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DANH MUC CAC MAT HANG THUOC BIET DUQC GOC CO PiNH CHINH, PIEU CHINH THONG TIN
(kém theo Cong van s6§)89/BYT-OLD ngayoﬂ/ﬁ /2019 cuia By Y t¢)

2 P v . Dang bao ché, Quy P .| Dot S6 Quyét Ngay o 4 P A ¢ - 2
) i hinh, b
STT |Tén thuoc Hoat chat Ham lugng ohdh fbui gl So diing ky cbng bé dioh Quyét dinh Noi dung da dugc cong bo N9i dung dinh chinh, b sung
; 3 Hop 5 vi x 10 vién | VN-15563- 896/QDb- 5 . £ ;
1 |Trileptal Oxcarbazapin 300mg én Besgiphim 12 3 BYT 21/03/2013 |Hoat chat: Oxcarbazapin Hoat chat: Oxcarbazapine
1. Tén co s& san xuét: Facta Farmaceutici  [1. Tén co s& san xuét: ACS DOBFAR
£ 51 SPA S.P.A
2 |Ceclor 125mg |Cefaclor 125mg S::‘ G VN'B% 3 89;?;) " |21/03/2013 |2. Dia chi co s6 sén xuéit: Via Laurentina km|2. Dia chi co s6 sin xudt: Via Laurentina
- 24, 730 - 00040 Pomezia (Roma) km 24, 730 - 00071 Pomezia (Roma), Italy
3. Tén thudc: Ceclor 125mg 3. Tén thudc: Ceclor
Methylprednisol Hén dich pha tiém, | VN-11978- 1087/Qb- X o Ab e | etk
2 . -04- : bao ché: Hon dich tiém
3 |Depo-Medrol e 40mg/ml Hép 1 lo 1ml 1 4 BYT 03-04-13 [Dang bao ché: Hon dich pha tiém Dang bao ché: Hon dich ti
ot vo khua , . Co s&r san xuét: ia & Upjohn
Methylprednisol 125mg B? tv0 kbudn pha 1. Co s& san xuat: Pharmacia & Upjohn Inc. 1; Gostr s sudi Phanmreladt Hpi
. [tiém VN-15107- 1087/Qb- i £ A Company
4 |Solu-Medrol  |one Methylprednis|, ., . 4 03-04-13 (2. Bia chi co s& san xuat: 7000 Portage Sl &t Zi
heuritsuccinit s Hop 25 lo Act-O-Vial 12 BYT Road. Kal Michiean 49001 2. Dia chi co s¢ san xuat: 7000 Portage
S R P SRR R Road, Kalamazoo, MI 49001, USA
£ 1. Tén co s& san xuét: Delpharm Milano
o - - 1. Tén co s& san xuat: Roche S. p. A
; ; Hop 3 vix 10 vién VN-11871- 1087/Qb- o o oot . S.rl
> |Dilatrend Carvedilol 2o mg nén 11 4 BYT Ean ; D!i Ch;;? Sosin e b, 2. Dia chi co sd san xuét: Via Carnevale, 1
e 20090 Segrate (M), , Italy
; 1. Tén co s& san xuét: Delpharm Milano
. . os 1. Tén co s& san xuat: Roche S. p. A
6 |Dilatrend Carvedilol RS o |00 VR IOWAL RS R G OBOR | i is 15, B b spiein ol Wia MoelliD, . B E o
nén 11 BYT Seite. ML 2. Dia chi co sé san xuat: Via Carnevale, 1
RIS 20090 Segrate (MI), Italy
< 1. Tén co s& san xuét: Delpharm Milano
; : 1. Tén co s& san xuat: Roche S. p. A
. : Hop3vix10vién [ VN-11873- 1087/Qb- S e oa A < : S.rl
7 |Dilatrend Carvedilol 25 mg . 1 4 BYT 03-04-13 g D;zz chl:/I c;! s& san xuat: Via Morelli 2, 2 Bif el vo:st sin xulf: Vi Camnevale, 1
e 20090 Segrate (MI), Italy
Doxazosin " . ’ VN-14304- 1546/Qb- \ .
& -05- : 1 :2mgD
8 |Carduran ssilnle 2 mg Hop 1 vix 10 vién 1 ) BYT 08-05-13 |Ham lugng: 2mg Ham lugng: 2mg Doxazosin
Sultamicillin Vién nén bao phim, | VN-14306- 1546/Qb- X . S
a -05- 3 1 237 Sult 11
9 |Unasyn Tosilat 375mg Hop.2 vix 4 vien 1 5 BYT 08-05-13 [Ham lugng: 375mg Ham lugng: 375mg Sultamicillin
Vinorelbine
. . . ditartrate - N " Dija chi co s& san xudt: Etablissement Dia chi co s¢ san xuét: Etablissement
10 12\1(;1 i dV.xtr;ftizltl;lne tuong duong Ylvein nlaJ:, %émem, hép VN-BSSS- 5 15?3%?_9- 05-08-13 |Aquitaine Pharm International avenue du Aquitaine Pharm International 1, avenue du
e : Vinorelbine | @ V" Bearr, Indron 64320 Bizanos. Bearn, 64320 IDRON, France.
20mg




