Bo Y TE CONG HOA XA HOI CHU NGHTA VIET NAM
Bbéc 1ap - Tw do - Hanh phdc

s6:5656/byt-gqld Ha Noi, ngay ¢i~thang § nam 2018
V/v bd sung, diéu chinh mét s6 thang tin tai
cac Quyét dinh cong bd danh muc thudc biét
duoc goc
1
Kinh gui:
- S Y t€ cac tinh, thanh pho trwc thudc Trung wong;
- C&c bénh vién, vién cé givong bénh tryc thube Bo.

B0 Y té thong bao bd sung, diéu chinh mdt s6 thong tin tai cadc Danh muc
thudc biét dwgc goc ban hanh kem theo cac Quyét dinh sau cla Bo trwdng BO Y t€
Ve viéc cong bd danh muc thubc biét dwgc goc:

- Quyét dinh s6 896/QD-BYT ngay 21/03/2013 (Dot 3);

- Quyét dinh s6 1087/QD-BYT ngay 03/04/2013 (Dot 4);

- Quyét dinh s6 1546/QD-BYT ngay 08/05/2013 (Bot 5);

- Quyét dinh s6 1738/QD-BYT ngay 20/05/2013 (Dot 6);

- Quyét dinh s6 2296/QD-BYT ngay 20/07/2013 (Pot 7);

- Quyét dinh s6 4140/QD-BYT ngay 18/10/2013 (PBot 9);

- Quyét dinh s6 814/QD-BYT ngay 10/03/2014 (Bot 10);

- Quyét dinh s6 2500/QB-BYT ngay 07/07/2014 (Bot 11);

- Quyét dinh s6 234/QB-BYT ngay 23/01/2015 (Pot 12);

- Quyét dinh s6 3469/QD-BYT ngay 19/08/2015 (Dot 13);

- Quyét dinh sB 744/QD-BYT ngay 03/03/2016 (Dot 14);

- Quyét dinh s6 4577/QD-BYT ngay 23/08/2016 (Dot 15);

- Quyét dinh sB 264/QD-BYT ngay 23/01/2017 (Dot 16);

- Quyét dinh s6 1843/Qb-BYT ngay 10/05/2017 (Dot 17);

- Quyét dinh s 5859/QD-BYT ngay 29/12/2017 (Dot 18).

Thong tin cac thudc duoc bd sung, diéu chinh tai Danh muc kém theo cong
van nay.

B0 Y té thong bao cho cac don vi biét va thuc hién7.

Noi nhan:

- BTr. Nguyén Thj Kim Tién (dé b/c);

- Cac Thir trudng;

- Bao hiém X8 hdi VN;

- Téng Cong ty dugc Viét Nam;

- Hiép héi Doanh nghiép dugc Viét Nam;
- Cuc Quan y-BO Quéc phong; Cuc Y té-BO Céng an;
- Cuc Y té giao thong van tai-BO GTVT;
- Cac Cong ty c6 thudc dwgce dinh chinh;
- C6ng thong tin dién tlr Bo Y t€;

- Website clla Cuc QLD; /

- Luu: VT, QLD (02b). Trwong Quoéc Cuodng






BO Y TE

(Ban hanh kém theo Cong viin s6 5655 /BYT-QLD ngay 45/ S /2018 ciia B truéng Bo Y té)

CONG HOA XA HQI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phuc

Ha Néi, ngay 25 thing 9 néim 2018
BO SUNG, PIEU CHINH THONG TIN VE DANH MUC THUOC BIET DUQC GOC PA CONG BO

STT |Tén thude Hoat chét Ham Dang bio ché, Quy 1S6 dingky |Co s& san xuit |Dia chicosdsin:  |Nubesan | Dot [S6 Quyét [Ngay Ndi dung dinh chinh, b sung
: lugng céch déng gbi ’ xuiit Xuht cﬁn‘g dinh Quyét dinh
) . ) . s . bo . . :
1 |Omnipaque Iohexol fed Dung dich pha tiém, |VN-10687-10|GE Healthcare [IDA Business Park, |Ireland 5 |1546/QD- |05/08/2013 |1. Dang bao ché: Dung djch tiém
300mg/ml |Hop 10 chai x 50ml; Ireland Carrigtohill, Co. BYT 2. Pia chi co s& san xudt: DA
Hop 10 chai x 100m! Cord Business Park, Carrigtohill, Co.
Cork
2  |Omnipaque Iohexol Iod Dung dich pha tiém, |VN-10688-10{GE Healthcare [IDA Business Park, |Ireland 5 |1546/QD- |05/08/2013 |1.Dang bao ché: Dung dich tiém
350mg/ml |Hop 10 chai x 50ml; Ireland Carrigtohill, Co. BYT 2. Dia chi co s san xudt: IDA
Hop 10 chai x 100ml Cord Business Park, Carrigtohill, Co.
Cork
3 |Glucovance Metformin (dwdi  |500mg;  |Vién nén bao phim, |VN-20022-16 |Merck Sante 2 rue du Pressoir Phép 16 |264/QD- 23/01/2017 [Hoat chét: Metformin
500mg/2,5mg. |dang Metformin  |2,5mg Hép 2 vix 15 vién s.as Vert, 45400, Semoy BYT hydrochlorid 500mg (tuong
hydrochlorid), duong voi metformin 390mg),
Glibenclamid Glibenclamid 2,5mg
4 |Glucovance Metformin (duéi  |500mg; | Vién nén bao phim, [VN-20023-16 |Merck Sante 2 rue du Pressoir  |Phép 16 [264/QD- 23/01/2017 [Hoat chat: Metformin
500mg/5mg dang Metformin ~ |Smg Hép 2 vix 15 vién s.a.8 Vert, 45400, Semoy BYT hydrochlorid 500mg (twong
hydrochlorid), dwong véi metformin 390mg),
Glibenclamid Glibenclamid Smg
5 |Concor Cor Bisoprolol 2,5mg Vién nén bao phim, [VN-18023-14 |[Co s& sin xuat: [Co s& sén xuét; 250 [Prrc 12 |234/QD- 23/01/2015 |Pia chi co s san xuat:
fumarate (Phenoxy- Hép 3 vi x 10 vién Merck KGaA;  |Frankfurter Strasse, BYT Frankfurter Strasse, 250 64293,
amino-propanols) Co s¢ déng g6i: 64293 Darmstadt; Darmstadt; Co s& déng goi:
Merck Co 56 dong géi: Hoesslgasse 20 9800 Spittal,
KGaA&Co., |Hoeslgasse 20 9800 Drau - Ao
Werk Spittal  |Spittal/Dran, Ao
6 |Glucophage Metformin 500mg Vién nén bao phim, |[VN-13272-11|Merck Sante 2 Rue du Pressoir  |[Phap I5 [4577/QD- |23/03/2016 |Quy cédch ddng gbi: Hop 5 vix
hydrochloride Hép 5 vix 20 vién s.a.8§ Vert, 45400, Semoy BYT 10 vién




