BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pic lip - Ty do - Hanh phiic
sé €8 /Qb-QLD Ha Ngi, ngay0% thing 44 ndm 2013
QUYET DINH

Vé viéc ban hanh danh mye 323 thudc sin xufit trong nwée
dwoge cip so diing k¥ lru hinh tai Viét Nam - Dyt 142

CUC TRUONG CUC QUAN LY DUQC

Cén cir Ludt Duge ngiy 14 théng 6 nim 2005;

Can cir Nghi dinh s6 63/2012/NP-CP ngay 31/8/2012 cia Chinh phu quy dinh
chirc nﬁ.ng, nhu:.m Vi, qu}ren han v co céu td chirc cia BH Y té;

Cén cir Qu}ret dinh s0 3861/QD-BYT ngé;,' 3[if9f2l]13 cua By truonmg Bo Y té quy
dinh chirc ning, nhiém vy, qu}fén han va co céu td chirc cia Cuc Quan ly Duge thuge
B& Y té:

Can cir Thong tur s6 22/2009/TT-BYT ngay 24/11/2009 cha B6 Y té quy dinh viéc
dang ky thubc;

Cén cir ¥ kién clia Hoi déng ti vin cép s6 ding ky luu hanh thudc B Y t&;

Xét dé nghj ciia Trudmg phong Ping ky thube - Cue Quan Iy Duge,

QUYET DJNH:

Dién 1. Ean hianh kém theo Qu}ret dinh nay danh myc 323 thufc sin xudt trong
nude du;n; cAp sb dang ky luu hanh tai Vigt Nam - Dot 142,

Bieu 2. f‘ung ty sdn xuft va cong ty ding ky co thude hru hinh phai in 50 ding ky
dugc B§ Y té cdp lén nhin thudc va phai chip hinh ding cdc quy ché cb lién quan téi
sn xuat va lwu hanh thudc. Céc sb ding ky ¢6 ky hiéu VD-...-13 ¢6 gid tri 05 nim ké
tir ngdy ky.Quyét dinh.

Piéu 3. Quyet dinh niy c6 higu lyc ké tir ngay ky ban hanh,

Piéu 4. Gidm dbc S& Y té céc tinh, thinh phd tryc thugc trung vong vé gidm doc
cbng ty sin xudt va céng ty ding ky co thudc tai Pidu 1 chju trach nhiém thi hanh
Quyét dinh nay.

Neri nhgin:
- Nhy Bidu 4;
< BT. Nguyén Thi Kim Tién (dé b/c);
- Cue Quiin y - B Qude phing, Cuc Y 18- B CA;
¢ Y 18 giao thing vin tii- B GTVT,;
- Tang l'-'-'3I.E'l= Hai Quan- B§ Tai Chinh;
- Bao hidm x& hii Vit Nam;
- ¥y Phiip ché, Cyc Qudn Iy Y Dwge cd truyén, Cyc Quén Iy~
Khim, chfrai:q.nh B§ Y té; Thanh tra BS Y t&;
- Vién KN thude TU va VEN thude TP.HCM:
- Thng Cang ty Durgre VN;
- Cac bénh vién, Vién ¢ giwimg bénh tric thubc BYT:
- Website ciia Cuc QLD, Tap chi Duge M§ phim — Cye QLD;
- Luw: WP, KDD, BKT (2b).

Trn-u'ng Quée Cirimg



CUC QUAN LY DUGC

BOY TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1dp - Tu do - Hanh phuc

DANH MUC 323 THUOC SAN XUAT TRONG NUGC BUGC CAP SO PANG KY
HIEU LUC 05 NAM - BJT 142

Ban hanh kém theo quyét dinh s6:2%X./QD-QLD, ngayl&../.4L/...207 S

1. Céng ty diing ky: Chi nhanh céng ty ¢6 phin Armephaco- Xi nghiép dwgc pham 120 (P/c:
118 Vii Xudn Thiéu, P. Phuc Loi, Q. Long Bién, TP. Ha N¢i - Viét Nam)
1.1 Nha san xuit: Chi nhanh cong ty cb ph?m Armephaco- Xi nghiép dwgc phim 120 (P/c: 118

Vii Xudn Thiéu, P. Phuc Lgi, Q. Long Bién, TP. Ha N¢i - Viét Nam) '

: £ Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach £ s .
A £ 2 ang ! - Sod
STT Ten thude Ham lrong ché | tho |chuin| déng goi @ dang ky
1 [Aphanat L-ornithin Dung dich 36 |TCCS I:I(f)p 2vix5 VD-19795-13
L-aspartat 1000mg/ [tiém thang ong
- 5ml . 7
2 |Cloramphenicol Cloramphenicol Vién nén bao| 36 {TCCS |Hop 10vix 10 | VD-19796-13
250mg duong thang vién; Hop 1 lo
- 100 vién
3 |Fabonxyl Piracetam 400mg; |Vién nang 36 |TCCS |[Hop 6 vix 10 VD-19797-13
4 |Lincomycin Lincomycin (duéi  [Dung dich 36 |[DBVNHOp 2 vi, 10vi | VD-19798-13
dang Lincomycin  |tiém thang|IV x 5 ong; Hop
HCl) 600mg/ 2ml 100 ong

2, Céng ty dang ky: Chi nhanh céng ty ¢6 phin Armephaco- Xi nghiép dwgc phim 150 (P/ec:
112 Tran Hung Dao, Qudn 1, TP. H6 Chi Minh - Viét Nam)

2.1 Nha sin xuit: Chi nhanh cong ty c6 phian Armephaco- Xi nghiép dwgc phim 150 (B/c: 112
Tran Hung Dao, Qudn 1, TP. Ho Chi Minh - Viét Nam)

A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach Sé dang kv
STT Tén thude Ham lugng ché tho |chuin| déng goi o fang Xy
5 ({Tac afil 20mg Tadalafil 20mg Viénnén bao| 36 [T~ {Hop1lvix4 VD-19799-13
phim thang {vién; Hop 1
chai x 10 vién

3. Cong ty ding ky: Chi nhanh Cong ty ¢6 phin dwge phAm Phong Phii- Nha may san xuét
dwgc pham Usarichpharm (D/c: 30- 32 Phong Phu, P.12, Q.8, TP. H6 Chi Minh - Viét Nam)




3.1 Nl sz’m : C

1

.

pl

. lOllg —_ —— Awlla may reenl Xluu
dugc phdm Usarichpharm (P/e: L6 12, Du'ong s6 8 KCN Tan Tao, Q. Binh Tdn, TP. H6 Chi

Minh -)
‘ R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach £ ax ,
STT Tén thuoc Ham lugng ché tho |chuén déng géi S0 ding ky
6 [Dinbutevic Piroxicam 10mg Vién nang 36 |TCCS [Hop 10 vi, 100 | VD-19800-13
B D R cing  _ [thing _ |vix10vién |
7 Spasrmcaps Alverin citrat 40mg |Vién nang 36 |TCCS [Chainhya 100 | VD-19801-13
I R oing _ _ [thing _ |vién,200vién |
8 |Usatangenyls Acetyl DL Leucin |V~ 36 ITCCS [Hop 2 vi, 10 vi VD-19802-13
500mg thiang x 10 vién

4. Cong ty ding ky: Cong ty C§ phin BV Pharma (P/c: Ap 2, Xa Téan Thanh Tay-Huyén Ci
Chi-Thanh pho H6 Chi Minh - Viét Nam)

4.1 Nha san xuét: Cong ty C phin BV Pharma (P/c: Ap 2, Xa Tdn Thanh Tay-Huyén Cil

Chi-Thanh phé Hé Chi

Minh - Viét Nam)

o Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach £ ax v
STT Tén thuse Ham lrgng ché | tho |chudn| donggsi | O dAREKY
9 |Bivicip AG Ciprofloxacin (duéi |Vién nén dai| 36 |[TCCS [Hop 5 vi, 10 vi | VD-19803-13
dang ciprofloxacin |bao phim [thang x 10 vién (vi
hydroclorid) 500 mg nhom - PVC),
Hop 1 chai 100
vién; Chai 500
vién (chai nhua
HDPE) -
o e od e e e e e e e e e e o o i e s e o — | ] e ] e e ] . [
10 [Napelantin 500 Nabumeton 500 mg |Vién nén dai| 36 |TCCS |Hop3vix 10 'VD-19804-13
bao phim  [thdng vién (vi
nh6m-nh6m),
Hop3vix 10
vién (vi
nhom-PVC)
11 |Rubina 20 Atorvastatin (du'm Vién nén bao| 36 {TCCS [Hép 3 vix 10 VD-19805-13
dang Atorvastatin  [phim théng vién (vi nhém -
calci trihydrat) nhdm)
20mg
12 Trloplhn Diacerein 50 mg Vién nang 36 |TCCS Hop 3vix 10 | VD-19806-13
cimg théng vién (vi
nhdm-nh6ém),
Hép3vix 10
vién (vi
nhom—PVC)
13 [Venrutine Rutin 500mg, Vién nén 24 |TCCS Hop 3y vi, 6 vi VD-19807-13

Trang 2



Vitamin C 100 mg

bao phim

| thang

x 10 vién (v1
nhém - PVC);
Hop 1 chai 60

HDPE)

vién (chai nhya

5. Céng ty ding ky: Cong ty cb phin Dugc ATM (P/c: 89F, Nguyén Vin T r6i, P. Phuong Liét,
Q. Thanh Xudn, Tp Ha N§i - Viét Nam)

5.1 Nha san xuit: Cong ty c¢b phan Dwgc Ha Tinh (P/c: 167 Ha Huy Tdp, tp. Ha Tinh - Viét

Nam)

. Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach S& diine kv
A A . . - d k
STT Tén thube Ham lrgng ché tho (chuan| doéng géi o cans &y
14 |Gel Atmonlax Sorbitol 100% Gel thut truc | 36 [TCCS |Hop 10 tuyp 5g, VD-19808-13
2500mg/5g trang thang hop 10 tuyp
. 10g
15 |TrimacKit Sulfamethoxazol H§n dich 36 {TCCS [Hop 1 chai 50 VD-19809-13
200 mg; uong thang ml, hop 1 chai
Trimethoprim 40 : 30 ml
mg

5.2 Nha san xuit: Céng ty c¢d phin dwge vit tw y té Thai Binh (D/c: Km 4 duong Hing Vieong -

TP. Thdi Binh - tinh Thai Binh - Viét Nam)

R £ Hoat chét chinh - | Dang bao |Tudi| Tidu | Quy cach S5 dane ky
STT Tén thuoe Ham lwgng ché tho {chuin| ddng goi o fang &y
16 [Lucitroy Meclofenoxat Vién nén bao| 36 |TCCS (Hop 5 vi, 10 vi { VD-19810-13
hydroclorid 250mg |phim thang x 10 vién

6. Cong ty ding ky: Cong ty ¢b phin dwoc Danapha (P/c: 253 Diing St Thanh Khé, TP. Pa

Néng - Viét Nam)

