BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Béc lap - Ty do - Hanh phic
8§ 54 fQD-QLD Héa Noi, ngdy 4 thdng 9 ndm 2014
QUYET PINH

Vé viéc ban hinh danh mye 363 thude nuée ngoai
duoe cip s6 dang ky luu hanh tai Viét Nam - Pot 87

CUC TRUONG CUC QUAN LY DUGC

Can cif Luat Dugc ngay 14/6/2005;

Can cit Nghj dinh s8 63/2012/ND-CP ngay 31/8/2012 cia Chinh phii quy
dinh chic ning, nhiém vy, quyén han va co cdu td chifc cha BO Y t€;

Can cit Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ciia Bo truémg By Y
1€ quy dinh chifc ning, nhiém vu, quyén han va co cfiu td chifc clha Cyc Quin 1y
dwge thude Bo Y t&;

Can cif Thong o 86 22/2009/TT-BYT ngay 24/11/2009 ciia Bd Y t& quy
dinh viéc diang k¥ thudc;

Ciin ¢t ¥ kién cha Hoi dbng tr van cfp s6 ding ky luu hanh thudc - B6 Y
1&;

Xét dé nghi cia Trudng phong Pang kv thudc - Cuc Quin 1y Duoc,

QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh niy danh muc 363 thudc nudc
ngoii duge cip s6 ding kv luu hanh tay Viét Nam - Dot 87,

Piéu 2. Nhi sdn xudt va cong ty ding k¥ thudc cd trdch nhidém cung cip
thudc vio Viét Nam theo ding cdc hd so tii lieu 43 ding k¢ véi Bo Y €. S5 ding
k§ duge Bo Y t€ Viét Nam cip phii duoc in 1én nhan thudc. S6 dang k¥ c6 k¥
hién VN-....-14 c6 gid tri 05 nim k€ tir ngdy k¥ Quyét dinh.

Picu 3. Nha sin xuft va cong ty ding k¥ thudc phai chip hanh diy do
phiip luat cia mrde CHXHCN Viét Nam va cdc quy dinh cia B& Y t€ vé nhdp
khéu thudc va luu hinh thudc tai Viét Nam; néu c6 bt cir thay ddi gi trong qué
trinh lwu hinh thudc & nude s tai va & Viet Nam thi phii bdo co ngay cho Cuc
Quan 1 Dugc - B6 Y t& Viét Nam.

Piéu 4. Quyét dinh c6 hidu lyc k€ tir ngay k¥ ban hanh.



Di€u 5. Gidm doc S& Y t€ cdc tinh, thanh pho truc thudc trung uong
giam ddéc nha san xudt va cong ty dang ky c6 thudc tai Di€u 1 chiu trach nhiér

thi hanh Quyét dinh nay./.

Noi nhdn:

- Nhu Diéu 5;

- Bo truéng Nguyén Thi Kim Tién (dé b/c);

- Cuc Quan Y - Bo Qudc phong, Cuc Y t€ - Bo Cong a

- Cuc Y t&€ Giao thong van tai - Bd Giao thong van tai;

- Téng cuc Hai quan - Bo Tai chinh;

- Bdo hiém X4 hoi Viét Nam;

- Vu Phép ché, Cuc Quéin 1y Y, Dugc ¢é truyén, Cuc
Khim, chita bénh - Bd Y t&, Thanh tra Bo Y t&;

- Vién KN thudc TW, Vién KN thudc TP. HCM;

- Téng Cong ty Duoc VN;

- C4c Cong ty XNK Duoc phdm;

- C4c Bénh vién & Vién cé giuong bénh truc thuoc Bo Y t€;
- Website ctia Cuc QLD, Tap chi Duoc & MP - Cuc QLD;
- Luu: VP, KDD, DKT(10).
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BOY TE

CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC

Doc lap - Ty do - Hanh phiic

DANH MUC 363 THUOC PUGC CAP SO PANG KY HIEU LUC 5 NAM - BOT 87
Ban hanh kém theo quyét dinh s8:2.36./QD-QLD, ngay/Z../..9./...a0dy

1. Cong ty ding ky: Abbott Products GMBH (P/c: Hans-Boeckler-Allee 20, 30173 Hannover -

Germany)

1.1 Nha sdn xuét: Abbott Healthcare SAS (D/c: Route de Belleville, Lieu dit Maillard, 01400
Chdtillon-sur-Chalaronne - France)

A £ Hoat chit chinh - | Dang bao |Tudi| Tiéu [ Quy cach S8 da .
STT Tén thuoc Ham lwong ché tho | chuén dong goi 0 dang ky
1 [Duspatalin Mebeverin HCI 135 {Vién nén bao| 36 |NSX |HopSvix 10 VN-18123-14
| jmg  |duwong = |thdng) @ |vien N

2. Cong ty ding ky: Actavis International Ltd (D/c: BLB 016 Bulebel Industrial Estate, Zejtun

ZTN 3000 - Malta)

2.1 Nha sin xuit: Balkanpharma - Dupnitza AD (D/c: 3, Samokovsko shosse Str., 2600 Dupnitsa -

Bulgaria) ‘
, Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach . .
” A ) L] ” S d
STT Tén thude Ham lweng ché tho | chudn dong goi 0 ding ky
2 |Renapril 10mg Enalapril maleat 10 |Vién nén 24 INSX [Hop 2vix VN-18124-14
e me | |thdng  ldvién -}
3 |Renapril 5mg Enalapril maleat 5 |Vién nén 24 INSX [Hop2vix VN-18125-14
mg _fthéng)  l4viém | 0
2.2 Nha san xuit: Niche Generics Limited (D/c: Unit 5, 151 Baldoyle Industrial Estate, Dublin 13
- Ireland)
n P Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach Sé di ,
STT Tén thude Ham lugng ché tho {chudn| dong goi 0 ding ky
4 |Bisoprolol Fumarate Bisoprolol fumarate |Vién nén 36 [NSX |Hop2vix14 | VN-18126-14
fzome 000000 [2ome _|thdng]  |vien

2.3 Nha san xuit: S.C.Sindan-Pharma SRL (P/c: 11th Jon Mihalache blvd., Sector 1, Zip code
011171, Bucharest - Romania)




R i Hoat chit chinh - | Dang bao |Tudi| Titu Quy cich Sé da
STT Tén thude Ham lugng ché tho |chuan| déng goi o can
5 |Sintopozid Etoposide 20mg Dungdich | 36 [NSX [Hop 1 lo 5ml VN-18127-14
dam dic dé |thang
pha dich
truyén

3. Cong ty dang ky: Aegis Ltd. (D/c: 17 Athinon Street, Ergates Industrial Area, 2643 Ergates,
P.O.Box 28629, 2081 Lefkosia - Cyprus)

3.1 Nha san xuét: Advance Pharma GmbH (D/c: Wallenroder Strasse 12-14 13435 Berlin -

Germany)
: Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £oax 1o
) ) : : So dian
STT Tén thude Ham lwgng ché tho |chuin| déng géi 0 dang ky
6 [Reprat (Co so dong g0i |Pantoprazol (dudi |Viénnén bao] 18 [NSX |Hop2vix 10 VN-18128-14
va xuat xudng: Aegis  |dang Pantoprazol |tan trong rudt{thing vién

Ltd., dia chi: 17 Athinon
Street, Ergates Industrial
Area, 2643 Ergates,
P.0.Box 28629, 2081
Lefkosia- Cyprus)

natri sesquihydrat)
40mg

4. Cong ty dang ky: Albert David Ltd. (D/c: 15 Chittaranjan Avenue Kolkata 700072 - India)

4.1 Nha sin xuét: Albert David Ltd. (P/c: B-12/13, Meerut Road, Industrial Area, Ghaziabad -

201003 - India)

. P | Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich S6 diine kv
STT Tén thude Ham lwrong ché tho |chuén| déng géi 0 dang ky
7 |Aldezil injection isotonic|{Metronidazol Dung dich 36 |USP [Hop 1 chai 100 { VN-18129-14
500mg/100ml tiém truyen [thang|31 ml
tinh mach
8 |Cipad intravenous Ciprofloxacin (du6i |Dung dich 36 |USP |[Hop 1 chai 100 | VN-18130-14
infusion dang Ciprofloxacin (tiém truyén |thang|31 ml
HCI) 200mg/100ml |tinh mach

5. Cong ty ding ky: Alfa Intes Industria Terapeutica Splendore S.r.l (D/c: Via F.lli Bandiera,
26-80026 Casoria (Napoli) - Italy)

5.1 Nha san xuét: Fisiopharma SRL (P/c: Nucleo Industriale 84020 Palomonte - Italy)




i1}

. X Hoat chét chinh - | Dang bao Tudi| Ticu Quy cach Sé d3 .
STT Tén thuoe Ham lwgng ché tho |chuidn| déng g6i 0 dang ky
9 |Zacutec Dobutamin (du¢i  |Dung dich 24 INSX |Hop1l1lp20ml | VN-18131-14
dang Dobutamin tiém truyén [thang
HCI) 250mg/20ml  |tinh mach
5.2 Nha san xuit: Monico S.P.A (P/c: Via Ponte di Pietra 7-30173 Venezia - Italy)
s Hoat chit chinh - | Dang bao |[Tudi| Tisu | Quy ecach S& dine kv
: L h ¢ dan
STT) Ten thude Ham lwong ché | tho [chudn| déng goi gl
10 {Fluorescein sodium Fluorescein natri Dung dich 24 |NSX |Hop 10 éng 5ml| VN-18132-14
monico 1g/5ml tiém tinh thang
_ maCh DA Jo— B OO NNy

6. Cong ty ding ky: Alkem Laboratories Ltd. (D/c: Alkem House, Devashish , Senapati Bapat
Marg, Lower Parel - 400 013 - India)

6.1 Nha san xuit: Alkem Laboratories Ltd. (B/c: 167/1 MGU Nagar, Dabhel, Daman 396210 -

India)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach SA a3 .
2 ang h dang k
STT Tén thude Ham lugng ché tho |chuin| dong goi o qang ky
11 |Alclav Forte Dry Syrup |Amoxicilin (duéi  |Bot pha hdn | 24 |USP [Hop 1 chai bot | VN-18133-14
312.5 mg/5ml dang Amoxicilin dich uong  |thang|32 dé pha 100 m!

trihydrat)
250mg/5ml; Acid
Clavulanic (dudi
dang Clavulanat

kali) 62,5mg/5ml

hén dich

6.2 Nha sin xuit: Alkem Laboratories Ltd. (P/c: Village Thana, Baddi, Dist. Solan. (HP) - India)

A X Hoat chit chinh - | Dang bao |Tudi| Tigu | Quy cach £ax 1
: ng b Sod
STT Ten thude Ham lugng ché tho |chuian| dong goi 0 dang ky
12 {Mycokem capsules Mycophenolat Vién nang 24 |INSX [Hop1vix10 VN-18134-14
250mg mofetil 250mg  |eing |thing] = |vién

7. Cong ty dang ky: Allergan, Inc. (D/c: 2525 Dupont Drive, Irvine, California, 92612-1599 - USA)

7.1 Nha sin xuét: Allergan Sales, LLC (B/c: Waco, TX 76712 - USA)




N £ Hoat chit chinh - | Dang bao Tudi| Tisu Quy cach Sé aa
STT Tén thude Ham hrong ché tho |chuin| dong géi ¢ dans
13 |Lumigan Bimatoprost Dung dich 24 INSX |[Hop1lochla | VN-18135-14
0,3mg/ml |nhd mat  |thdng {3ml dung dich

8. Cong ty ding ky: APC Pharmaceuticals & Chemical Limited (D/c: 19/F, Chung Hing
Commercial BLDG. 62-63 Connaught Road Central, Central - Hong Kong)

8.1 Nha sin xuat: Bal Pharma Ltd. (B/c: Plot No. 21 & 22, Bommasandra Industrial Area, Hosur
Road, Bangalore, 560 099 - India)

o Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach S& dine kv
STT Tén thude Ham hegng ché tho |chuin| dong géi 0 dang ky
14 |Allerba-10 Ebastin 10mg Vién nén bao| 36 [NSX |Hop 10x10 VN-18137-14
I S phim  |thing| ~_|vién R
15 |Nurich-25 Acarbose 25mg Vién nén bao| 24 |NSX [Hop 10vix 10 | VN-18138-14

8.2 Nha san xuit: Kusum Healthcare Pvt. Lid. (D/c: SP-289(A), RIICO Industrial Area,
Chopanki, (Bhiwadi) Distt-Alwar, Rajasthan - India)

R X Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach £ 2 ,
STT Tén thude Ham lwgng ché tho [chuidn| doéng gbi 56 dang ky
16 [Orgyl Ornidazol 500mg  |Vién nén bao| 36 |NSX |[Hop 10vix 10 | VN-18139-14
,,,,,,,,,, phim  |thang)  fvien =~ |
8.3 Nha san xuat: Lupin Ltd. (P/c: 4-28/1 M.1D.C. Ind Area Chikalthana, Aurangabad, 431210 -
India)
J 4 ’ - N Tlléi A , o ]
STT Tén thube Hoat‘chat chinh Dang Pao Tle;x erly cac’!l Sé dang ky
Ham hrong ché tho |chuin| déng goi
17 |Q-Pas Aminosalicylate Cém pha hén| 36 [NSX [Hop1lo100g | VN-18141-14
natri 800 mg/ 1g com|dich uong  |thang

8.4 Nha sian xuit: Rafarm S.A. (D/c: Thesi Pousi-Xatzi Agiou Louka, Paiania Attiki 19002, P.O.

Box 37 - Greece)

o Hoat chit chinh - | Dangbao |Tudi| Tieu | Quycach | ggao o
STT Tén thuoe Ham lwgng ché the |chuin dong goi 0 dang ky
18 |Ferrovin S4t I1I (dudi dang  |[Dungdich | 24 |[NSX [Hop1vi5éng | VN-18143-14




L]

St sucrose)

100mg/5Sml

tiém tinh
mach

x S5ml

8.5 Nha san xuit: Samrudh Pharmaceuticals Pvt., Ltd. (D/c: J-174 & J-168, J-1 68/1, MI.D.C,
Tarapur, Boisar, Thane 401506, Maharashtra State - India)

R £ Hoat chit chinh - | Dang bao Tudi| Tiéu | Quy cich S& ding kv
STT Tén thude Ham hrgng ché | tho chuAn| demggsi | B
19 |Samtoxim Cefotaxim (dudi B6t pha tiém| 30 [USP Hép 1lo Vé, 1 VN-18144-14
dang Cefotaxim thang|32 ong nudc cat
natri) 1g pha tiém 5ml

9. Cong ty ding ky: APC Pharmaceuticals & Chemical Limited (D/c: Suite 2102, 21/F Wing on
centre, 111 Connaught Road, Central - Hong Kong)