N .

STT |Tén thube Hoat chit Ham Dang bao ché, Quy |Sé dingky |Co sé sin xuét |Diachicosésin |Nuécsin Dot |SH Quyét [Ngay N@i dung dinh chinh, b6 sung
lurgng cich déng gobi xuf'lt xuét c6n’g dinh Quyét dinh
, bd
7 |Concor Bisoprolol fumarate}Smg Vién nén bao phim, [VN-17521-13 [Co s& séan xuit: |Co s& san xudt: 250 [Dirc 12 1234/Qb- 23/01/2015 |1. Dja chi co s& san xuit:
Hép 3 vix 10 vién Merck KGaA;  |Frankfurter Strasse, BYT Frankfurter Strasse, 250 64293,
Co s& dong g6i: |64293 Darmstadt; Darmstadt; Co s& déng géi:
Merck Co s¢ déng goi: Hoesslgasse 20 9800
KGaa&Co., Hoeslgasse 20 9800 Spittal/Drau - Ao
Werk Spittal | Spittal/Drau, Ao 2. Tén thudce: Concor 5mg
8 |Primovist Gadoxetate 0.25mmol/|Hop 1 bom tiém VN2-197-13 |Bayer Schering |D-13342 Berlin Dirc 12 [234/QD- 23/01/2015 |1. Co s& san xuft: Bayer Pharma
Disodium 1ml chira sin thude x Pharma AG BYT AG
10ml 2. Dja chi ¢o sér sin xudt:
Mullerstralie 178, 13353 Berlin -
Birc
9 |Augmentin SR |Amoxicillin{dudi |Amoxicilli|[Hdp 7 vi X 4 vien  |VN-13130-11|Glaxo Teiras 2 Zone Phap 4 |1087/QD- [03/04/2013 |Dja chi co s& sin xut: Terras 2
dang Amoxicillin  |n nén bao phim Wellcome Inductrielle de la BYT Zone Industrielle de la
trihydrate va 1000mg/A Production Peyenniere, 53100 Peyenniere, 53100 Mayenne
Amoxicillin cid Mayenne
Sodium). Acid clavulanic
clavulanic (dudi 62.5mg
dang kali
clavulanate)

10 |Herceptin Trastuzumab 440mg Hop 1lobjt dong [QLSP-1012- |Co sy sdn xudt: [4625 NW My 18 |5859/Qb- [29/12/2017 |1. Co s¢ san xuét: Genentech
kho va 1 lp 20ml 17 Genetech Inc.;  |Brookwood BYT Inc.; Co s& san xudt lo dung méi:
dung méi pha tiém; (Co s& san xudt |Parkway, Hillsboro, F. Hoffmann-La Roche Ltd; Co
Bot dong kho pha lo dung méi: F. |OR 97124-9332; s& déng géi: F. Hoffmann-La
tiém Hoffmann-La  |(Pia chi co s¢ sén Roche Ltd.

Roche Ltd) xuét lo dung méi: 2. Dia chi co O san xuét: 4625
Wurmisweg, 4303 NW Brookwood Parkway,
Kaiseraugst, Thuy Hillsboro, OR 97124-9332; Pia
Si, holic chi co s& sin xudt lo dung mdi:
Grenzacherstrasse Wurmisweg, 4303 Kaiseraugst,
124, CH-4070 Thyy Si, hodc Grenzacherstrasse
Basel, Thuy Si) 124, CH-4070 Basel,
Switzerland; Pja chi co s& déng
26i: Wurmisweg, CH-4303
Kaiseraugst, Thyy ST
11 [Augmentin Amoxicilin (dang [250mg+31|Hp 12 g6i bdt pha  {VN-17444-13 |Glaxo Terras 2 Zone Phéap 10 {814/QD- 10/03/2014 {Pja chi co s& sdn xuét: Terras 2
250mg/31,25mg |Amoxicillin ,25mg hén dich ung Wellcome Inductrielle de la BYT Zone Industrielle de la
trihydrate); Acid Production Peyenniere, 53100 Peyenniere, 53100 Mayenne
clavulanic (dang Mayenne
Kali clavulanate)
12 |Avamys Fluticasone Furoat |27.5meg/li|Hdn dich xit miti. VN-12459-11 | Glaxo Harmire Road, UK 3 |896/Qb- 21/03/2013 |1. Hoat chét: Fluticasone Furoate
&u xit Hép 1 binh 30, 60 Operations UK |Barnard Castle, BYT 2, Ham hrgng: 27,5mceg/lidu xit

hodc 120 liéu xit.

