BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
— Poc lap - Tw do - Hanh phic
$6:5259 /BYT-QLD Ha Néi, ngay 09 thang9 nam 2019
V/v dinh chinh, diéu chinh théng tin tai cac

Quyét dinh cong bd danh myc thude biét
duoc goc

Kinh gtri:
- S& Y té céc tinh, thanh phd truc thuge Trung uong;
- Cac bénh vién, vién c6 giuong bénh truc thugc Bo.

B6 Y té thong bao dinh chinh, diéu chinh théng tin tai cac Danh muc thube
biét duge gde ban hanh kém theo cac Quyét dinh cia Bo truong Bo Y té vé viée
cong bd danh muc thude biét duoc gdc.

Danh muc cac thudc duoge dinh chinh, diéu chinh théng tin kém theo cong
van nay.

Bo Y té thong béo cho cac don vi biét va thuc hién. ”L“l/

Noi nhdn: KT BO TRUUNG
- BTr. Nguy&n Thij Kim Tién (dé b/c); o

- Cédc Thir trudng;

- Bao hiém xa hoi VN;

- Téng Cong ty dugc Viét Nam - CTCP;

- Hiép héi Doanh nghiép dugc Viét Nam;

- Cuc Quén y-B§ Québc phong; Cuc Y té-Bé Cong an;
- Cuc Y té giao théng van tai-B6 GTVT;

- Cac Cong ty ¢6 thube duge dinh chinh;

- Cong thong tin dién tir BO Y té;

- Website ctia Cuc QLD;

- Luu: VT, QLD (02b).




DANH MUC CAC MAT HANG THUOC BIET DUQC GOC CO PINH CHINH, PIEU CHINH THONG TIN
(kém theo Cang van s65)59/BYT-QLD ngdyﬂﬁ/ﬂ /2019 ciia Bo Y 16)

= < Dang bio ché, Quy | Dot | S6Quyét Ngay { ; :
STT |Tén thube Hoat chit Ham lwgng chch dbng g6l S6 diing ky cong bé dinh Quyét dinh N0i dung da dugc cong b Noi dung dinh chinh, bd sung
; : Hop 5 vi x 10 vien | VN-15563- 896/QP- _ . ey .
1 |Trileptal Oxcarbazapin 300mg | oo s is 3 By | 21/03/2013 |Hoat chét: Oxcarbazapin Hoat chét: Oxcarbazapine
1. Tén co s6 san xuét: Facta Farmaceutici  |1. Tén co s& san xudt: ACS DOBFAR
: - SPA SPA
2 |Ceclor 125mg | Cefaclor tmg [ o VA et I 800 20" 1 21/03/2013 [2. ia chi co 56 sin xuét: Via Laurentina km|2. Dia chi co s sin xudt: Via Laurenting
o 24, 730 - 00040 Pomezia (Roma) km 24, 730 - 00071 Pomezia (Roma), Italy
3. Tén thube: Ceclor 125mg 3. Tén thude: Ceclor
Methylprednisol Hén dich pha tiém, | VN-11978- 1087/QD- & Eoper ; L KRR .
3 |Depo-Medrol RS 40mg/ml Hop 1 1o Iml 1 4 BYT 03-04-13 |Dang bao ché: Hon djch pha tiém Dang bao ché: Hon dich tiém
Methylprednisol |  125mg [0t VO khudn pha T, oy din sl Plisracie 6 Uil e, [+ 0 56 skt Fharmacis & Lpjot
. |tiém VN-15107- 1087/QD- e s Company
4 |Solu-Medrol  |one Methylprednis|, ; E 03-04-13 |2. Dia chi co s san xudt: 7000 Portage T e £
hemi st ol Hop 25 1o Act-0O-Vial 12 BYT Road. Kalam Michigan 49001 2. Bia chi co sd san xuat: 7000 Portage
SRR o hml e i Road, Kalamazoo, MI 49001, USA
N T 1. Tén co 56 san xuét: Delpharm Milano
" - - 1. Tén co s& san xuat: Roche S. p. A
. - Hop 3 vix 10 vién VN-11871- 1087/QDb- - G N =% 3 CAEZ ; Srl
5 |Dilatrend Carvedilol 6,25 mg s 1 4 BYT 03-04-13 : Pija Ch;:'? 50 san xudt: Via Morelli 2, 2. Dia ctil o0 56 sén xult: Via Carevale; 1
S Ve 20090 Segrate (M), , Italy
; ¥ san xudt; Delpharm Milano
Hop3vix10vién |VN-11872- 1087/QD- £ 000 o8 M N KOS i A ; rTIén §lic g =
6 |Dilatrend Carvedilol 12,5 mg odin . 4+ BYT 03-04-13 é D;z: ch;du?;;[slc san xuat: Via Morelli 2, 2. Pin clifioe ot sl et Via Caivais, 1
SEEaE, A% 20090 Segrate (MI), Italy
: 1. Tén co si san xuét: Delpharm Milano
. - 1. Tén co s0 san xudt: Roche S. p. A
: i Hop 3 vix 10 vién VN-11873- 1087/QD- St . i ; Srl
7 |Dilatrend Carvedilol 25 mg e 1 4 BYT 03-04-13 E;-B;a ch;;r s san xuat: Via Morelli 2, 2. Dia chi co s& sin xult: Via Camevale, 1
B 20090 Segrate (M), Italy
Doxazosin . y VN-14304- 1546/Qb- . i . :
8 |Carduran ke 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/QD- . < ; : s
9 |Unasyn Tosilat 375mg Hop 2 vix 4 vién 1 5 BYT 08-05-13 |Ham lugng: 375mg Ham lugng: 375mg Sultamicillin
Vinorelbine
. 7 ; ditartrate oz N Dja chi co s& san xuét: Etablissement Dia chi co 5o san xuét: Etablissement
10 T:;;ﬂbme ;Iigjtzltzmc tuong duong Yl\inxn;u: ;igér:em, e VN-ESSS- 5 ]5486;?{)' 05-08-13 |Aquitaine Pharm International avenue du Aquitaine Pharm International 1, avenue du
g Vinorelbine Bearr, Indron 64320 Bizanos. Bearn, 64320 IDRON, France.
20mg

