dinh

BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc 1ap - Tu do - Hanh phiic
s6: F44 & /QD-QLD Ha N¢i, ngay 49 thangiCnam 2018
QUYET PINH

Vé viéc ban hanh danh muc 75 thuéc nuée ngoai
dugc cap s6 dang ky luu hanh tai Viét Nam - Dot 101 (bd sung)

CUC TRUONG CUC QUAN LY DUGC

Cén cit Luat Duge ngay 06/4/2016;

Can cit Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 ctia Chinh pht quy
chic nang, nhiém vu, quyén han va co c4u t8 chitc cia Bo Y té;

Can ctt Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ciia Bo trudng Bo Y

t€ quy dinh chtc nang, nhiém vu, quyén han va co c4u t8 chitc clia Cuc Quan 1y

duoc
dinh

nguy

thudc Bo Y t&;

Can cit Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 ctia Bo Y t€ quy
viéc dang ky thuéc;

Can ct y ki€n ctia Hoi déng tu vén cdp gidy dang ky luu hanh thuéc,
én liéu lam thudc - BO Y t¢;

Xét dé nghi ctia Truéng Phong Piang ky thudc - Cuc Quan 1y Duoc,
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 75 thu6c nudc

ngoai dugc cdp s6 dang ky luu hanh tai Viét Nam - Dot 101 (bd sung).

Piéu 2. Nha sin xudt va cong ty dang ky thudc c6 trich nhiém cung cap

thuég vao Viét Nam theo diing céc hé so tai liéu di dang ky véi Bo Y t€. S6 dang
ky dygc Bo Y t€ Viét Nam cip phéi dugc in 1én nhan thudc. S6 ding ky c6 ky

hiéu

phap
khiu
trinh

VN-.....-18 c6 gid tri 05 nam ké tir ngay ky Quyét dinh.

biéu 3. Nha san xuit va cong ty dang ky thudc phai chdp hanh ddy da
luat ctia nuéc CHXHCN Viét Nam va cdc quy dinh clia Bo Y t€ vé nhap
thu6c va luu hanh thudc tai Viét Nam; néu c6 bét ctt thay déi gi trong qué
lwu hanh thu6c & nudce s& tai va & Viét Nam thi phai bdo cdo ngay cho Cuc

Quan|ly Duoc - Bo Y t€ Viét Nam.

muc

Piéu 4. Pbi v6i cac thudc ban hanh kém theo quyét dinh nay va thudc danh
thudc doc va nguyén liéu doc lam thudc theo quy dinh tai Thong tu

06/2017/TT-BYT ngay 03/5/2017 ctia B6 Y té vé viéc ban hanh danh muc thudc




ddc va nguyén liéu doc lam thudc; cong ty diang ky, co s& san xuét phai cap nhat
quy dinh vé thuc doc trén nhan va huéng dan sir dung theo quy dinh tai Thong
“tu 01/2018/TT-BYT ngay 18/01/2018 cia B§ Y té quy dinh ghi nhan thudc,
nguyén liéu lam thubc va t& huéng din st dung thudc va chi dugc san xut, luu
hanh thudc trén thi truong sau khi Cuc Quan Iy Dugc phé duyét ndi dung cap
nhat nay.

Piéu 5. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 6. Gidm ddc S& Y t€ cdc tinh, thanh phé truc thudc trung wong,
gidm ddéc nha san xudt va cong ty dang ky c6 thude tai Diéu 1 chiu trdch nhiém
thi hanh Quyét dinh nay./.

CUC TRUGNG

Noi nhdn:

- Nhu Diéu 6;

- Bo truéng Nguyén Thi Kim Tién (d€ b/c);
- TT. Truong Quéc Cudng (dé b/c);

-CucY t€ Giao thong van tai - Bo Giao théng van
- Téng cuc Hai quan - Bo Tai chinh;

- Béo hiém X4 hoi Viét Nam;

- Vu Phdp ché, Cuc Quén 1y Y, Dugc cé truyén, Cuc
Khém, chita bénh - Bo Y t&, Thanh tra B Y t€;

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

- Téng Céng ty Dugc VN;

- C4c Cong ty XNK Duoc phdm;

- Cdc Bénh vién & Vién c6 giuvong bénh truc thuéc B Y t€;
- Website cia Cuc QLD, Tap chi Dugc & MP - Cuc QLD;

- Luu: VT, KDD, DKT(10).




BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
' CYC QUAN LY DUQC Pégc 1ap - Ty do - Hanh phiic

DANH MUC 75 THUOC NUGC NGOAI BUGC CAP SO DANG KY HIEU LUC 5 NAM —
DJT 101 (BO SUNG).

Ban hinh kém theo quyét dinh s6:H4§/6/QD-QLD, ngay .24... /... (0./2018.
1. Cong ty ding ky: AhnGook Pharma. Co., Ltd. (P/c: #993-75 Daelim-Dong, YongDungPo-Gu,
Seoul - Korea)

1.1 Nha|sin xuit: AhnGook Pharmaceutical Co., Ltd. (D/c: 40, Jeyakgongdan 1-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do - Korea)

X £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy céich £oasl o
Ll ity sibute Ham lwgng ché tho |chudn| déng géi S0 diing ky
1 |Synatura Syrup M&i 100ml siro * |Siro 36 INSX [Hop 1 chai VN-21576-18
chira: Cao khé 14 Ivy thang 500ml, hop 9
30% 262,5mg; Cao g06i x 15ml, hdp
kho6 Coptis Rhizoma 9 g6i x 10ml,
87,5mg hép 60 gdi x
15ml, hop 60
g6i x 10ml

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

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

India)
. Hoat chit chinh - | Dangbao |Tudi| Titu | Quyeich | g 450 1o
Sl LARIMGE Ham lwgng ché tho |chudn| déng goi ng ky
2 |[Rapeed 20 Rabeprazol natri Viénnén bao| 24 |NSX [Hop3vix10 | VN-21577-18
1 - 20mg tan trong thang vién
rudt B |

3. Céng ty diing ky: Ambica International Corporational (B/c: 9 Amsterdam Extn, Merville park
Subd, Paranaque City - Philippines)

3.1 Nha san xuit: Stallion Laboratories Pvt. Ltd. (B/c: C1B 305/2, 3, 4 & 5 G.LD.C. Kerala
(Bavla) Dist. Ahmedabad, Gujarat - India)

Trang 1




Re ,
" £ Hoat chit chinh - | Dang bao [Tudi| Tiéu Quy cach Sé di ;
STT Ten fimos Ham lwgng ché tho | chuén dong goi e B
3 |Atadyn Loratadin 10mg Vién nén 36 |USP [Hop 10vix 10 [ VN-21578-18
___ _|chongbao |thing|38 Jvien |
4 |Erecfil-100 Sildenafil (dudi  |Viénnénbao| 36 [NSX [Hép1vix4 | VN-21579-18
dang Sidenafil phim thang vién
citrat) 100mg I e R R e
5 |Staga- 50 Sildenafil (dudi Vién nén bao| 36 |NSX |Hop1lvix4 VN-21580-18
dang Sidenafil phim thang vién

|citrat) 50mg

4. Cong ty ding ky: Atco Laboratories Ltd. (D/c: B-18, S.I.T.E, Karachi 75700 - Pakistan)

4.1 Nha san xuit: Atco Laboratories Ltd. (D/c: B-18, S.I.T.E, Karachi - Pakistan)

o Hoat chit chinh - | Dang bao |Tudi| Tiew | Quyeich | s 4s )
ST Ten thude Ham lugng ché tho [chuin| déng goi b dang
6 |Zincviet Kém (dudi dang Cbm pha 24 [NSX |Hop 1 chai VN-21581-18
Kém sulfat . hén dlCh thang 60ml
~—— —|monohydrat) 120mg|—— | | — |

5. Cong ty ding ky: B.Braun Medical Industries Sdn. Bhd. (P/c: Bayan Lepas fiee industrial
zone, 11900 Bayan Lepas, Pulau Pinang - Malaysia)

5.1 Nha san xuit: B.Braun Medical S.A (D/c: Carretera de Terrasa, 121 08191 Rubi, Barcelona.

- Spain)
o £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cach S8 s ;
< < 2 by d
bl I s Ham lugng ché | tho [chuin| donggei | 0 e
7 [Midazolam B.Braun Midazolam (duéi  |Dung dich 36 |INSX |[Chai nhya VN-21582-18
Img/ml dang Midazolam tiém truyén [thang 500ml, Hop 10
HCI) 50mg/50ml hodc bom chai nhya 50ml
hau mén