STT |Tén thubc Hoat chit Ham lugn Dang bao ché, Quy S6 diing ky ot S8 Quyét Ngdy Noi dung da dwoc cong b Noi dung dinh chinh, b6 sun
3 M | cach dong géi e cong bd|  dinh Quyét dinh| g : g : g 2 g
Vinorelbine
Navelbine Vinorelbine ditartrate Sining i hop | VN-15589- 1546/QD- bia ch1 CO SO san xuat: Et_abllssement Dia ?h1. CO sO san xuat: Et‘abllssement
11 30m Fr— tuong duong I 1 i 12 5 BYT 08-05-13 |Aquitaine Pharm International avenue du Aquitaine Pharm International 1, avenue du
= Vinorelbine | * % V" Bearr, Indron 64320 Bizanos. Bearn, 64320 IDRON, France.
30mg
1. Co s& san xudt: Pfizer Manufacturing ]ljei?ss;;nag )éu;tl;l-fl’ﬁzer B SRy
12 |Lyrica Pregabalin 150mg N Yl e ok 8 i o 19/8/2013 Deustchl%‘md G1m b,H . . 2. Pja chi co s& san xuét: Betriebsstatte
nang cing 13 BYT 2. bia chi co s¢ san xuat: Betriebsstatte Freiburg, Mooswaldallee 1. 79090 Freib
Freiburge, Mooswaldallee 1, 79090 Freiburg & : ure,
Germany
1. Co s& san xuét: Pfizer Manufacturing Iljeg?s:gl:ig )él;tb}l; feen Mt aotsing
13 |Lyrica Pregabalin 75mg s Ll W Ly e 8 S 19/8/2013 Deu§tchle‘md qu b,H z ’ 2. Dia chi co s& san xuét: Betriebsstatte
nang cing 13 BYT 2. Dia chi co sé san xuat: Betrlebsstqtte Freibure-M aldatlee 179090 Freiburo{-
Freiburge, Mooswaldallee 1, 79090 Freiburg & : g
Germany
Dia chi co s& san xut: Site Industriel de . :
; : Hop 1 chai 100ml [ VN-16846- 2994/Qb- - Dia chi co s¢ san xuat: 26 Rue de la
14 | Tril s i
rileptal Oxcarbazepine 60mg/ml b dich uliog 13 8 BYT 19/8/2013 Hunfngue 26, rue de la chapelle 68330, Chapelle, F 68330 Huningue, France
Huningue
1. Quy cach d6ng gbi: Hop 10 vi x 10 vién,
. . ) . ca Hop 1 vix 10 vién
1. Quy ca(fh dor:g gérx. Hop 10 vi x 10 vién 2. Nuoc sin xuét: My
i b 3. Dia chi co s¢ dong goi: Betriebsstatte
15 |Neurontin Gabapentin 300mg Vlen' e cgng, R 9 e 18/10/2013 % f?;a SN B Betrlebsstatt.e Freiburg, Mooswaldallee 1, 79090 Freiburg,
10 vix 10 vién 13 BYT Freiburg, Mooswaldallee 1, 79090 Freiburg :
ol o S A Federal Republic of Germany
4. Dia chi co s¢ san xuat: Km 1.9. Road Pk g <
689. Vega Baia. PR 00693. Puerto Rico. M3 4. Dia chi co s& san xuat: Km 1.9. Road
o S ’ * ™V (689, Vega Baja, PR 00693, Puerto Rico,
USA
1. Hoat chét: Sildenafil citrate 1. Hoat chét: Sildenafil (duéi dang
: . : Vién nén bao phim, | VN-17542- 814/Qb- 2. Co s& san xuét: Pfizer (Australia) Pty., Sildenafil citrat)
16 |V 1 fi 2 10-03-14 £
i plldngibetente | 5008 lirnst v sovilin 13 W BYT 05 ly g 2. Co 56 sin xut: Pfizer Australia Pty., Ltd.
1. Hoat chét: Sildenafil citrate 1. Hoat chét: Sildenafil (du6i dang
. : 3 Vién nén bao phim, [VN-17541- 814/Qb- 2. Co s& san xudt: Pfizer (Australia) Pty., Sildenafil citrat)
17 |V > -03- A
e sidetlomae]  100MB || g3 obudivil 13 - pyr | 100314 | 2. Co's6 san xuét: Pfizer Australia Pty., Ltd.
- - y 1. Tén co s& san xudt: Facta Farmaceutici 1. Tén co s& san xuit: ACS DOBFAR
Cefaclor (duéi Vién nén bao phim
18 |Ceclor dang Cefaclor 375mg  |giai phong cham bl 10 s 10-03-14 2 : L :
§ N . .\ 13 BYT 2. Pia chi co s¢ san xuat: Via Laurentina km |2. Dia chi co s& san xuat: Via Laurentina
monohydrate) Hop 1 vix 10 vién

