BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
_ Ddc lap - Tw do - Hanh phic
S6:2464 /BYT-QLD Ha Ngi, ngay A théng § nam 2017
V/v bé sung, diéu chinh mét s6 théng tin tai

cic Quyét dinh cong bd danh myc thudc biét
duge goc

Kinh guri:

- SO Y té céc tinh, thanh phé truc thuge Trung uong;
- Céc bénh vién, vién c6 giuvong bénh truc thudc BJ.

Bo Y té thong bdo bd sung, diéu chinh mét s6 thong tin tai cac Danh muyc
thudc biét duge géc ban hanh kém theo céac Quyét dinh sau cua Bo truong BO Y té
vé viée cong b6 danh muyc thude biét duge gbe:

Quyet dinh so 115/Qb-BYT ngay 11/01/2013 (Pot 1);
Quyet dinh so 896/QD-BYT ngay 21/03/2013 (Dot 3);
- Quyet dinh so 1546/QD-BYT ngay 08/05/2013 (Dot 5);

Quyqt dinh sg 2296/QD-BYT ngay 01/07/2013 (Pot 7);

- Quyét dinh s0 814/QD-BYT ngay 10/03/2014 (Dot 10);

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

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

Quyét dinh s6 744/QD-BYT ngay 03/03/2016 (Dot 14);
Quyet dinh so 4577/QD-BY'T ngay 23/08/2016 (Dot 15);
- Quyét dinh s6 264/Qb-BYT ngay 23/01/2017 (Dot 16).

Théng tin cac thuéc dugc bd sung, diéu chinh tai Danh muc kém theo cong
van nay.

Bo Y té thong béo cho cac don vi biét va thuc hién./\n-

Neoi nhdn:

- BTr. Nguyén Thi Kim Tién (dé b/c);

- Céac Thir truéng;

- Bao hiém x4 hgi VN;

- Tbng Cong ty dugc Viét Nam;

- Hiép hi Doanh nghiép dugc Viét Nam;
- Cuc Quén y-Bd Quéc phong; Cuc Y té-Bo Cong an;
- Cuc Y té giao thong vén tai-B§ GTVT;
- Céc Cong ty cé thude duge dinh chinh;
- Cdng thong tin dién tir BY Y té;

- Website ctia Cuc QLD;

- Luu: VT, QLD (02b). v
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BO Y TE

CONG HOA XA HOQI CHU NGHIA VIET NAM
Déc ldp - Tw do - Hanh phiic
Ha Néi, ngayA0 thang0S ndam 2017

BO SUNG, PIEU CHINH THONG TIN VE DANH MUC THUOC BIET DUQC GOC PA CONG BO
(Ban hanh kém theo Vin ban sé 2462 /BYT-QLD ngay A0 / 05 /2017 cia B§ truéng Bo Y té)

1 lo nuéce cét pha
tiém

STT| Tén thude Hoat chiit Ham lugng | Dang bao ché, |[S6 diing ky| Co s san xuit| Dja chicosé san xuat | Nuée |Dot [S6 Quyét [ Ngay  [Noi dung dinh chinh,
Quy cich déng géi ' == - |sdn xuiit|cong | dinh | Quyétdinh bb sung
1 [Nootropil |Piracetam 12g/60ml Hop 1 chai 60 ml. | VN-15056-{UCB Pharma |Via Praglia 15,10044 Y 3 | 896/QP- |21-03-2013 [Co s& san xufit: Aesica
Dung dich truyén 12 S.p.A Pianezza (TO) BYT Pharmaceutical S.r.1
12g/60ml

2 |Ceclor Cefaclor (dudi dang |375mg Vién nén bao phim |VN-16796-|Facta Via Laurentina km 24, Y 10 | 814/QD- | 03-10-2014 |Quy céch déng goi:
Cefaclor giai phong chim, 13 Farmaceutici  |730 - 00040 Pomezia BYT Hop 1 vix 10 vién
monohydrate) Hop 10 vi x 10 vién SPA (Roma)

