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(kern thea C6ng van s65"ZG1BYT-QLD ngayD I~ 12019cua B(3Yd)

STT Ten thu6c Ho~t ch§t Ham luong Dang bao ch€, Quy
s6 dang ky DQl s6 Quy€t Ngay

N{li dung dil duoc cong b6 N{li dung dinh chinh, b6 sungeach dong goi cong b6 djnh Quy~t djnh

I Trileptal Oxcarbazapin 300mg
Hop 5 vi x 10 vien VN-15563-

3
896/QD- 21103/2013 Hoat chat: Oxcarbazapin Hoat chat: Oxcarbazapinenen bao phim 12 BYT

I. Ten co sa san xuat: Facta Farmaceutici 1. Ten co sa san xulit: ACS DOBFAR

C6m pha h6n dich VN-15935- 896/QD- SPA S.P.A
2 Ceclor 125mg Cefaclor 125mg 3 21103/2013 2. Dia chi co sa san xuat: Via Laurentina km 2. Dia chi co sa san xuat: Via Laurentinauong 12 BYT

24, 730 - 00040 Pomezia (Roma) km 24, 730 - 00071 Pomezia (Roma), Italy
3. Ten thuoc: Ceclor 125mg 3. Ten thuoc: Ceclor

3 Depo-Medrol
Methylprednisol

40mglml
H6n dich pha tiem, VN-11978-

4
1087/QD-

03-04-13 Dang bao ch€: H6n dich pha tiern Dang bao che: H6n dich tiemone acetate Hop I IQlrnl 11 BYT

Methylprednisol 125mg
Bot vo khuan pha

1. Co 56 san xuat: Pharmacia & Upjohn Inc.
1. Co sc san xulit: Pharmacia & Upjohn

4 Solu-Medrol Methy lprednis
tiem VN-15107-

4
1087/QD-

03-04-13 2. Dia chi co sa san xuAt: 7000 Portage
Companyone

H<)p25 IQAct-O-Vial 12 BYT 2. Dia chi co sa san xuat: 7000 Portagehemisuccinat olone
2ml Road, Kalamazoo Michigan 49001

Road, Kalamazoo, MI 49001, USA

1. Ten co s6 san xuat: Roche S. p. A
1. Ten co s6 san xulit: Delpharm Milano

H(lp 3 vi x 10 vien VN-11871- 1087/QD- S.r.l5 Dilatrend Carvedilol 6,25 mg
nen II

4
BYT

03-04-13 2. Dia chi co sc san xuat: Via Morelli 2,
2. Dja chi co sa san xuat: Via Carnevale, 1

Segrate, Milan
20090 Segrate (MI), , Italy

1. Ten co s6 san xuat: Roche S. p. A
1. Ten co sa san xuat: Delpharm Milano

Hop 3 vi x 10 vien VN-11872- 1087/QD- S.r.16 Dilatrend Carvedilol 12,5 mg
nen II

4
BYT

03-04-13 2. Dia chi co so san xuat: Via Morelli 2,
2. Dja chi co sa san xuat: Via Carnevale, ISegrate, Milan
20090 Segrate (MI), Italy

1. Ten co so san xulit: Roche S. p. A
I. Ten co so san xUAt:Delpharm Milano

H<)p3 vi x 10 vien VN-11873- 1087/QD- S.r.17 Dilatrend Carvedilol 25 mg
nen II

4
BYT

03-04-13 2. Dia chi co sa san xu~t: Via Morelli 2,
2. Dja chi co sa san xUAt:Via Carnevale, 1

Segrate, Milan
20090 Segrate (MI), Italy

8 Carduran
Doxazosin

2mg H<)p I vi x 10 vien VN-14304-
5

1546/QD-
08-05-13 Ham IUQTIg:2mg Ham IUQTIg:2mg Doxazosinmesylate 11 BYT

9 Unasyn
Sultamicillin

375mg
Vien nen bao phim, VN-14306-

5
1546/QD-

08-05-13 Ham IUQTIg:375mg Ham IUQTIg:375mg SultamicillinTosilat H(lp 2 vi x 4 vien II BYT

Vinorelbine

Navelbine Vinorelbine
ditartrate

Vien nang m~m, h(lp VN-15588- I546/QD- Dja chi co sa san xu~t: Etablissement Dia chi co sa san xUAt:Etablissement
10 tuangduang 5 05-08-13 Aquitaine Pharm International avenue du Aquitaine Pharm International 1, avenue du20mg ditartrate

Vinorelbine I vi x I vien 12 BYT
Bearr, Indron 64320 Bizanos. Bearn, 64320 IORON, France.