9.1 Nha sin xuét: Atra Pharmaceuticals Ltd (P/c: H19, MIDC Waluj Aurangabad 431133 - India)

A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cich Sé di ,
STT Tén thude Ham lwong ché tho | chuin déng goi 0 dang ky
20 [Novator 500 Deferipron 500mg |Vién nang 36 [NSX [HOopS5vix10 | VN-18136-14

9.2 Nha san xuét: Lupin Ltd. (P/c: 198-202, New Industrial Area No. 2, Mandideep 462046, Dist.

Raisen, MP - An DJ)

A £ Hoat chit chinh - | Dang bao |[Tudi| Titu | Quy cach S& ds .
STT Tén thude Ham lwong ché tho |chuin déng goi 0 dang ky
21 [Lufixime 400 Cefixim 400mg Vién nén bao} 24 JUSP |Hoplvix6 VN-18140-14
i jphim  [thing|32 = |vien -

9.3 Nha sian xudt: MSN Laboratories Limidted (D/c.: Plot No 42, Anrich industrial Estate,
Bollaram, Medak District - 502325, Andhra Pradesh - India)

o Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quycich | qgqe o
. O . iy k
STT Tén thuoe Ham lwgng ché tho |chuan| déng géi ¢cdang &y
22 |Breathezy 4 Montelukast (dudi | Vién nhai 24 INSX |[Hop3vix 10 VN-18142-14
dang Montelukast thang vién
natri) 4mg

10. Cong ty diang ky: Aristo Pharmaceuticals limited (D/c: 23-A, Shah Industrial Estate, Off Veera
Desai road, Andheri (W) Mumbai - 400 053. - India)




10.1 Nha san xuit: Aristo Pharmaceuticals Pvt. Ltd. (B/c: Survey No. 375/3, Kunbar Falia, A
Dabhel Village, Nani Daman, Daman-396210. - India)

; Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy céch Qk a5 ,
e 0 ° * r 2 D d
STT Tén thuse Ham lugng ché | tho |chudn| déng goi 0 ding ky
23 |Pantopro Pantoprazol (dudi  |Vién nén bao| 30 [USP [Hop Ién gdbm 10| VN-18145-14
thanal6 hép

dang Pantoprazol

natri) 40mg

A
tan trono miotl
witna IyL\Jll& lltl-\:l 19

T

LN

hép rﬂjf"\, hép
nhé gom 1 vix

10 vién

11. Cong ty dang ky: Aristopharma Ltd. (D/c: 26/4 (New 7) Purana Paltan Line, Dhaka-1000 -

Bangladesh)

11.1 Nha sén xuét: Aristopharma Ltd. (B/c: Plot No. 21, Road No. 11 Shampur - Kadamtali
Industrial Avea Dhaka - 1204 - Bangladesh)

: Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach £ s ,
A 1 : 2 Sod
STT Tén thude Ham lwgng ché tho {chuidn| déng géi 0 dang ky
24 |Lefxacin tablet Levofloxacin (dudi |Vién nén bao| 24 [NSX |Hop3vix 10 VN-18146-14
dang Levofloxacin |phim thang vién
hemihydrat) 500mg 7
25 |Tohan capsule Cefpodoxim (dudi |Vién nang 24 INSX [Hop2vix4 VN-18147-14
dang Cefpodoxim |ctng thang vién
proxetil) 200mg

12. Cong ty dang ky: Ascent Pharmahealth Limited (D/c: 151-153 Clarendon Street, South
Melbourne, Victoria 3205 - Australia)

12.1 Nha san xuét: Pharmathen S.A (D/c: 6, Dervenakion Str., 15351 Pallini, Attiki - Greece)

K z - < TUéi A - e A
STT Tén thube Hozl,l{t‘chat chinh Dz_mgPao Tle;l erly ca<31.1 sé dang ky
am luwgng ché tho |chuan| déng géi
26 |Palibone Risedronat natri Vién nén bao| 36 |[NSX |Hop1vix4 VN-18148-14
' 3omg _|phim thing vien

13. Cong ty ding ky: AstraZeneca Singapore Pte., Ltd. (D/c: 8 Wilkie Road, #06-01 Wilkie Edge,
Singapore 228095 - Singapore)

13.1 Nha san xuat: Corden Pharma GmbH (P/c: Otto-Hahn-Strasse, 68723 Plankstadt -

Germany)

STT

Tén thube

Hoat chit chinh -
Ham lwgng

Dang bao
cheé

Tubi
tho

Tiéu
A
chuan

Quy céch
déng goi

S6 ding ky




in

27

Casodex (Ddéng goi va
xut xudng bdi:
AstraZeneca UK
Limited, d/c: Silk Road
Business Park,
Macclesfield, Cheshire,
SK10 2NA, United

Kingdom)

Bicalutamide 50mg

Vién nén bao
phim

thang

€0

NSX

Hop2vix 14
vién

VN-18149-14

13.2 Nha san xuit: IPR Pharmaceuticals INC. (D/c: Carr 188 Lote 17, San Isidro Industrial Park,
Po Box 1624, Canovanas, PR 00729, Puertorico. - USA)

UK Limited, dia chi: Silk
Road Business Park,
Macclesfield, Cheshire,
SK10 2NA, UK)

calci) 20mg;

A ek Hoat chét chinh - | Dangbao |Tudi| Titu | Quyeich | gg 4o 1
STT Tén thude Ham lwgng ché the [chuin| déng géi 0 dang ky
28 |Crestor 10mg(Co s& Rosuvastatin (dudi |Vién nén bao| 24 [NSX [Hop2vix 14 VN-18150-14

dong goi: AstraZeneca |dang Rosuvastatin  |phim thang vién

UK Limited, dia chi: Silk|calci) 10mg

Road Business Park,

Macclesfield, Cheshire,

SK10 2NA, UK)
| 29 |Crestor 20mg (Cosd  |[Rosuvastatin (dudi |Viénnénbao| 24 [NSX [Hop2vix 14 | VN-18151-14

doéng géi: AstraZeneca |dang Rosuvastatin  |phim thang vién

14. Cong ty ding ky: Aurobindo Pharma Ltd. (D/c: Plot No. 2, Maitrivihar, Ameerpet, Hyderabad
- 500 038, Andhra Pradesh - India)

14.1 Nha sin xuit: Aurobindo Pharma Ltd. (B/c: Unit III, Survey No 313, bachupally Village,
Quthubullapur Mandal, Ranga Reddy District, Andhra Pradesh - India)

N ; Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach S di .
2 ang 1 d
STT Teén thuoe Ham lugng che the |chuan| déng goi 0 dang ky
30 [Nevirapine Tablets Nevirapin 200 mg | Vién nén 24 |USP |[Hop 110 60 VN-18152-14
_|USP 200mg ~ [thdng|30 vién

Pai Wan St Fo Tan Shatin, Nt. - HongKong)

15. Cong ty diang ky: Austin Pharma Specialties Co. (D/c: Unit R2U G/F Valiant Ind. Ctr 2-12 Au

15.1 Nha san xuét: Eurolife Healthcare Pvt., Ltd. (P/c: 69-A, Mittal Chambers, Nariman Point,
Mumbai- 400 021. - India)




o Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach S6 dine Ly
STT Tén thude Ham lwgng ché | tho |chudn| déng goi ¢ dang &y
31 |Zolelife Omeprazole (dudi  |Bot phati€ém| 24 |[NSX [HOp1lobotva| VN-18154-14
dang Omeprazole [tinh mach {thang 1 6ng nudc cat
natri) 40mg pha tiém 10m!

15.2 Nha sin xuit: Eurolife Healthcare Pvt., Ltd. (B/c: Khasra No.520, Village Bhagwanpur,
Roorkee, Dist. Haridwar, Uttarakhand - India)

% Hoat chit chinh - | Dangbao |Tudi| Tidu | Quy cich PO
2 : . Sod
STT Tén thude Ham luwgng ché thg |chuan| dong goi 0 dang ky
32 |Oflolife L.V Ofloxacin Dung dich 36 [NSX |Hop1lo 100 ml| VN-18153-14
200mg/100ml truyén tinh |thang
mach

15.3 Nha san xuit: Miracle Labs (P) Ltd. (D/c: 449, Solanipuram, Roorkee-247667, Uttarakhand -

Arginine glutamate;

India)
) Hoat chit chinh - | Dang bao |Tudi| Titu | Quy cach £oax 1o
8 6 . <Us Sod
STT Tén thude Ham lwgng ché tho |chudn| déng géi 0 dang ky
33 |Etromir-90 Etoricoxib 90mg Vién nén bao| 36 [NSX [Hop1vix 10 VN-18155-14
34 |Miraoflo Ofloxacin 200mg  |Viénnén bao| 36 [NSX |Hop10vix10 | VN-18156-14
16. Cong ty ding ky: B.Braun Medical Industries Sdn. Bhd. (D/c: Bayan Lepas free industrial
zone, 11900 Bayan Lepas, Pulau Pinang - Malaysia)
16.1 Nha san xuit: B.Braun Medical AG (B/c: Route de Sorge, 9 CH- 1023 Crissier. - Switzerland)
R X Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé aa ,
STT Tén thuoc Ham lwong ché tho |chudn| déng go6i 0 dang ky
35 |Nutriflex peri Isoleucine; Leucine; Dung dich 24 |NSX |[Tai 1000ml VN-18157-14
Lysine truyén tinh  |thing hodc hop 5 ti
hydrochloride; mach 1000ml
Methionine;
Phenylalanine;
Threonine;
Tryptophan; Valine;




w

Nutriflex plus

Nutriflex ~special

Histidine
hydrochloride
monohydrate;
Alanine; Aspartic
acid; Glutamic acid;
Glycine; Proline;
Serine; Magnesium
acetate tetrahydrate;

Isoleucine; Leucine;
Lysine
hydrochloride;
Methionine;
Phenylalanine;
Threonine;
Tryptophan; Valine;
Arginine glutamate;
Histidine
hydrochloride
monohydrate;
Alanine; Aspartic
acid; Glutamic acid;
Glycine; Proline;
Serine; Magnesium
acetate tetrahydrate;

Isoleucine; Leucine;
Lysine
hydrochloride;
Methionine;

. {Phenylalanine;

Threonine;
Tryptophan; Valine;
Arginine glutamate;
Histidine
hydrochloride
monohydrate;
Alanine; Aspartic
Acid; Glutamic acid;
Glycine; Proline;
Serine; Magnesium
acetate tetrahydrate;

VDAlAm‘g’di::h
truyén tinh
mach

Dung dich
truyén tinh
mach

24
thang

18
thang

NSX

Hop5thi
1000ml; hop 5
tai 2000mi

Hoép 5 thi x
1000ml, hép 5
tai x 1500ml

| VN-18158-14

VN-18159-14




16.2 Nha san xuét: B.Braun Melsungen AG (P/c: Carl - Braun - Strasse 1, 34212 Melsur.,_n

-

Arginine glutamate;
Histidine
hydrochloride
monohydrate;
Alanine; Aspartic
acid; Glutamic acid;
Glycine; Proline;
Serine; Magnesium
acetate tetrahydrate;

Germany)
STT Tén thube Ho;t‘chz"lt chinh - Dang‘béo Tubi Tié;:l Q1’1y céc’l.l S6 dan
{am luwgng ché tho |chuin| déng géi
38 jAminoplasmal B.Braun [Isoleucine; Leucine; |Dung dich 36 |[NSX |Chai250ml, VN-18160-14

10% E Lysine truyén tinh  |thang chai 500ml, hop
hydrochloride; mach 10 chai 250ml,
Methionine; hdp 10 chai
Phenylalanine; 500ml
Threonine;
Tryptophan; Valine;
Arginine glutamate;
Histidine
hydrochloride
monohydrate;
Alanine; Aspartic
acid; Glutamic acid;
Glycine; Proline;
Serine; Magnesium
acetate tetrahydrate;

39 |[Aminoplasmal B.Braun |[Isoleucine; Leucine; jDung dich 36 NSX [Chai250ml, VN-18161-14

5%E Lysine truyén tinh  |thing chai 500ml, hop
hydrochloride; mach 10 chai 250ml,
Methionine; hop 10 chai
Phenylalanine; 500mi
Threonine;
Tryptophan; Valine;

17. Cong ty diang ky: Baxter Healthcare (Asia) Pte., Litd. (D/c: 150 Beach Road #30-01/08

Gateway West, 189720 -

Singapore)




17.1 Nha san xuit: Baxter Healthcare of Puerto Rico (P/c: Route 3 km 142.5, Guayama, Puerto

Rico 00784 - USA)

. < Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach £ oo .
STT Tén thude Ham lwgng ché tho | chudn doéng goi S0 ding ky
40 |Sevoflurane Sevoflurane 100% |Chét long d&| 36 [NSX |Chai 250ml VN-18162-14
(tt/tt) bay hoi dung|théng
gdy mé
duong ho
hép

17.2 Nha san xuit: Baxter S.A (P/c: Boulevard Rene Branguart 80, B-7860 Lessines - Belgium)

. P Hoat chét chinh - | Dang bao |Tudi| Titu | Quy cach £oax
STT Ten thude Ham lugng ché | tho |chuin| donggei | SO daneky
41 |Clinoleic 20% Hbn hop ddu oliu  |Nhii dich 18 INSX |Tai 250ml VN-18163-14
tinh khiét (khoang  |lipid truyén |thing
80%) va ddudau  [tinh mach
nanh tinh khiét
(khoang 20%)
20mg/100ml
42 [Clinoleic 20% H3n hop diuoliu  |Nhii dich 18 |NSX |[Tdi 100ml VN-18164-14
tinh khiét (khoang |lipid truyén |thdng
80%) vadiu ddu  |tinh mach
nanh tinh khiét
(khoang 20%)
20mg/100ml

18. Cong ty diang ky: Bayer (South East Asia) Pte., Ltd. (D/c: 63 Chulia Street # 14-00, Singapore

(049514) - Singapore)

18.1 Nha san xuit: Delpharm Lille SAS (B/c: Z.I de Roubaix-Est, Rue de Toufflers, 59390
Lys-Lez-Lannoy - France)

. g Hoat chit chinh - | Dang bao |Tudi| Titu | Quy cich S& ding ki
STT Tén thute Ham lrgng ché | tho |chudn| dong goi 0 ding ky
43 |Androcur Cyproteron acetate |Vién nén 60 (NSX |HopS5Svix10 VN-18165-14
..... [30mg thang|  |vién

19. Cong ty dang ky: Bharat Serums and Vaccines Ltd (P/c: 17th Floor, Hoechst House, Nariman
Point, Mumbai, Maharashtra 400 021 - India)




19.1 Nha san xuit: Bharat Serums and Vaccines Ltd (B/c: K-27, Jambivili Anand Nagar,
Additional M. I.D.C Ambernath, Maharashtra - India)

R £ Hoat chit chinh - | Dang bao |Tudi| Titu Quy cach S8 da
STT Tén thuce Ham lrgng ché | tho |chuin| déng géi 0 da
44 |Amphotret Amphotericin B Botdong khd{ 24 |[USP [Hop 1 lo bot VN-18166-14
50mg pha tiém, thang|34 dong kho pha
truyén tinh tiém

mach

20. Cong ty diang ky: Boehringer Ingelheim International GmbH (D/c.: Binger Strasse 173,
55216 Ingelheim am Rhein - Germany)