\
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. Dang bao ché, Quy | . | Dot | S6Quyét | Ngay . 5 s . . s o
STT |Tén th Hoat chét - N b Niid
n thube oat cha Ham lrong chich dong goi S0 dang ky cong b dinh Quyét dinh N¢i dung da duge cong bo 0i dung dinh chinh, bo sung
Vinorelbine
) . ) i ja chi ¥ san xuit; Etablis t Bja chi ¥ san xuét: is
Navelbine Vinorelbine ditartrate Vién nang mém, hop | VN-15589- 1546/0B- " Dia chl co 56 sn xuat: Eta lissemen la chi co s¢ san xuat Et'abhescmem
11 30m ¢ —— twrong duong 1 sl 12 5 BYT 08-05-13 |Aquitaine Pharm International avenue du Aquitaine Pharm International 1. avenue du
g Vinorelbine Bearr, Indron 64320 Bizanos. Bearn, 64320 IDRON, France.
30mg
1. Co so san xudt: Pfizer Manufacturing gig:ﬂ:ﬁ; )é,‘:;tb[l: Herr BipvGuRIng
12 |Lyvica Pregabalin t5img [CoPANikldxitn | VNHIGSSG| o [ 29MIB | g0 [DastiandGubl. 2. Dia chi co s sin xut: Betricbsstatte
nang clmg 13 BYT 2. Bia chi co sé san xuat: Betriebsstatte = ;
Freib Mooswaldallee 1. 79090 Freibur Freiburg, Mooswaldallee 1, 79090 Freiburg,
reiburge, s : gl ¥
1. Co s¢ san xudt: Pfizer Manufacturing Il)eEE:](:l::c‘l Eﬁ:}: S BCHOA
5 : i i -16347- 2994/QDb- Deustchland GmbH g = - ‘ ;
13 |Lyrica Pregabalin 75mg Hop 4 }” X ain || NOEISS 8 =y 19/8/2013 |- Coc an m 8 B . 2. Dia chi co s¢ san xuat: Betriebsstatte
nang cling 13 BYT 2. Dija chi co s san xuat: Betricbsstatte Freibure. M daltee 1.7 i
- | Freiburge, Mooswaldallee 1, 79090 Freiburg . i
Germany
; Pia chi co s& san xudt: Site Industriel de e v i :
. 3 Hép 1 chai 100ml VN-16846- 2994/Qb- . Dia chi co s& san xuat: 26 Rue de la
14
Trileptal Oxcarbazepine 60mg/ml hén dich uéng 13 8 BYT 19/8/2013 Hun¥ngue 26, rue de la chapelle 68330, Chapelle, F 68330 Huningue, France
Huningue
1. Quy cach déng gbi: Hop 10 vi x 10 vién,
’ s : 4 Hop 1 vix 10 vién
1. Qu;f cac.:h dér}g gé,l, Hop 10 vi x 10 vién 2. Nixtic san xubt: Mg
;DRSS el EARC 3. Dja chi co st dong gbi: Betriebsstatte
15 [Newontin  |Gabapentin W0mg | Vi mang olng, Hop| VINCIGRST-| o | AM0IIB- | oy 6514 |3 Dischi oo 5h ding efi- Betiesstalle. |y )y gocwmidalico 1, 79090 Freiburg:
10 vi x 10 vién 13 BYT Freiburg, Mooswaldallee 1, 79090 Freiburg 2
S L : Federal Republic of Germany
4. Dia chi co s¢ sdan xudt: Km 1.9, Road . " e 5
889, Ve Baja, PR 00893, Duerto ftice; iy |1 P i et s5 skacnas: Ko 159; Rowd
? 689, Vega Baja, PR 00693, Puerto Rico,
USA
1. Hoat chét: Sildenafil citrate 1. Hoat chét: Sildenafil (duoi dang
: ; : Vién nén bao phim, | VN-17542- 814/Qb- 2. Co s¢ san xuéit: Pfizer (Australia) Pty., Sildenafil citrat)
16 |V : -03-14 .
iagra Siepflciee] TIOR8 o soren 13 19 pyr | 19031 |y 2. Cor'sé sén xufit: Pfizer Australia Pty., Ltd,
1. Hoat chét: Sildenafil citrate 1. Hoat chét: Sildenafil (dudi dang
; i 2 Vién nén bao phim, | VN-17541- 814/Qb- 2. Co 6 san xuét: Pfizer (Australia) Pty., Sildenafil citrat)
17 |Via Sildenafil citrat : 1 10-03-14 : :
gra lidenaltl citrate 100mg Hop 1 vi x 4 vién 13 . BYT Ltd. 2. Corso san xudt: Pfizer Australia Pty., Ltd.
Cefaclor (dirti Vibn sén beo phin . A s ;P ':cn co so san xuit: Facta Farmaceutici ;;‘21 co so san xuit: ACS DOBFAR
18 iai i 7 - -03- ; = ;
Cechoe geop Cebulor STomg gidi phf)f:g Chan.]’ 13 " BYT 16-02-14 2. Bia chi cor sor san xudt: Via Laurentina km | 2. Bia chi co s& san xuat: Via Laurentina
monochydrate) Hop 1 vi x 10 vién