24, 730 - 00040 Pomezia (Roma)

km 24, 730 - 00071 Pomezia (Roma), Italy




‘ Dang bao ché, Quy Pot | S6 Quyét Ngay : 2
~ Ve £ Sl ang s V< 5 0 as ~ & £ o ’ ; 4
STT |Tén thuoc Hoat chat Ham lwgng céich déng gbi So ding ky cbng bé dinh Quyét djuh Noi dung da dwgc cong bo Noi dung dinh chinh, bo sung
g‘fngc Sl‘,;h lkg‘ g““cg’ 1. Dang bao ché: Dung dich khi dung 1. Dang bao ché: Dung dich dé hit
1o |Spiriva bra s 0,0025mg/nh4 kj:’ipdun - 1”6 f ¥ | VN-16963- 1o | 814D~ |0 o |2 Quy cich dong goi: Hop chira 1 dung cu |2 Quy cach déng g6i: Hop chira 1 éng
Respimat P txit Pt 13 BYT khi dung va 1 éng thuéc 4ml chira 60 nhat  |thudc 4ml tuong duong 60 nhét xit + 01
thudc 4ml chira 60 . i e ey Aid
. Xit binh xit dinh liéu
nhat xit
Amoxicillin
frl:]z:::lll%n Amoxicillin
Augmentin ; .. | 500mg; Acid |Hop 12 g6i bot pha | VN-16487- 814/Qb- n £ ; - £ :
; : % £ -10- : ; : 62,5
20 500mg/62.5mg tr1hydra{e) Acic.l clavulanic |hén dich ubng 13 10 BYT 03-10-14 Tén thudc: Augmentin 500mg/62.5mg  Tén thudc: Augmentin 500mg/62,5mg
clavulanic (dudi 62.5m
dang kali i
clavulanate)
Sertraline (dudi i .
21 |Zoloft dang Sertraline 50mg Vlﬂen nér'1 i p}}im, Lo i 10 . 10-03-14 |Co sé san xudt: Pfizer (Australia) Pty., Ltd. |Co s& san xuét: Pfizer Australia Pty., Ltd.
HCI) Hop 1 vi x 30 vién 13 BYT
Vién nang cimg, Hop | VN-17626- 2500/Qb- Dija chi co s& san xut: Via Laurentinakm  |Dja chi co s& san xuét: Via Laurentina km
22 -07- : ;
Caelep Cefslor 2300 ot T 14 H BYT | Y7714 |54 730 - 00040 Pomezia (Roma) 24, 730 - 00071 Pomezia (Romay), Italy
Uuug UJICIT I T
hop chira 1 19 0,23ml;
23 |Lucentis Ranibizumab 10mg/ml |1 hop chira 1 lo hieans! I PO Rl ol IF VNV TN —— Ham lugng: 2,3mg/0,23ml
: 13 BYT
0,23ml va 1 kim loc;
AMAL hAn ol 11
Atorvastatin 1. Dia chi co s& san xuét: Km 1.9, Road 689 |1. Dia chi co s¢ san xuét: Km 1.9, Road 689
5i d : . j i j - Rico, USA
R+ (dudi ang Vién nén bao phim, | VN-17769- 2500/QD- Vega }’Baga., PR 9069'3, Puerto Rico Vega Baja: PR (:)0693~ Puerto Rico
24 |Lipitor Atorvastatin 40mg Hop 3 vi x 10 vién 14 11 BYT 07-07-14 |2. Nudc san xuat: Duc 2. Nudc san xuat: My
hemicalci. P 2. Co s& déng goi: Pfizer Manufacturing 3. Co s& dong goi va xudt xuong: Pfizer
1,5H20) Deutschland GmbH Manufacturing Deutschland GmbH
i . . Dia chi co s¢ sn xudt: Km 1.9, Road 689
éit::: i 1. Dia chi cor s sin xut: Kim 1.9, Road 689 [ - D1° °h1 09 39 saf s Km 1.9, Road
- e Vién nén bao phim, | VN-17768- 2500/QD- Vega Baja, PR 00693, Puerto Rico B D '
25 |Lipitor Atorvastatin 10mg N . n 11 07-07-14 ; : ; 2. Nudc san xuat: My
s Hop 3 vix 10 vién 14 BYT 2. Co so dong gbi: Pfizer Manufacturing s L e
hemicalci. Deutschland GmbH 3. Co so dong goi va xuat xudng: Pfizer
1,5H20) e Manufacturing Deutschland GmbH
i , . Dia chi co s¢ san xudt: Km 1.9, Road 689
gtl(:;\ifzs;itm 1. Pia chi co s¢ san xuat: Km 1.9, Road 689 beDia;:l C(;}s{(yoi)aéngéua;)tuel:: Ri?:o SZ "
a o Vién nén bao phim, | VN-17767- 2500/QD- Vega Baja, PR 00693, Puerto Rico B ’
26 |Lipitor Atorvastatin 20mg 7 = < 11 07-07-14 gyt : . 2. Nudc san xuat: My
AP Hop 3 vix 10 vién 14 BYT 2. Co s& dong g6i: Pfizer Manufacturing T - e o)
hemicalci. Deutschlzind GuBH 3. Co so dong goi va xuat xudng: Pfizer
1,5H20) S A Y Manufacturing Deutschland GmbH