6.1 Nha san xuat: Cong ty c6 phan dwge Danapha (P/c: 253 Diing ST Thanh Khé, tp. Pa Néng -

Viét Nam)
‘ . H " * chinh- | Dangbao |Tudi| Tiéu Quy cach Sé ,
e o th" Ham lwgng ché tho |chudn| dong goi 0 1gky
17 |Colitis Nha dam tir; Vién bao 36 |TCCS [Hop 3 vix 10 VD-19812-13
Berberin clorid, cao |phim thang vién
tdi, cao kho Moc v
huong; Cat cidn »
18 |Imodulin Thymomodulin 80 |Vién nang 24 |TCCS |Hop6vix 10 | VD-19813-13




/1,5

ml

15mg/1,5ml

ch

tiém (tiém
bép)

thang

L/VLTTLY

[}

|

6.2 Nha san xuét: Cong ty ¢b phin dwgce Danapha (B/c: Khu céng nghiép Hoa Khanh, Quan
Lién Chiéu, TP. Pa Néng - Viét Nam)

r 9
Tubi

n £ Hoat chit chinh - | Dang bao Tiéu Quy cach £ g ,
0 @ S
STT Tén thuoc Ham lwgng ché tho |chudn| déng gbi 0 ding ky
20 |Bai thach Cao kh6 Kim tién  {Vién bao 36 |TCCS |Hop 11ox45 VD-19811-13
thao (twone dwong  [phim tha~~ vién, 1000 vién,

..)0mg __m tién
thao) 90 mg; Cao
khé hén hgp (Nhan
tr?ln, Hoang c?lm,
Nghé, Binh lang,
Chi thue, Hau phac,
Bach mao cian) 230
mg; Mdc huong 100
mg; Dai hoang 50
mg

Hop5vix 10
vién

7. Cong ty ding ky: Cong ty ¢6 phan Dwgc Ha Tinh (B/c: 167 Ha Huy Tép, tp. Ha Tinh - Viét

Nam)
7.1 Nha san xuét: Cong ty ¢6 phin Dwrgc Ha Tinh (P/c: 167 Ha Huy Tdp, tp. Ha Tinh - Viét
Nam)
o Hoat chét chinh - | Dangbao |Tudi| Tieu | Quycach | g 4o 1
STT Tén thude Ham luong ché tho {chudn| dong géi 0 dang ky
21 |Rozcime Roxithromycin 150|Vién nén bao| 36 [DPVN|Hop 2 vix 10 VD-19815-13
mg phim thang|IV vién
8. Cong ty ding ky: Cong ty ¢d phin dwoc Hau Giang (P/c: 288 Bis Nguyén Vin Ci, p. An Hoa,
Q. Ninh Kiéu, Can Tho - Viét Nam)
8.1 Nha san xuét: Cong ty co phin dwrge Hau Giang (P/c: 288 Bis Nguyen Van Cu, p. An Hoa,
O. Ninh Kiéu, Cén Tho - Viét Nam) .
R £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach S5 ,
1511 Tén thude Ham lwong ché tho |chudn| déng géi 0 ding ky
22 |Enalapril 5 Enalapril maleat 5 |Vién nén 24 [TCCS |Hop 3 vix 10 VD-19816-13
o fme | (théngl  pin }
23 |lvis Levoﬂoxacm Levofloxacin (dum dung dlch 24 |TCCS |Hop 1 chai 5 ml| VD-19817-13
dang Levofloxacin  |nhé mit thang

Trang 4



hemihydrat) 25 mg

acetat) 16 mg

24 |Methylprednisolon 16 |Methylprednisolon |Viénnén | 24 |TCCS [Hop3vix 10 | VD-19818-13
: (duéi dang thang vién
Methylprednisolon

9. Cong ty diang ky: Cong ty cb phin Dwoc Minh Hai (P/c: 322 Ly Vin Lam, Phuong 1, Tp. Ca
Mau, Tinh Ca Mau - Viét Nam) .
9.1 Nha san xuit: Cong ty c¢6 phan Dwgc Minh Hai (B/c: 322 Ly Véin Lam, Phuong 1, Tp. Ca
Mau, Tinh Ca Mau - Viét Nam)

trihydrat) 875mg;
Sulbactam (dudi
dang Sulbactam
natri) 125 mg

' n £ Hoat chét chinh - | Dang bao Tudi| Titu Quy cach Sé da ,
STT Tén thude Ham lugng ché | tho |chudn| déng goi 0 dang ky
25 |Cetirizin Cetirizin HC1 10 mg |Vién nén dai| 36 {TCCS {Hop 10vix 10 | VD-19819-13
26 |Trimoxtal 875/125 Amoxicilin (dudi Vién nén bao} 36 |TCCS |Hop2vix7 VD-19820-13
dang Amoxicilin phim thang vién

10. Cong ty ding ky: Cong ty cb phan dwgc phim 2/9 - Nadyphar (D/c: 299/22 Ly Thuong Kiét,
P.15, Q.11, TP. H6 Chi Minh - Viét Nam)

10.1 Nha san xuit: Céng ty c6 phan dwgc phim 2/9 - Nadyphar (B/c: 930 C4, Puong C, Khu
cong nghiép Cat Lai, Cym 2, phuwong Thanh My Lgi, Q.2, TP HCM. - Viét Nam)

A £ Hoat chit chinh - | Dang bao Tudi| Tieu Quy cach Sé di ,
STT Ten thude Ham lugng ché tho |chuan| dong goi 0 dang ky
27 |Betasiphon MB&i vién chira: Cao |Viénnén dai| 30 |TCCS [Hop 2 vi, 10 vi | VD-19821-13
kho Actiso 200mg; [bao phim  [thing x 10 vién; Hop
Cao kho Rau meo 1 chai 60 vién
S0mg
28 jNaroxol Ambroxol HCI Vién nén 36 [TCCS |Hop2 vi, 10 vi | VD-19822-13
' 30mg thang x 10 vién

11. Céng ty ding ky: Cong ty cb phin dwgc phim 3/2 (B/c: 10 Cong Truong Quic Té, Quén 3,
TP. H6 Chi Minh - Viét Nam) |

11.1 Nha san xuit: Cong ty c6 phan Dwgc phdm 3/2 (B/c:

Thanh My Loi, Q2, TP. Hé Chi Minh - Viét Nam)

S6 930 C2, Puomg C, KCN Cér Lai, P.

2]




R £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cach £ s ,
STT Teén thuoe Ham lrgng ché tho |chuin|  dong géi 50 ddng ky
29 |Cetirizin 10 mg Cetirizin . {Vién nang 36 [TCCS [chai 200 vién VD-19823-13
S dibydroclorid 10mg jeimg _ [théngg | |
30 |Decolic Trimebutine maleat |Vién nén 36 [TCcs hop 3vi, 10 vi | VD-19824-13 |
I 100mg | ] thingl ~ |x10vién |
31 {Dexone Dexamethason vién nén 36 |TCCS |hop 1 chai 200 | VD-19825-13
oo jacetatOSmg | | thingl _ [fviéen |
32 |Eftinas 0,05% Xylometazolin Dung dich 24 |TCCS (hopl chail 5 | VD-19826-13 |
4 fhydroclorid75mg ixitmGi  (thangl  jml
33 |Eftispasmin Alverin (du¢i dar - vier g 36 |TCCS hop 3vix12 VD-1 7-13 |
Alverin citrat) 40mg [cing thang vién, chai 100
vién
34 |Forvastin 20 Atorvastatm (dudi  |Vién nén bao] 24 [TCCS [hdp 3v vi, 10vi | VD-19828-13
dang-Atorvastatin  |phim thang x 10 vién
calci trihydrat)
20mg
35 [Magnesium - Vltamm T_I\;Iagnesmm lactat |Vién nénbao| 24 |TCCS hop Svix 10 VD-19829-13
B6 470mg; Vitamin B6 |phim thang vién
Smg
36 P1raceft1 400 Piracetam 400mg |[Vién nang 36 {TCCS |hop 10vix 10 | VD-19830-13
SRR Y R cimg _ _ |thdngl _ fvien |
37 |Spasless Phloroglucinol (duéi{Dung dich 36 |TCCS hgp 1vix6 - VD-19831-13
dang Phloroglucinol |tiém thang ong x4 ml
dihydrat) 31,12mg;
Trimethyl
phloroglucinol
0,03mg
38 |Synervit-F Ferrous  |Thiamin nitrat | Vién nénbao| 24 [TCCS [hdp 10vi x 10| VD-19832-13
242,5mg; Pyridoxin |phim thang vién
hydroclorid 250mg;
Cyanocobalamin
Img; Sat (II) sulfat
13,6mg
12. Cong ty ding ky: Cong ty cd ph?m dwge phém Agimexpharm (D/c: 27 Nguyé~n Thai Hoc, P.
My Binh, TP. Long Xuyén, An Giang - Viét Nam)
12.1 Nha sin xuit: Cong ty cb phan dwgce pham Agimexpharm (D/c: Khom Thanh An, P. My
Thoi, TP Long Xuyén, An Giang - Viét Nam)
A
" P Hoat chit chinh - | Dang bao |Tuoi Tiéu Quy cich S dz ,
STT Tén thl.lOf Ham lugng ché the |chuin| déng goi 0 dang ky
39 |B- Sol MB&i 10g chira: Kembdida | 24 [TCCS [Hop 1 tuyp 10g| VD-19833-13

Trang 6







Ts 5 i S
vién; chai 200
I e vién
49 |Bidimoxy 500 Amoxicilin (duéi | Vién nang | 36 [DBVN] Hop 10vix 10 | VD-19843-13
dang Amoxicilin cing thang(IV vién; lp 100
trihydrat) 500mg vién; lo 200
vién
50 [Bifotirin g Cefotiam (duéi dang|Thudc tiém | 36 |TCCS [Hop 10 1o | VD-19844-13 |
‘ Cefotiam HCI) 1g  }bdt thang
51 |Calcivita ~ [Calci glucoheptonat |Dungdich | 24 |TCCS |Hop 24 éng | VD-19845-13
1.1g/10ml; Vitamin |udng thér~ c -
_ 0,1g/- _.nl;
Vitamin PP
0,05g/10ml ]
52 |Devastin 10 ~ |Rosuvastatin (duéi “{Vién nén bao| 24 |TCCS | Ifoggvrxi& | VD-19846-13 |
dang Rosuvastatin | phim thang, vién; hop 10 vi
calcium) 10mg N x 10 vién
53 . |Devastin 20 Rosuvastatin (duéi | Vién nén bao| 24 [TCCS [Hop 3 vix 10 VD- 19847 13
dang Rosuvastatin  |phim thang vién, hop 10 vi
B Calcium) 20mg | x 10 vién
54 {Gynopic Berberin clorid Thubc bdt 24 |TCCS |Hop 20 gbi x VD-19848-13
25mg; Amoni nhdm [ding ngoai |thing 5g, thi 10 gbi x
sulfat 4,9g 5g
55 |Ircovas 150 Irbesartan 150mg | Vién nén bao| 36 [TCCS [Hop 3 vix 10 VD-19849-13
phim thang vién, hop 10 vi
x 10 vién; hop 2
vix 14 v1en
56 |Latoxol Ambroxol HCI Sird 24 ITCCS Hop 1 10 X VD-19850-13
360mg: thang 60ml
15. Cong ty ding ky: Cong ty Cb phin Dwoc phidm Bos Ton Viét Nam (P/c: S6 43, Puong 56 8,
KCN Viét Nam - Singapore, Thudn An, Binh Duong, Viét Nam - Viét Nam)
15.1 Nha san xuit: Cong ty C5 phin Dugc phim Bos Ton Viét Nam (D/c: S6 43, Puong s6 8,
KCN Vigt Nam - Singapore, Thudgn An, Binh Dwong, Viét Nam - Viét Nam)
Re
A p Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach S ding kv
STT Tén thuoe Ham lwgng ché tho [chuén déng goi odang ly
57 |Aronatboston Alendronic acid Vién nén 24 ITCCS [Hop 1vix 2 VD-19851-13
(dudi dang thang vién
Alendronat natri
trihydrat) 70mg I
58 |Bosgyno Clotrimazol 100mg |Viénnén | 36 [DDVN|Hop1vix6 | VD-19852-13
. ) |théngllV vién |
59 Idofen 200 Ibuprofen 200mg Vlen nén bao| 36 |[TCCS H0p Svix10 | VD-19853-13

