BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
e Doc lap - Tw do - Hanh phiic

$6:5693%QD-BYT Ha Ni, ngay .S thang09nam 2018

QUYET DINH
Cong bd Danh muc thude biét dwoge gbc (Pot 19)

BO TRUONG BQ Y TE

Can ctr Luét Duoc sb '105/2016/QH13 ngay 06/04/2016;

Cin ctr Nghi dinh s6 75/2017/ND-CP ngay 20/06/2017 cta Chinh pht quy
dinh chtrc ning, nhiém vy, quyén han va co ciu td chirc ctia Bo Y té;

Cén cu Théng tu 5O 11/2016/TT-BYT ngay 11/05/2016 ciia B Y té quy dinh
viée d4u thiu thudc tai cac co oy té cong lap;

Cén ctr Quyét dinh sb 2962/QD- BYT ngay 22/08/2012 cta B6 truong B Y té
vé& viéc ban hanh Quy dinh tam thoi vé cac tai lidu can cung cap dé cong bd Cac
danh muc thude biét duge gbe, thude twong duong diéu tri voi thude biét duoc gbc,
thudc c6 tai liéu chimg minh tuwong duong sinh hoc va Quyet dinh s 1545/QD-
BYT ngay 08/05/2013 cua Bo truéng Bo Y té ve viée stra dbi, bd sung Quyét dinh
s6 2962/Qb-BYT ngay 22/08/2012 cua By Y té vé viéc ban hanh Quy dinh tam
thoi vé céc tai liéu can cung cap dé& cong bd cac ~danh myc thube biét duoc gbc,
thude tuong dwong didu tri véi thube biét duge goc, thube c6 tai lidu chimg minh
tuong duong sinh hoc;

Cin cu ¥ kién cua Hbi dong xét duyét danh muc thudc biét dugc gbe, thube
tuong dwong diéu tri véi thuoc biét duge gbc, thude c6 tai lidu chiing minh tuong
duong sinh hoc ctia BO Y té;

Xét dé nghi ctia Cuc truong Cuc Quan ly Duoc - B Y té,

QUYET PINH:

Picu 1. Cong b6 kém theo Quyét dinh nay Danh muc thudc biét duoc gbe
(Dot 19) gdm 78 thude.

Dicu 2. Quyét dinh nay c6 hiéu luc k& tir ngay ky ban hanh.

Piéu 3. Cac ong, ba: Chanh Vin phong B9, Cuc trudng cac Cuc: Quén ly
Duoc, Quan ly kham chita bénh, Quan ly Y duge cb truyen Khoa hoc Coéng nghé
va Pao tao; Vu trudng cac Vu: Phap ché, Bao hiém y t&, K& hoach - Tai chinh;
Gidm ddc S& Y té céc tinh, thanh phé truc thude Trung wong; Gidm doc cac bénh
vién, vién co gmong bénh truc thude Bo; Giam dbc cac co sé san xuét thudc co
thuée duge cong b tai Pidu 1 va Tha trudng cac don vi cd lién quan chiju trach
nhiém thi hinh Quyét dinh nay./.

Noi nhén: ““KT.BO TRUON
- Nhu Didu 3; VARSI i
-BTr. Nguyén Thj Kim Tién (dé b/c); gheciial THU TRUON .
- Céc Thir trudng; @ L

- Bdo hiém xa hgi VN;

- Téng Cong ty dugc Viét Nam;

- Hiép hoi Doanh nghiép duoc Viét Nam;

- Cuc Quén y—Bo Québe phong; Cuc Y t&-Bo Cong an;
-Cuc Y té giao théng vén tai- By GTVT;

- Cong thong tin dién tir By Y t&;