Ltd

Durham, DL12 8DT




STT

Tén thube Hoat chit Him Dang bao ché, Quy [$6 dingky |Co st san xuit |Dia chicosésan  |Nuécsin Dot |S6 Quyét  |Ngay Ndi dung dinh chinh, bd sung
lwong ciach déng goi xufit xufit c¢dng [dinh Quyét dinh
b
13 |Zantac injection |[Ranitidin {duéi 50mg/2mi [Hop 5 éngx 2 ml;  |VN-20516-17 |GlaxoSmithKlin |Strada Provinciale [|Y 18 |5859/Qb- [29/12/2017 |Ham lwgng: 25mg/1ml
dang ranitidin HCI} Dung djch tiém e Manufacturing |Asolana, N.90 (loc. BYT
SpA San Polo), 43056
Torrile (PR)
14 |Keppra Levetiracetam 500mg Hoép 6 vix 10 viégn  [VN-18676-15|UCB Pharma  |Chemin du Foriest, |Bi 13 [3469/QD- |19/8/2015 |Pia chi co s& san xudt: Chemin
nén bao phim S.A. 1420 Braine- BYT du Foriest, 1420 Braine - I'Alleud
I'Alleud
15 |Lamictal 100mg |Lamotrigine 100mg  |Hop3 vix 10 vien, |VN-15905-12|Co s& san xuit: |Co s& san xudt: 189 {BaLan 9 [4140/QP- |18/10/2013 (Dja chi co s¢ sin xudt: Co s& san
vién nén GlaxoSmithKlin |Grunwaldzka BYT xudt: 189 Grunwaldzka Street,
e Street, Poznan 60- Poznan 60-322, Ba Lan, Co s&
Pharmaceuticals |232, Ba Lan; Co s¢ déng goi: 1061 Mountain
SA; Co s& déng |dong gbi: 1061 Highway, Boronia Vic 3155, Uc
gbi: Mountain Highway,
GlaxoSmithKlin |Boronia Vic 3155,
€ Australia Pty |Australia
Ltd
16 |Lamictal 25mg |Lamotrigine 25mg Hop 3 vix 10 vién, |VN-15906-12 |Co sér san xudt; |Co s san xudt: 189 [Ba Lan 9 |4140/QbP- |18/10/2013 |Pia chi co sé san xudt: Co s sén
vién nén GlaxoSmithKlin |Grunwaldzka BYT xut: 189 Grunwaldzka Street,
c Street, Poznan 60- Poznan 60-322, Ba Lan; Co s&
Pharmaceuticals |232, Ba Lan; Co s¢ déng goi: 1061 Mountain
SA; Co sér déng |dong gbi: 1061 Highway, Boronia Vic 3155, Uc
g6i: Mountain Highway,
GlaxoSmithKlin {Boronia Vic 3155,
e Australia Pty |Australia
Ltd
17 |Lamictal 50mg |Lamotrigine 50mg Hop 3 vix 10 vien, |VN-15907-12|Co s& san xuét; |Co s& san xudt: 189 |Ba Lan 9 |4140/QP- {18/10/2013 |Pija chi co s& san xuit: Co s san
vién nén GlaxoSmithKlin |Grunwaldzka BYT xut: 189 Grunwaldzka Street,
e Street, Poznan 60- Poznan 60-322, Ba Lan; Co sé
Pharmaceuticals (232, Ba Lan; Co s& déng g6i: 1061 Mountain
SA; Co s déng [déng gbi: 1061 Highway, Boronia Vic 3155, Uc
goi: Mountain Highway,
GlaxoSmithKlin |Boronia Vic 31535,
e Australia Pty |Australia
Ltd
18 [Flixonase Fluticasone 0,05% Hoén djch xjt mii, VN-20281-17|Glaxo Avda De Tay Ban 17 |1843/QB-BY|10/05/2017 |Hoat chdt: Fluticason propionat
propionat (siéu Hép 1 chai 60 lidu xit Wellcome S.A. |Extremadura 3, Nha (siéu min) 0,05%
min) 0,05% 09400 Aranda de
Duero (Burgos) :
19 |Nootropil Piracetam 3g/15ml |Dung dich tiém; Hjp [VN-19960-16 [Aesica Via Praglia 15 Y 16 |264/Qb- 23/01/2017 |Tén thudc: Nootropil 3g/15mi
4 éng x 15ml Pharmaceuticals | 10044 Pianezza TO. BYT