Trang 8




60 |[Piroton 400 " |Piracetam 400mg | Vién nang 36 {DDVN H6p Svix 10 VD-19854-13
61 |Trimeboston 100 Trimebutin maleat |Vién nén 36 TCCS Hop Svix10 | VD-19855-13
100mg thang vién
16. Céng ty diing ky: Céng ty ¢4 phin dwgc phim Ciru Long (B/c: S6 150 duong 14 thang 9,
TP. Vinh Long, tinh Vinh Long - Viét Nam)
16.1 Nha san xuét: Cong ty ¢6 phin dwgc phim Ciru Long (P/c: 86 150 duong 14 thing 9, TP.
Vinh Long, tinh Vinh Long - Viét Nam)
R £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé ding kv
STT Tén thudc Ham lwgng ché tho |chuén dong goi o dang Ky
62 |Exad (CSNQ: Korea Nizatidin 150 mg  [Vién nang 36 {TCCS [Hop 3 vix 10 VD-19856-13
Prime Pharm. Co., Ltd; cing thang vién
Dia chi: 616-3,
Eungyo-ri, Iseo-Mycon
Wanju Gun, Korea)
63 |Viscorbat 100  |Acid ascorbic 100 |Viénnén sii| 24 [TCCS [Tuyp 10 vién. | VD-19857-13
mg bot thang Tuyp 20 vién
17. Cong ty ding ky: Cong ty ¢b phin dwgc phim dwge liéu Pharmedic (B/c: 367 Nguyén Trdi
- Q.1 -TP. Ho Chi Minh - Viét Nam)
17.1 Nha san xuit: Cong ty ¢6 phén dwgc phdm dwrge lidu Pharmedic (B/c: 1/67 Nguyén Vin
Qud, Qudn 12, TP. H6 Chi Minh - Viét Nam)
n £ Hoat chét chinh - | Dang bao |Tudi| Tigu | Quy cach S& di ,
STT Te—n thuoc Ham lwgng ché tho |chuin| déng goi 0 dang ky
64 |Inhal + N Piu 1: Menthol - |Ong hit 24 |TCCS |hdp 35 éng, vi | VD-19858-13
0,104g; Methyl thang 5 6ng
salicylat 0,026g;
Tinh dau l?ac ha
0,754g; Dau 2:
Menthol 0,310g;
Camphor 0,327g;
Eucalyptol
92mg/100ml; Tinh
dau bac ha 0,021g;
Thymol 0 013g ‘
65 [Nystafar Nystatin |kembsida | 24 |TCCS |hép 1 tuyp 10 | VD-19859-13
1.000.000IU thang gam

18. Cong ty ding ky: Cong ty c6 phian Dwgc phdm Euvipharm (B/c: dp Binh Tién 2, xa ch
Hoa ha, Durc Hoa, Long An - Viét Nam)

-




Trang 10

ol imasanxe i ingty . phﬁn Duwge pl _n avipharm (B/c: .., Binh Tién 2, xd Pirc Hoa
ha, Dirc Hoa, Long An - Viét Nam)
" £ Hoat chét chinh - Dang bao Tudi| Tiéu Quy cach X 4 ,
STT Tén thuoc " Ham lrong ché | tho [chuin| dénggei | S°dinely
66 |Bisocor S mg Bisoprolol fumarat |Vién nénbaol 36 {JP 16 [hdp3 vi, 10 vi | VD-19860-13
e pme  fphim  Jthangl  Ix10vién |
67 |Cormiron 200 mg Amiodaron vién nén 36 JP 16 (hop3vix 10 | VD-19861-13 |
4 [|hydroclorid200mg | | thing| _ |vién |
68 |Dionem 0,5g Doripenem (duéi  |Bot pha tiém| 36 (TCCS |hop 1 1o  VD-19862-13 |
(R | ] thang
~ monohydrat) 0,5g ]
69 |Doripenem 0,5g Doripenem (dudi Bot phatiém| 36 TCCS hép 1 lo | VD-19863-13
dang Doripenem thang
N L monohydrat) 0 Sg 1| .
70 |Enatril 10 mg Imidapril Vién nén 24 [JP16 [hop10vix 10 | VD-19864-13
S hydroclorid 10mg __ [thangl  |vien |
71 |Enatril 5 mg Imidapril Vién nén 24 JP16 |hop10vix 10 | VD-19865-13
oy fhydwocloridSmg thingl _ _pvién | ]
72 |Epiceflg Cefpirome (dudi Bot pha tiémi 36 |TCCS |hop 1 1o VD-19866-13
dang hon hop thang
Cefpirome sulfat va
Natri carbonat) 1g
73 |Peractam 2g Cefoperazon (dudi  |Bot pha tiem| 36 |TCCS hoép1lo VD-19867-13
dang Cefoperazon thang
natri) 1g; Sulbactam
(dudi dang
Sulbactam natri) 1g i
19. Céng ty ding ky: Cong ty cb phin dwrge phim Glomed (B/c: 35 Pai 16 Tu do, KCN Viét
Nam - Singapore, tinh Binh Dwong - Viét Nam)
19.1 Nha san xuét: Cong ty ¢b phan dwgc phim Glomed (P/c: 35 Pai 16 Ty do, KCN Viét Nam -
Singapore, tinh Binh Duong - Viét Nam)
R £ Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cich £ ax ,
STT Tén thude Ham lwong ché tho {chuén doéng goi S0 ding ky
74 |Glotal Mephenesin 250 mg | Vién nén bao] 36 [TCCS |Hop 2 vix 26 VD-19868-13
) phim thang vién. Hop 1
chai x 200 vién
75 1Gloverin Alverin (duéi dang | Vién nén 36 TCCS Hop3vix 10 VD 19869 13
Alverin citrat) 40 thang vién -
76 |ldium Loperamxd HCl2 |Vién nang> 36 [USP {Hoo 10vix 10 | VD-19870-13







380 mg calci) 2940
mg; Calci carbonat
(trong duong véi
120 mg calci) 300

J I I dich T ]
87 |Sargimir 150 L-ornithin Viénnang | 36 |TCCS [Hop 12vix5 | \.-19881-13
L-Aspartat 150 mg |mém thang vién. Hop 6 vi x
_________________ R T . 10 vién
88 |Sergurop Loratadin 10 mg |Viénnang | 24 |TCCS |Hop 10vix 10 | VD-19882-13
B D I |mém __ [théngi  |vien |
89 |Tetracyclin 0,25g Tetracyclm HCI 250 [Vién nén 24 |DDVN| Lo 400 vién VD-19883-13
o me S UL |\ R | o
90 [Vitapulgite Attapulgit hoat tinh Thuéc~ bot 36 |TCCS [Hop 30 goix VD-19884-13
2,5g; Magnesi pha hon dich |{théng 3,3g
carbonat 0,25g; udng
Nhom hydroxyd
0,27
91 [zanmite 500 [Cefuroxim (duGi | Vién nén bao| 36 [USP [Hop 1vix 10 | VD-19885.13
dang Cefuroxim phim thang{32. vién
axetil) 500 mg
22. Cong ty ding ky Cong ty cb phin dwge phim IMEXPHARM (B/c 04- duong 30/4- Tp.
Cao Lanh - Péng Thdp - Viét Nam)
22.1 Nha sin xuit: Cong ty cd phan dwge phim IMEXPHARM (D/c: 04- duong 30/4- Tp. Cao
Lanh - Péng Thdp - Viét Nam)
g Hoat chét chinh - | Dang bao |Tudi| Titu | Quy cich s 1
STT Tén thuoc Ham luwgng ché tho |chuin dong goi 56 ding ky
92 [Cresimex 10 Rosuvastatin 10 mg |Vién nén bao} 24 |TCCS [Hop2vix 14 | VD-19886-13
,,,,,,,,,,,,,, b fphim  Jthéngl  vién |
93 |[Imexofen 180 Fexofenadm Vién nén dal 24 ITCCS [hép 3 vi, 6 vix | VD-19887-13
|7 |hdroclorid 180mg |bao phim _ jthing)  [10vien | |
94 |Nicofort Nicotinamid 500 mg|Vién nén bao| 36 [TCCS Hop 10vix 10 | VD-19888-13
phim théng vién, chai 100
vién
95 |pms - Cedipect Codein phosphat Vlen nang 36 |TCCS Hop 10vix 10 | VD-19889-13
hemihydrat 10mg; |mém thang vién
Glyceryl guaiacolat
100 mg
96 |pms- Cotrim 960 mg  |Sulfamethoxazol  |vién nén dai | 48 |TCCS |Hop 10 vix 10 | VD-19890-13 |
800 mg; thang vién
Trimethoprim 160
[ DR x-S I SR P R S
97 pms Divacal Calci lactat gluconat Vién sui bot | 36 TCCS Hop 1 tuyp 20 | VD-19891-13
(tuong duong véi thang| vién

Trang 12
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109

110

111

Midaira SUU

Midancef 125

Midancef 125mg/5ml

Midantin 125/31,25

M1dantm 500/62 5

Pemcllm A% kah
400.000IU

'~ ~ \din 50"