24, 730 - 00040 Pomezia (Roma)

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

e



i b ’ Dang bio ché, Quy | Dot | 86 Quyét Ngay - e ot . e oo
STT |Tén thube Hoat chit Ham lrgng cich A6ng géi S$6 ding ky cbng bé dinh Quyét dinh Ngi dung da duge cong bo Noi dung dinh chinh, bo sung
D dich khi d " 7 ;
Hz“gchl‘::a : d' nu'lg’ 1. Dang bao ché: Dung dich khi dung 1. Dang béo ché: Dung dich dé hit
|9 |Spiriva — 0,0025mg/nhé khipdun i ]":.5 ng ¥ | VN-16963- o | 814/QD- | oo 14 |? Quy cach déng géi: Hop chira 1 dung ey  [2. Quy cich déng gbi: Hop chira 1 éng
Respimat P t xit o AN 13 BYT khi dung v | éng thudc 4ml chira 60 nhat  |thubc 4ml tuong duong 60 nhat xit + 01
thuoe 4ml chira 60 ; i SRR
B Xit binh xit dinh liéu
nhat xijt
Amoxicillin
f::i::?l?n Amoxicillin
Augmentin : . .| 500mg: Acid [Hgp 12 géi bot pha | VN-16487- 814/Qb- : ; ) ;
20 S00mg/62.5mg tnhydratf:). Acarcjl clavulanic |hbn dich ubng 13 10 BYT 03-10-14 Tén thubc: Augmentin 500mg/62.5mg | Tén thuéc: Augmentin 500mg/62,5mg
clavulanic (dudi 62.5m
dang kali g
clavulanate)
Sertraline (dudi " ;
\% 4 " = i
21 |Zoloft dang Sertraline 50mg l.éﬂ néfl bao pi:um. ¥hedioad 10 B 10-03-14 |Co sor san xudt: Pfizer (Australia) Pty., Ltd. |Co s san xudt: Pfizer Australia Pty., Ltd.
HCI) Hop 1 vix 30 vién 13 BYT
A Vién nang elmg, Hop | VN-17626- 2500/Qb- Dja chi co so san xuét: Via Laurentinakm  |Dja chi co sé sén xudt: Via Laurentina km
22 -07-14
Ceclot CEmoRn g b Gix i vin 14 3 BYT | Y7071 |54 730 00040 Pomezia (Roma) 24, 730 - 00071 Pomezia (Roma), Italy
Do T 1
hép chira 1 lp 0,23ml;
23 |Lucentis  [Ranibizumab | 10mgiml |thépchiatlp | aorr | g1 | 2300QB 1 0909 14 Ham leong; 10mgmi Ham lugng: 2,3mg/0,23m|
. 13 BYT
0.23ml va 1 kim loc;
AAS: hiim nbhien 11
Atorvastatin 1, Pia chi co s san xudt: Km 1.9, Road 689 |1. Pia chi co s& san xudt: Km 1.9, Road 689
(dudi dang - ; Vega Baja, PR 00693, Puerto Rico Vega Baja, PR 00693, Puerto Rico, USA
24 |Lipitor Atorvastatin_ [40mg E{e“;i’i‘,‘(’%‘:’i’g' VN']l:%g' 11 25?;1’,‘%9' 07-07-14 |2. Nuée san xuét: Pire 2. Nuée sin xuit: My
hemicalei. e 2. Co st dong goi: Pfizer Manufacturing 3. Co siv @6ng goi va xudt xwéng: Pfizer
1,5H20) Deutschland GmbH Manufacturing Deutschland GmbH
Atorvastati . . Dia chi co 56 san xudt: Km 1.9, Road 689
(dl?f:: a;a:;n 1. Bia chi co 56 skt xuds: Kes 1.9, Roud 689 i!eD;a;:l cgls:o;aggguitum: Rico, USA
- ' Vién nén bao phim, | VN-17768- 2500/QD- Vega Baja, PR 00693, Puerto Rico e o ’
25 |Lipitor Atorvastatin 10mg " . . 11 07-07-14 ; : : 2. Nudrc san xuét: My
o Hop 3 vix 10 vién 14 BYT 2. Co sd d6ng goi: Pfizer Manufacturing p: By S
hemicalci. Deutschland GmbH 3. Co sty dong goi va xudt xudmg: Pfizer
1,5H20) Xt Manufacturing Deutschland GmbH
Atorvastati " . Dia chi co s¢ san xuét: Km 1.9, Road 689
( dl‘:;z;g’" 1. Dia chi co s sin xudt: Km 1.9, Road 689 LBB;“BC:;‘]’,?O;&;Q’B‘"?;& s i
e 5 Vién nén bao phim, |VN-17767- 2500/QD- Vega Baja, PR 00693, Puerto Rico e i ’
26 |Lipitor Atorvastatin 20mg i o 11 07-07-14 Vet o . 2. Nu6c san xuat: My
e Hop 3 vix 10 vién 14 BYT 2. Co sa dong goi: Pfizer Manufacturing : ; R ]
hemicalci. Deutschland GmbH 3. Co st dong gdi va xuat xuong: Pfizer
1,5H20) e Manufacturing Deutschland GmbH