20.1 Nha san xuét: Boehringer Ingelheim pharma GmbH & Co. KG. (D/c: Binger Strasse 173,
55216 Ingelheim am Rhein - Germany)

; Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cach £ oo .
& 6 : : 2 So ding k
STT Tén thuoc Ham lwong ché tho |chuian| doéng goi o dang &y
45 |Twynsta Telmisartan 40mg; |Vién nén 36 INSX |Hop3vix10 VN-18167-14
Amlodipine (dudi thang vién
dang Amlodipine
. besylate) Smg
46 Twynsta Telmisartan 80mg; |Vién nén 36 INSX |Hop3vix 10 | VN-18168-14
Amlodipine (dudi thang vién
dang Amlodipine
besylate) Smg

21. Cong ty dang ky: Brawn Laboratories Ltd (D/c: Delhi Stock Exchange Building 4/4B Asaf Ali
Road, New Delhi 110002 - India)

21.1 Nha san xuét: Brawn Laboratories Ltd (P/c: 13, New Industrial T ownship, Faridabad
121001, Haryana. - India)

. Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cich £ oas ,
A £ 2 g So ding k
STT Tén thuoe Ham lwgng ché tho chuln| déng géi o qangy
47 {Brutio 200 Teicoplanin 200mg (Botdongkhd) 24 |NSX [Hop 1lobdt+1f VN-18169-14

pha tiém bap,{thang bng nudc cét
tiém tinh pha tiém 3ml
mach

| 48 [Brutio400 ~ |Teicoplanin 400mg |Botdongkhd| 24 [NSX [Hop 1 lo bot+ 1| VN-18170-14
pha tiém bip,|thdng bng nude cit
tiém tinh pha ti€ém 3ml




jmach

49 |Fopranazol Fluconazole 150m0 Vién nang 24 [NSX Hop 1 vi 1 vién | VN-18171-14
50 Kanamycm acid sulphate Kanamycin (dum Bot pha tiém| 36 |[BP Hop 16n chita VN-18172-14
for injection dang Kanamycin bip, tiém  |thdng]2011 {10 hop nhd x 1
acid sulphate) 1g tinh mach lo bdt pha tiém
51 [Tinizol-500  |Tinidazol 500mg - |Vién nénbao| 24 [NSX [Hop 10vix10 | VN-18173-14
o\ |phim _ |Jthng  |vien 4
52 [Tzide-500 Tinidazol 500mg  |Vién nén bao| 24 [NSX Hop 10vix 10 | VN-18174-14
22. Cong ty dang ky: BRN Science Co., Ltd. (D/c: 924, Wangam-dong, Jecheon-si,
Chungcheongbuk-do - Korea)
22.1 Nha san xuét: Chung Gei Pharma. Co., Ltd. (D/c: 1106-4, Daeyang-ri, Yanggam-myeon,
Hwaseong-si, Gyeonggi-do - Korea)
A % Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach S4 ding k¢
STT Tén thuoe Ham luwgng ché tho |chudn dong goi 0 dang ky
53 [Rolapain Thymomodulin Vién nang 36 [NSX |Hop6vix 10 VN-18175-14
__________________ 80mg  [ctmg jthing vién IO
23. Cong ty ding ky: Cadila Healthcare Ltd. (B/c Zydus Tower. Satellite Cross Road, Ahmedabad
380015 - India)
23.1 Nha sin xuit: Cadila Healthcare Ltd. (B/c: Kundaim Industrial Estate, ponda, Goa-403 401 -
India)
A I Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach A ax .
STT Tén thude Ham lwong ché tho | chuén doéng goi S0 ding ky
54 |Julitam 1000 Levetiracetam Vién nén baoj 24 [NSX |Hop 10 vix 10 | VN-18176-14
oo |1000mg  jphim jthéng)  |vién B
55 |Noklot Clopidogrel (dum Vién nén bao; 24 |USP Hop 3vix10 | VN-18177-14
dang Clopidogrel  |phim thang{37 vién
_[bisulfat) 75mg
24. Cong ty ding ky: Cadila Pharmaceuticals Ltd. (B/c: Sarkhej Dholka Road, Bhat-Ahmedabad,
382 210, Gujarat - India)
24.1 Nha san xuit; Cadila Pharmaceuticals Ltd. (D/c: 1389, Dholka-387 810, District:
Ahmedabad, Gujarat state - India)
A Hoat chit chinh - | Dang bao |Tudi| Tiu | Quy cach S8 diine I
STT Tén thude Ham legng ché tho |chuidn| dong géi 0 dang ky




Aldarone

Cadglim 2

Lorfast

Montelast 4

ST-Pase

Amiodarone
hydrochloride

Sildenafil (dudi
dang Sildenafil
citrat) S0mg

Montelukast (dudi
dang Montelukast
natri) 4mg

Streptokinase
1500000 IU

Vién nén

Vién nén
Vién nén bao
phim

L

Vién nén
Vién nén
nhai

B&t dong kho:
pha ti€m tinh
mach

thang

thang

SEEN

24
thang

Hop 10 vix 10
vién

Hop3vix 10

10 hdpnhd x 1
vix 1 vién
Hop 10 vix 10
vién nén
Hop3vix 10
vién

Hop 1 1o 3ml

b . — e

VN-18181-14
| VN-18182-14

 VN-18183-14

25. Cong ty diang ky: Celltrion Pharm Inc (P/c: 588-2, Sakok-Ri, Eewol-Myun, Chinchun-gun,
Chungcheongbuk-do. - Korea)

25.1 Nha sin xuit: CSPC Ouyi Pharmaceutical Co., Ltd. (P/c: No. 276 Zhongshan West Road,
Shijiazhuang, Heibei Province - China)

o £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach £ 2 .
: : X Sod
STT Tén thude Ham lwgng ché tho |chuan| doéng goi 0 dang ky
62 [Rowiject inj Ceftriaxon (dudi Botphatiém| 36 [USP |Hop 10 lo VN-18184-14
dang Ceftriaxon bép, ti€m  |thdng|34
natri) 1g _{tinh mach

26. Cong ty dang ky: Centaur Pharmaceuticals Pvt., Ltd (D/c: Centaur House, Near Grandhyatt,
Shanti Nagar, Vakola Santacruz (E) Mumbai 400 055 - India)

26.1 Nha san xuit: Centaur Pharmaceuticals Pvt., Ltd (D/c: Plant I, Plot No.3 Tivim Industrial
Estate, Karaswada, Mapusa, Goa - India)

R P Hoat chit chinh - | Dang bao |Tudi| Tiu Quy cach Sé ds ,
STT Tén thude Ham lwgng ché tho | chuén dong goéi 0 ding ky
63 |[Losatrust-50 Losartan kali 50mg |Vién nén bao| 36 [NSX [Hop3vix 10 VN-18185-14

27. Cong ty dang ky: China National Pharmaceutical Foreign Trade Corperation
(Sino-Pharm) (B/c: No. 20 Zhi Chun Road, Haidian Dist., Beijing - China)




“

27.1 Nha sén xuét: CPSC Zhongnuo Pharmaceutical (Shijiazhuang) Co., Ltd. (B/c: No.47
Fengghou Road, Shijiazhuang City - China)

Vitamin BS (Calci
pantothenat) 6 mg;
Vitamin B6
(Pyridoxin HCI) 4
mg; Vitamin PP
(Nicotinamid) 40 mg

N Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach S& dine kv
STT Tén thude Ham lugng ché the |chuan| doéng goi 0 dang &y
64 [Cefotaxime 1g Cefotaxime (du6i  |Bot phatiém| 36 [USP [Hop 1lo+1 VN-18186-14
dang Cefotaxim bap, ti€ém thang{34 bng nudce cit
natri) 1g tinh mach pha tiém
27.2 Nha san xuét: Shenzhen Zhijun Pharmaceutical Co., Ltd. (B/c: HI-TECH Zone, Guanlan,
Baoan Area, Shenzhen - China)
N Hoat chiit chinh - | Dang bao |Tudi| Tieu | Quycich | gg 4o 1
STT Tén thude Ham lwgng ché tho |chuin| déng goi ang ky
65 [Dalipim Cefepime (dudi Bot pha tiém| 24 |USP [Hop 6lo VN-18187-14
dang Cefepime thang|32
hydroclorid) 1g
27.3 Nha san xuit: Zhangjiakou Kaiwei Pharmaceutical Co., Ltd. (P/c: 27 Lingyuan Road,
Zangjiakou, Hebei - China)
M Ve Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy c4ch PO
STT Tén thude Ham lwong ché tho |chudn| dong goi S0 ding ky
66 |B-Comene Vitamin B1 Dung dich 36 [NSX [Hop 10 éngx VN-18188-14
(Thiamin tiém bap théng 2ml
hydroclorid) 10 mg; |hodc tinh
Vitamin B2 mach
(Riboflavin natri
phosphat) 4 mg;

28. Cong ty ding ky: Chong Kun Dang Pharmaceutical Corp. (D/c. Chungjeongno3 (sam)-ga, 8
Chungjeong-ro, Seodaeum-gu, Seoul - Korea)

28.1 Nha sin xuit: Chong Kun Dang Pharmaceutical Corp. (P/c: 797-48 Manghyang-ro,
Seonggeo-eup, Seobuk-gu, Choenan-si, Chungcheongnam-do 331-831 - Korea)




. J Hoat chit chinh - Dang bao Tudi| Titu Quy cach & d .
STT Tén thude Ham lwgng ché tho |chuidn| déng géi o dang &y
67 |CKDIzarbelltan tab. Irbesartan 150mg [ Vién nén bao| 36 {USP (Hop1lox 100 | VN-18
o POme phim _ _ |thdng|35  \vien |}
68 |CKDKmoxilin tab. Amoxicillin 500mg; | Vién nén baof 24 [NSX [Hop 10 vix 10 | VN-18
625mg Clavulanic acid phim thang vién
] 125mg
69 |CKDLipilou tab. 20mg |Atorvastatin (dudi |Viénnénbao| 36 [NSX [Hop3vix10 | VN-18191-14
dang Atorvastatin  |phim thang vién
calci) 20mg

28.2 Nha sin xuét: Suheung Capsule Pharmaceutical Co., Ltd (P/c: Osongsaengmyeong-ro 61,
Osong-eup, Cheongwon-gun, Chungcheongbuk-do - Korea)

bdi: Chong Kun Dang
Pharmaceutical Corp.,
d/c: 797-48
Manghyang-ro,
Seonggeo-eup,
Seobuk-gu, Choenan-si,
Chungcheongnam-do

331-831, Korea)

n £ Hoat chit chinh - | Dang bao |Tudi| Tisu | Quy cach F
STT Tén thude Ham lugng ché | tho |chudn| déng goi 56 dang ky
70 |CKDCipol-N 100mg Cyclosporin 100mg |Vién nang 36 [USP [Hop 10vix5 VN-18192-14
(Péng goi va xudt xudng mém thang{34 vién
boi: Chong Kun Dang
Pharmaceutical Corp.,
d/c: 797-48
Manghyang-ro,
Seonggeo-eup,
Seobuk-gu, Choenan-si,
Chungcheongnam-do
331-831, Korea)
71 |CKDCipol-N 25mg Cyclosporin 25mg | Vién nang 36 JUSP |[Hop 10vix5 VN-18193-14
(Péng gobi va xult xudng mém thang|34 vién

29. Céng ty dang ky: Cong ty C6 phin BT Viét Nam (P/c: S6 1B Trung Liét, P. Trung Liét, Q.
Déng Pa, Ha Noi - Viét Nam)

29.1 Nha sin xuét: Eurofarma Laboratérios Ltda. (P/c: Rodovia Presidente Castello Branco, KM

35.6 - Itaqui - Itapevi -

SP - Brazil)



2 Hoat chit chinh - | Dangbao |Tudi| Titu | Quycich | ¢gas =10
: ang ’ b 7 dang k
STT Tén thuoc Ham lwong ché tho [chuan| doéng goi o dang &y
72 |Levofloxacin 500mg Levofloxacin (dudi |Vién nén bao| 24 INSX [Hop 1 vix 10 VN-18194-14
dang Levofloxacin |phim thang] vién

hemihydrat) 500mg

29.2 Nha san )guét: Eurofarma Laboratérios Ltda. (D/c: Rua Enéas Luis Carlos Barbanti, 216
Freguesia do O - SGo Paulo - SP - Brazil)

R £ Hoat chit chinh - | Dang bae |Tudi| Tidu | Quy cich g8 dv .
STT Tén thude Ham lwgng ché tho |chudn| déng géi 0 ding ky
73 [Meropenem 1g Meropenem (duéi  |Bot pha tiém| 24 |[USP |Hop1lo. Hop | VN-18195-14
dang Meropenem  |truyén tinh [thang|33 25 1o '
trihydrat) 1g mach - B

29,3 Nha sin xuét: Pharmathen S.A (P/c: 6, Dervenakion Str., 15351 Pallini, Attiki - Greece)

i X . - N T 6‘ | ' - . i
STT Tén thube Hoat‘chat chinh Dang‘bao uoi Tne;x Ql:ly cac’:p sé dang ky
Ham lugng ché tho |chuin| dong gbi
74 |Sancefur Risedronat natri vién nén bao| 36 [NSX |Hoplvix4 VN-18196-14

30. Cong ty ding ky: Cong ty cb phan diu tw qudc t& Hoang Gia (B/c: 56 524 duong Nguyén Trdi,

Tp Béc Ninh, tinh Bdc Ninh - Viét Nam)
30.1 Nha san xuét: Patheon Italia S.p.A. (P/c: Via Morolense, 87-Ferentino (FR) - Italy)

R ,; Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach £ o ,
STT Tén thuoe Ham lwrgng ché | tho [chudn| donggsi | O Can8 kY
75 |lopamiro Iod (dudi dang Dung dich 36 [NSX |Hop 1 chai VN-18197-14
Iopamidol tiém vao thang 100m!
612,4mg/ml) khoang néi
300mg/ml tiy, déng
mach, tinh
mach
76 llopamiro Iod (dudi dang Dung dich 36 INSX |Hop 1 chai VN-18198-14
Iopamidol tiém vao thang 100ml
755,3mg/ml) khoang néi
370mg/ml tuy, dong
mach, tinh
mach
77 {lopamiro (co s& dong  |lod (dudi dang Dung dich 36 INSX [Hop 1 chai VN-18199-14




78

g6i thi cap: Silvano
Chiapparoli Logistica
S.p.A, dia chi: Via Delle
Industrie Snc-26814
Livraga (LO) Italy; xuét
xudng: Bracco S.p.A, dia
chi: Via E. Follj,
50-Milano, Italy