Cefuroxim (dudi
dang Cefuroxim
axetil) 125mg

Cefuroxim (dudi
dang Cefuroxim
axetil) 125mg/ Sml

Ma3i 5ml chira:
Amoxicillin 125mg;
Acid clavulanic
(duéi dang Kali

- |clavulanat) 31,25mg

Amoxicillin
500mg; Acid
clavulanic (dudi
dang Kali
clavulanat) 62 5mg

Penicillin (Duorl
dang
Phenoxymethylpeni
cillin Kali)
400.0001U

BQt pha hén
dich udng
Bot pha hén |
dich ubng
Bot pha hén |
dich uéng

Vién nén dai
bao phim

Vién nén

24
thang

24
thang

Hop 10 g01x
3,5g

TCCS [Hop 1 lo 60ml

Hop 1 1o 60ml

Hop 1 thi x 2 vi
x 7 vién

Hop 1 tai
metalight x 10
vix 10 vién; Lo
nhya chira 400
vién

DDVN

. VD-19903-13 |

| VD-19904-13 |

 VD-19905-13

| vD-19906-13

25. Cong ty ding ky: Cong ty cb phin dwgc phim Nam Ha (P/c: 415- Han Thuyén - Nam Dinh - -

Viét Nam)
25.1 Nha san xuét: Cong ty cb phan dugc pham Nam Ha (D/c: 415- Han Thuyén - Nam Dinh -
Viét Nam)
A ok Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy céch P
@ . S
STT Tén thuoe Ham lwgng ché tho [chuén| déng géi 0 dang ky
114 |Ethambutol Ethambutol Vién nén bao] 48 |BP200|HOp 10 vix 10 | VD-19908-13
hydrochlorid 400mg |phim thang|7 vién; Hop 3 vi,
N le1x12 v1en -
115 {Sylhepgan L-ornithin Vién nang 30 |TCCS Hop 6 vi, 12 vi| VD-19909-13
_|L-aspartat S00mg  |mém __ |thing] |x5 vién

26. Cong ty dang ky: Cong ty cb phan Dugc phim OPC. (P/c: 10] 7Hong Bang - qudn 6 - TP.
Ho6 Chi Minh - Viét Nam)

26.1 Nha san xuét: Chi nhanh cong ty ¢b phén dwgc phim OPC tai Binh Dirong - Nhia may
dugc pham OPC (D/c: Ap Tdn Hod, xd Tén Vinh Hiép, huyén Tan Uyén, Binh Duong - Viét Nam)

s

.ang 14



BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pic lip - Ty do - Hanh phiic
sé €8 /Qb-QLD Ha Ngi, ngay0% thing 44 ndm 2013
QUYET DINH

Vé viéc ban hanh danh mye 323 thudc sin xufit trong nwée
dwoge cip so diing k¥ lru hinh tai Viét Nam - Dyt 142

CUC TRUONG CUC QUAN LY DUQC

Cén cir Ludt Duge ngiy 14 théng 6 nim 2005;

Can cir Nghi dinh s6 63/2012/NP-CP ngay 31/8/2012 cia Chinh phu quy dinh
chirc nﬁ.ng, nhu:.m Vi, qu}ren han v co céu td chirc cia BH Y té;

Cén cir Qu}ret dinh s0 3861/QD-BYT ngé;,' 3[if9f2l]13 cua By truonmg Bo Y té quy
dinh chirc ning, nhiém vy, qu}fén han va co céu td chirc cia Cuc Quan ly Duge thuge
B& Y té:

Can cir Thong tur s6 22/2009/TT-BYT ngay 24/11/2009 cha B6 Y té quy dinh viéc
dang ky thubc;

Cén cir ¥ kién clia Hoi déng ti vin cép s6 ding ky luu hanh thudc B Y t&;

Xét dé nghj ciia Trudmg phong Ping ky thube - Cue Quan Iy Duge,

QUYET DJNH:

Dién 1. Ean hianh kém theo Qu}ret dinh nay danh myc 323 thufc sin xudt trong
nude du;n; cAp sb dang ky luu hanh tai Vigt Nam - Dot 142,

Bieu 2. f‘ung ty sdn xuft va cong ty ding ky co thude hru hinh phai in 50 ding ky
dugc B§ Y té cdp lén nhin thudc va phai chip hinh ding cdc quy ché cb lién quan téi
sn xuat va lwu hanh thudc. Céc sb ding ky ¢6 ky hiéu VD-...-13 ¢6 gid tri 05 nim ké
tir ngdy ky.Quyét dinh.

Piéu 3. Quyet dinh niy c6 higu lyc ké tir ngay ky ban hanh,

Piéu 4. Gidm dbc S& Y té céc tinh, thinh phd tryc thugc trung vong vé gidm doc
cbng ty sin xudt va céng ty ding ky co thudc tai Pidu 1 chju trach nhiém thi hanh
Quyét dinh nay.

Neri nhgin:
- Nhy Bidu 4;
< BT. Nguyén Thi Kim Tién (dé b/c);
- Cue Quiin y - B Qude phing, Cuc Y 18- B CA;
¢ Y 18 giao thing vin tii- B GTVT,;
- Tang l'-'-'3I.E'l= Hai Quan- B§ Tai Chinh;
- Bao hidm x& hii Vit Nam;
- ¥y Phiip ché, Cyc Qudn Iy Y Dwge cd truyén, Cyc Quén Iy~
Khim, chfrai:q.nh B§ Y té; Thanh tra BS Y t&;
- Vién KN thude TU va VEN thude TP.HCM:
- Thng Cang ty Durgre VN;
- Cac bénh vién, Vién ¢ giwimg bénh tric thubc BYT:
- Website ciia Cuc QLD, Tap chi Duge M§ phim — Cye QLD;
- Luw: WP, KDD, BKT (2b).

Trn-u'ng Quée Cirimg
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e

Qanazin

SUPER-CERVICAP
Vién Nhung Huou

Vltoforce

1500«
13mg; rau mé

Menthol 742mg;
Camphor 366mg;
Eucalyptol 38,7mg

Flunarizin Smg

Nhung huou 250mg

Nhén sém
0,2~'300ml; ba-~
sdm 2,1g/300mi;

Ngii gia bi

1g/300ml; canhkina
0,3g/300ml; du dé
10g/300ml; rdu ngd
3,75g/300ml; co
tranh 3,75g/300ml

Vién nang
cimg

Vién nang
climg

Ruou thuoc

TCCS

TCCS

TCCS

TCCS

Vi 06 bng

Hop 2vix 10
vién; hop S5vix
10 v1en

| VD-19916-13

- VD-19917-13

| VD-19918-13

| vD-19919-13

27. Cong ty dang ky: Céng ty C5 phin Duge pham OPV (D/c: 86 27, duong 34, KCN Bién Hoa
2, Péng Nai - Viét Nam)

27.1 Nha san xuit: Cong ty Cb phan Dugc phim OPV (Ble: S6 27, duong 34, KCN Bién Hoa 2

Péng Nai - Viét Nam)

3

R £ Hoat cht chinh - | Dang bao | Tudi| Tiéu Quy cich & di ,
STT Tén thuoc Ham lwgumg ché tho |chudn| déng goi 50 dang ky
126 [Alodip 5 Amlodipin (tuong | Vién nang 36 [TCCS Hop3vix 10 | VD-19920-13
ung vdi 6,935mg  |cing thang vién; hop 10 vi
Amlodipin besylat) x 10 vién
Smg
127 |Fervita Sht 1 nguyen 4 (sat Si o 24 {TCCS Hép 1 chai | VD-19921-13
sulfat); Vitamin BI, thang| 60ml
| Be&B2
128 [Fervita folic |sét nguyén t5 (du'01 | Thuée uong 24 {TCCS [Hop 1 chai 15 | VD-19922-13
dang sdt (II) sulfat |nho giot thang ml
heptahydrat),
Vitamin B1, B6,
B12, acid folic
129 [Man-tact 20 | |Tadalafil20mg _ |Viénnén dai| 36 |TCCS [Hop1vix2 | VD-19923-13
_________ ... |baophim |thang _ |vién |
130 [Melabon B6 Magne31 lactat Viénnén dai| 36 |TCCS Hop 3vix 10 | VD-19924-13
{dihydrat 470mg; bao phim  {thang vién
PyridoxinHCISmg |} f -\ L
131 |Opesimeta 10 Simvastatin 10mg |Vién nén 36 [TCCS Hcf)p 1vix7 VD-19925-13

a

.ang 16




132

133

134

135

Soladé.no 100

Stresnyllo()

Zithin 10

|Amisulprid 100mg
 |Amisulprid 100mg

w2
_[20meg

Trimetazidin HCL

Simvastatin 10mg

bao phim

phim

Vién nén bao
phim
Vién nén bao

{phim

Vién nén bao

phim

Vién nén bao
thang

thang

36
36
36

36

thang
théang

thing

Itccs

TCCS

TCCS

TCCS

vién; hop 3 vix
7 vién; hop 3 vi
x 10 vién

Hop 3 vix 10

vién

vién

Hop 10 vix 10 |

Hop 10 vix 10 |

vién

VD-19926-13
VD-19927-13
VD-19928-13

'VD-19929-13

28. Cong ty ding ky: Cong ty ¢6 phin Dugc phim Phwong Pong (B/c: L6 56 7, duong s6 2,
KCN. Tan Tao, P. Tén Tao A, Q. Binh Tdn, TP. Ho Chi Minh - Viét Nam)
28.1 Nha san xuit: Cong ty cb phé‘m Duq‘c‘phém Phwong Péng (P/c: L6 56 7, duong s6 2, KCN.
Tén Tao, P. Tan Tao A, Q. Binh Tan, TP. H6 Chi Minh - Viét Nam)

. v £ Hoat chit chinh - | Dang bao Tudi| Titu Quy cach S& dan
STT Tén thude Ham lwgng ché tho {chuian| dong goi 0 ding ky
136 |Citrolheps 0,25 mcg Calcitriol 0,25 mcg Vi"é‘n nang 36 |TCCS [HOp 3 vi,6vi, | VD-19930-13
mém thang 10 vi x 10 vién.
Chai 100 vién,
200 vién, 250
vién, 500 vién
137 [Novahexin 5ml ~ [Bromhexin HCl 4 |Dungdich | 36 |[TCCS [Hop 10 ng,20 | VD-19931-13
mg/5ml uong thang ong, 30 ong, 50
ong x 5 ml

29. Céong ty ding ky: Cong ty c6 phin dwgc phim Quéng Binh (P/c: Duong Hiku Nghi - TP.
Déng Hoi - Quang Binh - Viét Nam)

29.1 Nha sin xuit: Cong ty cb phﬁn dwgc phém Quang Binh (D/c: Duong Hitu Ngﬁj - TP. Pong
Hoi - Quadng Binh - Viét Nam)

. < Hoat chit chinh - | Dang bao [Tudi| Tidu| Quy cach £ oo "
£ ] ang | h So dang k
STT Tén thude Ham lugng ché tho {chuan| déng goi o cang &y
138 [Ciprofloxacin Ciprofloxacin Vién nén bao] 36 |DDVNhop 10vix 10 | VD-19932-13
' 500mg phim thang|IV vién, lo 100
vién, 200 vién

30. Cong ty dang ky: Cong ty.cé phin dugc phém Sao Kim (D/c: KUN Quang Minh, huyén Me
Linh, Ha Ngi - Viét Nam) '



"1 nxudt: 77 gtycd)  d m K F NG »
Linh, Ha N¢i - Viét Nam) '
n £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy czllch £ ax ,
STT Tén thuoe Ham lugng ché tho |chuln|  déng goi 50 dang ky
139 [Carlutin Glucosamin sulphat |Vién nang 36 |TCCS |Hop 10 vix 10 | VD-19933-13
250mg cing thang, vién