S.r.l




N&i dung dinh chinh, b sung

STT |Tén thuée Hoat chit Ham Dang bao ché, Quy [S6 dingky [Co so sdn xuft [Diachicosdsin |[Nuwéesin | Pot [S6 Quyét |Nedy
lwgng cich déng goi xufit xudt cﬁlig dinh Quyét dinh
, bo
20 |Lacipil 2mg Lacidipin 2mg Vién nén bao phim; |VN-19169-15|Glaxo Avda. De Tay Ban 14 |744/QD- 03/03/2016 |Hoat chét: Lacidipine
Hop 4 vix 7 vién Wellcome S.A |Extremadurano 3, [Nha BYT
09400 Aranca de
duero (Burgos)
21 |Lacipil 4mg Lacidipin 4mg Vién nén bao phim; |VN-19170-15 |Glaxo Avda. De Téy Ban 14 |744/QD- 03/03/2016 {Hoat chit: Lacidipine
Hép 4 vix 7 vién Wellcome S.A |Extremadurano 3, |Nha BYT
09400 Aranca de
duero (Burgos)
22 |Ventolin neblues |Salbutamol sulfat  {Smg/2,5ml|Dung dich khi dung. |VN-13701-11 |GlaxoSmithKlin {1061 Mountain Uc 4 {1087/Qb- 103/04/2013 |Hoat chét: Salbutamol sulphate
Hop 6 vi 5 éng 2,5ml € Australia Pty  |Highway, Boronia, BYT
Ltd Victoria 3155
23 |Plavix Clopidogrel (duéi {300mg |Hop3 vix 10vién {VN-18879-15Sanofi 1 rue de la Vierge, [Phédp 13 |3469/QB- [19/08/2015 [1. Tén co s& san xuét: Sanofi
dang Clopidogrel nén bao phim Winthrop Ambres et Lagrave, BYT Winthrop Industrie
hydrogen sulphate) Industries 33565 Carbon 2. Bia chi co so san xuét: 1 rue
Blanc Cedex de la Vierge, Ambares et
Lagrave, 33565 Carbon Blanc
Cedex
24 |No~spa Drotaverin 40mg/2m! [Hop 25 bng 2ml VN-14353-11 |Chinoin 3510 Miskolc, Hungary 4 |1087/QP- [03/04/2013 |Tén thudc: No-Spa 40mg/2ml
hydrochloride Pharmaceutical |Csanyikvolgy BYT
and Chemical
works private
Co.,Ltd
25 |Lantus Solostar |Insulin glargine 300 Dung dich tiém QLSP-857-15|Sanofi- Aventis |Industriepark i (¥ 14 |744/QDb- 03/03/2016 |Pja chi co s san xuit:
IU/3ml  [trong biit tiém nap Deutschland Hochst, : BYT Industriepark Hchst,
sin; Hop 5 bit tiém GmbH Bruningstrape 50, Briiningstraie 50, D-65926
x 3ml dung djch D-65926 Frankfurt Frankfurt am Main
am Main
26 |Cordarone Amiodarone 150mg/3m |Hép 6 éng x 3ml; VN-20734-17 |Sanofi 1, rue de la Vierge, {Phép 18 |5859/QD-BY|29/12/2017 {Pja chi co s& sén xudt: 1, rue de
150mg/3ml hydrochloride 1 Dung djch tiém Winthrop Ambarés et la Vierge, Ambarés et Lagrave,
Industrie Lagrave, 33565 33565 Carbon Blanc Cedex
Acrbon Blanc
Cedex
27 |Orelox Cefpodoxime 100mg Vién nén bao phim; |VN-19454-15|Sanofi 56, route de Choisy-|Phép 14 {744/QD- 03/03/2016 |Tén thude: Orelox 100mg
(dudi dang Hop 1 vix 10 vién Winthrop au-Bac 60205 BYT
Cefpodoxime Industrie Compiegne
proxetil}
28 |Stablon Tianeptine 125mg |HOép2vix 15vién |VN-14727-12iLes 905 Route de Phép 10 |814/Qb- 03/10/2014 [Hoat chét: Tianeptine sodium
nén bao phim Laboratoires Saran, 45520 Gidy BYT
Servier Industrie




STT

Tén thube

Hoat chét Ham Dang bao ché, Quy [S6 diingky |Co'sésin xuét |Djachicosésin |Nubesan | Dot [S6 Quyét [Ngay Néi dung dinh chinh, bé sung
lwgng  [cdich dong gbi xuét xuit cong |dinh Quyét dinh
- bé
29 |Procoralan Ivabradine HC1 7.5mg Hop 4 vix 14 vién, [VN-15961-12|Les 905 Route de Phép 11 2500/QD- [07/07/2014 |Ham hrong: 7,5mg Ivabradine
Vién nén bao phim Laboratoires Saran, 45520 Gidy BYT
Servier Industrie
30 {Procoralan Ivabradine HC1 Smg Hop 4 vix 14 vién, |VN-15960-12|Les 905 Route de Phép 11 |2500/Qb- |07/07/2014 |Ham lugng: Smg Ivabradine
Vién nén bao phim Laboratoires Saran, 45520 Gidy BYT
Servier Industrie
31 |Vigamox Moxifloxacin HC1 0,5% Hop 119 Sml, Dung | VN-15707-12 | Alcon 6201 South My 6 |1738/QD- [20/5/2013 |Ham lugng: 0,5% moxifloxacin
dich nhé mét Laboratories Inc |Freeway Fort BYT '
-USA Worth, Texas 76134
32 |Exforge Amlodipine (dudi |Smg Hop 2 vix 14 vién |VN-16344-13 |Novartis Ronda de Santa Tay Ban 7 |2296/QD- [01/07/2013 [Co s& sin xudt: Novartis
dang Amlodipine |Amlodipin|nén bao phim Pharmaceutica |Maria 158 08210  |Nha BYT Farmaceutica S.A.
besylate), Valsartan |e, 80mg S.A Barbera del Vallés,
Valsartan Barcelona
33 |Exforge Amlodipine (duéi |10mg Hop2vix 14 vién [VN-16342-13 |Novartis Ronda de Santa Téy Ban 7 [2296/Qb- |01/07/2013 |Co s& san xuét: Novartis
dang Amlodipine |Amlodipin|nén bao phim Pharmaceutica |Marig 158 08210 |Nha BYT Farmaceutica S.A.
besylate), Valsartan |e, 160mg S.A Barbera del Vallés,
Valsartan Barcelona
34 {Galvus Met Vildagliptin, 50mg, Vién nén bao phim; |VN-19291-15 [Novartis Oflinger Strasse 44, |Pic 14 |744/Qb- 03/03/2016 [Hoat chat: Vildagliptin,
50mg/1000mg  |Metformin (dwéi |1000mg |Hp 6 vix 10 vién Pharma 79664 Wehr BYT Metformin hydrochlorid
dang Metformin Produktions
hydrochlorid) GmbH
35 |Galvus Met Vildagliptin, 50mg, Vién nén bao phim; |VN-19295-15|Novartis Schaffhauserstrasse |Thyy S§ 14 |744/QD- 03/03/2016 [Hoat chét: Vildagliptin,
50mg/500mg Metformin (dudi  |500mg Hop 6 vi x 10 vién Pharma Stein ~ |4332 Stein BYT Metformin hydrochlorid
dang Metformin AG
hydrochlorid)
36 |Galvus Met Vildagliptin, 50mg, Vién nén bao phim; |[VN-19293-15 |Novartis Oflinger Strasse 44, |Pirc 14 |744/QD- 03/03/2016 [Hoat chat: Vildagliptin,
50mg/850mg Metformin (du¢i  |850mg  {Hdp 6 vix 10 vién Pharma 79664 Wehr BYT Metformin hydrochlorid
dang Metformin Produktions
hydrochlorid) GmbH
37 [Voltaren Natri diclofenac 75mg Hop 10 vi x 10 vién |VN-11972-11 [Novartis Farma |Via Provinciale Y 3 [896/QD-BYT21/03/2013 |Pia chi nha san xuit: Via
nén phong thich S.p.A. Schit, 131, Torre Provinciale Schito, 131, Torre
chim Annunziata (NA) — Annunziata (NA) - ¥
Italy
38 |Trileptal Oxcarbazapin 300mg Hop 5 vi x 10 vién |VN-15563-12 |Novartis Farma |Via Provinciale Y 3 |896/Qb- 21/03/2013 |Pia chi nhi sin xuét: Via
nén bao phim SpA Schit, 131, Torre BYT Provinciale Schito, 131 80058