- Website ctia Cuc QLD; -

- Luu: VT, QLD (02b).
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. . 3 é 4 . . . Nuéc si
TT |Tén thubc |Hoat chét Ham legng [P 2ngbioch Quyedch e ooty |Cosésin xuht Pia chi co s& sin xudt voe san
ddng goi xudt
DCSIIIOAdCLE
. (dudi dang 0 Hép 1 lo 5Sml; Hén dich Bausch & Lomb 8500 Hidden River Parkway, N
7|Besivance besifloxacin 0,6% (ii/tt) nho mét VN-20774-17 Incorporated Tampa, Florida 33637 My
bxcdranlandy
Pia chi co s& san xuit: 5900
Co s& san xuit: Patheon  |Martin Luther King, Jr. Highway
Sugammadex Hop 10 lo 2ml; Dung dich Manufaturing Services  |Greenville, North Carolina
§ Bridion m,._:msnwmw% e 100mg/ml tiém finh mach T [YNRI2I18 by o o s dong gsic |27834; Dia chi co sé déng got: |
8 N.V. Organon Kloosterstraat 6, 5349 AB Oss,
Ha Lan
Dia chi co s& san xuét: 5900
Co s6 san xuit: Patheon  |Martin Luther King, Jr. Highway
Sugammadex Hép 10 lo Sml; Dung dich Manufaturing Services Greenville, North Carolina
?|Bridion. Mmqmw%”w& nate 100meg/ml tiém tinh mach VN21210-18 |1 o oo sodong goi:  |27834; Dia chi co sé dong géi: |0
& N.V. Organon Kloosterstraat 6, 5349 AB Oss,
Ha Lan
Hop 5 vix 20 vién; 1 vix
Hyoscin 10 vién; 2 vix 10 vién; 5 vi . 10 rue Colonel Charbonneaux, ,
10[B “ ‘ -20661- :
O|Buscopan 4, ' lbromid 10mg x 10 vién; 10 vix 10 vién; |7 \-20661-17 | Delpharm Reims 51100 Reims Phip
Vién nén bao dudng
Celoperazone
. (duéi dang Hop 1 lo 1g; B6t pha dung . Borgo San Michele S.S. 156 Km |,
11|Cefi : CoE T - - .I. .
efobid Neetoperazone |1 dich tiém VN-21327-18  |Haupt Pharma Latina Sl 1,7 600 04100 - Latina @LT) ~ |*
nafril
Co s& san xuit: Roche  |C/Severo Ochoa 13, Poligono
« . ca L xria Farma S.A.; Co s& déng  [Industrial de Leganes, Madrid .
g : M L » 3
12|Cellcept awwﬂm enolate  1s4mg Mﬂu_wmu_ w% vidn; Vin | 20763-17  |g6i va xudit xuong; 28914 Leganes; Dia chi co s¢ mﬂw%
P F.Hoffmann-La Roche déng gbéi: Wurmisweg, CH-4303-
Ltd-Thuy S§ Kaiseraugst, Thuy S§
M | 5 3 VIR $PN . s ]
13|Cellcept uaomu henolate 250mg Hop Ho‘ vix 10 vién; Vién VN-21283-18  |Roche S.p.A <_.m Morelli 2 - 20090, Segrate, v
mofetil nang ciing Milano
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r & \ﬂ 4 z . r il
TT |Tén thuéc |Hoat chit Ham lwong Uw:m UWQ cht, Quy cich S6 dang ky Co s6 san xuit Pia chi co sé sin xuit =hc.o san
déng g6i Xuit
Lilly Technology Center,
; i . e
. |Prasugrel (dusi o o Eli Lilly & Company; Co | /2diapapolis, Indiana 46285; Dia
Efient Film- Hop 2 vix 14 vién; Vién + 4z e x £ chi co s& dong goi va xuat N
19 dang prasugrel 10mg . . VN2-524-16 s¢ dong goi va xuét X . My
coated tablet hvdroclorid nén bao phim ome: Lilly S.A xudng: Avda. De la Industria 30,
ydroclorid) xuong: LIy o 28108 Alcobendas, Madrid,
Spain
20|Erbitux  |Cetuximab Smg/ml Hop 1o 20ml; Dung dich |1 57411 [Merck KGaa Frankfurter Strasse 250 64293 1
tiém truyén Darmstadt
. Hép 1 lp 15 vién; Vién nén ) Zone Industrielle, 29 route des ,
21|Feldene Piroxicam 20mg phén tin VN-21103-18 |Fareva Amboise Industries 37530, Poce sur Cisse Phap
Cor s sin xubt: Dia chi co s san xut: 4601
>M%MNQ=MMMN ' Highway 62 East, Mount
22iForxiga Dapagliflozin 5mg Emu p2vix .E vién; Vién VN3-38-18 Pharmaceuticals LP; Co <.m roon, .E‘Smmom Dia o.E cosa My
nén bao phim 2 2 ‘e doéng goi: Silk Road Business
s¢ dong gbi: AstraZeneca .
UK Limited Park, Macclesfield, Cheshire,
e SK10 2NA, Anh
Co sés san xult: Dia chi co s& san xudt: 4601
' Highway 62 East, Mount
Hop 2 vix 14 vién; Vié AstraZeneca Vernon, IN 47620; Dia chico so
23|Forxiga Dapaglifiozin 10mg op STVIRIE VIS 19N3-37-18 Pharmaceuticals LP; Co , e P My
nén bao phim \ 4 ‘s déng goi: Silk Road Business
sa dong gbi: AstraZeneca .
UK Limited Park, Macclesfield, Cheshire,
SK10 2NA, Anh
- . Hép 10 lg + 10 éng dung o .
F S . -
54 |FOSMicin m.omﬁ..oB%oE 300mg méi 10ml; Bot pha dung VN-19707-16 Meiji Seika Pharma Co., Ho.mm, Kamonomiya Qdawara. Nhat Ban
for Otic Sodium . A Y Ltd shi, Kanagawa
dich thubc nhd tai
Afatinib (dudi
L .. Hép 4 vix 7 vién; Vién nén Boehringer Ingelheim Binger Strasse 173, D-55216 ,
25|Giotrif dang Afat 4 VN2-603- ’
1ot ang Afatinib Ome bao phim 2-603-17  p) rma GmbH & co. KG. {Ingelheim am Rhein Die
dimaleat)
Afatinib (dudi . . XAl . . .
26|Giotrif dang Afatinib 30mg Hép 4 vix 7 vién; Vién nén VN2-602-17 Boehringer Ingelheim Binger Strasse 173, D-55216 Dire