31. Céng ty ding ky: Cong ty cb phin dwrgc phim SAVI (Savipharm J.S.C). (D/c: Lé
Z01-02-03a KCN/KCX Tan Thudn, phuong Tén Thudn Dong, Quan 7, Tp. HCM - Viét Nam)

31.1 Nha san xuét: Céng ty ¢d phin dwgc phim SAVI (Savi=harm J.S.C). /. "~ 71 ~~ "~

amnwa e

annsl ol 2 nddn, phuong Tan Thudn Dong, Qudn 7, Tp. HCM - Viét Nam)

R £ Hoat chét chinh - | Dang bao |Tudi Ticu Quy cich £ s ,
STT Tén thuoc Ham hrong ché tho | chudn déng goi So dang ky
140 |Savi Bromhexine 8 Bromhexine HC1 8 |Vién nén 36 |TCCS [Hop3vix10 | VD-19934-13
mg thang vién, hop 1 chai
100 vién, hop 1
chai 500 vién
T P i i e S e I I I
141 [Tesimald Sulfamethoxazole | Thudc bt 24 ITCCS [Hop 25 goi x VD-19935-13
200 mg; sQi bot dé  [thang] 1,5g
Trimethoprim 40 mgjudng

32. Céng ty ding ky: Cong ty C6 phan Dwgc phim Tenamyd (P/c: L6 Y01-024-KCN/KCX Tén
Thudn, Phucng TdnThuén Dong, Qudn 7, TP. H6 Chi Minh. - Viét Nam)

32.1 Nha san xuét: Céng ty C6 phin Dugc phim Tenamyd (D/c: L6 Y01-024-KCN/KCX Tan
Thudn, Phirong Tdn Thudn Péng, Qudn 7, TP. Ho6 Chi Minh. - Viét Nam)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich £ oax .
STT Tén thuoe Ham lugng ché tho [chuin| déng géi S0 dang ky

142 |Cefurofast 1500 (CSNQ: [Cefuroxim (dudi ~ |Thuéc bdt | 36 |USP30{Hop 110+ 1 VD-19936-13
Labesfal laboratérios dang Cefuroxim pha tiém thang dng nudc cht
Almiro S.A- d/c: natri) 1500mg : pha tiém 10ml;

3465-157 Santiago de Hop 10 1o
Besteiros, Portugal)

143 |Zidimbiotic 500 (CSNQ: |Ceftazidim (du6i | Thubc bdt 36 |[USP |Hopllo+1 VD-19937-13
Labesfal Laboratérios  {dang ceftazidim pha tiém thang|30 5ng nude cht .
Almiro S.A - d/c: pentahydrat) _ pha ti€ém 10ml;

3465-157 Santiago de  {500mg Hop 10 lo
Besteiros,

Trang 18
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IPortugal)

|

S
33. Cong ty ding ky: Céng ty ¢d phin dugc phim Tipharco (D/c: 15 Péc Binh Kiéu, phirong 2,
thanh phé My Tho, tinh Tién Giang - Viét Nam)

33.1 Nha sin xudt: Céng ty cb phin dwoc phdm Tipharco (D/c: 15 Déc Binh Kiéu, phuong 2,
thanh phé My Tho, tinh Tién Giang - Viét Nam)

—

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich S6 ding kv
STT Tén thuoc Ham lwgng ché | tho |chudn| déng goi 0 gang ky
144 {Codupha - amoxcillin  |Amoxicilin (dudi  |Vién nang 36 ITCCS [Hop 10vix 10 | VD-19938-13
250 dang Amoxicilin cing thang vién
trihydrat) 250mg R .
145 |Codupha - Amoxcillin  |[Amoxicilin (dudi  |Vién nang 36 |TCCS |Hop 10vix 10 | VD-19939-13
500 dang Amoxicilin cimg thang vién
trihydrat) 500mg
146 |Vudu-cefpodoxim 200 [Cefpodoxim (duéi | Vién nang 36 [TCCS |Hop2vix 10 VD-19940-13
dang cefpodoxim  |cimg thang vién; hop 1 chai
proxetil) 200mg 50 vién

<
ding

4. Coéng ty

ky: Céng ty co

Diic Théng - Péng Pa - Ha Néi - Viét Nam)

phan dirge pham trung wong

1

- Pharbaco (P/c: 160 - Ton

34.1 Nha san xuét: Cong ty ¢b phan dwgc phidm trung wong 1 - Pharbaco (D/c: 160 - Tén Puec
Thang - Dong Da - Ha N¢i - Viét Nam)

a £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach . .
{ d A So dang k
STT Tén thuoe Ham lwong ché | tho [chudn| dénggsi | SC Y
147 |Rezotum MB&i vién chira: Vién nén dai| 24 {TCCS |Hop 2 vinhém/| VD-19941-13
Amoxicillin (duéi  [bao phim  |thang nhém x 7 vién -

dang Amoxicillin
trihydrat) 500mg;
Sulbactam (dudi
dang Sulbactam
pivoxil) 250mg

34.2 Nha san xuét: Cong ty c6 phin dwgc phim trung wong 1 - Pharbaco. (P/c: Thanh Xudn,
Séc Son, Ha Néi - Viét Nam)

n £ Hoat chét chinh - | Dangbao |Tudi| Tieu | Quy cach Sé dine k¢
STT Tén thude ‘Ham lwgng ché tho |chuin| déng géi ¢ dang &y
148 |Biseptol 480 (SX MBbi vién chira: Viennén | 60 {TCCS Hop 1vix20 | VD-19942-13
.|nhugng quyén cua Trimethoprim thang vién
Pharmaceutical Works [80mg;
Polfa in Pabianice JSC- |Sulfamethoxazol




149

151

152

160 |

161

150

Canxi SBK 100

Canx1 SBK 50

Colistin

Colistin

Ezomit

Ospolot 250

Ospolot 500

Povmsea

Povinsea

Ranbeforte

Thyfacm

Trlmazon 240

14 :
Calcitonin salmon
100dvqt/ 1ml

Calcitonin salmonﬂ
50dvqt/ 1ml

Colistimethat natri
2.000.000 dvqt

Colistimethat natri
1.000.000 dvqt

: Esomeprazol (dudi

" 1g kho
chira Esomeprazol
natrl) 40mg

Etamsylat 250mg/
2m]

Etamsylat 500mg/
4mj ~

L-omithin
L-aspartat 2,5g/ Sml

L-ornithin
L-aspartat 1g/ 2ml

Rabeprazole natri
(dudi dang bdt dong

Thymosm alpha 1
1,6mg

~IMBi gbi chira:
Sulfamethoxazol
200mg;
Trimethoprim 40mg

Dung dich

B4t pha tiém

Dung d1ch

D_u@“&iéf '
tiém

Dung dich |
tém
Bot dong
kho pha ti€ém
Botdong
khé pha ti€ém

Bot pha hdn
dich udng

USP
34 )
USP

v

szoa
7

BP200
7

TCCS

TCCS

I:I@plvixS

HQp 103 ong
2ml

MHop 100ng

4ml

2m1

Hop 2 lo bot +
2 bng nuéc cit
pha tiém 1ml

Hop 30 g01 X 3g

VD-19943-13

VD-19944-13

VD-19945-13

[ VD-19947-13

| VD-19946-13

VD-19948-13 |

»

VD-19949-13

' VD-19950-13 |

| VD-19952-13

VD-19951-13

| VD-19953-13

' VD-19954-13 |

VD-19955-13 |

35. Cong ty ding ky: Cong ty cb phin dwgc phdm trung wong 2 (B/c: S6 9 - Tran Thdnh Tong -

Ha Ng¢i - Viét Nam)

35.1 Nha sin xuit: Cong ty cb ph?m dwgc phim Trung wong 2 (BD/c: L6 27, Khu céng nghiép

Quang Minh, Mé Linh,

Ha Ngi - Viét Nam)

o - Hoat chét chinh - | Dang bao |Tudi| Tidu| Quy cach 5 diine Ly
STT Tén thude Ham lugng - ché tho [chuin| déng géi S6 dang ky
162 {Aminazin 25 mg Clopromazin HCL |Vién nén bao| 36 [DDVN|Lo 600 vién. VD-19956-13
. |»pmg  |duwomg  |thingllV  |Thungd8lo | =

Trang 20






37. Cong ty diang

I p!

Tra Vinh, Tinh Tra Vinh - Viét Nam)

37.1 Nha san xuit: Céng ty c6 phin dwgc phim TV. Pharm (D/c: 27 Dign Bién Phi, F. 9, TP.
Tra Vinh, Tinh Tra Vinh - Viét Nam)

n £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cich £ 2 ,
STT Tén thude Ham hrong ché tho |chudn| dong géi S0 ding ky
174 [Cefalexin 500mg Cephalexin (dudi  |Vién nang 36 [DDVN|HOp 10 vix 10 | VD-19968-13
dang Cephalexin cing thang|IV vién; Chai 100
monohydrat) 500 vién, 200 vién
mg
175 [Cetotaxim Cetotaxim (dudi Bot phatiém| 36 |TCCS Hop 1o bot + - VD- 19969-13
dang Cefotaxim thang 1 bng nude cit
natri) 2g pha ti€m 10m];
H{)p 101o
176 Fexophar 120 Fexophenadin HCl [Vién nén bao 36 TCCS Hoép 3 vi,5vi, | VD-19970-13
120mg phim théang 10 vi nhém/
nhém x 10 vién
177 [Fexophar 180 [Fexophenadin HCI |Vién nén bao| 36 |TCCS |Hop 3 vi,5vi, | VD-19971-13
180mg phim thang 10 vi nhém/
nhdém x 10 vién
178 {Long dom-TVP  |MBiviénchia:  |Viénnén | 36 [TCCS |Chai200 vién, | VD-19972-13
: Terpin hydrat thang 400 vién
100mg; Natri
benzoat 200mg
179 |Neo-Corclion F MB3i vién chira: Vién bao 36 |TCCS Hop 2 vi nhém/| VD-19973-13
Codein dudng thang nhém x 10
camphosulfonat vién; Hop 2 vi
25mg; Sulfoguaiacol nhdm/PVC x 10
100mg; Cao mém vién
Grindelia 20mg
180 [Neotusdin ~ |MBiviénchta:  |Viennang | 36 [TCCS [Hop2vi, 10vi | VD-19974-13
Guaifenesin 100mg; {mém thang! x 10 vién
Dextromethorphan
HBr 15mg;
Pseudoephedrin HCI
~ [30mg
181 |Traforan ~ |Cefotaxim (duéi  |Bot phatiém| 36 [TCCS |[Hop 1o bot+ | VD-19975-13 |
dang Cefotaxim thiang 1 6ng nuéce cht

natri) 2g

pha tiém 10ml;

Hop 10 Io :

Trang 22
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40. Céong ty ding ky: Céng ty cb phin dwge phém Vinh Phiic (B/c: S8 777 duong Mé Linh,
Phuong Khai Quang, TP. Vinh Yén, Vinh Phiic - Viét Nam)