Annunziata (NA) —
Italy

Torre Annunziata (NA) — Y




N¢i dung dinh chinh, bd sung

STT |Tén thude Hoat chit Him Dang bio ché, Quy [Sédiing ky |Co sisan xuit {Djachicosésin |Nwéesin | Dot [S6Quyét [Ngay
lwgng ~ {cAch déng goi L xuit Xuit cong |djnh Quyét dinh
- : ) bo
39 |Onbrez Indacaterol {(du¢i |150meg | Vién nang cimg, VN-20044-16|Co s¢r sén xult: |Co s& san xudt: Thuy S¥ 16 [264/Qb- 23/01/2017 |Dang bao ché, quy cich déng
Breezhaler dang Indacaterol Hop 1 vi x 10 vién Novartis Schafthauvserstrasse BYT g06i: Bot hit chira trong nang
150mcg maleat) kém 01 may hit; Hop Pharma Stein ~ |CH-4332 Stein, cting; Hgp 1 vi x 10 vién ké¢m 01
3 vi x 10 vién k¢m AG; Co sir déng | Thuy ST; Co sé dung cu hit; Hp 3 vi x 10 vién
01 may hit g6i & xudt déng g6i & xudt kém 01 dung cy hit
xuwdng: Novartis |xuéng: Ronda
Farmaceutica Santa Maria, 1358,
S.A 08210 Barbera Del
Valles, Barcelona -
Téy Ban Nha
40 |Onbrez Indacaterol (dudi  [300mcg | Vién nang ciling, VN-20045-16 [Cor sér san xudt: [Co sér sén xuat: Thyy S§ 16 [264/QD- 23/01/2017 |Dang bio ché, quy cach déng
Breezhaler dang Indacaterol Hop 1 vix 10 vién Novartis Schaffhauserstrasse BYT g6i: Bot hit chira trong nang
300meg maleat) kém 01 méy hit; Hop Pharma Stein CH-4332 Stein, cimg; Hop 1 vi x 10 vién kém 01
3 vi x 10 vién kém AG; Co s¢ dong |Thuy 87; Co sé dung cy hit; Hop 3 vi x 10 vién
01 may hit g6i & xudt déng bl & xuét kém 01 dung cu hit
xudmg: Novartis |xuéng: Ronda
Farmaceutica Santa Maria, 158,
S.A 08210 Barbera Del
Valles, Barcelona -
Téy Ban Nha
41 |Lucentis Ranibizumab 1,65mg/0, {Hjp 1 bom tiém QLSP-1052- |Vetter Pharma - |Eisenbahnnstralle 2- |Pic 18 |5859/QB- (29/12/2017 |1. Co s san xuat: Co s& sin xuét
165ml déng sin thude x 17 Fertigung 4, 88085 BYT va déng goi sa clp: Vetter
0,165ml; Dung djch GmbH & Co.  {Langenargen; Dja Pharma - Fertigung GmbH & Co.
tiém KG (Co s dong |chi co s& déng goi KG (Co s& déng géi thir cép:
g6i thir cp: thir cép: Novartis Pharma Stein AG-
Novartis Schaffhauserstrasse Switzerland)
Pharma Stein ~ |[CH-4332 Stein — 2. Pia chi co s& san xudt: Pia chi
AG-Switzerland) |Switzerland o 5¢r san xuét va déng goi so
cép: Eisenbahnstrasse 2-4, 88085
Langenargen; Dia chi co sé¢ dong
g6i thir cip: Schaffhauserstrasse
4332 Steint — Thyy ST
42 |Ultibro Indacaterol (dudi  |110meg+ |Hop 1 vi, 2 vi, 5 vix |VN2-574-17 |Novartis Schaffhauserstrasse (Thuy St 18 [5859/QD- [29/12/2017 |Dang bio ché, quy céch déng
Breezhaler dang Indacaterol  [50meg |6 vién kém 01 dng Pharma Stein ~ [4332 Stein BYT goi: Bt hit chira trong nang
maleat) 110mcg; hit AG clrg; Hop 1 vi, 2 vi, 5 vix 6
Glycopyrronium vién kém 01 dung cy hit
(dudi dang
Glycopyrronium
bromide) 50 meg
43 |AzoptDrop 1% |Brinzolamide 1% |1%; Sml |Hdn dich nho mét  [VN-9921-10 |Alcon 6201 South My 3 |896/Qb- 21/03/2013 |Co s& sin xudt: Alcon Research,
Sml Laboratories [nc |Freeway Fort BYT Lid