s



A P " Dang bao ché, Quy | . .. .| Dot S6 Quyét Ngay - ~ £ e ; . 2
H A . Y N :
STT |Tén thuoc oat chat Ham luwong Shich Atng goi So diang ky ating b djnh Quyét djnh N§i dung da dugce cong bo 0i dung dinh chinh, b6 sung
1. Co s& san xudt va dong goi cp 1: Vetter
1. Co s& san xuét: Vetter Pharma - Fertigung o . 'ﬂFemg”“,g Gm:bH‘& ,CO' KG £
= ] 2. Dia chi co s¢ san xuat va déng goi cép 1:
Hop chira 1 6ng GmbH & Co. KG. :
5 % g e 2 . Mooswiesen 2, 88214 Ravensburg,
cartridge Puregon va 2. Dia chi co s& san xuat: Mooswiesen 2, e
27 |Puregon Follitropin beta | 600IU/0,72ml 2‘g01 x,3. k1’m t.lAe i [y 12 A 23/1/2015 shaia l,{av,e nsbu,xtg, Eifie 3. Co s& d6ng goi thir cAp va xuét xuong:
dung vai but tiém 14 BYT 3. Co s¢ dong goi: Organon (Ireland) Ltd - g —
Puregon, dung dich Ireland o g. o Ak Ty N
- X oo i » 4. Dia chi co s¢ dong goi thir cap va xuat
tiém 4. Dia chi co s¢ dong géi: Drynam road, L
Swords, Co.Dublin, Ireland s
T ? Kloosterstraat 6, 5349 AB Oss, The
Netherlands
1. Co s& san xuét va dong goi cép 1: Vetter
5 e 1. Co s& san xudt: Vetter Pharma - Fertigung o g -,Femgun.g Gmka‘& ,Co. KG £
” e 2. Dia chi co s san xuat va déng goi cép 1:
Hop chira 1 6ng GmbH & Co. KG. :
y & . es % ; Mooswiesen 2, 88214 Ravensburg,
cartridge Puregon va 2. Dia chi co s¢ san xuat: Mooswiesen 2, Gy
28 |Puregon Faliiteopinbem. | 3001070,36m1 |2 B0 2 Skimtiénd (QLSP-OTRS], o, | P4QD- | 000, [B8214 Ravensbusg, Pric 3. Co s& déng gbi thir cép va xuht xuong:
dung véi but tiém 14 BYT 3. Co s¢ dong goi: Organon (Ireland) Ltd - NV Orosticn
Puregon, dung dich Ireland bl s g <
A 5k a7 o 4. Dia chi co s& dong goi thir cap va xuat
tiém 4. Dia chi co s¢ dong gdi: Drynam road, R
Swords, Co.Dublin, Ireland -~
= i Kloosterstraat 6, 5349 AB Oss, The
Netherlands
P Vién nang cing, Hop | VN-18043 234/Qb Dia chi co s san xuét: Localita Marino del |Bja chi co s¢ san xuét: Localita Marino del
29 |Sutent dang Sunitinib 12,5mg S 12 | 23112015 |2 e : ik ¥
malate) 110 28 vién 14 BYT Tronto, IT-63100 Ascoli Piceno (AP) Tronto, 63100 Ascoli Piceno, Italy
Vardenafil (duéi : i :
. . - 1. Tén co s& san xuat: Bayer Pharma AG 1. Tén co s¢ san xuat: Bayer AG
30 |Levitra G Ml lomg [f 7 A SVRAREn| VI 0 BMOBE | oy 5015 9. Bijachi oo 55 st xuk D-ST368 2. Dia chi co s& san xuét: Kaiser-Wilhelm-
hydrochloride bao phim 14 BYT
4 Leverkusen Alle, 51368 Leverkusen, Germany
trihydrate)
Vardenafil (dudi 20 < i X
o . o 1. Tén co s& san xuat: Bayer Pharma AG 1. Tén co s& san xuat: Bayer AG
31 |Levitra i e T T ki b TR Bl TS e e e 2. Dia chi co s6 san xuat: Kaiser-Wilhelm-
hydrochloride bao phim 14 BYT
: Leverkusen Alle, 51368 Leverkusen, Germany
trihydrate)
. Hop 10 19 x 5 ml 1. Co s& san xut: Hameln Pharmaceutical 8% 2% o) s
32 | Bsmeron 1;‘;?;‘?3:‘“‘“ 10mg/ml |dung dich tiém tinh VN'iZm' 12 23;4%9' 23/1/2015 |GmbH ; E" ey :}?:toi:ggf: tli-:‘:arrrlnem i
! mach 2. Dang bao ché: Dung dich tiém tinh mach |~ e ’ B