3 |Emla Moi tuyp Sg kem  [5% Kem bdi da, Hop | [VN-19787-|Recipharm Bjorkbornsvagen 5, SE- | Thuy 16 | 264/Qb- |23-01-2017 |Dang bao ché, Quy
chira: Lidocain tuyp 5g 16 Karlskoga AB 69133 Karlskoga Dién BYT céch déng géi: Kem
125mg; Prilocain boi, Hop 5 tuyp Sg
125mg

4 |Grandaxin |Tofisopam 50mg Vién nén; Hop 2 vi [VN-15893-|Egis 1165 Budapest, Hungary| 16 | 264/QD- [23-01-2017 [Co s& san xuét: Egis

x 10 vién 12 Pharmaceuticals | Bokényfoldi ut 118-120 BYT Pharmaceuticals
Public Ltd., Private Limited
Co. Company

5 |Voluven [Poly (0-2- 30mg/500ml; |Dung dich truyén | VN-19651-|Fresenius Kabi |FreseniusstraBe 1, 61169 | Dirc 16 | 264/QDb- | 23-01-2017 |Ham lugng:

6% Hydroxyethyl) 4,5g/500ml [tinh mach; Tui 16 Deutschland Friedberg BYT 30g/500ml;
Starch (HES polyolefine GmbH 4,5g/500ml
130/0,4) va Natri (freeflex) 500ml
chloride

6 |Brexin Piroxicam (dudi 20mg Hop 2 vi x 10 vién, | VN-18799-[Chiesi Via San Leonardo 96 Y 13 |3469/QD-| 19-08-2015 | Pia chi co s& san
dang Piroxicam vién nén 15 Farrmaceutici 43100 Parma BYT xuét: Via San
beta-cyclodextrin) S.p.A Leonardo 96-43122

Parma
7 |Actilyse |Alteplase 50mg Bt dong kho va QLSP-948-|Boehringer Birkendorfer Stafe 65 e 15 |4577/Qb-|23-08-2016 [Co s& san xuiit:
dung méi pha tiém 16 Ingelheim 88397 Biberach an der BYT Boehringer Ingelheim
truyén; Hop gbm 1 International ~ |Riss Pharma
lo bt dong khé va GmbH&Co.KG GmbH&Co0.KG
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STT| Tén thue|  Hoat chat Ham lugng | Dang bao ché, |Sb dang ky| Co s& san xufit| Dja chi co sésin xuat | Nwée |Dgt |SoQuyét [ Ngdy |Noi dung dinh.chink,
' Quy cich dong géi 5 san xuét|cong | dinh | Quyét djnh b sung
8 |Morihepam [M&i 200ml c6 chira |7,58% Tai 200ml, Tai VN-17215-|AY 6-8, Hachiman, Nhit 13 |3469/QD-] 19-08-2015 [1. Tén hoat chat: M&i
in L-Isoleucine 500ml, dung dich 13 Pharmaceuticals | Kawajima-cho, Hiki- BYT 200ml ¢6 chira L-
1,840g; L-Leucine truyén tinh mach Co., Ltd. gun, saitama Isoleucine 1,840g; L-
1,890g; L-Lysine Leucine 1,890g; L-
acetate 0,790g; L- Lysine acetate 0,790g;
Methionine 0,088g; L-Methionine 0,088g;
L-Phenylalamine L-Phenylalanine
0,060g; L- 0,060g; L-Threonine
Threonine 0,428g; 0,428g; L-Tryptophan
L-Tryptophan 0,140g; L-Valine
0,140g; L-Valine 1,780g; L-Alanine
1,780g; L-Alanine 1,680g; L-Arginine
1,680g; L-Arginine 3,074g; L-Aspartic
3,074g; L-Aspartic acid 0,040g; L-
acid 0,040g; L- Histidine 0,620g; L-
Histidine 0,620g; Proline 1,060g; L-
L-Proline 1,060g; L- Serine 0,520g; L-
Serine 0,520g; L- Tyrosine 0,080g,
Tyrosine 0,080g, Glycine 1,080g
Glycine 1,080g 2. Pia chi co s0 san
xuét: 6-8, Hachiman,
Kawajima-machi,
Hiki-gun, saitama
9 |[Canesten [Clotrimazole 100mg Vién nén dat am VN-16136- |Bayer Schering |Kaiser-Wilhelm-alle birc 16 | 264/QD- [23-01-2017 |Co s& san xuat: Bayer
daoc; Hop 1 vix 6 13 Pharma AG 51368 Leverkusen BYT Pharma AG
vién va 1 dung cu
dat thube
10 |Canesten |Clotrimazole 500mg Vién dit 4m dao; | VN-15730-|Bayer Schering |Kaiser-Wilhelm-alle birc 16 | 264/QP- | 23-01-2017 |Co s6 san xuat: Bayer
Hop 1 vix 1 vién 12 Pharma AG 51368 Leverkusen BYT Pharma AG
va 1 dung cu dét
thube
11 |Plavix Clopidogrel base ~ |75mg Vién nén bao phim, | VN-16229- [Sanofi 1 rue de la Vierge Phép 12 | 234/QD- |23-01-2015 [1. Tén thudc: Plavix
(dudi dang Hép 1 vix 14 vién 13 Winthrop Ambres et Lagrave BYT 75mg
Clopidogrel Industrie 33565 Acrbon Blanc 2. bia chi co s¢ san
hydrogen sulphate Cedex xuit: 1 rue de la
97,875mg) Vierge Ambares et