20mg

DANH MUC cAc MAT HANG THU6c BIET DUOC GOC CO DiNH CHiNH, DIEU CHINH THONG TIN.. .. 9



. ..
STT Ten thuec Hoat chit

D~ng bao ch~, Quy
S6 dang ky Dqt S6 Quy~t Ngay

Nqi dung da du·Q'ccong b6 Nqi dung dinh chinh, b6 sung -Ham IUQ'ng
each dong goi cong b6 djnh . Quy~t djnh

Vinorelbine

Navelbine Vinorelbine
ditartrate

Vien nang mem, hop VN-15589- 1546/QD- Dia chi co sa san xuat: Etablissement Dia chi co sa san xuat: Etablissement
11 nrong duong 5 08-05-13 Aquitaine Pharm lntemational avenue du Aquitaine Pharm Intemational I, avenue du

30mg ditartrate
Vinorelbine

I vi x I vien 12 BYT
Bearr, Indron 64320 Bizanos. Beam, 64320 IDRON, France.

30mg

I. Co sa san xuat: Pfizer Manufacturing
I. Co sa san xuat: Pfizer Manufacturing
Deutschland GmbH

12 Lyrica Pregabalin 150mg
HQP4 vi x 14 vien VN-16856-

8
2994/QD- 19/8/2013 Deustchland GmbH

2. Dia chi co sa san xuat: Betriebsstatte
nang cimg 13 BYT 2. Dia chi co sa san xuat: Betriebsstatte

Freiburge, Mooswaldallee 1, 79090 Freiburg
Freiburg, Mooswaldallee I, 79090 Freiburg,
Germany

I. Co sa san xuat: Pfizer Manufacturing
I. Co sa san xudt: Pfizer Manufacturing

IDeutschland GmbH
13 Lyrica Pregabalin 75mg

HQP4 vi x 14 vien VN-16347-
8

2994/QD- 19/8/2013 Deustchland GmbH
2. Dia chi co sa san xuat: Betriebsstatte

nang cirng 13 BYT 2. Dia chi co sa san xuat: Betriebsstatte I
[Frerburge, Mooswaldallee I, 79090 Freiburg

·Ffeibttrg;-Mooswaldatlee-l~9090-Fretuul ~, IGermany

HQP 1 chai 100ml VN-16846- 2994/QD- Dia chi co sa san xuiit: Site Industriel de
Dia chi co sa san xuat: 26 Rue de la14 Trileptal Oxcarbazepine 60mglml 8 1918/2013 Huningue 26, rue de la chapelle 68330,

h6n dich u6ng 13 BYT
Huningue

Chapelle, F 68330 Huningue, France

1.Quy each dong g6i: HQP10 vi x 10 vien,

1. Quy each dong g6i: HQP 10 vi x 10 vien
HQP1 vi x 10 vien

2. Niroc san xudt: Duc
2.Niroc san xuat: My

Vien nang cirng, HQP VN-16857- 4140/QD- 3. Dia chi co s6 dong g6i: Betriebsstatte
3. Djachi co sa dong g6i: Betriebsstatte

15 Neurontin Gabapentin 300mg 9 18/10/2013 Freiburg, Mooswaldallee 1,79090 Freiburg,
10 vi x 10 vien 13 BYT Freiburg, Mooswaldallee 1,79090 Freiburg

Federal Republic of Germany
4. Dia chi co sc san xuiit: Km 1.9. Road

4. Dia chi co sa san xuat: Km 1.9. Road
689, Vega Baja, PR 00693, Puerto Rico, My

689, Vega Baja, PR 00693, Puerto Rico,
USA

1. Hoat chdt: Sildenafil citrate I. Hoat chdt: Sildenafil (duoi dang

16 Viagra Sildenafil citrate 50mg
Vien nen bao phim, VN-17542-

10
814/QD-

10-03-14
2. Co sa san xuat: Pfizer (Australia) Pty., Siidenafil citrat)

HQP 1 vi x 4 vien 13 BYT Ltd. 2. Co sa san xuat: Pfizer Australia Pty., Ltd.

1. HO:;ltchdt: Sildenafil citrate 1.HO:;ltchdt: Siidenafil (diroi d:;tng

17 Viagra Siidenafil citrate 100mg
Vien nen bao phim, VN-17541-

10
814/QD-

10-03-14
2. Co sa san xudt: Pfizer (Australia) Pty., Sildenafil citrat)

HQP 1 vi x 4 vien 13 BYT Ltd. 2. Co sa san xudt: Pfizer Australia Pty., Ltd.