b



" P £ Dang bao ché, Quy |, .| Dot | S6Quyét | Ngay N L b ) o 2
STT |Tén thuoc Hoat chat Ham lugng céich déng gbi So diing ky cbug bé dinh Quyét dinh Noi dung da dugc cong bo Noi dung dinh chinh, bo sung
1.Co s& déng géi cp 1: Zambon
B6t pha dung dich SviitredindLid 2'.C q s6d0ng gii Gap 2: 1. Co s& déng goi cip 1, clp 2 va xudt
Meropenem o A AstraZeneca UK Limited . ;
o tiém/truyén tinh 3 5 ik o 5 . |xudng: Zambon Switzerland Ltd
(dudi dang VN-17831- 234/Qb- 3.Dia chi co sd dong goi cap 1: Via Industria! S ” g ek : g £ ;
33 |Meronem g mach, 12 23/1/2015 : 3 2. Dia chi co s¢ dong goi cap 1, cép 2 va
Meropenem 4 - 14 BYT N.13, Cadempino, 6814 - Thuy Si. 2o . -
: Hop 1 1o 30ml; hop S O . xuat xudng: Via Industria N.13,
trihydrat) 10 lo 30ml 4. Dia chi co s dong gbi cap 2: Silk Road Cadempino, 6814 - Thuy Si
i Business Park, Macclesfield, Cheshire, SK e vy St
10 2NA, Anh
1.Co s& dong g6i cAp 1: Zambon
Switzerland Ltd 2.Co s& d6ng g6i cp 2: Ry Lo sz
Meropenem B0t pha dung dich AstraZeneca UK Limited ;}g:gs'gz(:;ﬁioslvi?g;’l:ig it‘:ja Ak
Iz A A ~ _1 2_ 2 2 } . 2 > r L A . . . ; . e 3
T T — (duéi dang 500mg tlem/truyAen tinh VN-1783 12 34/Qb 23/12015 3.Pia chi co 50 dong goi cap 1 V.la Industria 2. Dia chi co s dong gbi clp 1, clp 2 v
Meropenem mach, Hop 1 1o 20ml; 14 BYT N.13, Cadempino, 6814 - Thuy Si. i . :
p L S Y o : xuét xudng: Via Industria N.13,
trihydrat) hop 10 1o 20ml 4. Dja chi co s& dong gbi cap 2: Silk Road Cadempino. 6814 - Thuy Si
Business Park, Macclesfield, Cheshire, SK i W
10 2NA, Anh
Dung dich tiém, hop " 2ty 21
35 |Visipaque Todixanol 652mg/ml 10 pai Soml, hop 10 | V181224 gy | B3¥QD- | 035015 Ien co s sin xudt: GE Healtheare Ireland | 167 ©0 59 540 Xuét: GE Healtheare Ireland
(320mgl/ml) . 14 BYT Limited
chai 100ml
Sunitinib (dudi & > . s s z 5 ; e £ z ; ;
36 |Sutent dane Sunitinib 50m Vién nang cirng, Hop | VN-18773- 13 3469/Qb- 19/8/2015 Dia chi co s¢ san xuat: Localita Marino del [Dia chi co sé san xuét: Localita Marino del
- m-alite) g 1 1o 28 vién 15 BYT Tronto, IT-63100 Ascoli Piceno Tronto, IT-63100 Ascoli Piceno (AP), Italy
Sunitinib (dudi o : A o o ot ik ot : : e . i : .
37 |sutent g St 25mg Vién nang cing, Hop | VN-18772- 13 3469/Qb- 19/8/2015 Dia chi co s& san xuat: I'Jocfallta Marino del |Dia chi co s& san xuét: I.Jocfalxta Marino del
bt 1 lo 28 vién 15 BYT Tronto, IT-63100 Ascoli Piceno Tronto, IT-63100 Ascoli Piceno (AP), Italy
: Gadobutrol Hop 1 xylanh dong | VN-17840- 3469/Qb- e i bs z . Dia chi co s san xuét: Mullerstrasse 178,
T e : i
38 [Gadovist (604,72mg/ml) Immol/m sin 7,5ml 14 13 BYT 19/8/2015 |Dia chi co sd san xuat: 13342 Berlin 3353 Beslin; Geomany
Rocuronium Dung dich tiém; Hop | VN-18645- 744/Qb- Co s& san xuét: Hameln Pharmaceutical . oI e T,
14 -03- .
39 |Esmeron broniide 10mg/ml 10 1o x 2.5ml 15 BYT 03-03-16 GmbH Co s0 san xuat: Siegfried Hameln GmbH
Hbn dich ubng; Hop | VN2-368- 744/QD- . . . .
40 |Noxafil Posaconazole 105ml 1 chai 105ml 15 14 BYT 03-03-16 |Co s& dong goi: Schering-Plough S.A. Co s¢ dong géi: Cenexi HSC
b e 3 1. Dia chi co s¢ san xuat: Chemin du 1. Dia chi co s& san xut: Chemin du
41 |Keppra250mg |Levetiracetam 250mg Xien ; il: :i%%};g:’ i 13908 14 74;<(QTD- 03-03-16 (Foriest, 1420 Braine-I'Alleud Foriest, B-1420 Braine - I'Alleud, Belgium
P 2. Quy céch déng g6i: Hop 6 vix 10 vien  |2. Quy cach dong g6i: Hop 3 vi x 10 vién
A : 1. Tén co s& san xuét: Bayer Pharma AG 1. Tén co s& san xuét: Bayer AG
42 [Nexavar Sorafenib 200mg Xien 6n i? :i%rj;g:’ e :2389 15 45;74?})- 23-03-16 (2. Dja chi co s& san xuét: D-51368 2. Pia chi co s san xuét: Kaiser-Wilhelm-
e Leverkusen Alle, 51368 Leverkusen, Germany
Vién nén tan trong VN-19388- 4577/QD- 1. Tén co s& san xuat: Bayer Pharma AG 1. Tén co s& san xut: Bayer AG
43 |Levitra ODT |Vardenafil 10mg miéng, Hop 1 vix 2 15 15 BYT 23-03-16 |2. Dia chi co sd san xuét: D-51368 2. Dja chi co s¢ san xuét: Kaiser-Wilhelm-