Iopamiro (co s& dong gbi
thir cép: Silvano
Chiapparoli Logistica
S.p.A, dia chi: Via Delle
Industrie Snc-26814
Livraga (LO) Italy; xut
xudng: Bracco S.p.A, dia
chi: Via E. Folli,
50-Milano, Italy

[opamidol
612,4mg/mi)
300mg/ml

Iod (dudi dang
Iopamidol
755,3mg/ml)
370mg/ml

tiém vao
khoang ndi
tuy, dong
mach, tinh
mach

Dung dich
tiém vao
khoang ndi
tuy, dong
mach, tinh
mach

thang

36
thang

NSX

50ml

Hop 1 chai
50ml

VN-18200-14 |

31. Céng ty dang ky: Cong ty c6 phan DP Vin Lam (B/c: S8 34 ngdch 155/176 Truomg Chinh,
Phuwong Liét, Thanh Xudn, Ha Noi - Viét Nam)

31.1 Nha san xuét: Kaifeng Pharmaceutical (Group) Co., Ltd. (P/c: No. 1 Yunan Street, Kaifeng
City, Henan Province. - China)

¢ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £ ax 1o
A £ 2 2 - So d
STT Tén thuoc Ham lwong ché tho | chun dong goi o dang ky
79 |Piroxicam Injection Piroxicam Dung dich 36 [NSX [Hop 10 éng2ml| VN-18201-14
20mg/2ml tiém bdp  [thing

32. Cong ty ding ky: Cong ty cb phin Duwgc Nam Thién Phitc (B/c: & nha 64 ngd Yét Kiéu, Pho
Yet Kiéu, Phwong Cwa Nam, Qudn Hoan Kiém, Ha Ngi - Viét Nam)

32.1 Nha san xuéat: LTD Farmaprim (D/c: 5 Crinilor street, Village Porumberi, Criuleri reg.,

MD-4829 - Moldova)

. Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich £ oax 1o
A A O - ’ d
STT Ten thude Ham lugng ché | tho |chudn| donggsi | 0 dAnEKY
80 |Nanfizy Natamycin 100mg |Vién dan ddt| 24 [NSX |Hop2vix5 VN-18202-14
dmdao  |[thang| vién

33. Céng ty dang ky: Cong ty C6 phin Dwgc phdm Duy Téan (D/c: 22 Hé Biéu Chénh, Q. Phi
Nhugn, TP. H6 Chi Minh - Viét Nam)



33.1 Nha san xuit: Procaps S.A. (B/c: Calle 80 No 78B-201 Barranquilla-Atlantico - Colombia)

Tudbi

o £ Hoat chét chinh - Dang bao Tiéu Quy cach Sé da .
STT Tén thude Ham luong ché tho |chuin| déng goi 0 ding ky
81 |Ponysta Clindamycin (dudi  [Vién nang 24 INSX |Hop2vix5 VN-18203-14
dang Clindamycin |mém ddt 4m |thang vién

phosphat) 100mg;

dao

Clotrimazol 100mg

33.2 Nha san xuét: Teva Pharmaceutical Industries Ltd. (P/c: 18 Eli Hurvitz St., Ind. Zone, Kfar

Saba 44102 - Israel)

n £ Hoat chit chinh - | Dang bao [Tudi| Tiéu | Quy cach b di ,
STT Teén thuoe Ham lwgng ché tho |chuin| dong géi 0 dang ky
82 |Lercanidipine-Teva Lercanidipin Viénnén bao| 24 INSX [Hop3vix10 | VN-18204-14
20mg hydroclorid (twong |phim thang vién

duong 18,8 mg

Lercanidipin) 20mg

33.3 Nha san xuit: Teva Pharmaceutical Works Private Limited Company (P/c: H-2100
Godollo, Tancsics Mihaly ut 82 - Hungary)

J— NN Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cach 4 da ,
STT Tén thude Ham lwgng ché tho |chuin| dong géi 0 ding ky
83 |Lisoflox Levofloxacin (dudi |Dung dich 36 |INSX |Hop 1 chai VN-18205-14
dang Levofloxacin [tiém truyén [thang 100ml
1 |hemihydrat) 500mg |tinh mach a ,
84 |Pantoprazole-Teva 40mg|Pantoprazol (dudi  |B&tdongkhd| 24 [NSX |[hop1lo VN-18206-14
dang Pantoprazol  |phadung |[thing
natri) 40mg dich tiém
truy€n tinh
mach

34. Cong ty ding ky: Cong ty C6 phin Dwgc phdm Green (D/c: S6 26, T6 304, KPT Péng Tou,
Thinh Liét , Hoang Mai, Ha Noi - Viét Nam)

34.1 Nha san xuét: Reyoung Pharmaceutical Co. , Ltd (B/c: No 6 Erlangshan Rd, Yiyuan County,
Shandong Province - China)

STT

Tén thube

Hoat chit chinh -
Ham lueng

Dang bao
ché

Tubi
tho

Tiéu
chuan

Quy cach
doéng goi

S6 dang ky




85

Greenfacin

cephradin 1g

Thube bt | 36 |USP
pha tiém bip,|thang|34
tiém tinh

mach

Hop 10 lo; Hop

1io+1 bng

nudc cit pha
ti€ém 10ml

VN-1

35. Cong ty ding ky: Cdng ty C6 phan Dwgc phim Khénh Hoa (D/c: 82 dieong Thong Nk
Van Thang, TP. Nha Trang, tinh Khdnh Hoa - Viét Nam)

35.1 Nha san xuit: Windlas Biotech Ltd. (D/c: 40/1, Mohabewala Industrial Area, SBI Road,
Dehradun-248110, Uttarakhand - India)

N Hoat chét chinh - | Dangbao |Tudi| Tiéu | Quy cach 5 dine kv
STT Tén thuoe Ham lrong ché | tho |chun| donggsi | 0 onEld
86 |Fatedia Losartan kali 50mg |Vién nén bao| 36 |USP [Hop3vix 10 VN-18208-14
o\ fphim thang|34 ~ fvién |
87 |Tramabad Tramadol Dung dich 36 |NSX |Hbp S bng2ml | VN-18209-14
hydrochlorid tiém bap,  jthing
100mg/2ml tiém tinh
mach, tiém
dudi da

36. Cong ty diing ky: Céng ty cb phin Dwgc phiim Minh K3 (B/c: S6 1-3, L6 C, Cu xd Lac Long
Quan, P.5, Q.11, TP. H6 Chi Minh - Viét Nam)

36.1 Nha sin xuét: Vianex S.A- Nha may C (P/c: 16 km Marathonos Ave., Pallini Attiki, 153 51 -

Greece)

truyén tinh

mach

o Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach PR
A ) . , i S d
STT Tén thuge Ham lrong ché | tho |chudn| doéng goi 0 dang ky
88 |Gemnil 1000mg/vial Gemcitabin (dudi  |Bot dongkhd{ 36 [NSX [Hop 1lo VN-18210-14
dang Gemcitabin  |[pha dung |[thdng
hydroclorid) dich tiém
1000mg truyén tinh
mach
89 |Gemnil 200mg/vial  |Gemcitabin (dudi  [Botdongkhd| 36 [NSX [Hopllo | VN-18211-14

dang Gemcitabin  |pha dung  |thang
hydroclorid) 200mg |dich tiém

37. Cong ty diang ky: Cong ty ¢b phan dwgc phim Nova (D/c: 802 Minh Khai, Hai Ba Trung, Ha

N¢i - Viet Nam)

37.1 Nha san xuét: Polipharm Co., Ltd. (D/c: 109 Bangna-Trad Road, Bangphli District,
Samutprakarn 10540 - Thailand)




e P Hoat chét chinh - | Dang bao |Tudi| Titu | Quy cach £ s .
STT Tén thude Ham luwgng cl%é tho |chuidn| déng goi S0 ding ky
90 [Vagikit Nystatin 100.000 IU;| Vién nén dat| 24 [NSX |Hop3vix$5 VN-18212-14
Diiodohydroxyquin |4m dao thang vién
100mg;
Benzalkonium
chloride 7mg

38. Cong ty diang ky: Cong ty c¢b phin Dwgc Phim Pha No (B/c: 396-398 Céch mang Thing 8, Q.
Tan Binh, TP. H6 Chi Minh - Viét nam)

38.1 Nha san xuit: Atlantic Pharma- Producoes Farmaceuticas S.A. (P/c: Rua da Tapada
Grande, No 2 Abrunheira, Sintra 2710-089 - Portugal)

A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy ecach Sé da ,
STT Tén thuoe Ham luong ché tho [chuin dong goi 0 dang ky
91 |Levengrel Clopidogrel (duéi  |Vién nén bao| 24 |NSX |Hop4vix7 VN-18213-14
dang Clopidogrel  [phim thang vién
bisulfat) 75mg;

39. Céng ty diing ky: Céng ty ¢ phin Dugc phim va Thiét bi y té Au Vigt (B/c: Phong 504,
CT4B, KPT Bdic Linh Pam, P. Pai Kim, Hoang Mai, Ha Ngi - Viét Nam)

39.1 Nha san xuit: KRKA, D.D., Novo Mesto (D/c: Smarjeska Cesta 6, 8501 Novo Mesto -

Slovenia)

Tudi

bilobalid) 80mg

Fflavonoid dudi
dang Flavon
glycosid; 2,24-2,72
mg ginkgolid A,B,C
va 2,08-2,56 mg

A A Hoat chét chinh - | Dang bao Tiéu Quy cich Sé dine kv
|51t Tén thuoe Ham luwong che tho |chuan| ddéng goi ¢ qang Ry
92 [Bilobil Forte 80mg Cao khd 14 Ginkgo {Vién nang 24 INSX [Hop6vix10 | VN-18214-14
biloba (twong duong |cing thang vién
17,6-21,6mg

40. Cong ty diing ky: Cong ty C6 phin Fulink Viét Nam (B/c: S6 96, ngé 192 phé Lé Trong Tan,
P. Khuwong Mai, Q. Thanh Xudn, Ha Ngi - Viét Nam)

40.1 Nha sin xuit: UAB "Aconitum" (P/c: Taikos pr.102, LT-51195 Kaunas - Litva)




< Hoat chét chinh - | Dang bao |Tudi| Tieu | Quy cach PP
A A 0 . re d
STT Tén thuoe Ham luwgng ché tho | chuén dong goi 56 ding ky
93 {Livosil 140mg Silymarin 140mg  {Vién nang 36 (INSX (Hop8vix 15 VN-1¢
cing thang vién; hop 2 vix
15 vién

41 Cong ty diang ky: Cong ty C6 phan Thwong mai Piu tw va Phat trién ACM Viét Nam (D/c:
86 nha 106, ngd 459/82, phé Bach Mai, P. Bach Mai, Q. Hai Ba Trung, Ha Ngi - Viét Nam)

41.1 Nha san xuét: Lekhim-Kharkov JSC (B/c: 36, 17go Partsyezda str., Kharkov, 61115 -

Ukraine)
o £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich Koo
2 g 1 , k;
STT Tén thude Ham lugng ché tho |chuan| doéng géi S0 dang ky
94 |Capulco Diclofenac natri Vién dan dat| 24 [NSX [Hop2vix VN-18216-14
100mg |truc trang  |thang| 10vién

41.2 Nha san xuit: LTD Farmaprim (B/c: 5 Crinilor street, Village Porumbeni, Criuleni reg.,

MD-4829 - Moldova)

n % Hoat cht chinh - | Dang bao |Tudi| Tiéu | Quy cach P
. 0y d
STT Tén thuoe Ham lugng ché tho |chudn| déng goi S6 dang ky
95 |Rixgina Piroxicam 20mg Vién dan dat| 36 INSX |Hop2vix5 VN-18217-14
________________ tryctrang  [thing) ~ |vién

41.3 Nha san xuit: LTD Farmaprim (B/c: 5 Crinilor street, Village Porumbeni, Criuleri reg.,

MD-4829 - Moldova)

2 Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach PO
0 0 d’ k
STT Tén thude Ham lwong ché | tho |chuin| denggei | O in8KY
96 |Verniqueen Metronidazol Vién dan dat| 36 [NSX |Hop2vix7 VN-18218-14
500mg; Miconazol |4m dao thang vién

nitrat 100mg

42. Cong ty ding ky: Cong ty ¢6 phan Thuwong mai DP Ha Lan (D/c: S6 37/HI, Khu d6 thi Yén
Hoa, phwong Yén Hoa, Cau Gidy, Ha Noi - Viét Nam)

42.1 Nha sin xuit: Grand Pharmaceutical (China) Co., Ltd (B/c: No. § Guatian Road Wuhan -

China)




A £ Hoat chit chinh - | Dang bao Tubi| Titu Quy cach S ds .
STT Tén thude Ham lwong ché tho {chuin déng goi 0 ding Ly
97 |[Piroxicam Injection Piroxicam Dung dich 36 NSX [Hoplvix 10 VN-18219-14
20mg/aml [20mgP2ml  |iémbap jthing]  Jong

43. Céng ty ding ky: Céng ty Cd phan Thwong mai va Dugc pham Nam Thanh (P/c: S6 11, t6
53, phuomg Yén Hoa, Quin Cdu Gidy, Ha Néi - Viét Nam)

43.1 Nha sin xuit: Reyoung Pharmaceutical Co.

Shandong Province - China)

, Ltd (D/c: No 6 Erlangshan Rd, Yiyuan County,

n £ Hoat chit chinh - | Dang bao {Tudi| Tiéu | Quy cach S& dine kv
STT Tén thude Ham luwgng ché | tho |chudn| déng g6i ¢dang &y
98 {Lucimax Meclofenoxat Botphatiém| 24 |CP  |Hop llo VN-18220-14
hydroclorid 250mg |bép, tinh thang(2010
mach “

44. Cong ty dang ky: Céng ty CP Duwoc Mé Kong (P/c: G17 ngd 28 Xudn La, P. Xudn La, Ty Ho,

Ha N¢gi - Viét Nam)

44.1 Nha san xuét: Savant Pharm S.A (P/c: Ruta Nacional No19, Km 204-El Tio-Provincie of

Cordoba - Argentina)

vc’fj Cellulose vi tinh
thé theo ty 1€ 1:1)

125mg

R £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach £ s .
STT Tén tllbe Ham lwong ché tho | chuén dong goi 50 ding Ly
99 |Lyzud Atorvastatin (dudi | Vién nén bao| 24 (NSX |[Hop 3 vix 10 VN-18221-14
dang Atorvastatin  |phim thang vién
calc1um) 10mg
100 |Manclamine 625 Amoxicilin (ducn | Vién nén bao| 24 |[USP Hop 2vix8 | VN-18222-14
dang Amoxicilin phim thang|34 vién
trihydrat) 500mg;
Acid Clavulanic
(duéi dang Kali
Clavulanat két hop

45. Cong ty dang ky Céng ty CP Ung dung va phat trién cong nghe Y hoc Sao Viét (D/c: Phong
56 5 nha A10, tdp thé hoc vién thanh thiéu nién Viét Nam, ngd 59, phé Chiia Ldng, Péng Pa, Ha Npi