40.1 Nha san xuat: Céng ty cb phin duge phim Vinh Phiic (B/c: Thén Mgu Thong-P.Khai
Quang- TP. Vinh Yén- Tinh Vinh Phic - Viét Nam)

STT

Tén thudc

Hoat chit chinh -
Ham lwgng

Tubi
tho

Tiéu
A
chuan

Dang bao
ché

Quy cich
doéng goi

S6 ding ky

193

194

Vinluta

leuta

Vinpecine

_|mesilat) 400mg

Glutathion 600mg

Glutathion 300mg

[Pefloxacin (duéi
dang Pefloxacin

Thudc tiém TCCS

36
bt dot ’

-,

Thudc tiém |
bot ddong khd

TCCS
thang|

Dung dich |
tiém

r-—- wrerree ]
36
thang

TCCS |

Hop 1 lo bot
d6r  khd + 01
6ng dung moi
pha ti€m 10ml;
Hop 5 1o bot
dong khoé + 5
bng dung moi
pha tiém 10ml;
hop 10 lo bdt
dong kho

Hoép 1 lo bt
dong kho + 1
6ng dung moi
pha tiém Sml;
hép 5 lo bdt
dong khé + 5
bng dung méi
5ml; Hop 10 lo
bot dong kho
Hop 5 éng x
5ml

VD-19988-13

| VD-19987-13 |

 VD-19989-13

41. Cong ty ding ky: Cong ty c6 phin dwrgc TW Mediplantex (P/c: 358 Gidi phong, P. Phuong
Ligt, Thanh xudn, Ha Néi - Viét Nam)

41.1 Nha sén xuét: Cong ty c6 phin dwrgc TW Mediplantex (B/c: Thén Trung Hdu, xa Tién

Phong, huyén Mé Linh,

Ha Néi - Viét nam)

STT

Tén thube

Hoat chit chinh -
Ham lwong

196

. 1..9.7

198

Ban ha nam ché

Pai tao

Puong quy phién

- X
Bén ha nam ché

Pai tao

Puong quy

Dang bao |Tudi| Tiéu | Quy cach Sé ds .

. d

ché tho |chuén{ déng goi 0 dang ky
du‘gc héu 18 |T'CCS (Thi PE 1 kg VD-19990-13
che _ |théngl S
du‘gc li€u 18 |TCCS |Thi PE 1 kg VD-19991-13
che ~_ _thng | T |
dugc liéu 18 [TCCS |Tui PE 1 kg VD-19992-13

Trang 24
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R £ Hoat chit chinh - | Dang bao |[Tudi| Tieu | Quy cich A ax .
STT Tén thuoc Ham lugng ché tho {chuin dong goi $o ding ky
212 [Phacotrivita Vitamin B1 125 mg; |Vién nén bao| 36 |DDVNHp 10,50vi | VD-20006-13
Vitamin B6 125 mg; |phim thang(IV bam x 10 vién
Vitamin B12 125 '
mcg

43. Cong ty ding ky: Cong ty cb phin dwgc Vacopharm (D/c.‘ 59 Nguyén Hug, TP. Tan An,

Long An - Viét Nam)

43.1 Nha san xut: Cong ty cb ph?m dugc Vacopharm (D/c: Km 1954, quéc I 14, P. Tén

K 1 ¢ Lo rAn-V _ Nam)
2 Hoat chét chinh - | Dang bao |Tudi| Titu | Quy cich £ oax 1o
STT Tén thuge Ham hrong ché tho Ichudn| dong goi S0 ding ky
213 |Vacomuc 200 Acetylcystein Tl’luéc bot 24 |TCCS |hép 10 g6i, 20 | VD-20007-13
[200mg udng .|thang g6i, 30 gbi, 50
gdix 1 gam

44. ’Cﬁng ty dang ky: Cong ty cb phan dwgc vat trr y té Hai Duong (P/c: 102 Chi Ling, thanh
phé Hai Duong - Viét Nam)

44.1 Nha san xuét: Céng ty cb phan dwgc vat tw y té Hai Dwong (B/c: 102 Chi Lang, thanh phé

Hai Duong - Viét Nam)

R £ Hoat chit chinh - | Dang bao Tudi| Tieu | Quy cach S& d3 ,
STT Tén thuoc Ham lugng ché tho |chudn| déng géi . © angky
214 {Diclofenac 1% Diclofenac Gel boi da 36 |TCCS [Hop 1 tuyp 20g| VD-20008-13
diethylamin (tuong thang|
img véi 0,2g
diclofenac natri)
0,232g/20g
215 |Hoat huyét dudng nfo  |Cao dic dinh lang |Viénnang | 36 |TCCS [Hop2 vi,3vi, | VD-20009-13 |
- |Vinacare 100 100 mg; Cao bach [cing thang] 10 vi x 10 vién
qua 20 mg o e ] e nnnnan s e e e e el e e mmnn o tapee e O —— e e e e,
216 |Hoat huyét dudng nio |Cao dic dinh lang Vién nang 36 |TCCS Hop 2 vi, hop 3| vD-20010-13
Vinacare 200 200 mg; Cao bach |cing thang vi, hop 10 vix
qua 40 mg 10 vién

45, Cong ty ding ky: Cong ty cb phin du’q’c—vat twy té Thanh Hoa (P/c: 232 Tran Phi, Thanh

Hod - Viét Nam)

45.1 Nha san xuét: Cong ty 0 phin durgc-vat try té Thanh Ho# (D/e: S6 4 Du'ong Quang
Trung - TP. Thanh Hoa - Viét Nam)

T

rang 26







48.1 .\uasin .. h .>pl nl.kophar. _.c: 297/5 Ly Thuong Kiét,
qudn 11, Tp. H6 Chi Minh - Viét Nam)
R p Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cich £ ax ,
STT Teén thuoe Ham lugng ché tho {chuin dong g6i 50 ding ky
225 [Acetylcysteine 200mg  [Acetylcystein 200 | Vién nang 36 |TCCS |Hop 10 vix 10| VD-20019-13
mg cliing thang vién, chai 80
‘ I R e B vién
226 |Amoxicillin 500mg Amoxicillin (dudi | Vién nang 30 [DDVN[Hop 1 vix 10 | vD-20020-13
dang Amoxicillin  {cimg thar~-"V vién, hdp 2 vi x
trihydrat) 500 mg 10 vién, hop 10
vi x 10 vién,
hoép 100 vix 10
vién, chai 100
vién, chai 500
vién
227 |Amoxicillin trihydrate - [Amoxicillin ~ [Nguyén liéu | 36 [TCCS [Thing 25kg, | VD-20021-13
Dang két hat trihydrate (dang bot thang thiing 50kg
(Compacted) - powder) 1,004
kg/1kg nguyén li€u
228 Cefpodoxime-MKP 100 |Cefpodoxime (dudi Thué(i bot 24 |TCCS |Hop 12 goi x 3g] VD-20022-13
dang Cefpodoxime |pha hon dich|thing
proxetil) 100 mg _[udng ]
229 Cefpodoxime-MKP 50 |Cefpodoxime (dudi Thuég bot 24 ITCCS Hop 12 g01 X 'VD-20023-13
dang Cefpodoxime |pha hon dich|thing 1,5g
{proxetil) 50mg ué}n_g B e i _,
230 Damrcap 125 Cefdinir 125 mg Thudc bot 24 |TCCS Hop 12 g01 X VD-20024-13
pha hdn dich |thing 2,5¢g
ubng
231 |Disolvan - Bromhexin HCI Vién nén 36 [DBVN Hop 10vix 10 | VD-20025-13
8mg thang|IV vién, hop 10 vi
232 |Erymekophar Erythromycin (dum Tlrluéc b6t 36 |TCCS Hop 30 géix VD-20026-13
dang Erythromycin [udng thang 2,5g
stearat) 250 mg 1 I T
233 |Maloxid P Gel Gel Aluminium Hbn dich 36 {TCCS [Hop 26 g01 X VD-20027-13
phosphate 20% udng thang 20g
1238 4\t N I
234 Methylpredmsolone Methylpredmsolon Vién nén 24 |TCCS Hop 10vix 10 | VD-20028-13
MKP 16mg 16mg ~ [théng vién, hdp 3 vi x
10 vién, chai
100 vién, chai
200 vién, chai
500 vién
235 |Methylprednisolone |Methylprednisolon |Viénnén | 24 |TCCS Hop 10vix 10 | VD-20029-13
MKP 4mg 4mg thang vién, hop 3 vi

Trang 28




x 10 vién, chai
100 vién, chai
200 vién, chai
500 vién

49. Cong ty dang ky: Cong ty 6 phin LD dwgc phim Medipharco-Tenamyd BR s.r.l (D/c: S6
8, Nguyén Truong T, P. Phuéc Vinh, TP. Hué, Thira Thién Hué - Viét nam)

49.1 Nha sin xuét: Cong ty cb phin LD dwgc phim Medipharco-Tenamyd BR s.r.1 (D/c: 56 8,
Nguyén Truong T, P. Phucdc Vinh, TP. Hue, Thira Thién Hué - Viét Nam)

R £ Hoat chét chinh - | Dang bao |Tudi| Tieu | Quy cach £ ax ,
STT Tén thuoe Ham lwgng ché tho |chudn| doéng géi S0 ddng ky
236 |Clorfast (SXNQ cua Cefaclor (du6i dang |Bot phahdn | 36 |[USP |hop 10 géix 3 | VD-20030-13
M/S Maxim Cefaclor dichubng [thang[32  [gam
Pharmaceuticals PVT. |monohydrat) 125mg
Ltd; Dia chi: Plot No.11
& 12 Kumar Ind. Estate,
Markal, Pune 412 105,
India)
237 IClorfast 250 (S, (1 Q ctia [Cefaclor (duéi dang | Vién nang 36 |USP hon 2 vix 10 - VD-20031-13
M/S Maxim Cefaclor cing thang|32 vién
Pharmaceuticals PVT. {monohydrat) 250mg
Ltd; Dia chi: Plot No.11
& 12 Kumar Ind. Estate,
Markal, Pune 412 105,
India)
238 |Drofaxin 500 Cefadroxil (dudi Vién nang 36 |USP32|hép2vix 10 VD-20032-13
dang Cefadroxil clirng thang vién
monohydrat) 500mg
239 |Povidon iod Povidon Iod 10 Dung dich 24 |DDBVNhop 1 chai 20 VD-20033-13
2/100 ml dung ngoai [thang|lV ml, hép 10 chai
' 90 ml, chai 500
ml
240 |Stomalugel P Nhém phosphat Hdn dich 36 {TCCS {hdp 20 gdi x 20| VD-20034-13
(dudi dang Nndm  |ubng thang gam
phosphat gel 20%)
2,2g

50. Cong ty ding ky: Cong ty c6 phan Pymepharco (D/c: 166 - 170 Nguyén Hué, Tuy Hoa, Phi

Yén - Viét Nam)