\



. ’ Dang bao ché, Quy |, .| Dot | S6Quyét Ngay 4 - ; ey o
STT |Tén thub Hoat chit H : -
én thuoc oat cha am lwong Wiy r— So dang ky cong bé djnh Quyét dinh Noi dung da dwge cong bb Niji dung dinh chinh, bo sung
1. Co 56 san xudt va dong goi cdp 1: Vetter
1. Co sérsan xudt: Vetter Pharma - Fertigung thf)' l;‘Femgiur{g Gnl?“é&; _CO‘ KG s
Hép chira | fmg GmbH & Co. KG. : 1a|:‘ i co so san xuat va dong goi cap 1:
: . 3 e : . Mooswiesen 2. 88214 Ravensburg,
cartridge Puregon va 2, Pia chi co s¢ sdn xuat: Mooswiesen 2, Germany
27 |Puregon Pollitsopin béts | 600N, 720 |2 891 % 3 ki Gm 4G [QLSPO78N 4 | BAAB- | o0y |88214 Ravenshing, Bie 3. Co s& déng g6i thir chp va xult xudng:
ding véi bat tiém 14 BYT 3. Co so déng goi: Organon (Ireland) Ltd - NV.O
Puregon, dung dich Ireland 4 .DA‘ rffmuu i i e ok v sk
tiém 4. Pia chi co s0 dong g6i: Drynam road, i HER TR St S okt
Swords, Co.Dublin, Ireland il
i Kloosterstraat 6, 5349 AB Oss, The
Netherlands
L. Co s& sin xuét va dong g6i cép 1: Vetter |
- =S — 2 : Pharma - ‘0. KG.
1. Co s san xuat: Vetter Pharma - Fertigung th. Zhiie:;ir;i(iumé?]:a&d; o K(’ &1
Hopchia 1 ong i Mmlsawiesen 2, 88214 Ravensbg -
cartridge Puregon va 2. Pija chi co s& san xuit: Mooswiesen 2, — ¥ g
s 2 g6i x 3 kim tiém dé [QLSP-0788 234/QD- 88214 Ravensburg, Pirc : sy ;
28 |Purego Follitropin beta | 300IU/0,36ml g : : g ;
gon Py ey O dng véi bit tiém 14 12 pyr | BV2US |y o st i Organon Circlerid) Ld - ;5"3‘: d6ng g6 this cp va xut xuong:
Puregon, dung dich Ireland 4.Dj lf‘amn 5 dong gbi thir cép va xud
tiém 4. Pia chi co s& dong goéi: Drynam road, i P o057 oy at e ap vl xatt
Swords, Co.Dublin, Ireland SR
AL ? Kloosterstraat 6, 5349 AB Oss, The
Netherlands
Sunitinty (ol vie g, Hop | VN-18043 234/QD Dia chi co s& san xuét: Localita Marino del [Pja chi co s san xuit: Localita Mari
29 |Sutent dang Sunitinib 12,5mg ién nanlg cimg, Hop - - 12 Qb- 23172015 1a chi co sO san xuat: Loc ita Marino de ia chi co s¢ san x ‘t. ‘ ocalita Marino del
malatc) 1 lp 28 vién 14 BYT Tronto, IT-63100 Ascoli Piceno (AP) Tronto, 63100 Ascoli Piceno, Italy
Vardenafil (duai z .
= ; 1. Tén co s& san xuat: Bayer Pharma AG 1. Tén co s& san xuat: Bayer AG
- dang Vardenafil Hép 1 4 vién né -17841- - s
30 |Levitra o ibdrionad (G bfopph;;" ol bl 11 48 *l 2 23;;%5 23/172015 |2. Dia chi co s& sin xuét: D-51368 2. Pia chi co s& sin xult: Kaiser-Wilhelm-
wihydrate) Leverkusen Alle, 51368 Leverkusen, Germany
Vardenafil (dudi " .
- : 1. Tén co so san xuat: Bayer Pharma AG 1. Tén co s& sdn xuét: Bayer AG
. dang Vardenafil Hép 1 vi x 4 vién nén | VN-17842- 2 i . ol I . ;
31 |Levitra e 20mg b 1 vExdvitnng 4 12 349B- | 531112015 |2. Bia chi co 5 sin xult: D-51368 2. Dja chi co s& sin xudt: Kaiser-Wilhelm-
hydrochloride bao phim 14 BYT
: Leverkusen Alle, 51368 Leverkusen, Germany
trihydrate)
i Hop 10 1o x 5 ml 1. Co s san xut: Hameln Pharmaceutical = : = -
Rocuronium e VN-17751- 234/Qb- 1. Co s& san xudt: Siegfried Hameln GmbH
32 |Esmeron ; 10 a 5 |G
bromide el 14 21 Tk || SRS e 2. Dang béo ché: Dung dich tiém