Cefaclor (du6i Vien nen bao phim
1. Ten co sa san xudt: Facta Farmaceutici 1. Ten co sa san xUdt:ACS DOBFAR

18 Ceclor d:;tngCefaclor 375mg ghli ph6ng ch(im,
VN-16796-

10
814/QD-

10-03-14
SPA S.P.A

13 BYT 2. Dia chi co sa san xudt: Via Laurentina km 2. Dia chi co 56 san xudt: Via Laurentina
monohydrate) HQP 1 vi x 10 vien 24, 730 - 00040 Pomezia (Roma) km 24, 730 - 00071 Pomezia (Roma), Italy



· Dang bao ch~, Quy DQ1 S6 Quy~t NgaySTT Ten thu6c Hoat chih Ham hrong
each dong goi S6 dang ky

clIng b6 djnh Quy~t djnh N(li dung dii dU'gc cong b6 N(li dung dinh chinh, bi) sung

Dung dich khi dung,
1. Dang bao che: Dung dich khi dung 1. Dang bao che: Dung dich d~ hit

Spiriva 0,0025mglnha
Hop chua I dung cu

VN-16963- 814/QD- 2. Quy each dong goi: Hop chua I dung cu 2. Quy each dong goi: Hop chua I 6ng19
Respimat

Tiotropium
t xit

khi dung va I 6ng
13

10
BYT

10-03-14
khi dung va I 6ng thuoc 4ml chua 60 nhat thuoc 4ml luang duong 60 nhat xit + 0 Ithuoc 4ml chua 60

nhat xit xit blnh xit dinh li~u

Amoxicillin
(duoi dang

Amoxicillin
Augmentin

Amoxicillin
500mg; Acid Hop 12 goi b(lt pha VN-16487- 814/QD-20 trihydrate). Acid 10 03-10-14 Ten thuoc: Augmentin 500mg/62.Smg Ten thuoc: Augmentin 500mgl62,Smg500mgl62.Smg

clavulanic (duoi
clavulanic h6n dich uong 13 BYT

dang kali 62.5mg

clavulanate)

Sertraline (duoi
Vien DI!nbao phim, VN-17543- 814/QD-21 Zoloft dang Sertraiine SOmg 10 10-03-14 Co s6 san xuat: Pfizer (Australia) Pty., Ltd. Co s6 san xuk Pfizer Australia Pty., Ltd.

HCI) H(lp I vi x 30 vien 13 BYT

22 Ceclor Cefaclor 2S0mg
Vien nang cung, H(lp VN-17626-

11 2500/QD-
07-07-14 Dia chi co s6 san xuk Via Laurentina km Dia chi co s6 san xu~t: Via Laurentina km

I vi x 12 vien 14 BYT 24, 730 - 00040 Pomezia (Roma) 24,730 - 00071 Pomezia (Roma), Italy
JJUlll>U!"" UIOlll,I

hQp chua I 1<;>0,23ml;
VN-16852- 2500/QD-23 Lucentis Ranibizumab 10mglmi I hQp chua I 19

13
11

BYT
07-07-14 Ham lugng: 10mglmi Ham lugng: 2,3mglO,23ml

0,23mi va I kim I<;>c;
.K' ,

Atorvastatin 1. Dia chi co s6 san xuk Km 1.9, Road 689 1. Dia chi co s6 san xu~t: Km 1.9, Road 689
(duai d~g

Vien nen bao phim, VN-I7769- 2500/QD- Vega Baja, PR 00693, Puerto Rico Vega Baja, PR 00693, Puerto Rico, USA
24 Lipitor Atorvastatin 40mg 11 07-07-14 2. Nuac san xu~t: Duc 2. Nuac san xuk My

hemicalci. H(lp 3 vi x 10 vien 14 BYT
2. Co s6 dong goi: Pfizer Manufacturing 3. Co s6 dong goi va xu~t xu6ng: Pfizer

1,5H20) Deutschland GmbH Manufacturing Deutschland GmbH

Atorvastatin
1. Dia chi co s6 san xu~t: Km 1.9, Road 689

1. Dia chi co s6 san xuk Km 1.9, Road 689
(duai d~g Vega Baja, PR 00693, Puerto Rico, USA

25 Lipitor Atorvastatin 10mg Vien nen bao phim, VN-I7768-
II

2500/QD-
07-07-14

Vega Baja, PR 00693, Puerto Rico
2. Nuac san xu~t: My

hemicalci. H(lp 3 vi x 10 vien 14 BYT 2. Co s6 dong goi: Pfizer Manufacturing
3. Co sa dong goi va xu~t xu6ng: Pfizer

1,5H20) Deutschland GmbH
Manufacturing Deutschland GmbH

Atorvastatin
1. Dia chi co s6 san xuk Km 1.9, Road 689

I. Dia chi co s6 san xuk Km 1.9, Road 689
(duai d~g Vega Baja, PR 00693, Puerto Rico, USA

26 Lipitor Atorvastatin 20mg Vien nen bao phim, VN-I7767-
II

2500/QD-
07-07-14

Vega Baja, PR 00693, Puerto Rico
2. Nuac san xuk My

hemicalci. H(lp 3 vi x 10 vien 14 BYT 2. Co sa dong goi: Pfizer Manufacturing
3. Co s6 dong goi va xu~t xu6ng: Pfizer

1,5H20) Deutschland GmbH
Manufacturing Deutschland GmbH



,
Ten thu6c Ho:_tt chilt

Dang bao ch~, Quy
S6 dang ky DQ1 S6 Quy~t Ngay

NQi dung dii dU'gc cong b6 Ni}idung dinh chlnh, bi) sung -STT Ham lurmg
each dong goi cong b6 djnh Quy~t djnh