6. Cong ty dang ky: Boehringer Ingelheim International GmbH (D/c: Binger Str. 173, 55216
Ingelheim am Rhein - Germany)

6.1 Nha san xuét: Boehringer Ingelheim Espana, S.A. (D/c: Part de la Riba, 50 08174 Sant
Cugat del Valles (Barcelona) - Spain)

STT

Tén thude

Hoat chit chinh -
Ham lwgng

Dang bao
che

Tubi
tho

Ticu
R
chuan

Quy cach
dong goi

S6 ding ky
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-8 |Buscopan Hyoscin Dung dich 60 [Nha [Hop2viX5 VN-21583-18
butylbromid tiém thangfsan  [6ng 1 ml
o ~ [20mg/ml o xuét
7. Cong ty ding ky: Boehringer Ingelheim International GmbH (D/c: Binger Strasse 173,

55216 Ingelheim am Rhein - Germany)

7.1 Nha

(TN), Dia chi: Via Mulini, 6934 Bioggio, Switzerland) - Italy)

san xuit: E-Pharma Trento Spa (D/c: Frazione Ravina, Via Provina 2, 38123 Trento

= 7 7 Re 7 . X .
STT Tén thudc Hoat chat chinh - Dang |Tudi| Tiéu |Quy cach| So ding ky
s N X 2 , ‘e
Ham lwong bao ché| tho | chuin | d6ng géi
Pharmaton | Standardized Panax ginseng extract G115 Pharmaton (3.6 — 4.4% Vién sui| 24 A
. i 1en sul VN- -
Fizzi (CS ginsenosides): 40mg; Ascorbic acid 60mg; All-rac-a-Tocopheryl than NSX qu 1 21584-18
x | . |acetate 14,90mg dudi dang  bdt a-Tocopherol acetate concentrate § tuyp 10
Xuat xuong: 29,8mg (tvong duong véi Vitamin E 10mg); Nicotinamide 18mg; vién

Ginsana $SA;
Dia chi: Via
Mulini,
6934
Bioggio,
Switzerland)

B-Carotene 2mg (dudi dang Betacarotene 10% trituration 20mg);
Cholecalciferol 200IU (dudi dang bdt ddm dic Cholecalciferol
2mg); Thiamine nitrate 1,4mg; Riboflavine 1,6mg; Pyridoxine HCI
2mg; Folic acid 0,2mg; Biotin 0,15mg; Cyanocobalamin 1mcg (duéi
dang Cyanocobalamin 0.1% trituration Img); Calcium 100mg (duéi
dang Calcium carbonate 250m); Magnesium 40mg (Magnesium
oxide, light 66,3mg); Sit 10mg (du¢i dang sit (II) sulphate 1.5
H20 32m; K&m 1mg (dudi dang k&msulphate monohydrate2,75m,;
Pbdng 0,5mg (dudi dang Pdng sulphate anhydrous 1,26mg); Selen
0,05mg (dudi dang Sodium selenite 0,11mg)

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

8.1 Nha sin xuét: Brawn Laboratories Limited (B/c: 13, NIT, Industrial Area,

Faridabad-121001 Haryana - India)
A p Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach & dx g
2y L Ham lwgng ché tho (chuin| doéng géi i g by
10 [Mastic-10 Tablets Montelukast (dudi | Vién nén bao| 24 |NSX [Hop 10vix 10 | VN-21585-18
dang montelukast  |phim thang vién
natri) 10mg i o B |

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

9.1 Nha sin xuit: Brawn Laboratories Limited (D/c: 13, NIT, Industrial Area,
Faridabad-121001 Haryana - India)

' £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach S§ dine kv
L Ko tune Ham legng ché | tho |chudn| déng géi g ky
11 |Ranitidine Injection Ranitidin (du6i dang|Dung dich 24 INSX [Hop 2 khay VN-21586-18
ranitidin HCI) tiém/ truyen |thang nhya x 5 Ong
plme <l il el i

