceva Erlotinib (duéi dang [100mg Hép 3 vix 10 vién; Vién |VN2-582-17 |Roche S.p.A Via Morelli 2 -20090, Segrate, Milano Y
Erlotinib HCI) nén bao phim
69| Tasigna 150mg |Nilotinib (duéi dang |150mg Hop 7 vi x 4 vién; Vién [VN-20586-17 |Novartis Pharma Stein AG Schaffhauserstrasse 4332 Stein Thuy Si
Nilotinib nang cimg
hydrochlorid
monchydrat)
70| Tazocin Piperacillin (duoi 4g+0,5¢ Hop 1 1g; Bot dong khé  |VN-20594-17 |Wyeth Lederle S.r.l. Via Franco Gorgone Z.1, 95100 Catania Y
dang Piperacillin pha tiém (CT)
natri) 4g;
Tazobacta (dudi
dang Tazobactam
natri) 0,5g
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STT |Tén thude Hoat chit Ham lrgng Dang bao ché, Quy So ding ky  |Co 56 san xuit Dia chi co s sin xuit Nurére sin
cich déng géi xuilt
80|Visanne 2mg  |Dienogest 2mg Hop 2 vix 14 vién; Vién |[VN2-588-17 [Bayer Weimar GmbH & Co. Dobereinerstrasse 20, 99427 Weimar Dirc
tablets nén KG
81|Yasmin Drospirenon 3,0mg; [3mg + 0,03mg Hop 1 vix 21 vién; Vién [VN-20388-17 [Bayer Weimar GmbH & Co. Débereinerstrasse 20, 99427 Weimar; Pja  |[Pirc
Ethinylestradiol nén bao phim KG; Co s& dong g6i va xuét chi co s dong gbi va xudt xuong:
0,03mg xuong: Bayer Pharma AG Mullerstrasse 178, 13353 Berlin, Germany
82|Zantac injection|Ranitidin (duéi dang |S0mg/2ml Hop 5 mnm x 2 ml; Dung |VN-20516-17 |GlaxoSmithKline Strada Provinciale Asolana, N.90 (loc. San Y
ranitidin HCI) dich tiém Manufacturing SpA Polo), 43056 Torrile (PR)
83|Zantac Tablets |Ranitidin (dudi dang [150mg Hép 6 vi x 10 vién; Vién |[VN-20764-17 |Glaxo Wellcome S.A Avda. De Extremadura no 3, 09400 Aranda |[T&y Ban
ranitidin HCI) nén bao phim de Duero (Burgos) Nha
84|Zinnat Mbi géi 4,220g chira [Mdi goi 4,220g Hop 10 géi x 4,220g; VN-20513-17 |Glaxo Operations UK Limited |Harmire road, Barnard Castle, County Anh
Suspension  |Cefuroxim (dudi chira Cefuroxim |cém pha hén dich uéng Durham, DL12 8DT
dang Cefuroxim (dudi dang
axetil) 125mg Cefuroxim
axetil) 125mg
85|Zinnat tablets |Cefuroxim (dudi 500mg Hop 1 vi x 10 vién; vién |VN-20514-17 |Glaxo Operations UK Limited [Harmire Road, Barnard Castle, County Anh
500mg dang Cefuroxim nén bao phim Durham, DL12 8DT
axetil)
86| Zitromax Azithromycin (dudi 500 mg Hép 1 vix 3 vién; Vién |VN-20845-17 |HAUPT PHARMA LATINA |Borgo San Michele S.S. 156 Km 47, 600- Y
dang Azithromycin nén bao phim Sl (04100 - Latina (LT)
dihydrat)
87|Zocor 20mg Simvastatin 20mg Hép 2 vi x 15 vién; Vién |[VN-20813-17 |Merck Sharp & Dohme Ltd. Shotton Lane, Cramlington, Anh
nén bao phim Northumberlapd NE23 3JU
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