I.Co sa san xulit va dong goi dp I: Vetter

1. Co sa san xu§.t:Vetter Pharma - Fertigung Pharma - Fertigung GmbH & Co. KG.

HQP chua 1 6ng GmbH & Co. KG. 2. Dia chi co sa san xuat va dong goi dp I:

cartridge Puregon va 2. Dja chi co sa san xuat: Mooswiesen 2, Mooswiesen 2, 88214 Ravensburg,

2 goi x 3 kim tiem d~ QLSP-0789 234/QD- 88214 Ravensburg, Due Germany
27 Puregon Follitropin beta 600IU/0,72ml 12 23/112015 3. Co sa dong goi thir dp va xuiit xirong:dung voi but tiern 14 BYT 3. Co sa dong goi: Organon (Ireland) Ltd -

N.V. Organon
Puregon, dung dich Ireland

4. Dia chi co sa dong goi tlnr ciip va xuattiem 4. Dia chi co sa dong goi: Drynam road,
xirong:

Swords, Co.Dublin, Ireland
Kloosterstraat 6,5349 AB Oss, The
Netherlands

1. Co sa san xulit va dong zoi clip 1: Vetter

1. Co sa san xuat: Vetter Pharma - Fertigung
Pharma - Fertigung GmbH & Co. KG.

HQP chua 1 6ng GmbH & Co. KG.
2. Dja chi co sa san xuat va dong goi clip 1:

cartridge Puregon va 2. Dia chi co sa san xuli!: Mooswiesen 2,
Mooswiesen 2, 88214 Ravensburg,

2 goi x 3 kim tiem d~ QLSP-0788 234/QD- 88214 Ravensburg, Due
Germany

28 Puregon FoIlitropin beta 300IU/0,36ml 12 23/112015 3. Co sa dong goi thir dp va xuat xirong:dung voi but tiern 14 BYT 3. Co sa dong goi: Organon (Ireland) Ltd -
N.V. OrganonPuregon, dung dich Ireland
4. Dia chi co sa dong goi thtr dp va xuattiem 4. Dja chi co sa dong goi: Drynam road,
xuong:

Swords, Co.Dublin, Ireland
Kloosterstraat 6,5349 AB Oss, The
Netherlands

Sunitinib (duai
Vien nang c(rng, HQP VN-I8043- 234/QD- Dja chi co sa san xuli!: Localita Marino del Dja chi co sa san xuli!: Localita Marino del29 Sutent d~g Sunitinib 12,5mg 12 23/112015

malate) 11928 vien 14 BYT Tronto, IT-63 100 Ascoli Piceno CAP) Tronto, 63100 Ascoli Piceno, Italy

Vardenafil (duai
1. Ten co sa san xuii!: Bayer Pharma AG 1. Ten co sa san xulit: Bayer AG

30 Levitra d~g Vardenafil
IOmg

HQP 1 vi x 4 vien nen VN-1784I-
12

234/QD- 2311/2015 2. Dja chi co sa san xu§.t:D-51368 2. Dja chi co sa san xuli!: Kaiser-Wilhelm-hydrochloride baophim 14 BYT
trihydrate) Leverkusen AIle, 51368 Leverkusen, Germany

Vardenafil (duai
1. Ten co sa san xuli!: Bayer Pharma AG I.Ten co sa san xuli!: Bayer AG

31 Levitra d~g Vardenafil
20mg

HQP 1 vi x 4 vien nen VN-17842- 12 234/QD- 2311/2015 2. Dja chi co sa san xuli!: D-51368 2. Dja chi co sa san xu§.t:Kaiser-Wilhelm-hydrochloride bao phim 14 BYT
Leverkusen Aile, 51368 Leverkusen, Germanytrihydrate)

Rocuronium HQP 10 19x 5 ml
VN-I7751- 234/QD- 1. Co sa san xu§.t: Hameln Pharmaceutical

I.Co sa san xuli!: Siegfried Hameln GmbH32 Esmeron 10mglml dung djch tiem tinh 12 23/1/2015 GmbHbromide
milch

14 BYT
2. D~g bao ch~: Dung djch tiem tinh milch

2. D\lllg bao ch~: Dung djch tiem

I



· Dang bao ch~, Quy DQ1 sa Quy€t NgaySTT Ten thuac Hoat chAt Ham 1U'Q'ng
each dong goi

sa dang ky
clIng b6 djnh Quy€t djnh Nqi dung dii du'Q'ccong bB Nqi dung dinh chinh, b6 sung

I.CO' sa dong goi cfrp I: Zambon

Bot pha dung dich Switzerland Ltd 2.CO'sa dong goi cfrp 2:
1. CO'sa dong goi dp I, c~p 2 va xuatMeropenem

tiem/truyen tinh AstraZeneca UK Limited
xuong: Zambon Switzerland Ltd

33 Meronem
(duoi dang

Ig mach, VN-17831-
12

234/QD-
23/1/2015 3.Dia chi co sa dong goi dp I: Via Industria

2. Dia chi err sa dong goi dp I, cap 2 vaMeropenem
Hop I 1030ml; Mp

14 BYT N.13, Cadempino, 6814 - Thuy Sl.
xuat xuong: Via Industria N.13,trihydrat) 4. Dia chi C(J sa dong goi dp 2: Silk Road101030ml

Business Park, Macclesfield, Cheshire, SK Cadempino, 6814 - Thuy Si.