- USA

Worth, Texas 76134
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Hoat cht Ham S6 ding ky |Co'sésin xudt |Djachicosisin [Nwécsin | Pot [S6 Quyédt |Ngay Noi dung dinh chinh, b sung
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44 |Vigamox Moxifloxacin HCl (0,5% Hop 1 lg 5ml, Dung |VN-15707-12|Alcon 6201 South My 6 [1738/QP- |20/05/2013 |Co s& san xudt: Alcon Research,
dich nhé mét Laboratories Inc |Freeway Fort BYT Ltd
-USA Worth, Texas 76134
45 |Pataday Olopatadine 0,2% Dung dich nhé mét; |VN-13472-11]Alcon 6201 South My 7 |2296/QD- |01/07/2013 |Co s san xuidt: Alcon Research,
Hydrochloride Hop 1 chai 2.5m] Laboratories Inc |Freeway Fort BYT Ltd
Worth, Texas 76134
46 |Voltaren Diclofenac natri 100mg Hop 1 vi x 5 vién VN-16847-13 | Delpharm 26 Rue de la Phap 9 |4140/QD- |18/10/2013 |Co sér san xuét: Delpharm
dan Huninge S.A.S |Chapelle, F 68330 BYT Huningue S.A.S
Huningue
47 iKlacid MR Clarithromycin 500mg Vién nén giai phong |VN-19547-16 | Aesica Queenborough, Anh 15 14577/QD-  [23/03/2016 [1. Co s san xufit: Aesica
hoat chit bién déi, Queenborough |Kent, ME 11 5EL BYT Queenborough Limited
Hop 1 vix 5 vién Ltd. 2. Dia chi co s& san xuét: North
road, Queenborough, Kent, ME
11 5EL
48 [Sifrol Pramipexol 0.375mg |Vién nén phéng VN-17272-13 |Boehringer Binger Strase 173 |Dirc 11 |2500/QD- {07/07/2014 |1. Hoat chit: Pramipexol
dihydrochlorid thich chém; Hgp 3 vi Ingelheim 55216 Ingelheim BYT dihydfochlorid monohydrat
monohydrat (tuong x 10 vién Pharma GmbH |am Rhein (twong dwrong Pramipexol
durong & Co.KG 0,26mg) 0,375mg.
Prampipexol 2. Pia chi co s san xuét: Binger
0,26mg) 0,375mg Strasse 173, 55216 Ingelheim am
Rhein
49 |Pradaxa Dabigatran 110mg  |Vién nang; hip 1 VN-16443-13 |Bochringer Binger Str.173 birc 6 [1738/QD- |20/05/2013 |Dang bao ché: Vién nang cimg
etexilate (dudi chai 60 vién hodc Ingelheim 55216 Ingelheim BYT
dang Dabigatran 1,3,6 vix 10 vién Pharma GmbH |am Rhein
etexilate mesilate) & Co.XG
110mg
50 |Trajenta Linagliptin 5mg Vién bao phim, hép |VN-17273-13 jBoehringer Columbus, OH My 10 [814/QD- 10/03/2014 |1. Dang bdo ché: Vién nén bao
3 vix 10 vién Ingelheim 43228 BYT phim
Roxance Inc 2. Co s& san xufit: West-Ward
Columbus Inc
3. Dia chi co s& san xudt: 1809
Wilson Road Columbus, Ohio
43228
51 [Trajenta Duo Linagliptin 2,5mg; {2,5mg; |Vién bao phim, hfp [VN3-4-16 Boehringer Binger Str.173, polic 16 |264/QDb- 23/01/2017 |Dang bio ché: Vién nén bao phim
Metformin 1000mg |3 vix 10 vién Ingelheim 55216 Ingelheim BYT
hydrochloride Pharma GmbH |am Rhein
1000mg & Co.KG
52 |Trajenta Duo Linagliptin 2,5mg; [2,5mg; Vién bao phim, hjp |VN3-5-16 Boehringer Binger Str.173, birc 16 |264/QD- 23/01/2017 |Dang bao ché: Vién nén bao phim
Metformin 500mg 3 vix 10 vién Ingelheim 55216 Ingelheim BYT
hydrochloride Pharma GmbH |am Rhein
S500mg & Co.KG
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53 |Singulair 4mg |Montelukast (dudi |4mg Vién nhai; VN-20318-17 |Merck Sharp & |[Shotton Lane, Anh 17 [1843/QB- |05/10/2017 |Bia chi co s& san xudt:
(ddng gbi tai dang Montelukast Hop 4 vix 7 vién; Dohme (Ltd.) Cramlington, BYT Shotton Lane, Cramlington,
Merck Sharp & |natri) 4mg Hop 2 vix 14 vién Northumberland Northumberland NE23 3JU - Anh
Dohme B.V, NE23, 3JU,
bija chi: England, UK
Waarderweg 39,
2031 BN
Haarlem -
Netherlands)
54 (Singulair Smg [Montelukast (dudi |5mg Vién nhai; VN-20319-17 [Merck Sharp & |Shotton Lane, Anh 17 [1843/QP- [05/10/2017 |Dia chi co s san xudt:
(dong goi tai dang Montelukast Hop 4 vix 7 vién Dohme (Ltd.)  |Cramlington, BYT Shotton Lane, Cramlington,
Merck Sharp & |natri) 5mg Northumberland Northumberland NE23 3JU - Anh
Dohme B.V. NE23, 3JU, England
Pia chi:
Waarderweg 39,
2031 BN
Haarlem -
Netherlands)
55 |Janumet 50mg/ |Sitagliptin (dudi  |50mg; Vién nén bao phim; |VN-17103-13 |Patheon Puerto |State Road 670 Km [Puerto Rico 10 |814/QBb- 10/03/2014 |Hoat chét:
850mg dang Sitagliptin 850mg Hop 4 vi x 7 vién, Rico, Inc (Péng |2.7, Manati, Puerto BYT Sitagliptin (dudi dang Sitagliptin
monohydrate hop 8 vix 7 vién g6i: Merck Rico 00674 (Pja Phosphate monohydrate) ,
phosphate); Sharp & Dohme [chi co s& dong g6i: Metformin Hydrochloride
Metformin B.V) Waarderweg 39,
Hydrochlorid NL-2031 BN
Haarlem, The
Netherlands)
56 |Janumet Sitagliptin (duéi  |50mg;100 |Vién nén bao phim; |VN-17101-13 |Patheon Puerto |State Road 670 Km |Puerto Rico 10 |814/QB- 10/03/2014 [Hoat chét:
50mg/1000mg  |dang Sitagliptin Omg Hop 4 vix 7 vién; Rico, Inc (Béng 2.7, Manati, Puerto BYT Sitagliptin (dudi dang Sitagliptin
monohydrate hop 8 vix 7 vién g6i: Merck Rico 00674 (Bia Phosphate monohydrate) ,
phosphate); Sharp & Dohme |chi co s& déng géi: Metformin Hydrochloride
Metformin B.V) Waarderweg 39,
Hydrochlorid NL-2031 BN
Haarlem, The