mach

2. Dang bao ché: Dung dich tiém tinh mach

b



" £ £ Dang bao ché, Quy | Dot | S6Quyét Ngay . . ’ : z
STT |Tén thube Hoat chit Ham lugng cich dong goi S6 diing ky congbb| dinh | Quyét dinh N{i dung di duge cong bd Ngi dung dinh chinh, b6 sung
1.Co sd dong goi cép 1: Zambon
. . Switzerland Ltd 2.Co 56 déng géi cép 2: - i L
Y men Bot pha d.tmg dich AstraZeneca UK. Lismited 1 ('Iu so dong goi c4p 1, cép 2 va xudt
(o d i s B |5 234/QD- 3.Dja chi co 6 dong g6i cdp 1: Via Industria| \"Ons: Zambon Switzerland Ltd
33 [Meronem e 1g mach, 12 23/1/2015 [ SO BUrCp AL 2. Dia chi co s& déng g6i chp 1, clp 2 va
Meropenem 14 BYT N.13, Cadempino, 6814 - Thuy Si. gl ] o
= Hop 1 1o 30ml; héop pl i L ! xuat xuong: Via Industria N.13,
trihydrat) 10 1o 30ml 4. Dia chi co sé déng goi cap 2: Silk Road Cadempino. 6814 - Thuy Si
¢ Business Park, Macclesfield. Cheshire, SK i ok
10 2NA, Anh
1.Co s& dong goi cép 1: Zambon
) _ Switzerland Ltd 2.Co s dong goi cp 2: i, Gt i g o 1 B il
Meropenem B{t pha dung djch AstraZeneca UK Limited xuéng: Zamboa Switzerland 1.ed
£ - -~ o ? ) L ; - s - g A& : . . by - :
34 [Meronem (dudi dang 500mg trénﬂtru):én tinh . VN-17832 12 234/QD 23/112015 3.Dja chi co s6 déng goi cap 1 Vjalndustna 2. Dia chi oo s 86ng ghi clp 1, ebp 2 vi
Meropenem mach, Hop 1 lp 20ml; 14 BYT N.13, Cadempino, 6814 - Thuy Si. : " ) :
5 R ; s i xudt xuong: Via Industria N.13,
trihydrat) hép 10 lg 20ml 4. Pija chi co s¢ dong goi cap 2: Silk Road Cadembino, 6814 - Thuy Si
Business Park, Macclesfield, Cheshire, SK o L
10 2NA, Anh
Dung dich tiém, hdp " =g Y
35 |Visipaque lodixanol 652mg/ml 110 chai Soml, hop 10 | YN18122:| yp | B3¥QD- | 0 0015 [ Ten co sosin xuét: GE Healtheare Ireland | 1" €© 5 540 Xuét: GE Healthcare Ireland
(320mgl/ml) : 14 BYT Limited
chai 100ml
A :"““‘S““zi&?ﬁé’b' - Vien nang cime, Hop | VN-18773-| . | 3469/QD- | oo o [Pia chi cosérsin xudt: Localita Marino del [Dia chi co & san xuf: Localita Marino del
nfa’:ﬁtc]“ € [11028 vien 15 BYT Tronto, IT-63100 Ascoli Piceno Tronto, IT-63100 Ascoli Piceno (AP), Italy
Sunitinib (duéi . N & ' 5 & 5 £ i ; L U s 2 ;
37 |Sutent dane Sunitinib 25m Vién nang cimg, Hop | VN-18772- 13 3469/Qb- 19/8/2015 Bia chi co sé san xuat: Localita Marino del |Dia chi co s¢ san xuét: Localita Marino del
m.alit;] g 1 lp 28 vién 15 BYT Tronto, [T-63100 Ascoli Piceno Tronto, IT-63100 Ascoli Piceno (AP), Italy
] Gadobutrol Hop 1 xylanh dong | VN-17840- 3469/QD- s P : Dia chi co so san xuét; Mullerstrasse 178,
- 1 v
38 |Gadovist (604,72mg/ml) Immol/ml séin 7,5ml 14 3 BYT 19/8/2015 |Dia chi co sér san xuat: 13342 Berlin 13353 Berlin, Gormany
Rocuronium Dung dich tiém: Hop | VN-18645- 744/QD- v Co sé san xudt: Hameln Pharmaceutical . .
39 |Esmeron . 10mg/ml 1010 x 2,5ml 15 14 BYT 03-03-16 GmbH Co sé san xuat: Siegfried Hameln GmbH
Hén dich ubng; Hop | VN2-368- 744/QD- o . . . ; ;
40 |Noxafil Posaconazole 105ml 1 chai 105ml 15 14 BYT 03-03-16 |Co so dong goi: Schering-Plough S.A. Co s& dong gbi: Cenexi HSC
- g 1. Dja chi co s¢ san xuét: Chemin du . Bja chi co s¢ san xuft: Chemin du
41 |Keppra 250mg |Levetiracetam 250mg E{en 6“ i? fal% T:QT’ = 12908— 14 74];1)3]_9_ 03-03-16 |Foriest, 1420 Braine-I'Alleud Foriest, B-1420 Braine - I'Alleud, Belgium
- i 2. Quy cich dong g6i: Hop 6 vix 10 vién |2, Quy céch déng géi: Hop 3 vi x 10 vién
: : 1. Tén co s san xudt: Bayer Pharma AG 1. Tén co s& san xuét: Bayer AG
42 |Nexavar Sorafenib 200mg Ef“ G“i‘i‘ :";‘62}:;‘: Lo BTVR0" | 23.03-16. (2. Dia chi co s sin xudi: D-51368 2. Dia chi co s6 san xudt: Kaiser-Wilhelm-
P Leverkusen Alle, 51368 Leverkusen, Germany
Vién nén tan trong VN-19388- 4577/QD- 1. Tén co s¢ san xuét: Bayer Pharma AG 1. Tén co so san xuét: Bayer AG
43 |Levira ODT  |Vardenafil 10mg miéng, Hop 1 vix 2 15 15 BYT 23-03-16 |2. Bia chi co s san xudt: D-51368 2. Pia chi co so san xuét: Kaiser-Wilhelm-