vién

Leverkusen

Alle, 51368 Leverkusen, Germany

Vo



STT |Tén thud Hoat chit Him lrgng [DPnebRoché,Quy 1o (| Dot | S8Quyt | Nedy |\ o g o cong b Ngi dung dinh chinh, bd
SR e P g cach déng goi gy cong bd dinh Quyét dinh| ° g ¥ g L s s DOBINE
e Dung dich pha tiém, | VN-19545- 4577/QD- . Tén co 50 sén xudt: GE Healthcare Ireland
44 |Omniscan (GADTPA- 2870mg/10mi [, o € CIN P g 15 23-03-16 |Tén co s& san xuét: GE Healthcare Ireland |, - . ‘ ik g
Hop 10 1o x 10ml 16 BYT Limited
BMA)
1. Hoat chét: Phospholipids (chiét xuAt tir
s Hén dich, Hop 11o | QLSP-940- 4577/Qb- 1. Hoat chét: Phospholipids phdi bo)
45 |Runvai Khesphelipid | 2Smg/inl 4ml 16 5 Byt 23-03-16 5 Dang bao ché: Hin dich 2. Dang bao ché: Han dich ding dudong noi
khi quan
Linagliptin
2,5mg; ) A ; z " % z Sl p oo
46 |TrajentaDuo  [Metformin 208E (VD um BRI, o g e | g [DEBNOEE L il | ok atng s Hop3vix 10vien |0 Céch déng gbi: Hop 3 vix 10 vién; Hop
. 1000mg  |Hop 3 vix 10 vién BYT 1 1o x 14 vién; Hop 1 lo x 60 vién
hydrochloride
1000mg
Linagliptin
2,308, Vién nén bao phim 264/Qb- : 3 Quy céch déng géi: Hop 3 vi x 10 vién; Hop
47 |TrajentaDuo |Metformin 2,5mg; 500mg|. . . : .. | VN3-5-16 16 23-01-17 [Quy céach dong goi: Hop 3 vi x 10 vién " 2 i i
d Hop 3 vix 10 vién BYT 1 lo x 14 vién; Hop 1 lo x 60 vién
hydrochloride
500mg
48 |Ezetrol 10mg |Ezetimized microl 10mg Ylen nen‘;AHop et el 16 264/98):- 23-01-17 [Tén thuée: Ezetrol 10mg Tén thubc: Ezetrol
vix 10 vién 16 BYT
Dung dich tiém, hop
J . 2 vix 1 xy lanh d6ng | QLSP-951- 264/QDb- ) Dia chi co s¢ xudt xudng: Knollstr. 67061, |Dia chi co s& xut xuong: Knollstrasse
A T Felalimph g sml san thudc va 1 miéng 16 B BYT ERiel Ludwigshafen, Puc 67061 Ludwigshafen, Duc
vai tm cbn
. Dung dich tiém, Hop | VN-19961- 264/Qb- A £ " £
- -01- :N :
50 |Nootropyl Piracetam 1g/5ml 12 ngx $ml 16 16 BYT 23-01-17 | Tén thudc: Nootropyl Tén thudc: Nootropyl 1g/5ml
i ool Hop 1 1o bot dong on Ll P P T ar R
%1 | Fsinoeibicing Epirubicin B kh pha tiém; Bot VN-20841- 18 5859/Qb- 29-12-17 Dia chi co s¢ san xuat: Vial Pasteur, 10 - Dia chi co s& san xuét: Via Pasteur, 10 -
hydrochloride . B 17 BYT 20014 - Nerviano (MI) 20014 - Nerviano (MI), Italy
dong kho pha tiém
Hop 1 lo bt dong e A 1. Dia chi co s& san xuét: Via Pasteur, 10 -
A . h 2 - ’
.. |Epirubicin kho pha tiém + 1 éng | VN-20840- 5859/QD- L Bugchi G sctsin X Wil Basteus 100~ 501« Nerviso: (o), Italy
52 |Farmorubicina . 10 mg e - 18 29-12-17 |20014 - Nerviano (MI) . PR A . it
hydrochloride dung m6i 5 ml; Bjt 17 BYT 2 R . ! 2. Dang bao ché: Bot dong kho va dung méi
5 i s 2. Dang bao ché: Bt dong kho pha tiém o °
dong kho pha tiém pha tiém
Linagliptin
. 2,5mg; 2,5mg+ |Hop 3 vix 10 vién; VN2-498- 5859/Qb- . S . - Quy céch dong goi: Hop 3 vi x 10 vién; Hop
29-12- ; ’
AP i ey |- - B50mg. - |Vignolabes phim 16 18 BYT s o L 11ox 14 vién; Hop 1 lo x 60 vién
850mg
Harnal Ocas | Tamsulosin HopSvix 10wl | vou 45t 5859/QD- Dang béo ché: Vién nén bao phim phéng
54 0,4mg alotie 0,4mg Zhl:; nén phéng thich 16 18 BYT 29-12-17 |Dang bao ché: Vién né,niphé,nfﬂ,l,wj chjln |thichehgm |