- Viét Nam)

45.1 Nha san xuit: Sphere Healthcare Pty., Ltd. (B/c: 10-12 Church road Moorebank, NSW

2170 - Australia)




STT

Tén thubc

Hoat chit chinh -
Ham luwgng

Dang bao
che

Tubi
tho

Tiéu
chuan

Quy cach
doéng goi

S6 dz- - -

101

NA Neurocard Plus

DAu c4 tu nhién
(tuong duong
Eicosapentaenoic
acid 45mg;
Docosahexaenoic
acid 30mg) 250mg;
Déu cé ngir ty nhién
(twong duong
Docosahexaenoic
acid 65mg) 250mg ;
Magie oxit (tuong
duong magie 75mg)
124,3mg; Canxi
carbonat (tuong
duong canxi 50mg)
125mg; Acid folic
100mcg; cao khd
Bacopa monnieri
50mg

Vién nang
mém

36

thang

NSX

Hop 6 vix 10
vién

VN-18

46. Cong ty ding ky: Cong ty TNHH An Phiic (P/c: 86 10, ngdch 119/1/4 H6 Pdc Di, Phirong nam
Dong, Qudn Pong Pa, Ha Ngi - Viét Nam)

46.1 Nha san xuit: Zeiss Pharmaceuticals Pvt. Ltd. (P/c: Plot No.72, EPIP, Phase-1, Jharmajri,
Baddi Distt. Solan, (H.P) - India)

. Hoat chit chinh - | Dang bao |{Tudi| Titu | Quy cach £oax 1
A £ : ’ A d
STT Tén thude Ham lrong cbd tho |chuin|  dong goi S6 ding ky
102 [Cefpibolic-1000 Cefpirom (dudi dang|Bot pha tiém| 24 [NSX [Hop 1 lothubc | VN-18224-14
cefpirom sulfat) 1g |truyén tinh |[thang bdt pha ti€ém
: mach

47. Cong ty ding ky: Cong ty TNHH Binh Viét Dirc (D/c: 62/36 Truong Cong Pinh, P. 14, Q. Tén
Binh, TP. H6 Chi Minh - Viét Nam)

47.1 Nha sin xuit: Hameln Pharmaceutical GmbH (D/c: Langes Feld 13, 31789 Hameln -

Germany)

R A Hoat chit chinh - | Dang bao Tudi| Titu Quy cach Sé i .
STT Tén thude Ham lwgng ché tho | chuén dong goi 0 dang ky
103 |Cisatracurium-hameln  |Cisatracurium (dudi |{Dung dich 24 |NSX |Hoép 10 éng VN-18225-14
2mg/ml dang Cisatracurium tiém‘, tiém  |thdng 2,5ml hodc 10
besylate) 2mg/ml  |truyén ong Sml




47.2 Nha san xuit: Industria Farmaceutica Nova Argentia SRL (P/c: Via Cassia Nord 351,
53014 Monteroni d'Arbia (SI) - Italy)

n ,( Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach S8 dine kv
STT Tén thude Ham lwong ché tho |chuin dong géi ¢ dang &y
104 {Falipan (Co s& xuét Lidocain Dung dich 36 [NSX [Hop5bng 10 VN-18226-14
xuong: AlleMan Pharma (hydroclorid tiém trong  {thang ml
GmbH - Dia chi: 20mg/1ml da, tiém dudi

Benzstr.5, 72793
Pfullingen,
Baden-Wurttemberg,
Germany)

da, tiém tinh
mach trong
phuong phdp
gdy

47.3 Nha san xuit: Selupharm Pharmazeutische Erzeugnisse GmbH (B/c: Industriestrasse 3,
34212 Melsungen - Germany)

R £ Hoat chit chinh - | Dang bao |Tudi| Titu | Quy esch S5 da ,
STT Tén thuoe Ham lwong ché tho |chudn| déng goi 0 dang ky
105 [Fanlodo Levofloxacin Dung dich 36 INSX |Hop1lo 100ml;{ VN-18227-14
hemihydrat. tiém truyén |thang hép 10 lo 100ml
212,46mg/100ml |

48. Cong ty diang ky: Cong ty TNHH Dai Bic (B/c: S6 11, duong Céng nghiép 4, khu cong nghiép
Sai Pong B, P. Thach Ban, Q. Long Bién, Ha Ngi - Viét Nam)

48.1 Nhi sin xuit: Catalent Australia Pty. Ltd. (B/c: 217-221 Governor Road Braeside VIC 3195

- Australia)

STT

Tén thudc

Hoat chit chinh -
Ham lwong

Dang bao
ché

Tubi
tho

Tiéu
chuan

Quy cach
dong goi

S6 dang ky

106

PM Bright Kids

DAu ¢4 ngir tu nhién
(chtra:
Eicosapentaenoic
acid 60mg;
Docosahexaenoic
acid 260mg;
Omega-3 marine
triglycerides 320mg)

lg

Vién nang
mém

36
thang

NSX

Lo 30 vién

VN-18228-14

49. Cong ty ding ky: Céng ty TNHH DKSH Viét Nam (P/c: S6 23 Pai 16 Péc Ldp, khu cong
nghiép Viét Nam - Singapore, huyén Thudn An, tinh Binh Duong - Viét Nam)




49.1 Nha san xuét: Berlin Pharmaceutical Industry Co., Ltd. (P/c: 222 Romklao Road,
Klongsampravet, Latkrabang, Bangkok 10520 - Thailand)

. P Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cich Sé as _I
: “Te d
STT Tén thuoc Ham lwgng che tho | chuin dong goi o
107 |Lanzaar 50 Losartan kali 50mg |Vién nén bao| 24 {[NSX [Hop3vix 10 VN-18229-14
phim ~Ithing} vién B !

50. Céng ty ding ky: Cong ty TNHH DP Hién vi (D/c: S6 25B, ngé 123 phé Trung Kinh, Phuong

Trung Hoa, Qudn Céu Gidy, Ha Néi - Viét Nam)

50.1 Nha san xuéit: Pharmathen S.A (D/c: 6, Dervenakion Str., 15351 Pallini, Attiki - Greece)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £ ax .
: : 2 So d
STT Tén thude Ham Iwong ché tho | chuin doéng goi 0 dang ky
108 |Bekacip Ciprofloxacin (dudi Dung dich 36 |INSX |[HOp chtral chail VN-18230-14
dang Ciprofloxacin [truyén tinh |thdng 100ml
lactat) 200mg/100ml{mach

51. Céong ty ding ky: Cong ty TNHH DP Hiép Thuin Thanh (B/c: Phong 104-A3 Tdp thé céng ty
co khi Ha Ngi, Phuong Thuong Dinh, Qudn Thanh Xudn - Ha Néi. - Viét Nam)

51.1 Nha san xuét: Anhui Doulbe-Crane Pharmaceutical Co., Ltd. (B/c: Anhui Province
Fanchang Economy - P.R.China)

. £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach Sé d ,
STT Tén thuoe Ham luwong ché tho | chuén dong goi 0 dang ky
109 |Sodium Chloride Natri chlorid 0,9% |(Dung dich 36 |CP Chai 500 ml VN-18231-14
Injection - tiém truyén [thdng|2010
tinh mach

51.2 Nha san xuit: CSPC Zhongnuo Pharmaceutical (Shijiazhuang) Co., Ltd (B/c: No 188
Gongnong Road, Shijiazhuang City - China)

o Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quyecich | ¢gae0 1o
STT Tén thuoc Ham lwgng ché the |chuén dong goi 0 ding ky
110 |Brigmax Ceftazidime 1g Bot pha tiém| 36 |USP |Hop 1 lo bot VN-18232-14
bap, ti€ém  [thang|34 pha tiém
tinh mach




51.3 Nha san xuét: Hebei Anguo Pharmaceutical Group Co., Ltd. (B/c: No. 10 Yaowangmiao
Street Anguo City, Hebei Province - China)

STT

Tén thudc

Hoat chit chinh -
Ham lwgng

Dang bao
ché

Tubi
tho

Tiéu
chuan

Quy cach
doéng goi

6 dang ky

111

An cung nguu hoang
hoan

Nguu hoang (Bovis
Calculus) 0,167g; Thity
nguu gidc (Pulvis cornus
bubali concentratus)
0,333g; Xa huong
(Moschus) 0,042g; Tran
Chau (Margarita)
0,083g; Chu sa
(Cinnabaris) 0,167g;
Hing Hoang (Realgar)
0,167g; Hoang Lién
(Rhizoma Coptidis)
0,167g; Hoang Cim
(Radix Scutellariae)
0,167g; Chi tir (Fructus
Gardeniae) 0,167g; Uét
kim (Radix Curcumae)
0,167g; Bing phién
(Borneolum
Syntheticum) 0,042¢g

Vién hoan

60
thang

CP2010

Hp to chira 2
hop nhd x 1
vién

VN-18233-14

51.4 Nha sin xuit: Shandong Lukang Pharmaceutical Co., Ltd. (B/c: No. 1, Xinhua Road, Jining
City, Shangdong Province - China)

STT

Tén thude

Hoat chit chinh -
Ham lwong

Dang bao
ché

Tubi
tho

Tiéu
chuan

Quy cach
dong goi

S6 ding ky

112

Cefoperazone Sodium
for Injecton 1.0g

Cefoperazon ( dudi
dang Cefoperazon

natri) 1g

B6t pha tiém

36
thang

CP
2010

Hop 10 19; hép
1lo+1 ong

dung mobi

VN-18234-14

51,5 Nha san xuit: Zhejiang Yatai Pharmaceutical Co.,Ltd (D/c: No.1152, Yunji Road, Shaoxing,

Zhejiang - China)

STT

Tén thube

Hoat chét chinh -
Ham lugng

Dang bae
che

Tudi
tho

Tieu
chuan

Quy cich
dong gai

S$6 ding ky

113

Nexumus

Pantoprazol (dudi
dang Pantoprazol
natri) 40mg

B6t pha tiém
tinh mach

24
thang

Cp
2010

H@p 1lobdt+1
ong dung moi
10 ml NaCl

0,9%

VN-18235-14

52. Cong ty diing ky: Cong ty TNHH DP Quéc té Thién Nam (D/c: 20/28/72 Hé Pdc Di, P. Tdy
Thanh, Q. Tdn Phu, Tp. H6 Chi Minh - Viét Nam)




52.1 Nha san xuét: Laboratoire Sterop (P/c: Sheutlaan, 46-50-B-1070 Brussel - Belgium,

o Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cdch £ 2
STT Tén thuoe Ham lrgng ché | tho |chudn| donggei | O %
114 |Fercayl Sét III (dudi dang sat{Dung dich | 36 [NSX [Hop 5 éng2ml, | VN-1¢
dextran 10%) 100mg|thudc tiém  |thing hop 100 ng
bip, 2ml
tiém/truyén
tinh mach

53. Cong ty diing ky: Cong ty TNHH DP Viét Hung (P/c: S6 13/54 Kim Nguu, Q. Hai Ba Trung,

Ha Ngi - Viét Nam)

53.1 Nha sin xuit: Furen Pharmaceutical Group Co., Ltd. (D/c: Xuanwu Economy Development
Zone, Luyi, Henan - China)

R £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich sé da ,
STT Tén thuoe Ham lwong ché tho | chuin dong goi 0 dang ky
115 [Lydoxim Cefuroxim (dudi Bot pha tiém| 24 JUSP 1Hop 1 lo VN-18237-14
dang Cefuroxim bap, tiém thang|34
natri) 750mg tinh mach

54. Cong ty dang ky: Cong ty TNHH Dwgc ph‘z‘;m Tam Pan (P/c: 1333 duong 31B, Khu pho An
Phii An Khdnh, Phuong An Phu, Qudn 2, TP. Ho Chi Minh - Viét Nam)

54.1 Nha san xuat: Vianex S.A- Nha may D (P/e: Ag. Stefanos. 25018, Industrial Zone Pairas -

Greece)

R X Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cich Sé a3 ,
STT Ten thuoe Ham lwgng ché | tho |chudn| domggoi | 0 OonENY
116 |Pricefil Cefprozil (duéi dang|bot pha hdn | 36 [NSX [Hop 1~chai bot | VN-18238-14
Cefprozil dichudng |thdng pha hon dich
monohydrat) uong 100ml
250mg/5ml

Tén Binh, TP. H6 Chi Minh - Viét Nam)
55.1 Nha san xuit: Gufic Biosciens Limited (D/c: NHNO.8, Near Grid, Kabilpore, Navsari,

Gujarat - India)

55. Céng ty ding ky: Cong ty TNHH Dwgc pham An sinh (B/c: S8 46 Trdn Thdnh Téng, P. 15, Q.




s Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach S dine kv
5 3 . iy k
STT Tén thude Ham luwgng ché the chuan| déng goi o cang
117 |{Gepan Pantoprazol (du6i  |Bétdongkhd| 24 INSX [Hop 1lo botva| VN-18239-14
dang pantoprazol  |pha tiém tinh|thidng 1 dng dung mobi
natri) 40mg mach pha tiém
118 [Rabol * [Rabeprazol 20mg  |Botdongkho| 24 [NSX [Hop I lo botva| VN-18240-14
pha tiém tinh{thang 1 6ng nudc cat
mach pha tiém

56. Cong ty dang ky: Cong ty TNHH Duoc phdm Bao Lam (B/c: S6 1B Trung Liét, P. Trung Liét,
Q. Dong Da, Ha Ngi - Viét Nam)
56.1 Nha san xuét: Brawn Laboratories Ltd (P/c: 13, New Industrial Township, Faridabad
121001, Haryana. - India)

ek Hogt chét chinh - | Dang bao [Tudil Tieu | Quyeich | cgas o
STT Tén thude Ham lwgng ché tho |chuin| dong gbi 0 dang ky
119 |BTV-Brodox Cefpodoxime (dudi |Vién nén bao] 24 |USP |Hop 1 vix 10 VN-18241-14
dang Cefpodoxime |phim thang|30 vién
proxetih100mg | | J | 1

57. Cong ty dang ky: Cong ty TNHH Duwgc pham DO HA (D/c 56 30, Tap thé T ran Phi, ngo 105
duong Nguyén Phong Sdc, t6 16, P. Dich Vong Hau, Q. Cau Gidy, Ha Ngi - Viét Nam)

57.1 Nha sin xuét: Delta Pharma Limited (P/c: Tarakandi, Pakundia, Kishoreganj - Bangladesh)

o 4 Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cach Sé ds ,
STT Tén thude Ham lwgng ché tho |chuan{ déng géi 0 ding ky
120 |Cedonkit 250 Cefuroxime (dudi | Vién nén bao| 24 [BP Hop3vix6 VN-18242-14
dang cefuroxime phim thang{2007 |vién; hop 4 vi x
axetyl) 250mg _j6vien

58. Cong ty diing ky: Cong ty TNHH Duogc phim DO HA (D/c: S6 30, Tdp thé Trdn Phii, ngd 105,

dwong Nguyén Phong Sdc, t6 16, P. Dich Vong Hau, Q. Cau Gidy, Ha Ngi - Viét Nam)