vién

Leverkusen

Alle, 51368 Leverkusen, Germany

'



. £ Dang bao ché, Quy |, | Dot | S&Quyét Ngay - 5 x o
STT [Tén thuoc Hoat chiit Ham lugng chich Ghng sl So dang ky cong bb dinh Quyét dinh N§i dung da dwgce cong bo Néi dung dinh chinh, b sung
Gadodiamide . = % Gk Ly AT
44 |Omniscan  [(GADTPA-  |2870mg/10mi |PUnE dich phatibm, |VN-19545-f 5 | 4577/QD- | o3 3 16 |1en co sisin xudt: GE Healtheare Ireland | 1o €9 39 540 xuét: GE Healthcare Ircland
Hop 10 lp x 10ml 16 BYT Limited
BMA)
1. Hoat chét: Phospholipids (chiét xudt tir
2 2. Hén dich, Hop 1 1o | QLSP-940- 4577/QD- 1. Hoat chiét: Phospholipids phdi bod)
9. |Rurats Fosphaiipid  (Zomeml Lo 16 5 |yt 230316 12 roeng bio ek Héin dich 2. Dang bio ché: Han dich ding dudng ndi
khi quan
Linagliptin
2,5mg; 2,5mg; | Vién nén bao phim 264/QP- cich dong goi: Hop 3 vi x 10 vién; H
46 (Trajenta Duo |Metformin e onm gy e | VN3#s16| 16 23-01-17 |Quy chch déng g6i: Hop3vix 10 vien |3 cch d0ng g6i: Hop 3 vix 10 vién: Hop
. 1000mg  |Hop 3 vix 10 vién BYT 1lp x 14 vién; Hp 1 lo x 60 vién
hydrochloride
1000mg
Linagliptin
47 |Trajenta Duo ﬁsefg;mm_ 2,5mg; 500mg| V cn nén bao phim, | s oo gg | 264QB- | o017 | Quy chch dong gi: Hop 3 vix 10 vien | QU cfich ddng g6i: Hop 3 vix 10 vién; Hop
g . M8 SUUME| Hap 3 vix 10 vién BYT Y BEchAE 1o x 14 vién; Hop 1 1o x 60 vién
hydrochloride
500mg
48 |Ezetrol 10mg [Ezctimized micrd ~ 10mg  |V.onnéms HOp 1vi, 3| VN-19709- o | 264D | 3 15 Iren thuée: Ezetrol 10mg Tén thufic: Ezetrol
vix 10 vién 16 BYT
Dung dich tiém, hép
; . 2 vix 1 xy lanh déng | QLSP-951- 264/Qb- e Pia chi co s¢ xuét xudng: Knollsir. 67061, |Dja chi co sé xudt xudng: Knollstrasse
49 |Humira Adalimumab 40mg/0,8ml oin thulc v | midng 16 16 BYT 23-01-17 Endwigshafon, Ditc 67061 Ludwigshafen, Ditc
véi tim con
3 Dung dich tiém, Hop | VN-19961- 264/QD- T .
50 |Nootropyl Piracetam lg/5ml 12 éng x Sml 16 16 BYT 23-01-17 | Tén thude: Nootropyl Tén thudc: Nootropyl 1g/Sml
gy Hop 1 lo bt dong 5 .0 i X e .- -
. . |Epirubicin o : VN-20841- 5859/Qb- Dia chi co s¢ san xudt: Vial Pasteur, 10 - |Dia chi co s¢ san xudt: Via Pasteur, 10 -
1 . -12- ! i
3. (Famondichon | gt Wjing  |Kho pha tibm; Bo 17 B 1 Byt | 21217 150014 - Nerviano ovD) 20014 - Nerviano (MI), Italy
dong khé pha tiém
Hop 1 lo bot dong 5 =i o 5 o 1. Dia chi co s& san xuét: Via Pasteur, 10 -
.. |Epirubicin kho pha tiém + 1 éng | VN-20840- 1. Byt chi cobdr o e, Vil Pt 10 Jogs s Norvisno (MD, Italy
52 |Farmorubicina : 10 mg iy = 18 20014 - Nerviano (MI) e . ",
hydrochloride dung méi 5 ml; Bot 17 2. Dang bao ché: Bot dong kho pha tiém 2. Dang bao ché: Bjt dong khé va dung méi
dong kho pha tiém de FORCOE D pha tiém
Linagliptin
g 2.5mg; 25mg+ [Hop 3 vix 10 vién; VN2-498- R . . Quy cich déng g6i: Hop 3 vi x 10 vién; Hop
5 z
3 |PaientaDoo) |yromeminticy |  §50mg | Vil nde besplitn 16 18 Quycach fong gi-HppaviaiOviin | it Hio | T 0 vits
850mg
: Hép 3 vix 10 vién; £ . i ,
gy (DamalOcay  [Tamsuiosin .. Vien nén phiong thich | VoA | g Dang bao ché: Vién nén phéng thich cham |28 b4 ché: Vién nén bao phim phéng
0,4mg hydrocloride chdm 16 iyl thich chdm e sse —