W



STT |Tén thub Hoat chét Ham lgng |PMIEDAOChE, Quy |oq p o] Dot | S6Quyét | Nedy |\ gun as dwge cong bb Noi dung dinh chinh, b
en thuoc oat cha am lugng | o ding i g ky cbng bb djnh Quyét dinh [0 g 0 g 0i dung dinh chinh, bo sung
Piperacillin
(duéi dang :
Piperacillin Hoat chat: Piperacillin (duéi dang Hoat chét: Piperacillin (dudi dang
. natri) 4g; Hop 1 lo; Bot dong | VN-20594- 5859/Qb- Piperacillin natri) 4g; Piperacillin natri) 4g;
+ 18 29-12-1 : : - ;
il Tazobacta (duéi 2+0.58 kho pha tiém 17 BYT ¢ Tazobacta (duéi dang Tazobactam natri) Tazobactam (dudi dang Tazobactam natri)
dang 0,5g 0,5¢g
Tazobactam
natri) 0,5g
Osimertinib
56 | Tacri (9t;r<;ng img 80m Hop 3 vix 10 vién; VN3-36-18 19 5693/Qb- 25-09-18 Dia chi co s¢ san xudt: Garrunavagen, SE-  |Pia chi co s& san xuét: Gartunavagen, SE-
g FUSE € |Vién nén bao phim BYT 151 85 Sodertalje 151 85 Sodertalje, Sweden.
Osimertinib
mesylat)
Osimertinib
. f:;";ng ne o Hop3vix 10vien; | oo of o | 5693/QD- | oo o Diachi co sosan xu: Garrunavagen, SE-  |Dia chi oo s sin xudt: Gartunavagen, SE-
s el ME | Vién nén bao phim BYT 151 85 Sodertalje 151 85 Sodertalje, Sweden.
Osimertinib
mesylat)
1. Co s dong goi: F. Hoffmann - La Roche
Mycophenolate Hop 10 vi x 10 vién; | VN-21283- 19 5693/Qb- = . 5 A s Ltd
25-09-18 |Khi
o8 [Celleopt mofetil 250m8  |yien nang cimg 18 BYT g C S RE R £01 2. Bia chi oo s d6ng gbi: Wurmisweg,
Kaiseraugst, 4303, Switzerland
. hE H?p Svix 1(3 v1en} VN2-651- 5693/QD- 1. Hf)at c%lat: CFﬂ}nlb g j 8 Hf)at c!lat: C'erxflmb .
59 |Zykadia 150mg |Certinib 150mg Hop to x 3 hop nhd x 17 19 BYT 25-09-18 |2. Pia chi co s¢ san xuat: 2. Dia chi co s& san xuat:
Svix 10 vién Schafthauserstrasse CH-4332 Stein Schafthauserstrasse 4332 Stein, Switzerland
Hop 1 vix 5 vién,
. ; : hop 1 vix 7 vién; VN-21161- 5693/Qb- S atie s R e A T g
60 [Klacid MR Clarithromycin 500mg Vit s i il 18 19 BYT 25-09-18 |Dang bao ché: Vién nén phéng thich kéo dai |Dang bao ché: Vién nén giai phong bién doi
kéo dai
Pemetrexed
(dudi dang Hop 1 lg; Bot dong X . i
61 |Alimta Pemetrexed 500mg kho pha dung dich Vi ? ;020 19 56]93129 25-09-18 [So6 dang ky: VN-21020-18 So dang ky: VN-21019-18
dinatri tiém truyén
heptahydrate)
) Hop 10 chai x 100ml; | VN-20358- 5693/QP- Hoat chat: Iohexol Hoat chét, ham lugng: Iohexol 755mg/ml
-09-1
G2 \Omiipaque - [Iohexol 350mgliml p, o dich tiem 17 = BT | e S On (twong duong Iod 350mg/ml)
. Hop 10 chai x 100ml; | VN-20357- 5693/Qb- Hoat chét: Iohexol Hoat chét, ham lugng: Iohexol 647mg/ml
25-09-18
Gl Jahesol “bfmnglial Dung dich tiém 17 i BYT 3 Ham lugng: 300mgl/ml (tuong duong Iod 300mg/ml)