58.1 Nha san xuét: The Acme Laboratories Ltd. (B/c: Dhulivita, Dhamrai, Dhaka - Bangladesh)

o £ Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach S& di .
STT Tén thude Ham luwgng ché tho |chudn| dong géi 0 dang ky
121 |CP Cefpodoxim (duéi [Bot pha hdn | 24 |NSX {Hop 1 lo bdt dé| VN-18243-14




dang Cefpodoxim

_|proxetil) 40mg/5ml |

dich udng

pha 50ml hon

dich 1

59. Céng ty ding ky: Cong ty TNHH Dwgc phdm Piec Anh (B/c: 197/4 Nguyén Lam, Ph:
Qudn 10, TP. H6 Chi Minh - Viét Nam)

59.1 Nha san xuét: Aqua Vitoe Laboratories (D/c: Plot No.4, Vill. Kunjhal, Near Jharma
Nalagarh, Baddi, Dist. Solan, (H.P.) - India)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach £ .
STT Tén thude Ham lwong ché tho |chudn| déng géi S6 dang ky
122 |Lifpitum 1,5gm Ampicillin (dudi Bot pha tiém| 24 {USP |Hop 1 1o bot VN-18244-14
dang Ampicillin ~ |bdphodc  |théng|35  |pha tiém + 1
natri) 1000mg; tiém, truyén 6ng 10ml nuéc
Sulbactam (dudi  |tinh mach cit pha tiém
dang sulbactam
natri) 500mg

60. Céng ty ding ky: Cong ty TNHH Dugc Phim Huy Nhit (D/c: 37/13/27 Ngé Tdt Té, phuong
21, qudn Binh Thanh, Tp. H6 Chi Minh - Viét Nam)

60.1 Nha sin xuit: Globe Pharmaceuticals Ltd. (D/c: BSCIC Industrial Estate, Begumgonyj,
Noakhali - Bangladesh)

" £ Hoat chit chinh - [ Dang bao Tudi| Tiéu Quy céch £ o ,
5 0 S d
STT Tén thube Ham lrong ché tho |chuin| déng géi 6 dang ky
123 JRoctolido Fexofenadin HCl  |Vién nén bao{ 24 |[USP H6p2vix 10 VN-18245-14
180mg {phim thang|35 vién

61. Cong ty ding ky: Cong ty TNHH Dugc phim Khang An (B/c: 1/64 hém 303 Tdn Son Nhi, P.
Tan Son Nhi, Q. Tan Phu, Tp. H6 Chi Minh - Viét Nam)

61.1 Nha san xuit: Hyrio Laboratories Pvt. Ltd (P/c: C/40, Ground Floor, Subhlaxmi, Chani
Jakat Naka, New Sama Road, Vadodara - India)

A £ Hoat chit chinh - Dang bao Tudi| Tiéu Quy cach S6 da ,

STT Tén thuoe Ham leong ché | the |chudn| déng goi 0 dang ky

124 |[Hoix Cefepim (dudi dang |Bot pha tiém| 24 [USP |Hop 1lo VN-18246-14
Cefepim HCI) 1g  |bdp, tiém  (thang|32

tinh mach
125 |Yasdinir  |Meropenem (du6i [Botphatiém| 24 |USP [Hopllp | VN-18247-14

dang Meropenem  |tinh mach  |thang|32
trihydrat) lg




62. Cong ty ding ky: Céng ty TNHH Duge pham Lién Hop (P/c: 480C Nguyén Thi Thép,
Phuwong Tén Quy, Qudn 7, TP.HCM - Viét Nam)

62.1 Nha san xuét: Sofarimex-Industria Quimica E Farmaceutica, S.A (P/c: Av. das Industrias,
Alto do Colaride, 2735-213, Cacem - Portugal)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich Sé di .
STT Tén thuoe Ham leong ché | tho |chudn| dong goi 0 ding ky
126 |Asgizole Esomeprazole (dudi |B6t pha tiém| 24 INSX |Hop 1l lohodc | VN-18248-14
dang Esomeprazole |dudng tinh [thdng hép 10 lo
natri) 40mg mach

62.2 Nha san xuit: Valpharma International S.p.a (P/c: Via G. Morgagni, 2-47864 Pennabilli

(RN) - Italy)
o Hoat chit chinh - | Dangbao [Tudi| Titu | Quycich | ¢ g5 10
STT Tén thude Ham lwong ché tho | chuin dong goi 0 ding ky
127 |Asgizole Esomeprazole (dudi |Vién nén bao} 24 INSX |Hop4 vix7 VN-18249-14
dang Esomeprazole |phim tan thang vién
magnesium trong ruot
dihydrate) 20mg

63. Cong ty dang ky: Cong ty TNHH Duwoc phﬁm Nam Son (P/c: S6 25 duong 80, ngs 69B,
Hoadng Vin Thdi, P. Khwwong Trung, Q. Thanh Xudn, Ha N§i - Viét Nam)

63.1 Nha san xuit: Open Joint Stock Company "Borisovskiy Zavod Medicinskikh Preparatov"
(D/c: 64/27 Chapaeva St., 222120 Borisov, Minsk region - Belarus)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch & dine k¢
STT Tén thude Ham lwgng ché tho |chudn| déng goi o qang &y
128 [Namuvit Pentoxifyllin Dung digh 24 |INSX [Hép 106ngx 5| VN-18250-14
100mg/Sml pha truyén |thing ml -
tinh mach

64. Cong ty ding ky: Cong ty TNHH Dwoe phdm Nhit Anh (B/c: 19-C12B dwong Hoa Lan, P. 2,
Q. Phu Nhudn, TP. H6 Chi Minh - Viét Nam)

64.1 Nha san xuét: Atlantic Pharma (P/c: Rua da Tapada Grande, no 2, 2710-089 Sintra -

Portugal)




2 Hoat chit chinh - | Dangbao |Tudi| Tiéw | Quycich | s
STT Tén thude Ham lugng ché tho |chudn| déng goi o
129 {Nafamedil 75mg Clopidogrel (duéi | Vién nén baoj 24 INSX [Hop2vix 14 VN-I
Film-coated tablet dang Clopidogrel  {phim thang vién
hydrogen sulphate)
75mg -

65. Cong ty dang ky: Cong ty TNHH

TY YW

0.4, Tp HCM - Viét Nam)
65.1 Nha san xuit: Medochemie Ltd. (B/c: I-10 Konstantinoupoleos str Zakaki, Limassol -

™

dwgc pham Phwong Dai (D/c: 3 Truong Dinh Hoi, P. 1.

Cyprus)
< Hoat chit chinh - | Dangbac |Tudi| Tiéu | Quy cich £ 1
A A . . S d
STT Tén thude Ham lwgng ché tho [chuin dong goi 0 ding ky
130 |Amika-synto amikacin Dung dich 24 INSX [Ho6p 10 b6ngx VN-18252-14
o _|500mgf2ml  Jtiém | théngl  foml o
131 |Cefuroxime-synto Cefuroxim (dudi *~ |Thudc bot 24 INSX |Hop 1010 VN-18253-14
750mg dang Cefuroxim pha tiém thang
. natri) 750mg

66, Cong ty ding ky: Cong ty TNHH Dwge pham Quéc té Nam Viét (B/c: 29/10C3, Phan Huy
Ich, Quédn Go Vép, Thanh phé HS Chi Minh - Viét Nam)

66.1 Nha san xuit: Remedica Ltd. (B/c: Limassol Industrial Estate P.O. Box 51706 3508 Limassol

- Cyprus)
. Hoat chit chinh - | Dangbao |Tudi| Titu | Quycdch | & 4 1o
A £ 2 : Sod
STT Tén thude Ham lwong ché tho |chuén| déng gbi 0 ding ky
132 |Cypdicar 6,25 Tablets  [Carvedilol 6,25mg [Vién nén 36 INSX [Hop3vix10 VN-18254-14
thang} vién

67. Cong ty dang ky: Cong ty TNHH dwgc phim Thia D6 (B/c: 53/1/178 Thdi Ha, Béng Pa - Ha

N¢i - Viét Nam)

67.1 Nha san xuét: Tsinghua Unisplendour Guhan Bio-Pharmaceutical Corporation Ltd. (D/c:
No. 112 Hejiangtao Road Hengyang City, Hunan Province - China)

o Hoat chit chinh - | Dangbao [Tudi| Titu | Quyecich | gg 40,0
STT Tén thude Ham lugng ché tho (chuin| déng géi 0 dang ky
133 |Ciprofloxacin Lactate  |Ciprofloxacin (dudi {Dung dich 36 |BP200{Hop 1 chai VN-18255-14
and Sodium Chloride dang Ciprofloxacin |[tiém truyén [thang|9 100ml
Injection lactat) 200mg/100ml




68. Cong ty dang ky: Céng ty TNHH Duwgc phim va thiét bi y t&é Tuin Dwong (P/c: Ngb 139,
ngdch 13, Tan Mai, Qudn Hoang Mai, Ha Ngi - Viét Nam)

68.1 Nha sian xuét: Laboratorios Casasco S.A.L.C (D/c: Boyaca 237 - Ciudad de Buenos Aires -

Argentina)
A g Hoat chit chinh - | Dang bao |Tudi| Tidu | Quycdch | gg e 1
STT Tén thude Ham lwong ché tho [chudn| déng goi ¢ fang &y
134 [Urokit Kali citrate 3g/g6i  [BOt pha dungl 36 INSX  [Hop 60 goi VN-18256-14
dichudng |thdng

69. Cong ty ding ky: Cong ty TNHH Dwec phdm Viét Lam (B/c: T6 16 Lam Du, Phuong Bé Pé,
Q. Long Bién, Ha Ngi - Viét Nam)

69.1 Nha sin xuit: Popular Infusions Ltd. (D/c: 164, Tongi Industrial Area, Tongi, Gazipur-1711

Bangladesh)
A £ Hoat chit chinh - | Dang bao |Tubi| Tiéu | Quy cich S& ding ki
STT Tén thuoe Ham lwong ché | tho [chun| dong g o qang &y
135 |Doneson Propofol Nhil dich 24 |BP  |Hop 51o x 20ml| VN-18257-14
200mg/20ml ti€ém tinh thang|2011
mach .

70. Cong ty diing ky: Cong ty TNHH Dugc phim Viét Phap (P/c: 11B, phé Hoa Bing, P. Yén
Hoa, Q. Cau Giay, Ha N¢i - Viét Nam)

70.1 Nha san xuit: Farma Mediterrania (P/c: San Sebastia, s/n E-08960 Sant Just Desvern
Barcelona - Tday Ban Nha)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich Ko o
: “Te h Sod
STT Tén thude Ham lwong ché | tho |chuin| donggsi | o oone
136 |Esomeprazole Wynn Esomeprazole (dudi {Bot dong khd| 24 INSX [Hop 10 lo VN-18258-14
dang Esomeprazole [pha ti€ém thing
natri) 40mg truyén tinh
mach

71. Cong ty ding ky: Cong ty TNHH Dwoc phim Viét Phip (B/c: S6 11B, phé Hoa Bang, P. Yén
Hoa, Q. Cau Gidy, Ha Ngi - Viét Nam)

71.1 Nha san xuit: Laboratorio Libra S.A (D/c: Arroyo Grande 2832, Montevideo - Uruguay)




" P Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach S4 dr—- 1~
STT Tén thude Ham lwgng ché tho [chuin| dong géi 0
137 {Libracefactam 2g Cefoperazon (dud6i |Bot pha tiém| 24 |[NSX |Hop 25 lo VN-1¢
dang Cefoperazon |bép, tiém  |thing
natri) 1g; Sulbactam |tinh mach

(duéi dang
sulbactam natri) 1g

72. Cong ty ding ky: Cong ty TNHH Kién Viét (B/c: 437/2 Lé Purc Tho, P. 16, Q. Go Vap, TP. Hé
Chi Minh - Viét Nam)

72.1 Nha san xuét: Globe Pharmaceuticals Ltd. (D/c: BSCIC Industrial Estate, Begumgony,

Noakhali - Bangladesh)

ok Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach PP
3 25 2 So d
STT Tén thude Ham lugng ché | tho |chudn| dong g6i 0 ddng ky
138 |Zedoxim-100 capsule  |Cefpodoxime (dudi |Vién nang 24 INSX [Hop3vix4 VN-18260-14
dang Cefpodoxime |cimg thang| vién
proxetil) 100mg
139 |Zedoxim-200 capsule  |Cefpodoxim (duéi |Vién nang 24 INSX |Hop2vix4 VN-18261-14
dang Cefpodoxim |clrg thang vién
proxetil) 200mg

72.2 Nha san xuit: Incepta Pharmaceuticals Limited (D/c: Dewan Idris Road, Zirabo, Savar,

Dhaka - Bangladesh)

" £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach Sé da ,
STT Tén thuoc Ham lwgng ché tho |chudn| déng goi 0 dang ky
140 lincepdazol 250 tablet ~ |Metronidazol 250mg|Vién nén bao| 24 [USP |Hop 10vix 10 | VN-18262-14
S B I phim __ [thingi35  |vién I
141 {Neocilor tablet Desloratadin Smg  |Vién nén bao| 36 |NSX |Hop 10vix 10 | VN-18263-14
~|phim  |thdng| fvién

72.3 Nha san xuét: Incepta Pharmaceuticals Ltd. (P/c: 40, Shahid Tajuddin Ahmed Sarani,
Tejgaon Industrial Area, Dhaka-1208 - Bangladesh)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich S& ds .
STT Tén thuoc Ham lwgng ché tho |chuidn| déng goi 0 ding ky
142 |Seasonix oral solution  [Levocetirizin Dung dich 24 INSX |[Hop 1 chai VN-18264-14
dihydroclorid udng thang 60ml

0.03g/60ml




143

Seasonix tablet

Levocetirizin

_|dihydroclorid Smg

Vién nén bao
phim

NSX

Hop 10vix 10

vién

VN-18265-14

72.4 Nha sin xuit: The Madras Pharmaceuticals (D/c: 137-B, Old mahabalipuram Road,

Karapakkam, Chennai-

600096 - India)

o £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich S& dine kv
STT Ten thuoe Him lwong ché | tho [chudn| déng goi o fang &y
144 |Kiviugrel Clopidogrel (du6i | Vién nén baol 24 |USP32/Hép3vix 10 | VN-18266-14
dang Clopidogrel  |phim thang vién
bisulphat) 75mg o

73. Cong ty ding ky: Cong ty TNHH Lamda (D/c: 171 Bé Quang, P. Vinh Trung, Q. Thanh Khé,

Da Néng - Viét nam)