10. Cong

Trang 3

ty ding ky: Céng ty cb phin dwoc phAm Nam Thién Phic (P/c: S6 8, phé Hong Phiic,
P. Nguyén Trung Truc, Q. Ba Dinh, Ha N¢i - Viét Nam)




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

MD-4829 - Moldova)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach S8 ax P
SEL Ten thuss Ham lwong ché tho |chudn| doéng géi 0 ding ky
12 |Capulco Diclofenac natri Vién dan ddt| 36 |NSX |Hop2vix5 VN-21587-18
100mg [tryc trang  |théng| vién
11. Céng ty ding ky: Cong ty cb phan dwgc phim UPI (B/c: B16 Khu nha 181 Nguyén Luwong
Bang, Phuong Quang Trung, Quédn Pong Pa, T p. Ha Néi - Viét Nam)
11.1 Nha san xuit: Korea Arlico Pharm. Co., Ltd. (P/c: 21, Yongso 2-gil, Gwanghyewon-myeon,
Jincheon-gun, Chungcheongbuk-do - Korea)
’ £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich S8 diine kv
s eI Ham lgng ché | tho |chuAn| déng goi AN
13 [Stebigs Tablet Rebamipid 100mg  [Vién nén bao| 36 |NSX |[Hop10vix 10 | VN-21588-18
phim thang vién

~12. Céng ty ding ky: Cong Ty C Phan Dugc Phdm Viét Nga (P/c: S6 2B, ngdch 374/7, duwong
Gu Co, Phuong Nhét Tan, Qudn Tdy Ho, Thanh phd Ha Ngi - Viét Nam)

12.1 Nha sin xuit: Navana Pharmaceuticals Ltd. (D/e: Rupshz Rupgonj, Narayangonj -

Bangladesh)
. % Hoat chit chinh - | Dangbao |[Tudi| Tiéu | Quy cich . e s
gL Tou thage Ham lwgng ché tho |chuin| dong géi 50 ding ky
14 |Adiovir M3di 5ml sird chira: |Siro 24 INSX |Hop 1 chai VN-21589-18
Ambroxol thang 100ml
hydrochlorld 15mg
15 Sulpat Syrup M3i 5ml chira: Kém [Sird 24 [NSX Hop 1 chai  VN-21590-18
(dudi dang kém thang 100ml
sulfat monohydrat)
10mg

13. Cong ty diing ky: Céng ty cb phan Xuit nhap khiu dwgc phdm Binh Minh (D/c: 40 Nguyén

Thanh Gian, gian hang Q1 (trét, lau I va toan b lau 2), phwong 15, quén 10, T, p. H6 Chi Minh -
Viét Nam)

13.1 Nha san xuit: Kolmar Korea (D/c: 245, Sandan-gil, Jeonui-myeon, Sejong-si - Korea)

STT

Tén thube

Hoat chét chinh -

Ham lwgng

Dang bao
ché

Tudi
tho

Tiéu
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chuan
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déng géi
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-16 Etmine Ebastine 10mg Vién nén bao| 36 [NSX |Hop2vi, 10vi | VN-21591-18
) phim thang x 10 vién

13.2 NhJa

sin xuat: Korea Pharma Co., Ltd. (D/c: 87, Jeyakgongdan 3-gil, Hyangnam-eup,
Hwaseo

ng-Si, Gyeonggi-Do - Korea)

I Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £
STT thud ; ang y cac ing ky
AR Ham lugng ché tho |chudn| dong géi Sodig Ky
17 [Catioma cream M3i 10g chira: Cream boi 24 [USP38[Hop 1 tuyp 10g| VN-21592-18
Mometason furcat |[da thang
10mg

14. Cong ty ding ky: Cong ty TNHH Dwoc pham Tam Pan (D/c: 1333 duong 31B, Khu pho :
An Phii An Khdnh, Phuong An Phii, Quén 2, TP. H6 Chi Minh - Viét Namy)

14.1 Nh? san xuit: Laboratorios Lesvi S.L (D/c: Avda, Barcelona 69-08970 Saint Joan Despi
(Barcelona) - Spain)

) Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich g ozl o
Q ° S d
Sk LR Ham lwong ché | tho [chudn| dong g6 0 ding ky
18 |Otibsil 40mg Otilonium bromide |Vién nén bao| 24 [NSX [Hop 2 vix 30 VN-21593-18
40mg phim théng ~|vién