10 2NA,Anh

I.Co sa dong goi c~p I: Zambon
Switzerland Ltd 2.Co sa dong goi c~p 2:

I. Co sa dong goi c~p I, dp 2 va xuatMeropenem Bot pha dung dich AstraZeneca UK Limited
(duoi dang tiem/truyen tinh VN-17832- 234/QD- 3.Dia chi co sa dong goi c~p I: Via Industria xuong: Zambon Switzerland Ltd

34 Meronem 500mg 12 23/1/2015 2. Dia chi C(J sa dong goi dp 1, dp 2 vaMeropenem mach, Hop I 1020ml; 14 BYT N.13, Cadempino, 6814 - Thuy Si,
xu~t xuong: Via Industria N.13,trihydrat) h(lp 1010 20ml 4. Dia chi C(J sa dong goi dp 2: Silk Road

Business Park, Macclesfield, Cheshire, SK Cadempino, 6814 - Thuy Si.

10 2NA, Anh

652mg/ml
Dung dich tiem, Mp

VN-18122- 234/QD- Ten cO'sa san xuk GE Healthcare Ireland35 Visipaque Iodixanol 10 chai 50ml, Mp 10 12 23/1/2015 Ten C(J sa san xu~t: GE Healthcare Ireland(320mgIlml)
chai 100mi

14 BYT Limited

Sunitinib (duai
Vien nang c(mg, H(lp VN-18773- 3469/QD- Dia chi co sa san xuk Localita Marino del Dia chi C(J sa san xu~t: Localita Marino del36 Sutent d\lDgSunitinib 50mg
11028 vien 15

13
BYT

19/8/2015
Tronto, IT-63100 Ascoli Piceno Tronto, IT-63100 Ascoli Piceno (AP), Italymalate)

Sunitinib (duai
Vien nang cung, H(lp VN-18772- 3469/QD- Dia chi C(J sa san xu~t: Localita Marino del Dia chi co sa san xu~t: Localita Marino del37 Sutent d\lDgSunitinib 25mg 13 19/8/2015

malate) 11028 vien 15 BYT Tronto, IT-63100 Ascoli Piceno Tronto, IT-63100 Ascoli Piceno (AP), Italy

38 Gadovist
Gadobutrol

Immollml
H(lp I xylanh dong VN-17840-

13
3469/QD-

19/8/2015 Dia chi C(J sa san xu~t: 13342 Berlin Dia chi co sa san xu~t: Mullerstrasse 178,
(604,72mg/ml) sfu17,5ml 14 BYT 13353 Berlin, Germany

39 Esmeron
Rocuronium

10mg/ml
Dung dich tiem; H(lp VN-18645-

14
744/QD-

03-03-16 Co s6 san xu~t: Hameln Pharmaceutical
CO's6 san xu~t: Siegfried Hameln GmbHbromide 1010 x 2,5ml 15 BYT GmbH

40 Noxafil Posaconazole 105ml
H6n djch uBng; H(lp VN2-368-

14
744/QD-

03-03-16 Co s6 dong goi: Schering-Plough S.A. CO's6 dong goi: Cenexi HSCI chai 105ml 15 BYT

Vien m\n bao phim; VN-15908- 744/QD- 1. Dia chi C(J s6 san xuk Chemin du 1. Dja chi C(J s6 san xu~t: Chemin du
41 Keppra 250mg Levetiracetam 250mg

H(lp 6 vi x 10 vien 12
14

BYT
03-03-16 Foriest, 1420 Braine-I'Alleud Foriest, B-1420 Braine -I'Alleud, Belgium

2. Quy cach dong goi: H(lp 6 vi x 10 vien 2. Quy cach dong goi: H(lp 3 vi x 10 vien

Vien nen bao phim, VN-19389- 4577/QD- I. Ten co s6 san xu~t: Bayer Pharma AG 1. Ten co s6 san xuk Bayer AG
42 Nexavar Sorafenib 200mg 15 23-03-16 2. Dia chi co s6 san xu~t: D-51368 2. Dja chi C(J s6 san xu~t: Kaiser- Wilhelm-H(lp 6 vi x 10 vien 15 BYT