50.1 Nha sin xuit: Cong ty c¢b phin Pymepharco (P/c: 166 - 170 Nguyén Hué, Tuy Hoa, Phii

Yén - Viét Nam)




natri) 1g

,\ P moat cnat cninh - | Dang bao | 1u01| Tiéu Quy cach £ 2 ,
STT Tén thude Ham lwgng ché tho | chuén doéng goi 50 dang ky
241 |Alfacef 1g Ceftazidim (dudi  |Thubc bdt 36 |TCCS [Hop 1lo; hop | VD-20035-13
dang Ceftazidim pha tiém thang 10 lg; hop 1 lo
pentahydrat) 1g kém 1 éng nudce
cét pha tiém
5ml; hop 10 lo
kém 10 6ng
nuéc cit pha
J tiém S5ml
242 |A=~nin PMP A HCI 507 Viér 36 |TCCS [Hop 10 vix (10 | VD-200: 13
cing thang vién
243 |Bepracid 20 Rabeprazol natri 20 |Vién bao tan} 36 |[TCCS |Hop 1 vix x 14 | VD-20037-13
) mg trongrugt  [théng vién
244 |Ceraapix Cefoperazon (dudi |Thubc bot 36 ITCCS Hop 1 lo, hop  VD-20038-13
dang Cefoperazon |pha tiém thang| 1019, hop 1 lo
natri) 1g kém 1 éng nudc
cét pha tiém 5
ml, hop 10 lo
kém 10 éng
nudc cit pha
ti€ém Sml
245 |Negacef 750mg Cefuroxim (dudi Thubc bot 36 |TCCS Hoép 1 lo, hop VD-20039-13
dang Cefuroxim pha ti€ém théng 10 lo, hop llo
natri) 750 mg kém 1 dng nude
cét pha tiém 5
ml, hop 10 lo
kém 10 éng
- nuéc cét pha
ti€m Sml
246 Pyme Cinazin |Cinnarizin 25 mg |Vién nén 36 [TCCS Hop 10vix10 VD-20040-13
thang vién
247 |Tenfovix Tenofovir disoproxil Vién nén bao| 36 |[TCCS Hop 3vix 10 | VD-20041-13
fumarat 300mg phim thang vién
............... O DU, RN ORI —_— [ ) e e e s
248 |Zoliicef Cefazolin (dudi Thubc bot 36 (TCCS Hop 1 lo, hop | VD-20042-13
dang Cefazolin pha ti€ém thang 10 lo, hép 1 1o

kém 1 bng nudc
cét pha tiém
5ml, hop 10 lo
kém 10 éng
nuéc cit pha
ti€ém Sml

51. Céng ty ding ky: Céng ty cb phin san xuit - thwong mai Dugc phim Pong Nam (B/c: Lé
24, Puong sé 14, KCN. Tdn Tao, Q. Binh Tdn, TP. Ho Chi Minh - Viét Nam)
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o e e

loflicine

Glucamesh 500

Glucamesh 7 50

Losapin 100

Losapin 50

Glucosamin sulfat
500mg .

Glucosamin sulfat

Losartan Ka11
100mo

Losartan kalt 50mg

Ofloxacin 200mg

Vlen nén bao

phim _

TCCS

TCCS

30 vién; hop 1
chai 100 vién

Hop 1 tuyp 20

Hop3v1x 10
vi*

Hop3v1x 10

Hop3 vix10 |

vién; hop 3 vix
8 vién; chai 500
vién; chai 100
vién

'VD-20050- 13 |

| VD-20051-13 |
VD-20052-13
VD-20053-13

VD-20054-13

| VD-20055-13

53. Cong ty diing ky: Cong ty cb phﬁn tap doan Merap (D/c: Thén Bd Khé, xa Tan Tién, huyén
Van Giang, Hung Yén -)

53.1 Nha sin xuit: Céng ty c6 phin dwgce phim trung wong 1 - Pharbaco. (B/c: Thanh Xudn,
Soc Son, Ha N¢i - Viét Nam)

complex 178,5mg;
Acid folic 0,175mg;
Pyridoxin HCI 1mg

,. P Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach £ 2 ,
STT Tén thuoc Ham lwgng ché | tho [chudn| domggei | OO danglky
262 |Fiora- M>i vién chira: St |Vién nang 36 [TCCS [Hop3vix 10 | VD-20056-13
hydroxyd cling thang vién
polymaltose

54. Cong ty ding ky: Cong ty cb phin TRAPHACO (B/c: 75- Yén Ninh - Ba Dinh - Ha Ni -

Viét Nam)

54.1 Nha sin xuit: Céng ty c¢6 phin cong nghé cao Traphaco (P/c: Xa Tdn Quang, huyén Vin
Ldm, tinh Hung Yén - Viét Nam)

a

.ang 32

rey d
" P Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach S6 da ,
STT Tén thuoe Ham lwgng ché tho | chuin déng goi .0 Ang ky
263 |Siro trj ho Slaska Cao dic Slaska Siro 24 |TCCS |hop 1 1o 100 ml{ VD-20057-13
(twong ung véi Ma thang







273 [Moxacin 250 mg

r
hyaroclorid 50mg

Amoxicilin (dudi
dang Amoxicilin
trihydrat) 250mg

dich ubng

- 1Bt pha hén

24

thang

(nl
10 vién, hop 2
vi

10 vién

TCCS |hdp 10 goi, 12

g6i x 1,2 gam

(nhom/nhém) x

VD-20067-13

56. Cong ty dang ky: Céng ty Dwgc pham TNHH Leung Kai Fook Viét Nam (P/c: Quéc 16 51,
KCN My Xudn A2, Tan Thanh, Ba Ria - Viing Tau - Viét Nam)

hiéu cay bua)

(Cinnamon Leaf
Oil) 4ml; Tinh diu
qué (Cinnamon Oil)
5ml; Tinh dau sa
(Citronella Oil) 2ml;
Tinh dau thong
(Turpentine Oil)
22ml; Dau 6t
(Capsicum
Oleoresin) 1ml; Bot
huyét réng (Sanguis
Draconis) 0,3g;
Methyl Salicylate
65,69ml

m T L KaiFookV I m(®P/k: Qu 51,
KCN My Xudn A2, Tén 1nanh, Ba Ria - Viing Tau - Viét Nam)
R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach £ as ,
STT Tén thube Ham luwgng ché tho |chuin| déng géi S0 ding ky
274 |Axe Brand Red Flower M&i 100ml chira Dung dich 36 |TCCS [Chai thuy tinh | VD-20068-13
Oil (Déu néng hdng hoa |Tinh diu 14 qué thang] 6ml, 35ml

57. Cong ty diang ky: Cong ty lién doanh dwge p‘hf\m Mebiphar-Austrapharm (B/c: L6 III - 18,
duong so 13, KCN Tdn Binh, qudn Tdn Phu, tp. H6 Chi Minh - Viét Nam)

57.1 Nha san Xuét: Cong ty lién doanh dwgc ph5‘m Mebiphar-Austrapharm (D/c: L6 111 - 18,
dwong s6 13, KCN Tén Binh, qudn Tan Phu, tp. Ho Chi Minh - Viét Nam)

r .
R £ Hoat chét chinh - | Dang bao |Tuoi| Tiéu | Quy cach S& da ,
STT Tén thude Ham luong ché tho | chuin déng goi (f ang ky
275 |Austen D--alpha tocopheryl | Vién nang 24 |TCCS {Hop 3 vi, 6 vi x| VD-20069-13
acetat 400 IU mém thang |10 vién

Trang 34




58. Cong ty ding ky: Cong ty Lién doanh Meyer - BPC. (D/c: 6A43-qubc 16 60, phuong Phii Tan,

TP. I

! Tre, tinh Bén Tre - Viét Nam)

58.1 Nha san xuat: Cong ty Lién doanh Meyer - BPC. (D/c: 6A43-quéc 16 60, phwong Phii Tdn,
TP. Bén Tre, tinh Bén Tre - Viét Nam)

o2 Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach S& dine kv
STT Tén thude Ham lwgng ché tho |chuin dong goi 0 dang ky
276 |Meyerfen Acid mefenamic 250{Vién nang 36 |TCCS |[Hop 10 vix 10 | VD-20070-13
mg cimg thang vién, hop 1 chai
100 vién
277 |Meyertidin Cimetidin 300mg  [vién nén 36 |IDDVNHOp 10vix 10 | VD-20071-13
thang|IV vién, hop 1 chai ‘
100 vién
278 |Statinrosu 10 Rosuvastatin (dudi  |Vién nén bao| 36 [TCCS [Hop3vix 10 VD-20072-13
dang Rosuvastatin  |phim thang vién
calcium) 10 mg-

59. Cong ty dang ky: Cong ty Roussel Viét Nam (D/c: 702 Truong Sa, P. 14, Q. 3, TP. Ho Chi

Minh - Viét Nam)

59.1 Nha san xuét: Cong ty Roussel Viét Nam (D/c: S6 1, duomg s6 3, KCN Vigt Nam Singapore,
Thudn An, Binh Dwong - Viét Nam)

. Hoat chit chinh - | Dang bao [Tudi| Tieu | Quy cich £ oo ,
A £ 2 4 Sod k
STT Tén thude Ham lugng ché | tho |chuin| déng goi 0 dang ly
279 {Corti RVN M0i 8g chira: Kembdida | 24 {TCCS |Hop 1 lo 8g VD-20073-13
Neomycin sulfat thang
28.0001U;
Betamethason 8mg

60. Cong ty ding ky: Cong ty TNHH dwgc phim Pat Vi Phi (P/c: L6 M74-CN, Puong D17,
KCN My Phucec, tinh Binh Duong - Viét Nam)