dimaleat)

bao phim

Pharma GmbH & co. KG.

Ingelheim am Rhein
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- r - ,
TT |Tén thuéc |Hoat chit Ham lrgng Uw:m cmo ché, Quy cich S6 ding ky Co s& san xnit Pia chi co s& sin xuét 2:»3 san
: dong gdi xuét
M&3i 3ml chira; Mol MEH. chia:
Insulin lispro Insulin lispro
« ~eo .
(trong d6 25% la wamnm mm“m& Co s lip rap, dong goi  |Pia chi co s& lap rap, dong goi
Humalog  |dung dich insulin [, Cope et & . bit tiém KwikPen: Elilly |t tiém Kwikpen: Indianapolis,
& insulin lispro va |Hop 5 but tiém bom sin Y :
33|Mix 75/25 |lisprova 75% la of 13 LEo 13 _w £ .. .. |QLSP-1088-18 |and Company; Co s& san |[IN 46285; Pia chi co s san xuat |M§¥
; 2 .. 75% la hon dich |thubc x 3ml; Hon dich tiém £ A T . ' ! .
Kwikpen hon dich insulin |, .1 xuat &ng thude: Lilly ong thudce: 2 rue du Colonei
lis . insulin lispro . . .
pro protamine) . France Lilly, 67640 Fegersheim, Phap
300U (twong protamine)
duong 10,5mg) 300U (twong
duong 10,5mg)
Paliperidone Hop chira 1 6ng tiém 1,5ml
Invega (duéi dang d6ng sin thudce + 2 kim Janssen Pharmaceutica Turnhoutseweg 30, B-2340, .
34| Sustenna paliperidone 150mg/loml e an toan; Hén dich tiém VN2-330-16 Iy, Beerse Bi
palmitate) giai phéng kéo dai
Paliperidone Hop chtra 1 éng tiém 1ml
Invega (dudi dang déng sin thubc + 2 kim Janssen Pharmaceutica Turnhoutseweg 30, B-2340 .
35 NN . PP -529- ’ ’
Sustenna paliperidone 100mg/1ml tiém an todn; Hon dich tiém VN2-529-16 N.V. Beerse Bi
palmitate} giai phong kéo dai
Paliperidone Hop chira 1 éng tiém
Invega (dudi dang 0,75m] déng san thude + 2 Janssen Pharmaceutica Turnhoutseweg 30, B-2340 .
36 N . M -532- ’ ’
Sustenna paliperidone 75mg/0,75ml kim tiém an toan; Hon dich VN2-532-16 N.V. Beerse Bi
palmitate) tiém giai phong kéo dai
Paliperidone Hop chira 1 éng tiém 0,5ml
Invega (duéi dang déng sin thude + 2 kim Janssen Pharmaceutica | Turnhoutseweg 30, B-2340
wﬂ . .. "~ - - 2 3 2
Sustenna paliperidone S0mg/0,5ml tiém an toan; Hon dich ti€m VN2-331-16 N.V. Beerse Bi
palmitate) gidi phéng kéo dai
n . _ Hoép 3 vix 10 vién; Vién Boehringer Ingelheim Binger Strasse 173, 55216 ,
8|Jardiance E 1ifl 2 ’ -606- ’ y
Zotard fpaghtiozin Sme nén bao phim VN2-606-17 pharma GmbH & co. KG. |Ingelheim am Rhein Bie
39|Jardiance Empaglifiozin 10mg Hop 3 vi x 10 vién; Vién VN2-605-17 Beehringer Ingelheim Binger Strasse 173, 55216 Piic