15. Cong|ty ding ky: Cong ty TNHH Dugc phim DOHA (De: S6 30, Tdp thé Tran Phil, ngd
105 duwong Nguyén Phong Séc, té 16, P. Dich Vong Héu, Q. Cau Gidy, Ha Noi - Viét nam)

15.1 Nha san xuit: Drogsan Ilaclari San. ve Tic. A.S. (D/c: Esenboga Merkez Mah. Cubuk Cad.
No: 31, Cubuk - Ankara - Turkey)

z £ Hoat chit chinh - | Dang bao [Tudi| Tiéu | Quy cach S5 dine ky
LT L Ham lwgng ché tho |chuan| déng goi g iy
19 |Amgifer Flurbiprofen 100mg [Vién nén bao| 36 [USP |Hop1vix15 | VN-21594-18
1 1 B ~ |phim thang|39 vién B

16. Cong ty dang ky: Cong ty TNHH Duwgc phidm Nam Han (D/c: Phong 201, Lau 2, Toa nha
City View, 56 12 Mac Dinh Chi, Phuwong Pa Kao, Qudn 1, Tp. H6 Chi Minh - Viét Nam)

16.1 Nha|san xuét: Ildong Pharmaceutical Co., Ltd. (P/c: 25, Gongdan 1-ro, Anseong-si,
Gyeonggi-do - Korea)

A
. P Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich S diine kv
L i GG Ham luong ché tho [chuan| déng géi 0 ding ky
20 [Ileffexime Otic Solution |M&i ml chira: Dung dich 36 [KP11 |Hop 1 1o Sml VN-21595-18
__________________ | [Ofloxacin3mg _ |nhOtai _ |thang | 1
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17. Cong ty diang ky: Cong ty TNHH Dwgc phdm Thi D6 (B/c: S6 53, ngd 178/1 Puong Thdi
Ha, Phwong Trung Liét, Qudn Péng Pa, TP. Ha N¢i - Viét Nam)

17.1 Nha san xuét: Cooper S.A. Pharmaceuticals (D/c: 64 Aristovoulou Str, 11853 Athens -

Greece)
Re
» & Hoat chit chinh - | Dang bao |Tuoi Tiéy Quy cach Sé dine kY
STT Ten fiute Ham lugng ché | tho [chudn| déng goi g ky
21 |Mikrobiel 400mg/250ml [Mdi 250ml dung Dung dich 36 [NSX [Chai250ml, VN-21596-18
dich chia: tiém truyén [théng hép 1 chai
moxifloxacin (dudi |tinh mach 250ml
dang moxifloxacin
hydrochlorid)
400mg
18. Cong ty ding ky: Cong ty TNHH Dwgc phdm Van Cudng Phat (B/c: 299/28C duwong Ly
Thuong Kiét, Phuong 15, Qudn 11, TP. HCM - Viét Nam)
18.1 Nha san xuét: Medreich Limited (P/c: 12th Mile, Old Madras road,
Virgonagar, Bangalore-560 049 - India)
" x Hoat chit chinh - | Dang bao |[Tudi| Tiéu | Quy cich P
4 < A S
1T Tenthuge Ham lwong ché tho |chuan| doéng géi 0 ding ky
22 [Moxoral 500 Amoxicillin (duéi | Vién nang 36 [BP Hop 10 vix 10 | VN-21597-18
dang Amoxicllin cing thang|2015 [vién
trihydrat) 500mg
18.2 Nha sin xuit: Medreich Limited (D/c: Survey No. 4/3 Avalahalli, Anjanapura Post, Off
Kanakapura Road, Bangalore - 560 062 - India)
" £ Hoat chit chinh - | Dang bao [Tudi| Tiéu | Quy cich & o ’
< g S
oLl LN, Ham lwgng ché tho | chuén déng goi 0 ding ky
23 |FEXODEX 120 Fexofenadin Vién nén bao| 24 INSX |Hop1 vix 10 VN-21598-18
hydrochlorid 120mg |phim thang vién
24 [FEXODEX 180 |Fexofenadin  |Viénnénbao| 24 |NSX |Hoplvix10 | VN-21599-18 |
hydrochlorid 180mg |phim thang vién
| 25 [FEXODEX 60 |Fexofenadin  |Viénnénbao| 24 [NSX Hop 1vix10 | VN-21600-18
hydrochlorld 60mg ph1m _ théng vién