60.1 Nha san xuét: Cong ty TNHH dwoc phdm Pat Vi Phi (B/c: L6 M74-CN, Puong D17,
KCN My Phucc, tinh Binh Duong - Viét Nam)

il reme | Mgk | buspio | T | queieh |y
280 [Coliomax L-ornithin-L-asparta { Vién nén bao] 36 |TCCS |Hop3 vix 10 VD-20074-13
| t500mg  |phim  ° |théng vien -~ |
281 |Materazzi Eperison HCI 50mg |Vién nén bao| 36 |TCCS {Hop 10vix 10 | VD-20075-13
282 |Nakai Clindamycin (dudi |Viénnang | 36 |TCCS [Hop3vix10 | VD-20076-13
dang clindamycin  {cimg thang vién




r I T
283 dueit(:z:go - Quetiapin (duoi Wé?i n-er; - 36 | T&CES_ | ﬁé;; v?x—i o 35-5067:7*- f3 -
dang Quetiapin thang vién
_ - fumarat) 50mg
284 [Sullivan-400 Amisulprid 400mg |Vién nén 36 [TCCS (Hop4vix 7 VD-20078-13
________ Ao} fthéngl  gvién )
285 |Zabales Clopidogrel (du6i  |Viénnén bao| 36 |TCCS [Hop2vix 14 | VD-20079-13
dang clopidogrel phim thang vién
bisulfat) 75mg
61. Céng ty ding ky: Cong ty TNHH dwgc phim Sii Gon (Sagophar) (B/c: S8 27, dwong sé 6,
KCN Viét Nam-Singapore, huyén Thudn An - Viégt Nam)
61.1 NI :_1xuét: __agty ..N.... dwge phdm Sai Gon (Sagophar) (B/c: S8 27, duong 56 6,
KCN Viét Nam-Singapore, huyén Thudn An - Viét Nam)
R £ Hoat chét chinh - | Dang bao |Tudi| Tiu| Quy cich £ g
STT Tén thuoe Ham lwgng ché | tho |chudn| domggei | S°dAnEkY
286 [Séné - Sagopha CaoPhantadiép |Viénnénbao| 36 |TCCS |HYp 1 chaix 50{ VD-20080-13
(tuong tmg v6i 8,6 |phim thang vién; Hop 5 vi x
mg Sennosid B) 70 10 vién
mg
62. Cong ty ding ky: Cong ty TNHH Diwrgc phim Shinpoong Daewoo (P/c: S6 13, duong 94,
KCN. Bién Hoa II, TP. Bién Hoa, Pong Nai - Viét Nam)
62.1 Nha san xuét: Cong ty TNHH Dugc phim Shinpoong Daewoo (D/c: S6 13, duong 94,
KCN. Bién Hoa II, TP. Bién Hoa, Pong Nai - Viét Nam)
R £ Hoat chét chinh - | Dang bao |Tudi| Tidu | Quy cach £ 2 .
STT Tén thude Ham lwgng ché tho |chuin| déng go6i 50 ‘?a"g ky
287 |Shinpoong Cefadin Cefradin (dudi dang |Bdt pha tiém| 36 |USP |[hop11g, 1010 | VD-20081-13
hén hop Cefradin va thang|32
L-Arginin) 1g
63. Cong ty ding ky: Cong ty TNHH Ha san - Dermapharm (B/c: Puong s6 2, KCN Péong An,
Thudn An, Binh Dwong - Viét Nam)
63.1 Nha san xuét: Céng ty TNHH Ha san - Dermapharm (B/c: Duong 56 2, KCN Pong An,
Thugn An, Binh Duong - Viét Nam)
A
R £ Hoat chét chinh - | Dang bao | Tudi] Tigu | Quy cach 5 da ,
STT Tén thude " Ham lwgng ché tho (chudn| déng goi S0 ding ky
288 |Gluzitop MR 60 Gliclazid 60 mg Viénnén daif 36 |TCCS |[Hop2vix30 | VD-20082-13
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Plahasah

téc dung kéo |thang vién
clopidogrel (dudi Vién nén bao| 36 |TCCS Hop 1 vix 10 VD-20083-13
dang clopidogrel phim thang vién
bisulfat) 75 mg

64. Cong ty diang ky: Cong ty TNHH LD Stada-Viét Nam (D/c: S6 40 Pai I Ty Do, KCN Viét
Nam - Singapore, Thudn An, Binh Dwong - Viét Nam)

64.1 Nha san xuit: Céng ty TNHH LD Stada-Viét Nam (P/c: S6 40 Pai 16 Tu Do, KCN Viét
Nam - Singapore, Thudn An, Binh Duwong - Viét Nam)

A £ Hoat chit chinh - | Dang bao Tudi| Ticu Quy cach S& dine kv
STT Tén thuoe Ham lugng ché tho | chuan| déng géi o cang Ky
290 |Myopain 150 Tolperison HCI 150 |Vién nén bao| 36 |TCCS |[Hop 3 vix 10 VD-20084-13
mg phim thang vién, hop 5 vix
10 vién

65. Cong ty diing ky: Céng ty TNHH LD Stada-Viét Nam. (P/c: K63/1 Nguyén Thj Séc, ap My
Hoa 2, xd@ Xudn Théi Déng, huyén Héc Mon, Tp. HCM - Viét Nam)

65.1 Nha san xuit: Cong ty TNHH LD Stada-Viét Nam (B/c: S6 40 Pai 16 Tu Do, KCN Viét
Nam - Singapore, Thudn An, Binh Duong - Viét Nam)

A Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £oax
: <18 2 Sod
STT Tén thuoe Ham lugng ché | tho |chudn| déng goi 0 ding ky
291 |Myopain 50 Tolperison HCI 50 |Vién nén bao| 36 |TCCS |Hop3 vix 10 VD-20085-13
mg phim thang| vién, hop 5 vi x
10 vién

66. Cong ty dang ky: Cong ty TNHH lién doanh Hasan-Dermapharm (D/c Lé B, du’ong 56 2,
KCN Péng An, Thudn An, Binh Duong - Viét Nam)

66.1 Nha san xuit: Cong ty TNHH lién doanh Hasan-Dermapharm (D/c: L6 B, duong 56 2,
KCN Péng An, Thugn An, Binh Duong - Viét Nam)

A £ Hoat chit chinh - Dang bao |Tudi| Tiéu Quy cach S as ,
4 0 0 , ] ” d k
STT Tén thuoe Ham lwgng ché tho jchuin| ddéng géi 0 dang ky
292 [Mibelet - Nebivolol (dudi Vién nén 36 [TCCS |Hop3vix14 | VD-20086-13
dang Nebivolol thang vién
hydroclorid) 5 mg

67. Cong ty dang ky: Cong ty TNHH Phil Inter Pharma (P/c: S6 20, dai 16 Hitu Nghi, Khu CN
Viét Nam-Singapore, Thugn An, Binh Duong - Viét Nam)-




67.1 Nha

in xuat: )

faal v'-‘--']

I Lty ,

Viét Nam-Singapore, Thudn An, Binh Duong - Viét Nam)

R £ Hoat chit chinh - | Dang bao |Tudi| Ticu Quy cach £ ax ,
STT Tén thuoc Ham lugng ché tho | chuén dong goi S6 ding ky
293 |Dobaris Cefdinir 100mg Vién nang 24 |ITCCS thop 3 vi, 10vi | VD-20087-13
B R I cimg __ [thdngl  [x10vién |
294 |Ringosing (SXNQ ctia  |Cefaclor (duéi dang |Bot phahén | 24 [USP hép 10 gébi VD-20091-13
Samchundang Pharm.  |Cefaclor dichudng [thang|32
CO., Ltd; Dia chi: 904-1,imonohydrat) 125mg
Sangshin-Ri,
H -M:
Hwaseong-City,
Gyeonggi-Do, Korea

68. Cong ty ding ky: Cong ty TNHH Phil Inter Pharma (P/c: S6 25, Puong sé 8, Khu CN Viét
Nam-Singapore, Thudn An, Binh Dwong - Viét Nam)

68.1 Nha san xuit: Cong ty TNHH Phil Inter Pharma (B/c: S6 25, Puong sé 8, Khu CN Vi_ét
Nam-Singapore, Thudn An, Binh Duong - Viét Nam)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich £ s .
STT Tén thude Ham lwgng ché | tho |chuin| donggei | S°dAneld
295 |New Keromax Selen (dudi dang Vién nang 36 |TCCS |hop 10 vi, 20 vi| VD-20088-13
men khd) 25mcg; mém thang X 5 vién
Retinyl palmitat
20001U; DL-Alpha
tocopheryl acetat
4001U; Acid
ascorbic 500mg
296 |Philderma Betamethason kembdéida | 36 [TCCS |hép 1 tuyp 10 VD-20089-13
dipropionat 6,4mg; thang gam
Clotrimazol 100mg;
Gentamicin sulfat
10mg (hoat lyc)
297 |Philpiro 10 mg Isotretinoin 10mg | Vién nang 36 |TCCS (hop3 vi, 6 vix | VD-20090-13
mém ’ thang| 10 vién

69. Cong ty ding ky: Coéng ty TNHH Rohto - Mentholatum Viét Nam (P/c: S 16, duomg 56 5,
KCN. Viét Nam - Singapore, Thudn An, Binh Duong - Viét Nam)

69.1 Nha san xuit: Cong ty TNHH Rohto - Mentholatum Viét Nam (P/c: Sb‘ 1 6 duong s6 5,
KCN. Viét Nam - Singapore, Thudn An, Binh Duong - Viét Nam)

za
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Tén thude
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New V...ohto

Hoat ch?
Ham lugng

Dang bao
che

Tubi
tho

Tiéu
chuian

Quy cach
dong goi

S6 ding ky

. ~trahydrozolin
hydrochlorid;
Dipotassium
glycyrhizinat;
Chlorpheniramin
maleat; Pyridoxin
hydrochlorid;
Panthenol;
Potassium
L-aspartat; Natri
chondroitin sulfat .

Thudc nho
mat

36
thang

TCCS

hop 110 13 ml

VD-20092-13

70. Cong ty ding ky: Cong ty TNHH san xuét thwong mai dugc phzzup NIC (NIC Pharma)
(D/c: L6 11D dwong C, Khu céng nghiép Tdn Tao, qudn Binh Tan, tp. H6 Chi Minh - Viét Nam)
70.1 Nha sin xuat: Céng ty TNHH sin xuét thwong mai dwge phim NIC (NIC Pharma) (D/c:
L6 11D duwong C, Khu c6ng nghiép Tan Tao, qudn Binh Tan, tp. H6 Chi Minh - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Tigu | Quy cich S& a3 ,
STT Tén thude Ham lugng ché tho |chudn| déng géi 0 dang ky
299 |Cidez - Nic Dextromethorphan |Vién nang 36 |TCCS |Chai 100 vién | VD-20093-13
oo |HBrlOmg  jeimg thang) S
300 [Clorpheniramin 4 mg |Clorpheniramin Vién nang 36 |TCCS |Chai 200 vién | VD-20094-13
oo |maleatdmg  jelmg  thdngi |} }
301 |Furosemid 40 mg Furosemid 40 mg [ Vién nén 36 |TCCS |Hop 10 vix 10 | VD-20095-13
N b |théngl  vién o}
302 [Idilax |Acid mefenamic 250} Vién nang 36 |TCCS |[Hop 10 vix 10 | VD-20096-13
mg cing thang vién. Chai 100
S S VI e ame [— — e - - - pa— o Vién —— — L RS s e o
303 |Prome - Nic Promethazin HCI 10 | Vién nén bao| 36 |TCCS |Chai 40 vién. VD-20097-13
mg dudng thang Hop 10 vix 30
vién

71. Cong ty diing k)’l:‘C(“)ng ty TNHH SX-TM dugc phflm Thanh Nam (D/c: 34- Pang Tat, P.
Tan Dinh, Q.1, TP. Ho Chi Minh - Viét Nam)

71.1 Nha san xuét: Cong ty TN 1 SX-TM d

phé

. Thanh N:
* KCNViét Nam - Singapore, TX. Thudn An, Binh Duong - Viét Nam)

(D/c: 60 Pai 16 Déc ldp,

n £ Hoat chit chinh - 'Dang bao |Tudij Tiéu | Quy cich £ 2 .
: ang h S
STT Tén thuoc Ham luwong che | tho |chuin dong géi 0 dang ky
304 {Perigolric _ |Loperamid HCI 2mg| Vién nang 36 |DDVNHGp 10 vi, 100 | VD-20098-13
. fotmg  [théngllV  fvix1Ovien |