Y-



. : Dang bao ché, Quy |« .| Dot | S Quyét Ngay i i S o : %
STT |Tén thube Hoat chét Ham lugng chch d6ng gbi So ding ky céng bé dinh Quyét dinh N§i dung da dwge cong bo Noi dung dinh chinh, b6 sung
Piperacillin
(dudi dang :
Piperacillin Hoat chat: Piperacillin (duéi dang Hoat chét: Piperacillin (dudi dang
2 natri) 4g; Hop 1 lg: Bot dong | VN-20594- 18 5859/Qb- Piperacillin natri) 4g; Piperacillin natri) 4g;
29-12-17
93 | Tezoan Tazobacta (dusi | E78  [kn6 pha tiem 17 BYT Tazobacta (duéi dang Tazobactam natri) | Tazobactam (dudi dang Tazobactam natri)
dang 0.5g 0,5g
Tazobactam
natri) 0,5g
Osimertinib
56 |Tagri (gtls.r:ng img 20 Hop 3 vix 10 vién; VN3-36-18 19 5693/QDb- 25-09-18 Pia chi co sé san xudit: Garrunavagen, SE-  |Dja chi co s& san xuét: Gartunavagen, SE-
agrisso ME ™€ |Vién nén bao phim BYT 151 85 Sodertalje 151 85 Sodertalje, Sweden.
Osimertinib
mesylat)
Osimertinib
§7 |Taer gt;n;ng mg 40 Hép 3 vi x 10 vién; VN3-35-18 19 5693/QD- 25.09-18 Dia chi co s& san xuét: Garrunavagen, SE-  |Dia chi co s san xuét: Gartunavagen, SE-
sentee s I ™8 |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 vix 10 vién; | VN-21283- 5693/Qb- _00- . : Ltd
36 |Cellogpt mofetil 250mg  I5ien nang cimg 18 2 BYT | el (KHORgRR stkagat 2. Dia chi co s& déng gdi: Wurmisweg,
Kaiseraugst, 4303, Switzerland
. - Hop5vix 10 vu:n‘; VN2-651- 5693/QD- I H?gt chat: C.crtfmb . & Hf)at c!‘lé!: C‘mFlnlb )
59 |Zykadia 150mg |Certinib 150mg Hégp to x 3 hp nho x 17 19 BYT 25-09-18 |2. Dja chi co s¢ san xuat: 2. Dja chi co s¢ san xuét:
5vix 10 vién Schaffthauserstrasse CH-4332 Stein Schaffhauserstrasse 4332 Stein, Switzerland
Hgp 1 vix 5 vién,
. : : hop 1 vix 7 vien; | VN-21161- 5693/QD- s o . o~ S VR T
60 |Klacid MR Clarithromycin 500mg Vién ié phong thich 18 19 BYT 25-09-18 |Dang bao ché: Vién nén phong thich kéo dai |[Dang bao ché: Vién nén giai phong bién déi
kéo dai
Pemetrexed
(dudi dang Hop 1 lo; Bot dong . 4 . ) _
61 |Alimta Pemetrexed S00mg  |khOphadungdich | :I’;m 19 56;{;?_9 25-09-18 [Sé dang ky: VN-21020-18 $6 dang ky: VN-21019-18
dinatri tiém truyén
heptahydrate)
. Hgp 10 chai x 100ml;| VN-20358- 5693/0D- AR Hoat chit: Iohexol Hoat chét, ham lugng: Iohexol 755mg/ml
62 |Omnipaque flohexol 350meliml Iy ng dich tiém 17 . oyt | 2918 li bigng: 350mgtint (twong dwong fod 350mg/ml)
y Hop 10 chai x 100ml;| VN-20357- 5693/QD- Hoat chét: Iohexol Hoat chét, ham lugng: Iohexol 647mg/ml
25-09-18
62 |Omaipague:  Hohiexol 300mgliml |55 e dicktidn 17 B BYT Ham lugng: 300mgl/ml (twong duong fod 300mg/ml)