73.1 Nha san xuat: Facta Farmaceutici S.p.A (D/c: Nucleo Industriale S. Atto, S. Nicolo a Tordino,

64020 Teramo - Italy)

.y & Hoat chit chinh - | Dangbao [Tudi| Tién | Quyecich | ¢gax 1o
STT Tén thude Ham luwong ché tho |chuin| déng gbi 0 ding ky
145 |Merugold LV (co s¢ san xuat|Meropenem (dudi  |B6t phatiém, 36 INSX [Hgp 1010 VN-18267-14
bén thanh Ph?_m: Acs Dobfar|dang Meropenem  |truyén tinh  [thang
SpA, dla chi: Viale trihydrat) ].g maCh

Addetta, 4/12-20067
Tribiano, Milan, Italia; san
xudt thanh phim va xuit
xuong: Facta Farmaceutici
S.p.A, dia chi: Nucleo
Industriale S. Atto-64020
S.Nicolo’a Tordino, Teramo,
Italia

74. Cong ty dang ky: Cong ty TNHH Sanofi-Aventis Viét Nam (B/c: 123 Nguyén Khodi, Qudn 4,
Thanh phé Ho Chi Minh - Viét Nam)

74.1 Nha san xuit; Farma Health Care Services Madrid, S.A.U (P/c: Avenue de Leganes, No
62,28923 Alcorcon (Madrid) - Spain)

A £ Hoat chét chinh - Dang bao Tudi| Titu Quy cach S8 dine kv
STT Tén thuoe Ham lugng ché | tho |chudn| déng géi e &y
146 |Rodogyl Spiramycin Vién nén bao| 36 [NSX [Hop2vix10 | VN-18268-14
750.0001U; phim thang vién
Metronidazole

125mg




74.2 Nha san xuét: Sanofi Winthrop Industrie (B/c: 6, Boulevard de | Europe - 21800 O

France)

ny. -

. Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cch £ ax
A £ : ang 1 Sod
STT Tén thude Ham iwgng ché tho |chuin| déng géi oo
147 |Hept-A-Myl 187,8mg  {Heptaminol Vién nén 60 [NSX |Hop 2vix VN-18_ . .
hydroclorid 187,8 thang 10vién
mg

75. Céng ty ding ky: Céng ty TNHH Thai Nakorn Patana Viét Nam (D/c: 636 Nguyén Tat
Thanh, Phuong 9, TP. Tuy Hoa, Tinh Phu Yén - Viét Nam)

75.1 Nha san xuét: Thai Nakorn Patana Co., Ltd. (B/c: 94/7, Soi Ngamwongwan 8 (Yimprakorb),
Ngamwongwan Road, Nonthaburi 11000 - Thailand)

2

estradiol 0,03mg

R £ Hoat chit chinh - | Dang bao |Tuoi| Tiéu Quy cach & da .
STT Tén thuoe Ham iwgng ché tho |chudn| ddng goi 0 dang ky
148 |Anna Levonorgestrel Vién nén bao| 60 |[NSX [Hop 50vix28 | VN-18270-14
0,15mg; Ethinyl duong thang vién; hop 16n

chira 24 hop
nhox 1 vix28
vién

76. Cong ty ding ky: Cong ty TNHH Thwong Mai Dugc phflm Nhéan Hoa (P/c: 17K/3 Duwong
Binh Nghé, Phuong 8, Qudn 11, Tp. Ho Chi Minh - Viét Nam)

76.1 Nha san xuit: Jeil Pharmaceutical Co., Ltd. (D/c: 117-1, Geungok-ri, Baegam-myeon,
Cheoin-gu, Yongin-si, Gyeonggi-do - Korea)

N Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £ axe L
STT Tén thuoc Ham lwgng c%é tho |chuén déx);g goi S0 dang ky
149 |Cilapenem injection Imipenem (dudi Bot pha tiém| 24 [USP32{Hé6p 10 lo VN-18271-14

dang Imipenem truyén tinh  |thing

monohydrat) mach

500mg; Cilastatin

(dudi dang Cilastatin

natri) 500mg

77. Céng ty ding ky: Cong ty TNHH Thwong mai Nam Ddng (D/c: 86 nha 2, ngs 164/117, phd
Vwong Thira Vi, P. Khuong Trung, qudn Thanh Xudn, Ha Ngi - Viét Nam)

77.1 Nha san xuit: KRKA, D.D., Novo Mesto (D/c: Smarjeska Cesta 6, 8501 Novo Mesto -

Slovenia)



o s Hogt chit chinh - | Dangbio |Tudi| Tieu | Quycich | ggae o
STT Tén thude Ham lwgng che tho |chuin dong goi o fang Xy
150 [Atoris 10mg Atorvastatin (dudi | Vién nén bao] 24 |[NSX [Hop3 vix 10 VN-18272-14
dang Atorvastatin  |phim thidng vién
- calcn) 10mg
151 Coryol 12. Smg Carvedilol 12 Smg | Vién nén 36 |NSX |Hop 4vix7 | VN-18273-14
e f . fthdng im0
152 Coryol 6 25mg Carvedilol 6 25mg Vién nén 36 INSX |Hop4vix 7 | VN-18274-14
e\ |thng  ién S
153 [Gastevin 30mg Lansoprazole 30 mg | Vién nang 36 |NSX |Hop 14 vién | VN-18275-14
ey (fctmg  théngt | |
154 {Lorista H Losartan potassium [Vién nén bao] 60 [NSX [Hop2vix 14 | VN-18276-14
50 mg; phim thang vién
Hydrochlorothiazide
12,5 mg

78. Cong ty ding ky: Cong ty TNHH Thwong mai Thanh Danh (D/c: Phong 3, tang 2, tod nha
TAASAH, s6 749/14/4 Huynh Tan Phadt, P. Phi Thudn, Q. 7, TP. H6 Chi Minh - Viét Nam)

78.1 Nha sin xuét: Hilton Pharmaceuticals (Pvt) Ltd (D/c: Plot No. 13, sector 15, Korangi
Industrial Area, Karachi - Pakistan)

Ak Hogt chit chinh - | Dangbao |Tudi| Tidu | Quycdch | ¢ 42
STT Tén thude Ham lrgng ché | tho |chuin| déng g6 ang Ky
155 {Ovaba capsules 100mg |Gabapentin 100mg |Vién nang 36 INSX [Hop3vix10 | VN-18277-14
e qctmg  jthdngl _ vién |
156 Ovaba capsules 300mg Gabapentm 300mg |Vién nang 36 [NSX |Hop3vix10 | VN-18278-14
______ |oimg  |thdng]  |vién

78.2 Nha san xuit: Karnataka Antibictics & Pharmaceuticals Limited (B/c: No. 14, II Phase,
Peenya Industrial Area, Bangalore 560 058 - India)

A s Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cach o
STT Tén thuoe Ham luweng ché tho | chuin dong goi ang xy
157 |Azap lgm Cefazolin (dudi Botphatiém| 36 |USP Jhop 1 lo VN-18279-14
dang Cefazolin natri)|bdp, ti€fm  [thang|34
1g tinh mach

78.3 Nha san xuét: Lincoln Pharmaceutical Ltd. (D/c: Trimul Estate, Khatraj, Ta. Kalol, Dist:
Gandhinagar Gujarat - India)




. P Hoat chit chinh - | Dang bao Tudi| Titu Quy cach Sé d -
STT Tén thuoe Ham lwgng ché tho | chuin dong goi o
158 |Inferate Ondansetron (dudi | Vién nén bao| 36 [NSX [Hop 10 vix 10 | VN-1¢
dang Ondansetron |phim thang vién
hydrochloride) 8mg

78.4 Nha san xuét: Swiss Parentals Pvt. Ltd (P/c: 809 Kerala Industrial Estate G.ID.C near
Bavla Dist, Ahmedabad-382 220, Gujarat - India)

natri) 1000mg;
Sulbactam (dudi
dang sulbactam

natri) 500mg

g Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach S& ding Iy
STT Tén thuoe Ham lwgng ché | tho |chufn| déng goi 0 dang ky
159 [Meozone forte Cefoperazon (duéi | Thubc bot 36 INSX [Hop1lo VN-18281-14
dang Cefoperazon |pha tiém thang

79. Cong ty dang ky: Cong ty TNHH TM DP Dong Phwong (D/c: 119, Duong 41, P. Tdn Quy,

Q.7, Tp. H6 Chi Minh -

Viét Nam)

79.1 Nha san xuit: Healthcare Pharmaceuticals Ltd. (D/c: Rajendrapur, Gazipur - Bangladesh)

. Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cdch P
A £ 1 ang ! h Sod
STT Tén thuoc Ham lugng ché | tho |chudn| déng géi 0 dang ky
160 |Atorcal Tablet Atorvastatin (duéi | Vién nén baof 36 [NSX (Hop3vix 10 VN-18282-14
dang Atorvastatin  |phim thang| vién
calci) 10mg e
161 |Rolxexim Cefpodoxim (dudi |Vién nang 24 [NSX |Hbp 4 vi bim VN-18283-14
dang Cefpodoxim |cing thang Alu-Alu 4 vién
proxetil) 100mg
162 |Rolxexim Cefpodoxim (duéi | Vién nang 24 INSX [H6p 3 vi bim VN-18284-14
dang Cefpodoxim |cimg thang Alu-Alu 4 vién
proxetil) 200mg o B

80. Céng ty diang ky: Cong ty TNHH Trudng Son (P/c: S6 18, Ddy B, Khu lién ké TT12, Khu dé
thi Vian Quadn, P. Vian Quan, Q. Ha Déng, Ha N¢i - Viét Nam)

80.1 Nha san xuit: Ursapharm Arzneimittel GmbH & Co. KG (P/c: IndustriestraBe 66129
Saarbrucken - Germany)




Tuoi

. P Hoat chit chinh - | Dang bao Tiéu | Quy cach S& dine kv
STT Tén thude Ham lwgng ché tho fchuan| doéng goi ¢ dang &y
163 [Virupos Acyclorvir Thuéc m&tra] 36 |NSX [HOp ltube 4,5g| VN-18285-14
_____ {135mg/45g  [mat _|théng|

81. Céng ty ding ky: Céng ty TNHH xuit nhap khiu Thuwong mai Dwge phdm NMN (B/c:
710-712 Cdch Mang Thing 8, Phuong 5, Qudn Tdn Binh, Tp. Ho6 Chi Minh - Viét Nam)

81.1 Nha san xuvit: Venus Remedies Limited (B/c: Hill Top Industrial Estate, Jharmajari EPIP,
Phase-I (ext), Bhatoli Kalan, Baddi (HP) - India)

" A Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach Sé a3 ,
STT Tén thude Ham lugng ché | tho [chufn| déng goi 0 dang I
164 |Lastinem Imipenem 500mg; |Bot phatiém| 30 [USP |Hop 1 lo VN-18286-14
oode o |[Cllastatin500mg | Jthdng3S 1
165 (Prazone-S 1.0g Cefoperazone (dudi [Bot pha tiém T 24 INSX |Hopllo VN-18287-14
dang Cefoperazon thang
natri) 0,5g;
Sulbactam (dudi
dang sulbactam
natri) 0,5g
166 [Prazone-S 2.0g  |Cefoperazon (duéi |Botphatiem| 24 [NSX [Hopllo | VN-18288-14
dang Cefoperazon thang
natri) 1000mg;
Sulbactam (dudi
dang sulbactam
natri) 1000mg
82. Cong ty ding ky: Cong ty TNHH Y té Canh Cira Viét (P/c: 788/2B Nguyén Kiém, P.3, Q. Go
Vip, TP. H6 Chi Minh - Viét nam)
82.1 Nha sin xuét: Sanjivani Paranteral Ltd. (P/c: R-40, T.T.C., Rabale, Thane Belapur Road,
Navi Munbai-400701, Maharashtra State - India)
o £ Hoat chit chinh - | Dang bao [Tudi| Tiéu | Quy cach S8 ai .
i ° i4 2 d k
STT Tén thude Ham lwgng che tho |chuan| déng goi o fang &y
167 {IM-CIL Imipenem (dudi Bot pha tiém| 24 {USP |Hop 1 lo VN-18289-14
dang Imipenem thang|36

natri) 500mg;
Cilastatin (du¢i dang
Cilastatin natri)

500mg

83. Céng ty dang ky: Daewoong Pharm. Co., Ltd. (D/c: 223-23 Sangdaewong-Dong,
Choongwong-Ku, Sungnam-City, Kyunggi-Do - Korea)




83.1 Nha san xuét: Daewoong Pharmaceutical Co., Ltd. (P/c: 35-14, Jeyakgongdan 4-gi
Hyangnang-eup, Hwaseong-Si, Gyeonggi-Do - Korea)

s Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich S& d

< < ) iy d
STT Tén thudc Ham luong ché tho |chuin| déng goi oda
168 |Uruso Acid

Vién nén 36 INSX [Hop3vix10 | VN-18... .
thang vién; 6 vix 10
vién; 10 vix 10
vién

ursodeoxycholic
200mg

84. Cong ty dang ky: Demo S.A. (D/c: 21 km National Road Athens Lamia 14565, Krioneri Attica.
- Greece)

84.1 Nha san xuat: Demo S.A. (D/c: 21 km National Road Athens Lamia 14568, Krioneri, Althens -
Greece)

. Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £ oas .
A £ 3 a0g | Sod
STT Tén thude Ham lwong che tho |chuén déng goi 0 ding ky
169 |Demozidim Ceftazidim (dudi

Bot phatiém| 36 |NSX [Hop 1 lo; hop VN-18291-14
dang Ceftazidim bap, tinh

thang 1010
pentahydrat) 1g mach

85. Cong ty ding ky: Denk Pharma GmbH & Co. Kg (D/c: Prinzregentenstr 79, D-81675
Tittmoning - Germany)

85.1 Nha sin xuét: Denk Pharma GmbH & Co. Kg (P/c: Gollstrabe 1, 84529 Tittmorning. -
Germany)

R £ Hoat chét chinh - | Dang bao |Tudi| Tiéu
STT Tén thudc Ham leong ché tho

170 [Metformin Denk 1000 [Metformin (dudi Vién nén bao] 36 |[NSX [Hop3vix10 VN-18292-14
dang Metformin phim thang vién
HCI) 1000mg

Quy cach

b S6 dang ky
chudn| déng gdi 0 dang ky

86. Cong ty ding ky: Duopharma (M) Sdn. Bhd. (P/c: Lot 2599, Jalan Seruling 59, Kawasan 3,
Taman Klang Jaya, 41700 Klang, Selangor Darul Ehsan - Malaysia)

86.1 Nha san xuét: Duopharma (M) Sdn. Bhd. (D/c: Lot 2599, Jalan Seruling 59, Kawasan 3,
Taman Klang Jaya, 41200 Klang, Selangor - Malaysia)

. At chinh - a0 | Tudi
STT Tén thude Hoat chat chinh Dang bao | 1u

Tiéu Quy cach
Ham lwgng che tho

chuén dong gdi
Domperidone 10 Vién nén 36 |NSX

S6 ding ky

171 |Motidone

Hop 10 vix 10 | VN-18293-14




mg

thang

vién; 50 vix 10
vién

87. Cong ty dang ky: Eli Lilly Asia, Inc-Thailand Branch (D/c: Thanapoom Tower, 14th Floor
1550 New Petchburi Road, Makasan, Rachtavee, Bangkok 10400 - Thailand)