nén bao phim

pharma GmbH & co. KG.

Ingelheim am Rhein
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TT |Tén thude |Hoat chiit Ham lugng Huw.:.m vwo che, Quy cach Sb ding ky Co s& san xuét Dia chi co' sé' sén xuét Z_mo.o san
dong goi xuét
Co s& san xudt: Takeda  |Dia chi co s& sin xuét: 17-85
Pharmaceutical Company {Jusohonmachi 2-chome,
Lucrin PDS Le i Hop 1 xy lanh hai ngin Ltd; Pong goi: AbbVie  |Yodogawa-ku, Osaka 532-8686,
47|Depot %MMMH@ n 3,75mg chira bt pha tiém va dung |VN-20639-17 |Deutschland GmbH &  |Tapan; Déng gbi: Knollstrasse, |Nhét Ban
3.75mg méi; Bot pha hén dich tiém Co. KG; Xuit xuéng: 67061 Ludwigshafen, Germany;
AbbVie Logistics B.V-  [Xudt xwéng: Zuiderzeelaan 53,
Netherlands 8017 IV Zwolle, Ha Lan
48| Motilium Domperidone Img/ml m.ot Hhowm_ 100ml; Hon VN-19989-16 Janssen Pharmaceutica Turnhoutseweg 30, B-2340, Bi
dich udng NV Beerse
Domperidon o S Cosonhingiacong:  |S627, Duong 3A, KCN Bién
s (dudi dang Hop 3 vi x 10 vién; Vién - 2 13 . .\ \ ”
49|Motilium-M . 10mg . . GC-275-17 Coéng ty Co6 phan Duge  |Hoa II, Phudmg An Binh, TP Viét Nam
Domperidon nén bao phim 2 n TTa 5 .
pham OPV Bién Hoéa, Tinh Ddng Nai
maleat)
Tamoxifen (dudi Hép 3 vi x 10 vién: Vién Silk Road Business Park,
50|Nolvadex  |dang Tamoxifen |10mg op 2 vix [T viem ¥ VN-20911-18  [AstraZeneca UK Limited |Macclesfield, Cheshire, SK10  |Anh
. nén bao phim
citrat) 2NA
NovoMix . Ho6n dich tiém, Hop chia 5 Novo Nordisk Production |45 Avenue d'O'rléans F-28002 .
51 : ’ - ,
30 Flexpen | "SWlinaspart 300 U/3ml biit tiém x 3ml QLSP-1034-17 \s A s Chartres Phép
. . Hdp 5 bit tiém chira sin . . .
Novorapid |Insulin aspart Y ) Novo Nordisk Production |45 Avenue d'O'rléans F-28002 )
52 : .063-
Flexpen (rDNA) 300 U/3ml MMMO % 3ml; Dung dich QLSP-963-16 SAS Chartres Phéap
53{Omnipaque {lohexol 350mgl/ml Hop 10 chai x 100ml; Dung | 20355 17 |GE Healtheare Ireland |12/ Business Park, Carrigtohill, \p g
dich tiém Co. Cork
54|Omnipaque {Iohexol 300mgl/ml E.ov H.m chai x 100ml; Dung VN-20357-17 |GE Healthcare Ireland IDA Business Park, Carrigtohill, Ireland
dich tiém Co. Cork
Dia chi co s& san xudt: Schutzen
Hép 1 bom tidm déne sin Vetter Pharma - Fertigung (strasse 87 and 99-101, 88212
55|Orealutran  |Ganirelix 0,25mg/0,5ml  |..°% & VN-21068-18 [GmbH & Co. KG.; Cosé |Ravensburg.; Dia chi co s& déng |Dric