Leverkusen Aile, 51368 Leverkusen, Germany
Vien nen tan trong

VN-19388- 4577/QD- 1. Ten C(J sa san xu~t: Bayer Pharma AG 1. Ten cO's6 san xu~t: Bayer AG
43 LevitraODT Vardenafil 10mg mi~ng, H(lp I vi x 2 15 23-03-16 2. Dia chi C(J sa san xuk D-51368 2. Dia chi co s6 san xuk Kaiser- Wilhelm-

vien 15 BYT
Leverkusen Aile, 51368 Leverkusen, Germany



, -
Ten thu6c Hoar ch§t Dang bao ch~, Quy

s6 dang ky 1)9·t se Quy€t Ngay
Ni)i dung da dU'gc cong b6 Ni)i dung dinh chinh, b6 sung -STT Ham hrong

each dong goi cong b6 djnh Quy€t djnh

Gadodiamide
Dung dich pha tiem, VN-19545- 4577/QEl- Ten CO' sa san xuat: GE Healthcare Ireland44 Omniscan (GdDTPA- 2870mg/IOml
Hop IO 10x 10ml 16

15
BYT

23-03-16 Ten co sa san xuk GE Healthcare Ireland
LimitedBMA)

1. Hoat ch&t:Phospholipids (chiet xwlt ill
45 Survanta Phospholipid 25mg/ml

H6n dich, Hop I 10 QLSP-940-
15

4577/QEl-
23-03-16 I. Hoat chat: Phospholipids ph6i bo)

4ml 16 BYT 2. Dang bao ch~: H6n dich 2. Dang bao che: H6n djch dung dirong n(li
khiquan

Linagliptin
I 2,5mg;

46 Trajenta Duo Metformin
2,5mg; Vien nen bao phim,

VN3-4-16 16
264/QEl-

23-01-17 Quy each dong goi: Hop 3 vi x IO vien Quy each dong goi: Hop 3 vi x 10 vien; Hop

hydrochloride 1000mg Hop 3 vi x 10 vien BYT 110 x 14 vien; H<)pI 10x 60 vien

1000mg

Linagliptin ._
2.img·

Vien nen bao phim, 264/QEl- Quy each dong goi: Hop 3 vi x 10 vien; Hop47 Trajenta Duo Metformin 2,5mg; 500mg
H(lp 3 vi x 10 vien

VN3-5-16 16
BYT

23-01-17 Quy each dong goi: H(lp 3 vi x 10 vien
I 10x 14 vien; Hop I 10x 60 vienhydrochloride

500mg

48 Ezetrol IOmg Ezetimized micrc 10mg
Vien nen; H<)p I vi, 3 VN-19709-

16
264/QEl-

23-01-17 Ten thuoc: Ezetrol 10mg Ten thuoc: Ezetrolvi x 10 vien 16 BYT

Dung dich tiem, hQp

49 Humira Adalimumab 40mg/0,8ml
2 vi x 1 xy lanh dong QLSP-951-

16
264/QEl-

23-01-17 Dja chi co sa xuat xuong: Knollstr. 67061, Dia chi co sa xu&txuang: Knollstrasse
sfuI thu6c va I mi~ng 16 BYT Ludwigshafen, Eluc 67061 Ludwigshafen, Eluc
vai t&mcdn

50 Nootropyl Piracetam 19/5ml
Dung djch tiem, H(lp VN-19961-

16
264/QEl-

23-01- I7 Ten thu6c: Nootropyl Ten thu6c: Nootropyl 19/5ml12 6ngx 5ml 16 BYT

Epirubicin H(lp 1 lQb(lt dong
VN-20841- 58591QEl- Elja chi co sa san xu&t:Vial Pasteur, 10- Elja chi co sa san xu&t:Via Pasteur, 10 -51 Farmorubicina

hydrochloride
50mg kho pha tiem; B(lt

17
18

BYT
29-12-17

20014 - Nerviano (MI) 20014 - Nerviano (MI), Italydong kho pha tiem

H<)p I 10b(lt dong
1. Elja chi co sa san xu&t:Vial Pasteur, 10 - 1. Elja chi co sa san xu&t:Via Pasteur, 10 -

52 Farmorubicina
Epirubicin

10 mg
kho pha tiem + I 6ng VN-20840-

18
58591QEl-

29-12-17 20014 - Nerviano (MI) 20014 - Nerviano (MI), Italy
hydrochloride dung moi 5 ml; B(lt 17 BYT

2. D:;tngbao ch~: B<)tdong kho pha tiem 2. D:;tngbao ch~: B(lt dong kho va dung moi
dong kho pha tiem pha tiem

Linagliptin

53 Trajenta Duo
2,5mg; 2,5mg+ H(lp 3 vi x 10 vien; VN2-498-

18
58591QEl-

29-12-17 Quy cach dong goi: H<)p3 vi x 10 vien Quy cach dong goi: H(lp 3 vi x 10 vien; H<)p
Metformin Hel 850mg Vien m\n bao phim 16 BYT I lQx 14 vien; H(lp 1 IQx 60 vien
850mg