Netherlands)
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57 |Janumet Sitagliptin (dué¢i  }50mg; Vién nén bao phim; |VN-17102-13 |Patheon Puerto |State Road 670 Km {Puerto Rico | 10 |814/QP- 10/03/2014 |[Hoat chét:
50mg/500mg dang Sitagliptin 500mg Hép 4 vix 7 vién; Rico, Inc (Péng |2.7, Manati, Puerto BYT Sitagliptin (duéi dang Sitagliptin
monohydrate hop 8 vix 7 vién goi: Merck Rico 00674 (Dia Phosphate monohydrate) ,
phosphate); Sharp & Dohme |chi co s& dong géi: Metformin Hydrochloride
Metformin B.V) Waarderweg 39,
Hydrochiorid NL-2031 BN
Haarlem, The
Netherlands)
58 |PUREGON Follitropine beta {50 IU/0,5 |Dung dich tiém; Hop |QLSP-0785- [N.V.Organon |Kloosterstraat 6, HaLan 12 |234/QDb- 23/01/2015 |Hoat chit:
ml 119 x 0,5ml 14 5349 AB Oss BYT Follitropin beta
59 |Tienam Imipenem, 500mg; |Bét pha truyén finh |{VN-20190-16 |Merck Sharp & {2778 South East My 16 [264/QD- 23/01/2017 [Hoat chét:
Cilastatin 500mg mach; Hop 01 lg, 25 Dohme Corp.; |Side Highway BYT Imipenem (du6i dang Imipenem
lo Co s& déng gdi: |Elkton, Virginia monohydrat) 500mg; Cilastatin
Laboratoires 22827, My; Co sé (dué6i dang Cilastatin natei)
Merck Sharp & |d6ng gdi: Route de 500mg
Dohme - Chibret |Marsat, Riom, F-
63963, Clermont-
Ferrand Cedex 9,
Phéap
60 |Janumet XR Sitagliptin (du¢i  }50mg+ |Lg 14 vién, Lo 28  [VN-20572-17 |MSD Pridco Industrial Puerto Rico | 18 [5859/QP- |29/12/2017 (1. Co s& san xuit:
50mg/1000mg  |dang Sitagliptin 1000mg  |vién; Vién nén bao International Park, State Road BYT MSD International GmbH
phosphate phim giai phong GmbH (Puerto {183, Las Piedras, (Puerto Rico Branch) LLC
monohydrate) chfim Rico Branch)  |Puerto Rico 00771; 2. Bia chi co s& déng géi:
50mg; Metformin (Péng gébi: (Pja chi co s¢ déng Waarderweg 39, 2031 BN
HCI 1000mg Merck Sharp & |géi: Waarderweg Haarlem, Ha Lan ’
Dohme B,V.)  [39,NL-2031 BN
Haarlem, The
Netherlands)
61 [Janumet XR Sitagliptin (dwdi  [100mg+ |Lo 14 vién,Lo 28  |VN-20571-17|MSD Pridco Industrial Puerto Rico | 18 [5859/QD- [29/12/2017 |I. Co s& san xudt:
100mg/1000mg |dang Sitagliptin 1000mg  |vién; Vién nén bao International Park, State Road BYT MSD International GmbH
phosphate phim gidi phéng GmbH (Puerto 183, Las Piedras, (Puerto Rico Branch) LLC
monchydrate) cham Rico Branch)  |Puerto Rico 00771; 2. Dia chi co s& ddng goi:
100mg; Metformin {(Pong gdi: (Pia chi co s¢ déng Waarderweg 39, 2031 BN
HC! 1000mg Merck Sharp & [gbi: Waarderweg Haarlem, Ha Lan
Dohme B.V.) |39, NL-2031 BN