thudc; Dung dich tiém

dong géi: N.V. Organon

gdi: Kloosterstraat 6, 5349 AB
QOss, Ha Lan




ueT Bl ‘waleey

N€ [€0T ‘6€ SomIopreep “Ad duigo g
1108 Buop £s 00 12 vi@ ‘Yuy| dieys yoieN 1108 Suop os UU UDIA UDIA [ XA
u *Y T ¢ : t i - - oo v : 3w eapew [Ldereug| Swg oanus
TV «qp ¢ *coan prepsquiniuon| 00 pyy ouoq o9 diegg|  81O90IENAL 7 oy ugIA 01 X 1A € dOH 7y JOIET LRI STHS 99nTod e
‘aoc)urpues)) aue| OIS 1gNX UBS 08 0D
UONOYS :1gNX ULS 95 09 IYd el
1ep 09y
uapsai(] HqWoH o Suoyd 1218 upu UPIA ‘UIA
ohd L6010 ‘€1~ 9ssens Jofrzdro] USPASH UOA-TULIBUSTA] SI-LOY-ZNA 0Z X 1A ¢ dOI] ‘ugIa gz X 14 3wi0os tzeouey| - Joorxeuey |19
¢ doH ‘ugia ¢T X 1A 7 dOH
Tep 093]
uepsai HqWD o Buoyd 1913 URU USIA ‘UPIA
PG| 16010 ‘¢, osseng wBizdior|  uophom wop-menay|  ° L OOVENAL o7 1a ¢ dopr wera gz X 14 auigLe RO ToarenR 09
€ dOH ‘ugra g1 X 1A 7 dOH
Tep 09y
uapsai(] Hquo o Suord 1218 upu uYIA ‘UIA
A 6010 “c1-L osseng oBizdioy|  uophop wop-tueusyy|  STBOVINAL oy 4 ¢ dopy “UQIA QT X IA Sw0sL HERIOTER) - JooIetEY 66
¢ dOH ‘ugla 1 X 1A 7 dOH
¢ UoH
[eTepaq ‘uapsar([ Hquo wyd oeq ugu :
ong ‘ 91-ZTI0T-NA : Jupg|  uyoxode( Juép AB1[Lg (8¢
- Jrzd - : I It
L6010 °C1-L 9sseng Jofizdie]|  USPASH UOA-TULIBUSIN UIA URIA €0 X 1A T0 dOH 1onp) unsxode(]
‘ unyd oeq (1oH
[elopa,] ‘uspsal(] Hquioy -
g ‘ OT-ITIOT-NA|  UPUUYIA tUgIA €0 X 1A [0 3wpg!  unexode( Juép ABud|Ls
- Sizd A - . . i
L6010 ‘€1~ a5seng Ja8izdiag USPASE] VO A -IULIRTSIA dopT Ug1A 10 X 14 10 dOH 1onp) mexodecy
Ag Ay “s8nerestey] XS
G 103 § ‘ &
ona| oros v ona | owousrwagorra] O ondmwmimnun b
S0£89 ‘911 “osseng Jojoupues| 108 Bugp ps op gqup|  COHdSTO| Tud 9P oRp WEP olp Bungy wialing
‘JgnX Ues 05 00 IO vig sonsouser(y ooy
gnx 1B0X UESs 05 .09 1Y ©i jenx HES 05.0 £ Suep 9 193 Buop Sudnj we B JEO agny) ug
wgs 20mN BOX UEs 05.03 Y2 eig LnX ups 05.00) DIBUER S| s k0 ‘oup ovq Bwiq O] weH 1pyo yeol| d9ny) ugL| LL