Lagrave 33565
Carbon Blanc Cedex
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1STT| Tén thube Hoat chit Ham lugng | Dang bao ché, [S6 diing ky| Co sé san xuét| Dia chi co sé san xudt | Nuée |Dot |S6Quyét | Ngay |N§i dung dinh chinh,
Quy cich déng goi san xufit|cong | dinh  [Quyét dinh b6 sung
______ - i .. | v
12 |Xatral XL |Alfuzosin HCI 10mg Vién nén phong VN-14355-|Sanofi 30-36 Avenue Gustave Phéap 5 |1546/QD-| 08-05-2013 | 1. Dja chi co sd san
10mg thich cham, Hop 3 11 Winthrop Eiffel 37100 Tuors BYT xuit: 30-36 Avenue
vix 10 vién Industrie Gustave Eiffel 37100
Tours
2. Quy céach dong goi:
Hop 1 vi x 30 vién
13 |Depakine |Natri valproate 333mg;145m |Hoép 1 lo 30 vién VN-16477-|Sanofi 1 rue de la Vierge- Phép 7 [2296/Qb-|01-07-2013 |Dia chi co s& san xuat:
Chrono 333mg, Acid g nén bao phim 13 Winthrop Ambres et Lagrave - BYT 1 rue de la Vierge-
valproic 145mg phéng thich kéo dai Industrie 33565 Carbon Blanc Ambares et Lagrave -
Cedex 33565 Carbon Blanc
Cedex
14 |Mucosta |Rebamipide 100mg Hop 10 vix 10 VN-12336-|Korea Otsuka |903 Sangsin-ri Han 1 115/QD- | 11-01-2013 [Pia chi co s¢ san xuat:
vién nén 11 Pharmaceutical |Hyangnam-eup Quéc BYT 27, Jeyakgongdan 3-
Co., Ltd. Hwaseong-si Gyeonggi- gil, Hyangnam-eup,
do Hwaseong-si,
Gyeonggi-do, 445-937
15 |Pletaal Cilostazol 50mg Hop 10 vix 10 VN-12337-|Korea Otsuka |903 Sangsin-ri Han 1 | 115/Qb- | 11-01-2013 [Pia chi co sé san xut:
vién nén 11 Pharmaceutical [Hyangnam-eup Quéc BYT 27, Jeyakgongdan 3-
Co., Ltd. Hwaseong-si Gyeonggi- gil, Hyangnam-eup,
do Hwaseong-si,
Gyeonggi-do, 445-937
16 |Pletaal Cilostazol 100mg Hop 10 vix 10 VN-12338-|Korea Otsuka [903 Sangsin-ri Han 1 115/QD- | 11-01-2013 |Dja chi co s& san Xuat:
vién nén 11 Pharmaceutical |Hyangnam-eup Qubc BYT 27, Jeyakgongdan 3-
Co., Ltd. Hwaseong-si Gyeonggi- gil, Hyangnam-eup,
do Hwaseong-si,
Gyeonggi-do, 445-937
17 |Elthon Itoprid hydrochlorid [S0mg Vién nén bao phim; | VN-18978-|Abbott Japan  |2-1, Inokuchi, Nhat 14 | 744/QD- |03-03-2016 |1. Tén thudc: Elthon
Hép 2 vi x 10 vién 15 Co.Ltd Katsuyana, Fukui 911- Béan BYT 50mg