X




STT |Tén thub Hoat chét i tgug [ E RO E Quy | o5 s ol Pot | S0Quyle | NEdy ooy e g e ot Noi dung dinh chinh, b
en thuoc oat cha a ng | sch d6ng gbi g ky cong bé dinh Quyét dinh |0 g woc cong bo Noi dung dinh chinh, bo sung
. L N - e 1. Quy cach dong géi: Hop 01 vi x 01 vién; |1. Quy cach dong g6i: Hop 01 vi x 01 vién;
& e Hop 01 vix Ol vién; |\ 54151. 5693/QD- Hop 01 vi x 03 vién Hop 01 vi x 03 vién; Hop 06 vién
64 |Priligy dang Dapoxetin 30mg Hop 01 vi x 03 vién; 19 25-09-18 i o £ A=t A 5 a % -
HCl) Ve kh b philm 16 BYT 2. Dia chi co s¢ san xuat: Leipziger Strasse 712. Dia chi co s¢ san xuét: Leipziger Strasse
13, 01097 Dresden, Federal 7-13, 01097 Dresden, Germany
] o 1. Quy céach déng g6i: Hop 01 vi x 01 vién; |1. Quy cach dong géi: Hop 01 vi x 03 vién;
ik, dDap‘”]‘;;";f(:‘t‘i‘: o, Hop 01 vix 03 vién; | VN-20122-| o | 5693/QD- | o o o [Hop 01 vix 03 vién Hop 06 vién
riligy Haglg) P g Vién nén bao phim 16 BYT 2. Dia chi co s& san xuét: Leipziger Strasse 7{2. Dia chi co s¢ san xuét: Leipziger Strasse
13, 01097 Dresden, Federal 7-13, 01097 Dresden, Germany
1. Co s& déng goi & xudt xudng: Bristols - |1. Co s¢ déng g6i & xuét xudng: Bristol-
. Hop 3 vix 10 vién; 5693/Qb- Myers Squibb S.r.1 Myers Squibb S.r.1.
¢ : -29- 19 25-09-18 e s £ . . :
66 |Baraclude  |Entecavir 05M¢  \Vignnénbaophin | VT2 18 BYT 2. Pia chi co s6 san xudt: 4601 Highway 62 |2. Dia chi co s6 san xué: 4601 Highway 62
East, Mt., Vernon, IN 47620 East, Mt. Vernon, IN 47620, USA
Sandimmun . : Hop 10 vi x 5 vién; | VN-21154- 5693/Qb- E L ) 5 " e
7677 Neoral Clclosporln 25mg Mibesnenpard 18 19 BYT 25-09-18|Tén thude: Sandimmun Neoral Teén thuoc: Sandimmun Neoral 25mg
Hop 110+ 1 éng 5693/QD- Co 6 sén xufit thubc bot pha tiém: Zentiva |Co sé san xudt thubc bot pha tiém:
68 |Claforan Natri cefotaxim lg  |nubcchtamlBot |Gc244-16| 19 25-09-18 | 0% LIMERESINE seficins Duiiivn.. | LOSORIRIRIE Hibe B0 et Sannii
pha tiém BYT saglik Urunleri Sanayi ve Ticaret A.S Ilac Sanayi ve Ticaret Anonim Sirketi
Sildenafil ( dudi ; =
. y Hop 1 vix 1 vién; VN-21098- 5693/Qb- . 2l e . o Quy céch dong goi: Hop 1 vi x 1 vién, Hop
69 |Viagra d?ng Sildenafil 100 mg Wibsiiskabapihin 18 19 BYT 25-09-18 |Quy cach dong géi: Hop 1 vix 1 vién 1 vix 4 vién
citrat)
Novorapid  |Insulin aspart HRp I but e i, | o b g 5693/QP- ik ehlissstdiaae e d DS Sp b e o s ey
70 300 U/3ml san thuodc x 3ml; 19 25-09-18 |F-28002 Chartres; .
Flexpen (rDNA) e 16 BYT d'O'rléans F-28000 Chartres, France
Dung dich tiém
1. Dia chi co s¢ san xuét: 45 Avenue
e o oo 1 d'O'rléans F-28000 Chartres, France
. e o ea T ” 1. Pia chi co s¢ san xuét: 45 Avenue i = - :
71 NovoMix 30 T — 300 U/3ml Ho,n d;ch’ tle'rAn, Hop |QLSP-1034; 19 5693/Qb- 25-09-18 |d'O'rléans F-28000 Chartres 2. Hozt ch.at. InsEllm aspart F)lp.hasu.: (rDNA)
Flexpen chira 5 bt tiém x 3ml 17 BYT* 2 - 4 Iml hon dich chira 100 U cua insulin aspart
2. Hoat chét: Insulin aspart e Ve 2o o A
hoa tan/insulin aspart két tinh v&i protamine
theo ty 1¢ 30/70 (twong duong 3,5mg)
’ . i Hop chira 5 but tiém o o £ o sl £
7 Levemir Insulin detemir 300 U/3 ml e QLSP-10334 19 5693/Qb- 25-09-18 Dia chi co s¢ san xuat: 45 Avenue d'O'rléans|Dia chi co s& san xuét: 45 Avenue
Flexpen (rDNA) 2 g 17 BYT F-28002 Chartres d'O'rléans F-28000 Chartres, France

dich tiém

Ghi chu : Ngoai cac ndi dung dinh chinh, diéu chinh néu trén, cac ndi dung khéc da dugc cong bd khong t
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