HamalOcas Tamsulosin HOp 3 vi x 10 vien;
VN-19849- 58591QEl- D:;tngbao ch~: Vien nen bao phim phong54 0,4mg Vien nen phong thich 18 29-12-17 D:;tngbao ch~: Vien nen phong thich ch~0,4mg hydrocloride

ch~
16 BYT thich ch~

I



.
Dang bao ch~, Quy S6 Quy~t

STT Ten thu6c HOl.ltch~t Ham luong S6 dang ky
DQ'l Ngay

NQi dung d1i du'Q'ccfrng b6 NQi dung dinh chinh, b3 sung
each dong goi cong b6 djnh Quy~t djnh

Piperacillin
(duoi dang
Piperacillin Heat chat: Piperacillin (diroi dang Hoar chat: Piperacillin (duoi dang

Tazocin
natri) 4g; 4g+0,5g

Hop 1 10;Bot dong VN-20594-
18

5859/QD-
29-12-17

Piperacillin natri) 4g; Piperacillin natri) 4g;
55 Tazobacta (duoi kho pha tiern 17 BYT Tazobacta (duoi dang Tazobactam natri) Tazobactam (diroi dang Tazobactam natri)

dl;U1g 0,5g 0,5g
Tazobactam
natri) 0,5g

Osimertinib
(nrong irng

Hop 3 vi x 10 vien; 5693/QD- Dia chi co so san xuAt:Garrunavagen, SE- Dia chi co so san xuat: Gartunavagen, SE-
56 Tagrisso 95,4mg 80mg VN3-36-18 19 25-09-18

Osimertinib
Vien nen bao phim BYT 151 85 Sodertalje 15185 Sodertalje, Sweden.

mesylat)

Osimertinib
(tuong ung Hop 3 vi x 10 vien; 5693/QD- Dia chi co s6 san xuat: Garrunavagen, SE- Dia chi co s6 san xuat: Gartunavagen, SE-

57 Tagrisso 47,7mg 40mg VN3-35-18 19 25-09-18
Osimertinib

Vien nen bao phim BYT 151 85 Sodertalje 15185 Sodertalje, Sweden.

mesylat)

1. Co sc dong goi: F. Hoffmann - La Roche
Mycophenolate

250mg
Hop 10 vi x 10 vien; VN-21283-

19
5693/QD-

25-09-18 Khong co co so dong goi
Ltd

58 Cellcept
mofetil Vien nang cung 18 BYT 2. Dia chi co so dong goi: Wurmisweg,

Kaiseraugst, 4303, Switzerland

H(lp 5 vi x 10 vien;
VN2-651- 5693/QD-

1. Hoat chat: Certinib 1. Hoat chAt:Ceritinib
59 Zykadia 150mg Certinib l50mg Hop to x 3 hQp nho x

17
19

BYT
25-09-18 2. Dia chi co so san xuat: 2. Dia chi co so san xuat:

5 vi x 10 vien Schafthauserstrasse CH-4332 Stein Schaffhauserstrasse 4332 Stein, Switzerland

H(lp 1 vi x 5 vien,

60 KlacidMR Clarithromycin 500mg
hop 1 vi x 7 vien; VN-21 161-

19
5693/QD-

25-09-18 Dl;U1gbao ch~: Vien nen phong thich keo dili D\Illg bao ch~: Vien nen giai phong bi~n dbi
Vien nen phong thich 18 BYT
keo dill

Pemetrexed
(duai dl;U1g Hop 1 10;Bot dong VN-21020- 5693/QD-

61 Alimta Pemetrexed 500mg kh6 pha dung djch
18

19
BYT

25-09-18 S6 dang ky: VN-21020-18 S6 dangry: VN-21019-18
dinatri tiem truy~n lZ

heptahydrate) .
62 lohexol 350mgVml

HOp 10 chai x 100ml; VN-20358-
19

5693/QD-
25-09-18

HO\lt chAt: lohexol HO\ltchAt,ham lUQ11g:lohexol 755mglml
Omnipaque Dung djch tiem 17 BYT Ham IUQ11g:350mgl/ml (tuang duang lod 350mglml)

63 Omnipaque lohexol 300mgVml
Hop 10 ch~i ~ I,OOml; VN-20357- 19

5693/QD-
25-09-18

HO\lt chAt: lohexol HO\ltchAt, ham lUQ11g:lohexol 647mglml
Dung djch tiem - 17 BYT Ham IUQ11g:300mgVml (tuang duang lod 300mg/ml).