e
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STT | Tén thuoe Hoat chat Ham lrgng ik ot ol So ding ky cbng bé dinh Quyét dinh N¢i dung da duwge cong bo Noi dung dinh chinh, bd sung
; : : . e I. Quy céch dong goi: Hop 01 vix 01 vién; |1. Quy cich déng goi: Hop 01 vi x 01 vién;
s Depoxedh (ou Hop O1 vix O1 viem; | v o0101- 5603/QP- Hop 01 vi x 03 vién Hop 01 vi x 03 vién: Hop 06 vien
64 |Priligy dang Dapoxetin 30mg Hop 01 vi x 03 vién; 19 25-09-18 L i A e S 2 S
HC Wbt riés beo phlia 16 BYT 2. Bija chi co sir san xuat: Leipziger Strasse 7{2. Dia chi co s& san xuat: Leipziger Strasse
13, 01097 Dresden, Federal 7-13, 01097 Dresden, Germany
Dapoxetin (dudi s . 1. Quy ca‘ch dt’)ngugél: Hop 01 vi x 01 vién; ].‘Quy cé‘ch dong goi: Hop 01 vi x 03 vién;
65 |priti TR 60m Hop 01 vix 03 vién; | VN-20122- 19 5693/Qb- 25-09-18 Hop 01 vi x 03 vién Hép 06 vién
S Hagﬁ E & Vién nén bao phim 16 BYT 2. Pja chi co so san xuit: Leipziger Strasse 7{2. Dia chi co s& san xudt: Leipziger Strasse
13, 01097 Dresden, Federal 7-13, 01097 Dresden, Germany
1. Co st dong goi & xuét xudmg: Bristols - [1. Co sov dong gbi & xuét xuong: Bristol-
. Hop 3 vix 10 vién; 5693/Qb- Myers Squibb S.r.l Myers Squibb S.r.l.
I 0S8  Ivimnungibeophin | ooi8| 1 BYT | 2913 1) Biachi co s sinxult: 4601 Highway 62 2. Bia chi co sé sin xult: 4601 Highway 62
East, Mt., Vernon, IN 47620 East, Mt. Vernon, IN 47620, USA
Sandimmun ; . Hop 10 vi * § vién; | VN-21154- 5693/QDb- g . . § - : - = —
_67 e Ciclosporin 25mg | o s '8 19 BYT 25-09-18 | Tén thube: Sandimmun Neoral Tén thude: Sandimmun Neoral 25mg
Hop 1lo+ 1 éng . i i 3 : = . £k £ R iy
68 |Claforan Natri cefotaxim lg  |nubcch4miBot |GC2aa-16| 19 | 3693/QP- | 5 9. 1g [Co SO sin xudt thube bot pha tiém: Zentiva |Co's6 san xudt thube bt pha tiém: Sanofi
ki tiicn BYT saglik Urunleri Sanayi ve Ticaret A.S Ilac Sanayi ve Ticaret Anonim Sirketi
Sildenafil ( dudi ; A
. p Hop 1 vi x 1 vién; VN-21098- 5693/Qb- Lo ’ " Quy cach dong goi: Hop 1 vix 1 vién, Hop
69 |Viagra :ﬁ)&ldenaﬁl 100 mg Vién nén bao phirt 18 19 BYT 25-09-18 |[Quy cach déng goi: Hop 1 vix | vién 1 vix 4 vién
Novorapid Insulin aspart i ‘fh‘m QLSP-963- 5693/QD- Bijachioaatdn ol S5 AmmuadOMbetinh e 0 ks ol 48 komine
70 Fl (rDNA) 300 U/3ml sin thudc x 3ml: 16 19 BYT 25-09-18 [F-28002 Chartres; d'O'rléans F-28000 Ch
expen Dung dich tiém rléans F- artres, France
1. Dja chi co s& san xuit: 45 Avenue
S o o : d'O'rléans F-28000 Chartres, France
) - 1. Dia chi co s& san xuat: 45 Avenue i : T
71 NovoMix 30 Insulinaspart 300 UBmi Hét‘n dgch, ué.rn. Hop |QLSP-1034 19 5693!Q‘E)- 25-09-18 |d'0'rléans F-28000 Chartres 2. Haa=t ch:'clt. lnsEllm aspart P];:!hasu_: (rDNA)
Flexpen chira 3 but tiém x 3ml 17 BYT : A Iml hon dich chira 100 U cua insulin aspart
2. Hoat chét: Insulin aspart g o I =
hoa tan/insulin aspart két tinh véi protamine
theo ty 1§ 30/70 (twong duong 3,5mg)
! . . Hdp chira 5 bt tiém _—_ A : — _—
7 Levemir Insulin detemir 300UB3ml  |bom sin x 3ml: Dun QLSP-1033 19 5693/Qb- 25-09-18 Dia chi co so san xuat: 45 Avenue d'O'rléans|Dija chi co sé san xuét: 45 Avenue
Flexpen (rDNA) d g 17 BYT F-28002 Chartres d'O'rléans F-28000 Chartres, France

dich tiém

&7

Ghi chii : Ngoii cic ndi dung dinh chinh, diéu chinh néu trén, cac noi dung khéc da dugc céng b khong t