TT {Tén thudc [Hoat chit Ham lweng Uw:m _umo ché, Quy cich S6 ding ky Co s san xuiit Dia chi cor s sdn xudit Z_wQQ san
dong goi xuat
Cor sé 3 4 Catalent Pia chi co s& sén xuit:
0'sg san xuat: Latlent o melsbacher Str.2, 69412
Sandimmun Hop 10 vi x 5 vién; Vién Germany Eberbach Eberbach, Germany; DPia chi co
63 Ciclosporin 25mg P ’ VN-21154-18 |GmbH; Cos¢dénggbi & |, ., . P Birc
Neoral nang mém P . 50 dong goi & xuat xudng:
xudt xuong: Novartis .
\ Schaffhauserstrasse, 4332 Stein,
Pharma Stein AG .
Thyy Sy
Dia chi co s sén xuit: Gammels
Sandimmun Catalent Germany bacher Str.2, 69412 Eberbach,
64|Neoral Ciclosporin 100mg Hop SVS x 5 vién; Vién VN-21091-18 mwo&mmw QBNEW O_.q mw Qmﬁwmsua WH.VE. chi co s& dong gbi Blic
100mg nang mem dong goi & xuat xudng:  |& xuit xudng:
Novartis Pharma Stein AG |Schaffhauserstrasse, 4332 Stein,
Thuy Sy
Salmetero! (dudi
Seretide dang Salmeterol Hop 1 dung cu hit
: + C u |
65|Accuhaler  [xinafoate) + >0meg accuhaler 60 lidu; Bothit |VN-20766-17 |GlaxoSmithKline LLC |01 North Arendell Avenue 1, .o
. 250meg . a2 Zebulon. North Carolina 27597
50/250meg  |Fluticason phén liéu
propionat
Salmeterol (duéi
Seretide dang Salmeterol Hé6p 1 dung cu hit
i + . u !
66|Accuhaler  |xinafoate) + >0meg accuhaler 60 lidu:; Bothit |VN-20767-17 |GlaxoSmithKline LLC |0 L1 North Arendell Avenue 1,
. 500meg o 1iR Zebulon. North Carolina 27597
50/500mcg  |Fluticason phén liéu
propionat
Hop 1 chai 250ml; Duge S.R. 148 Pontina km 52, SNC -
67|Sevorane Sevofluran 100% w/w chét 1ong nguyén chét ding [VN-20637-17 [Abbvie S.r.l Campoverde Di Aprilia 04011 Y
dé hit (LT)
Dia chi co s& san xuit; Shotton
. , . , Co s& san xudt: Merck  [Lane Cramlington
Montelukast (dudi Hop 4 vix 7 vién, hép 2 vi ) ; X
68|Singulair dang Montelukast {10 mg x 14 vién; Vién nén bao VN-21065-18 m.gwm% & U‘w_.E._o Lid; Co Zn.un_E.Evmnmm:mm Zm_b.w., 310, Anh
natri) him s& dong go6i: Merck Sharp |Pia chi co s& déng goi:
P & Dohme B.V Waarderweg 39, 2031 BN

Haarlem, Ha Lan
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. ; P A - ; 2 Q >
TT |Tén thuéc |Hoat chét Ham lwong | 1og bilechs, Quyedch o pop ik [Costrsiin xudit Dia chi co s sén xuit ¢
dong goi xuat
. . Hop 2 vi x 15 vién; Vién Merck Sharp & Dohme Shotton Lane, Cramlington
T7Z 10 : ? VN- & ’
ST S el e nén bao phim e ) Northumberland NE23 37U i
Zykadi o 0 i ién; HO y . -4 ~
7g|cyradia Certinib 150mg Rgppatvim ) cng Hopae VN2-651-17 Novartis Pharma Stein AG Hehatthansattiane L4582 Thuy S¥

150mg

x 3 hop nho x 5 vi x 10 vién

Stein