Haarlem, The
Netherlands)
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62 |Singulair Tab Montelukast 10 mg Vién nén bao phim; |[VN-14267-11|Co sé& san xuét: [Shotton Lane Anh 5 [1546/QD-BY[08/05/2013 [Hoat chit:
10mg Hop 4 vix 7 vién Merck Sharp & |Cramlington, Montelukast sodium
nén bao phim Dohme Ltd.- Co [Northumberland Bia chi co s¢ san xudt:
s& déng goi: NE23,3JU Shotton Lane Cramlington,
Merck Sharp & Northumberland NE23 3JU -
Dohme Anh
(Australia) Pty.
Ltd.
63 |Ezetrol 10mg Ezetimized 10mg Vién nén; Hop 1 vi, [VN-19709-16|Co s& san xuét: |Co s san xuét; Puerto Rico | 16 |264/Qb- 23/1/2017 |Co s& san xuét:
micronized 3 vix 10 vién MSD Pridco Industriai BYT MSD International GmbH
International Park, State Road (Puerto Rico Branch) LLC
GmbH (Puerto |183, Las Piedras,
Rico Branch);  [Puerto Rico-00771;
Co sé& dong gbi, |Co sé déng goi,
xuét xuémg: xufit xirdng;
Shering-Plough |Industriepark 30, B-
Labo N.V. 2220, Heist-op-den-
Berg, Bi
64 |Temodal Capsule|Temozolomide 100mg Vién nang cimg; VN-17530-13 |Orion Pharma  |Tengstrdmin Katu  |Phén Lan 10 (814 /QP-  [10/03/2014 |Co s& san xudt:
100mg Hjp 119 5 viénm; (Péng gbi: 8, Turku, 20360 ~ BYT Orion Corporation
Hop 5 g6i x 1 vién Schering- Finland (Dja chi Pia chi co s& san xuéit:
Plough Labo déng géi: Tengstrominkatu 8, Turku,
N.V) Industriepark 30, B- 20360, Phin Lan
2220-Heist-op-den
Berg, Belgium)
65 |Desferal Desferrioxamine  |500mg Hop 10 lg; Bot pha  [VN-20838-17 |Wasserburger  |Herderstrasse 2, Ptrc 18 |[5859/QB-BY|29/12/2017 |1, Co s& san xudt: Co s&r san
methane sulfonate dung djch tiém Arzneimittelwer |83512 Wasserburg xuit: Wasserburger
(Desferrioxamine k GmbH Arzneimittelwerk GmbH; Co s&
mesilat/ dong goi thir cip: Novartis
Deferoxamine Pharma Stein AG-Switzerland
mesylat) 2. Pja chi co s& san xuét: Pia chi
co s¢ sén xuét: Herderstrasse 2,
83512 Wasserburg; Pja chi co s&
d6ng g6i thit cép:
Schaffhauserstrasse, 4332 Stein,
Thyy St
66 (Revolade 25mg |eltrombopag (dudi [25mg Hop 4 vix 7 vién; VN2-526-16 |Glaxo Priory Streect, Ware, [Anh 18 |5859/QDb- |29/12/2017 |1, Co s& déng goi: Glaxo
dang eltrombopag Vién nén bao phim Operation UK |Hertfordshire, BYT Wellcome S.A
olamine) Ltd SG12 0DJ, UK 2. Pia chi co s& déng goi:

Avenida Extremadura 3, 09400-
Aranda de Duero (Burgos) - Tay
Ban Nha
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Tén thuoc

Revolade 50mg

Invanz

Lucentis

Sandostatin

Simulect

Hoat chat

eltrombopag (dudi
dang eltrombopag

olamine)

Ertapenem (du¢i
dang Ertapenem
natri) Ig

Ranibizumab

Octreotide

Basiliximab

Ham
lwong

50mg

lg

10mg/ml

o.Img/ml

20mg

Dang bao ché, Quy
cach dong géi

HoOp 4 vi X7 vién;
Vién nén bao phim

Thudc bot pha tiém
truyén tinh mach
hodc tiém bdp; Hop
11lo 15ml hodc 20ml
chta Ig bot

Hop 110 0,23ml
dung dich tiém

HOp 5 6ng X 1 ml
dung dich tiém

Hop 1l va 1dng
nwéc pha tiém 5 ml;
Bot pha tiém

S0 dang ky

VN2-527-16

VN-20315-17

VIN-16852-13

VN-17538-13

QLSP-1022-
17

Cosdsan xuat

Glaxo
Operation UK
Ltd

Laboratoire
Merck Sharp &
Dohme - Chibret

Novartis
Pharma Stein
AG

Novartis
Pharma Stein
AG

Novartis
Pharma Stein
AG; (Nha san
Xxudt 6ng dung
moi: Takeda
Austria GmbH)

Pia chicosdsdn  Nudc san
Xudt Xuat
Priory Street, Ware, Anh
Hertfordshire,

SG120DJ

Route de Marsat, Phéap
Riom, F-63963

Clermont - Ferrand

Cedex 9.

Schafihauserstrasse Thuy Sy
CH-4332 Stein
Schaffhauserstrasse Thuy S§
CH-4332 Stein
Schaffhauserstrasse Thuy ST

CH-4332 Stein-
Switzerland; (Pia
chi nha san xuét
ong dung mai: St.
Peter - Strasse 25,
4020, Linz, Austria)

bot
cbng

b6
18

17

11

10

18

SO6 Quyét  Ngay

dinh Quyét dinh
5859/QD-  29/12/2017
BYT

1843/QB-BY 10/05/2017

2500/Qb- 07/07/2014
BYT
814/QD- 03/10/2014
BYT
5859/QD- 29/12/2017
BYT

Ngi dung dinh chinh, b sung

1. Co so san xuét: Glaxo
Operations UK Ltd; Co sé dong
goi: Glaxo Wellcome, S.A

2. Pia chi co sé déng goi:
Avenida Extremadura, 3, 09400-
Aranda de Duero (Burgos) - Tay
Ban Nha

Co s& san xudt: Laboratoires
Merck Sharp & Dohme - Chibret

Quy céach ddéng goi:

1hop chta 110 0,23ml;

1hop chtta 110 0,23ml va 1kim
loc;

Mot hop chtra 119 0,23ml, 1kim
loc dé rat thudc trong lo, 1 kim
tiém trong dich kinh, 16ng tiém.
dé rat thudce trong lo va tiém
trong dich kinh.

Pia chi nha san xuét:
Schaffhauserstrasse, 4332 Stein

Dia chi nha san xuat:
Schaffhauserstrasse, 4332 Stein

Truong Quéc Cuong