,<



· " ,
STT Ten thu6c Hoat chftt Ham 1U''lng

Dang bao ch€, Quy
S6 dang ky DQt S6 Quy€t Ngay

Ni)i dung da dU'Q'ccong b6 Ni)i dung dinh chinh, bi) sungeach dong goi cong b6 djnh Quy@tdjnh

Dapoxetin (diroi HOp 01 vi x 0 I vien;
1. Quy each dong goi: HOp 01 vi x 0 I vien; I. Quy each dong goi: HOp 0 I vi x 0 I vien;

VN-20121- 5693/QD- HOp 01 vi x 03 vien HOp01 vi x 03 vien; HOp06 vien64 Priligy dang Dapoxetin 30mg HOp 01 vi x 03 vien;
16

19
BYT

25-09-18
2. Dia chi co sa san xu:it: Leipziger Strasse 7 2. Dia chi co sa san xuat: Leipziger StrasseHCI) Vien nen bao phim
13,01097 Dresden, Federal 7-13,01097 Dresden, Germany

Dapoxetin (duoi
1. Quy each dong goi: HOp 01 vi x 0 I vien; 1. Quy each dong goi: HOp 01 vi x 03 vien;

HOp 01 vi x 03 vien; VN-20122- 5693/QD- HOp 01 vi x 03 vien HOp06 vien
65 Priligy dang Dapoxetin 60mg

Vien nen bao phim 16
19

BYT
25-09-18

2. Dia chi co sa san xuat: Leipziger Strasse 7 2. Dia chi co sa san xu:1t:Leipziger StrasseHCI)
13,01097 Dresden, Federal 7-13,01097 Dresden, Germany

1. Co sa dong goi & xuat xirong: Bristols - 1.Co sa dong goi & xu:it xuong: Bristol- I

66 Baraclude Entecavir 0,5mg
HOp 3 vi x 10 vien;

VN3-29-18 19
5693/QD-

25-09-18
Myers Squibb S.r.! Myers Squibb S.r.I.

Vien nen bao phin BYT 2. Dia chi co sa san xuat: 4601 Highway 62 2. Dia chi co sa san xuat: 4601 Highway 62
East, Mt., Vernon, IN 47620 East, Mt. Vernon, IN 47620, USA

Sandimmun HOp 10 vi x 5 vien; VN-21154- 5693/QD-
Ciclosporin 25mg 19 _2S~09--l-8-.:j:eR-thl:l~e:-5andimmun-N·e'Ora1 Ten tlluac: Sandimmun Neoral 25mg67

Neoral ¥ieR-fiang-m~m i8 l::>"YT-

HOp 1 IQ+ 1 6ng 5693/QD- CO sa san xuat thuoc bot pha tiem: Zentiva Co sa san xu:it thuoc bot pha tiem: Sanofi
68 Claforan Natri cefotaxim Ig mroc c:it 4ml; Bot GC-244-16 19 25-09-18

pha tiem
BYT saglik Urunleri Sanayi ve Ticaret A.S Ilac Sanayi ve Ticaret Anonim Sirketi

Sildenafil ( diroi
Hop 1 vi x 1 vien; VN-21098- 5693/QD- Quy each dong goi: HOp I vi x 1 vien, HOp69 Viagra d\ll1gSildenafil 100 mg
Vien nen baa phim 18

19
BYT

25-09-18 Quy cach dong goi: HOp I vi x 1 vien
I vi x 4 vien

citrat)

Novorapid Insulin aspart
HOp 5 but tiem chua

QLSP-963- 5693/QD- Dja chi co sa san xu:it: 45 Avenue d'O'rleans
Dja chi co so san xu:it: 45 Avenue

70 300 U/3ml san thu6c x 3ml; 19 25-09-18 F-28002 Chartres;
Flexpen (rDNA)

Dung djch tiem
16 BYT d'O'rleans F-28000 Chartres, Franc,e

1. Dja chi co sa san xdt: 45 Avenue

1. Dja chi co sa san xu:it: 45 Avenue d'O'rleans F-28000 Chartres, France

71
NovoMix30

Insulin aspart 300 U/3ml
H6n djch tiem, HOp QLSP-I034

19
5693/QD-

25-09-18 d'O'rleans F-28000 Chartres 2. HOlltch:it: Insulin aspart biphasic (rDNA)
Flexpen chua 5 but tiem x 3ml 17 BYT'

2. HOlltch:1t:Insulin aspart Iml h6n djch chua 100 ~ cua insulin ~lO;part I
hoa tan/insulin aspart ket tinh vai protamine
thea tY l~30170 (luang duang 3,5mg) i

Levemir Insulin detemir
HOp chua 5 but tiem

QLSP-I033 5693/QD- Dja chi co sa san xu:it: 45 Avenue d'O'rleans Dja chi co sa san xu:it: 45 Avenue72 300 U/3 ml bam san x 3ml; Dung 19 25-09-18
Flexpen (rDNA) 17 BYT F-28002 Chartres d'O'rleans F-28000 Chartres, Francedjch tiem J,.,

Ghj chtl :Ngoai cae n¢i dung dinh ehinh, dibu ehinh neu tren, eae nQidung khae d. duge eong!xi~ d6i\. ,
Y-KT. - TRU? G- --...... ,

f /~,'~~t;RU 7kO,. . .n
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- "- ~ Qu6e CU'irng