87.1 Nha san xuét: Eli Lilly & Company (P/c: Indianapolis, In 46285 - USA)

. Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich £ ax .
a 5 . - h So &
STT Tén thude Ham lrgng ché | tho [chudn| dong goi 0 ding ky
172 |Gemzar Gemcitabin (dudi  |Botddngkhd] 36 |NSX |Hop 1 lo VN-18294-14
dang gemcitabin phadung |thing
HCI) 200mg dich tiém
truyén

88. Cong ty ding ky: Emcure Pharmaceuticals Ltd. (D/c: Emcure House, T-184, M1 D.C,,
Bhosari, Pune 411 026, - India)

88.1 Nha san xuit: Emcure Pharmaceuticals Ltd. (B/c: Lane No. 3. Phase-II, SIDCO Industrial
Complex Bari-Brahmana, Jammu (J&K)-181133 - India)

ruot) 20mg

n £ ‘Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich S8 di ,
STT Tén thude Ham lwong ché tho |chudn déng géi 0 dang ky
173 |Atpure-25 S (-) Atenolol 25mg |Vién nén 24 |INSX H@p 2vix14 | VN-18295-14
o) (thangl pvién ]
174 [Orle Omeprazol (Dang vi | Vién nang 36 [NSX Hop 10vix 10 | VN-18297-14
hat bao tan trong cliing thang vién

88.2 Nha san xuit: Emcure Pharmaceuticals Ltd. (D/c: Plot No. P-1, IT-BT park, Phase-II,
MIDC, Hinjwadi, Pune-411057 - India)

o
A

. p Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach - Sé i .
STT Tén thuoe Ham luwgng ché tho |chuin dong goi A 0 ding ky
175 |Lomoh 40 Enoxaparin natri Dung dich 24 INSX [Hop 1vix1dng| VN-18296-14
40mg/0,4ml tiém duéi  [thang

mach

da,, tiém tinh

89. Cong ty dang ky: Ever Neuro Pharma GMBH (D/c: Mondseestrasse 11, 4866 Unterach am
Attersee - Austria)

89.1 Nha san xuét: PT Dexa Medica (D/c: JI. Jend. Bambang Utoyo No.138, Palembang -
Indonesia)




o £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach Sé d
STT Ten thude Ham lrong ché | tho |chuin| déng géi 0
176 [Ceftum Ceftazidime (dudi  |Bot phatiém| 24 [NSX [Hop 1 lo VN-1
dang Ceftazidime thing
pentahydrat) 1g

90. Cong ty dang ky: F.Hoffmann-La Roche Ltd. (D/c: 124 Grenzacherstrasse, CH-4070

Switzerland)

90.1 Nha san xuat: Cenexi SAS (D/c: 52 rue Marcel et Jacques Gaucher 94120 Fontenay - Sous

Bois. - France)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach £ ax .
STT Tén thude Ham lwong b tho | chuin défyng gsi | O0dangky
177 {Tamiflu (d6ng goi bdi F. |Oseltamivir 75mg | Vién nang 60 INSX [Hoplvix10 VN-18299-14
Hoffmann La Roche cing thang vién
Ltd.; B/c: CH-4303
Kaiseraugst,
Switzerland)

91. Cong ty dang ky: Ferring Pharmaceuticals Ltd. (D/c: Flat/RM 1-13, 21-22, 25/F, No 1 Hung
To Road Ngau Tau Kok, Kowloon, - Hongkong)

91.1 Nha sin xuit: Catalen U.K. Swindon Zydis Limited (P/c: Frankland Road, SN5 SRU
Blagrove Swindon, Wiltshire - United Kingdom)

Ferring International
Center SA, d/c: Chemin
de la Vergognausaz, 50
1162 Saint-Prex,

Switzerland)

. < Hoat chét chinh - | Dang bao |Tudi| Tidu | Quy cach £oax 1

STT Tén thuoe Ham lugng cié' tho | chuin déng goi 56 dang ky
178 |Minirin Melt Oral Desmopressin (dudi | Vién dong 36 INSX [Hoplvix10 | VN-18300-14

Lyophilisate 120mcg dang Desmopressin |[kho dang thang vién; hop 3 vix

(Péng gbi thir cAp boi:  lacetate) 120mceg ubng 10 vién

Ferring International

Center SA, d/c: Chemin

de la Vergognausaz, 50

1162 Saint-Prex,

Switzerland)
179 |Minirin Melt Oral Desmopressin (dudi {Vién déng 36 [NSX [Hop!lvixl10 VN-18301-14

Lyophilisate 60mcg dang Desmopressin |khd dang  |thing vién; hop 3 vix

(Déng goi thir cAp bdi: |acetate) 60meg ubng 10 vién




92. Cong ty dang ky: Flamingo Pharmaceuticals Limited (B/c: R-662, T.T.C Industrial Area,
Rabale, Navi Mumbai 400 701 - India)

92.1 Nha san xuét: Minimed Laboratories Pvt., Ltd. (B/c: 7/1 Corporate Park, Sion Tromabay
road, Chembur, Mumbai, 400 07. - India)

A o Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich S& diine ké
STT Tén thude Ham lwgng ché tho |chuén dong gébi 0 dang ky
180 |Diclofenac Tablets 50mg|Diclofenac natri Vién nén bao| 36 |BP  [Hop 10vix 10 [ VN-18302-14
50mg tan trong rudt{thang|2011 |vién

93. Cong ty diang ky: Fresenius Kabi Deutschland GmbH (D/c: D-61346 Bad Homburg v.d. H. -

Germany)

93.1 Nha san xuit: Fresenius Kabi Austria GmbH (D/c: Hafnerstrasse 36, AT-8055, Graz -

Austria)

R £ Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach £ da .

STT Ten thuoe Ham lueng ché | tho |chudn| donggei | S oineld
181 |Rocuronium Kabi Rocuronium Dung dich 36 INSX [Hop 101lo 5Sml | VN-18303-14

10mg/ml bromide 10mg/ml  {ti€m, truyén {théng

tinh mach

93.2 Nha san xuét: Fresenius Kabi Oncology Ltd (B/c: 19 HPSIDC, Industrial Area, Baddi, Dist.
Solan (H.P.)-173205 - India)

A o Hoat chit chinh - | Dang bac |Tudi| Tiéu | Quy cach S6 ding ki
STT Tén thude Ham lwong ché tho |chudn| d6ng géi 0 ding ky
182 |Adrim 50mg/25ml Doxorubicin Dung dich 24 ([USP |Hop 11lp25ml | VN-18304-14
hydrochloride tiém truyén [thang{36
2mg/ml

94. Cong ty ding ky: Galien Pharma (D/c: Les Hauts de la Fourcade 32200 Gimont - France)

94.1 Nha sin xuét: Laboratoires Grimberg (D/c: Z. A. des Boutries, 5 rue Vermont 78704
Conflans Ste Honorine Cedex - France)

n £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé ds ,
STT Tén thude Ham luwgng ché tho |chuan| dong goi 0 dang ky
183 |Auricularum MQi lo 326mg bot Bt pha hdn | 24 [NSX |Hop I lo botva| VN-18305-14
chira: Oxytetracyclin{dich nho tai {thang 1 dng dung moi
HCI 10ml




100mg (90.0001U);
Polymyxin B
Sulphat 12,3mg
(100.0001U);
Nystatin
1.000.0001U;
Dexmethason natri
phosphat 10mg

95. Cong ty ding ky: Geofman Pharmaceuticals (P/c: Plot No. 20/23 Korangi Industrial Area,
Karachi - Pakistan)

95.1 Nha san xuit: Bosch Pharmaceuticals (PVT) Ltd. (D/c: Bosch house 221, sector 23, Korangi '

Industrial Area, Karachi - Pakistan)

o Hoat chét chinh - | Dangbao |Tudi| Tieu | Quyedch | g as 1
& ang | ! dang k
STT Tén thude Ham lwong ché tho |chuin| dong géi ¢ qang &y
184 {Beasy 4mg Sachet Montelukast (dusi  |Bot pha hén | 24 [NSX [Hop 14 gbi VN-18306-14
dang Montelukast [dichudng |thing
natri) 4mg/goi

96. Cong ty ding ky: GlaxoSmithKline Pte., Ltd. (P/c: 150 Beach Road, # 21-00 Gateway West,
Singapore 189720 - Singapore)

96.1 Nha sén xuit: Glaxo Operations UK Limited (D/c: Harmire road, Barnard Castle, Durham,
DL 12 8DT. — United Kingdom)

o Hoat chit chinh - | Dangbao |Tudi| Tigu | Quycach | gg a2 1
0 < , d
STT Tén thude Ham lwong ché tho |chudn| dong géi 0 ding ky
185 |Eumovate cream Clobetasone Kem bbi 24 INSX |Hop ltuyp Sg | VN-18307-14
butyrate (dudi dang |ngoai da thang
micronised) 0,05% | o

96.2 Nha san xuit: Glaxo Wellcome Production (B/c: Zone Industrielle de la Peyenniere, 53100

Mayenne - France)

. < Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach Sé da ,
STT Tén thuoe Ham lwong ché | tho |chudn| déng goi 0 dang ky
186 |Clamoxyl 250mg Amoxicilin (du6i Bt pha hén | 24 [NSX |Hop 12 goi VN-18308-14
dang Amoxicilin dich udng |[théng
trihydrat) 250mg




96.3 Nha san xuit: GlaxoSmithKline Australia Pty., Ltd. (B/c: 1061 Mountain Highway Boronic

Vic 3155. - Australia)

n X Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cich S8 di ,
STT Tén thude Ham lwong ché tho [chuin| déng goi 6 dang ky
187 |Flixotide Nebules Fluticasone Hdn dich hit | 24 [NSX Hcfgp chira2 tiix] VN-18309-14
0.5mg/2ml propionate khi dung thang 5 ong nebule
0,5mg/2ml

97. Cong ty ding ky: Glenmark Pharmaceuticals Ltd. (D/c: B/2, Mahalaxmi Chambers, 22
Bhulabhai Desai Road, Mumbai-400 026 - India)

97.1 Nha san xuit: Glenmark Pharmaceuticals Ltd. (D/c: Plot No. E-37, 39 MIDC Area, Satpur,
Nasik-422 007, Maharashtra - India)

A % Hoat chét chinh - | Dang bac |Tudi| Titu | Quy cich R
STT Tén thude Ham lwong ché tho |chudn| dbng gbi 0 ang Ky
188 |Canditral Itraconazole (dang vi| Vién nang 30 INSX |Hoplénx 10 VN-18311-14
hat) 100mg cing thang hop nhé x 1 vi x|
4 vién
189 |Glentaz Tazaroten 0,05% Gel bdingoai| 24 [NSX |Hop I tuyp 15g| VN-18314-14
190 {Momate Mometasone furoate |Kem boi 36 [USP |Hop ltuyp 15g | VN-18316-14
oo O1%KVK ngoaida  thangi36 | |
191 |Supirocin-B Mupirocin 2% Thubc mé& 24 INSX [Tuyp 5g VN-18319-14
(kl/kD); b6i ngoai da |thiang
Betamethason
dipropionat 0,05%
(kl/kD)

98. Cong ty ding ky: Glenmark Pharmaceuticals Ltd. (B/c: Plot No. E-37, 39 MIDC Area Satpur,
Nasik 422 007 Maharashtra. - India) »

98.1 Nha san xuat: Glenmark Pharmaceuticals Ltd. (B/c: Plot No. E-37, 39 MIDC Area, Satpur,
Nasik-422 007, Maharashtra - India)

o Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quyeich | ¢4 4ano kv
STT Tén thude Ham lrgng ché tho | chuin dong goi 0 ding ky
192 |Candid B Clotrimazole 1% Kem boi 36 [NSX |Tuyp l5g VN-18310-14
kl/kl; ngoai da |thing
Beclometasone
0,025% kl/kl
193 |Klenzit-C Mai tuyp 15g gel  |Gel bdi ngoai| 24 |NSX [Hép 1 tuyp 15g| VN-18315-14
chira: Adapalene da thang




194

195

196

Peri gard 2

Perlgard -4

Tacroz

15mg; Clindamycin
(dudi dang
Clindamycin
phosphat) 150mg

Perindopril
erbumine 2mg

avhiimina Amo

Tacrolimus 0,03%

Vién nén

Thuoc md

bdi ngoai da

24
thang

24
thang

24

NSX

NSX

NSX

Hop 16n x 10
hép nho x 1vix
10vién

H6p 16m x 10

hAm mnhA v
aop nno x L Vl X

10vién

VN-18320-14

thangg | |

98.2 Nha san xuit: Glenmark Pharmaceuticals Ltd. (B/c: Village Kishanpura, Baddi Nalagarh
Road, Tehsil Nalagarh, Dist. Solan, (H.P.)-174101 - India)

o Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quyecach | gg 4o (o
STT Tén thude Ham lwgng ché tho |chuidn| déng gbi 0 ding ky
197 |Glemont CT 4 Montelukast (dudi | Vién nhai 24 INSX |Hop3vix10 VN-18312-14
dang Montelukast thang vién
natri) 4mg
198 Glemont CT 5 Montelukast (dudi | Vién nhai 24 |NSX Hop3vix 10 VN-18313-14
dang Montelukast thang vién
natri) Smg

99. Cong ty ding ky: Hexal AG (D/c: Industriestrasse 25 D-083607 Holzkirchen - Germany)

99.1 Nha sin xuit: Lek Pharmaceuticals d.d (B/c: Perzonali 47, SI-2391 Prevalje - Slovenia)

trihydrat) 8§75mg;
Acid Clavulanic
(dudi dang
Clavulanat kali)

125mg

X Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £ < .
n £ 2 2 Sod
STT Tén thuoe Ham lwgng ché tho |chuidn| déng gbi 0 dang ky
199 [Curam 1000mg Amoxicilin (dudi  [Vién nén bao| 24 {NSX [Hop2vix7 VN-18321-14
dang Amoxicilin phim thang; vién

99.2 Nha san xuit: Salutas Pharma GmbH (P/c: Otto-von-Guericke-Allee 1, D-39179 Barleben -

Germany)




. £ Hoat chét chinh - | Dang bao |Tudi| Tidu | Quy cich F. .
‘ “Ue 2 S6 dang k
STT Tén thuoe Ham lugng ché | tho |chudn| dong géi odang ¥
200 [Simvahexal 10mg Simvastatin 10mg | Vién nén bao| 36 INSX (Hop3vix 10 VN-18322-14
phim thang vién

100. Cong ty diang ky: Highnoon Laboratories Ltd. (P/c: 17,5 Km Multan Road Lahore -

Pakistan)

100.1 Nha san xuéat: Highnoon Laboratories Ltd. (P/c: 17.5 Km Multan Road Lahore 53700 -

Pak