2. Dja chi co s¢ san

xudt: 2-1, Inokuchi 37,
Katsuyama, Fukui 911-
8555 [\
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STT| Tén thube Hoat chit Ham lugng | Dang bao ché, |Sb dang ky| Co sé sin xuat| Dja chi co s sin xuit | Nuée |Dgt [S6 Quyét | Ngay |Noi dung dinh chink;
Quy cich déng g6i| 2 : sin xuét|cong | djnh | Quyét dinh bd sung
18 |Tanganil |[Acetyl leucin 500mg/5ml |Dung dich tiém VN-18066-|Pierre Fabre Etablissement Aqutaine Phap 16 | 264/QDb- |23-01-2017 |Pia chi co s& sén Xudt:
500mg tinh mach; Hop 5 14 Medicament Pharm Internatinal, BYT Etablissement
éng Sml Production Avenue du Bearn, 64320 Aquitaine Pharm
Idro International, Avenue
du Bearn, 64320 Idron
19 |Zyrtec Cetirizin Img/ml Dung djch udng, VN-19164-|Aesica Via Praglia 15, 10044 Y 15 [4577/QP-|23-08-2016 [Hoat chat: cetirizin
hydroclorid Hop 1 1o 60 ml 15 Pharmaceuticals |Pianezza TO. BYT dihydroclorid
S.r.l
20 |[Seretide  [Salmeterol 25meg; Thudc phun mu hé | VN-14684-|Glaxo Avda. De Extremadura |Tay Ban| 5 [1546/QD-|08-05-2013 [Hoat chét: Salmetarol
Evohaler |xinafoate; 50mcg/1 liéu [hén dich dé hit qua 12 Wellcome SA  |no 3, 09400 Aranda de Nha BYT xinafcate, Fluticasone
DC Fluticasone furoate |xit dudng miéng, Binh Duero, Burgos propionate
25/50mcg xit 120 liéu
21 |Dermovat [Clobetasol 0,05% Kem béi ngoai da; | VN-19165-|Glaxo Hamire road, Barnard Anh 14 | 744/Qb- | 03-03-2016 |Tén thudc: Dermovate
cream propionat Hop | tuyp 15¢g 15 Operation UK |castle, Durham, DL 12 BYT cream
Limited 8DR
22 |Ventavis |Iloprost trometamol |20 mcg/2ml |Hop 30 6ng 2ml VN-10751-|Berlimed S.A |Ronda de Santa Maria, |TdyBan| 3 | 896/QD- |21-03-2013 |Dia chi co sd san xuat:
dung dich thudc 10 158 08210 Barbera del Nha BYT Poligono Industrial
dang hit Valles, Barcelona Santa Rosa S/n, E-
28806 Alcala de
,» |Henares, Madrid \av
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