19. Cong ty dang ky Cong ty TNHH Dugc pham Viét Anh (D/c Ngach 4/49 6 87, pho Nguyen
Luwong Bang, O Cho Dira, Péng Pa, Ha Néi - Viét Nam)

Trang 6



19.1 Nh

Rd., Xinshi Dist., Tainan City 744 - Taiwan)

a sin xuit: Swiss Pharmaceutical Co., Ltd. (Xinshi Plant) (b/c: No. 182, Zhongshan

\ Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cich
STT T £ : ang uy cac £ o :
ekl Ham lwgng ché tho |chudn| déng géi S ang kg
26 |Cefmetazole Injection |Cefmetazol 1g Botphatiém| 24 [JP16 |[Hop 1010 VN-21601-18
lgm thing
20. Cong ty dang ky: Cong ty TNHH Dwgc Pham Y-Med (D/c: 144 Bén Vin Pén, P.6, 0.4, TP.
H6 Chi Minh - Viét Nam)

20.1 Nha san xuét: Fourrts (India) Laboratories Pvt., Ltd. (D/c: Vandalur road, Kelambakkam -

Trung Nghia, Phuong 12, Qudn Tén Binh, Thanh phé Ho Chi Minh - Viét Nam)

'21.1 Nha

Limassol|- Cyprus)

603 103, Tamil Nadu. - India)
4 P Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach X v .
STT Lenthulie Ham lugng ché | tho |chudn| aonggsi | S0 9 kY
27 |Diclofen Gel Diclofenac natri Gel bdi 36 INSX [Hop 1 tuyp30g| VN-21602-18
(dudi dang ngoai da thang
diclofenac
diethylamin) 1%
(kl/kI)
21.Cong

ty ding ky: Céng ty TNHH mjt thanh vién dwgc phdm Nam Tién (P/c: Duong 37 Lé

san xuit: Remedica Ltd. (B/c: Aharnon Street, Limassol Industrial Estate, 3056

4 < Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich Sé da -
RLL L Ham lwgng ché tho [chudn| déng géi 0 dang ky
28 |Dactus Ferrous gluconate  |Vién nén bao| 60 |BP  [HOp 5vix 10 VN-21603-18
_ |300mg  |phim  [thangl2017 Jvién I
22. Cong ty ding ky: Céng ty TNHH Y té Canh Cira Viét (P/c: 788/2B Nguyén Kiém, P.3, Q.

Go Vap, TP. Hé Chi Minh - Viét Nam)

22.1 Nha

District SAS Nagar (Mohali), Punjab-140507 - India)

san xuit: Ind-Swift Limited (B/c: Off NH-221, Village Jawaharpur, Tehsil Derabassi,

N Hoat chit chinh - | Dangbao |Tudi| Titu | Quycich | & gxno ko
S e cE Ham lrong ché tho |chudn| déng goi g ky
29 |Esoswift 20 Esomeprazol (du¢i [Vién nén bao| 24 [NSX |Hop3vix 10 VN-21604-18
dang Esomeprazol |[tan thang vién
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magie trihydrat)

trong rudt

23. Cong ty ding ky: Daiichi Sankyo Co., Ltd. (D/c: 3-5-1, Nihonbashi, Honcho, Chuo-Ku,_

Tokyo - Japan)

23.1 Nha san xuét: Olic (Thailand) Ltd. (B/c: 166 Moo 16 Bangpa-In Industrial Estate
Udomsorayuth Road, Bangpa-In District Ayutthaya Province - Thailand)

Re
R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach S8 di ,
Rtk AetitGs Ham lugng ché | tho |chuin| dong goi A
30 [Transamin Injection Acid tranexamic Dung dich 60 [NSX [Hop 10 6ng VN-21605-18
almpony hem (g e .. '

24. Cong ty diang ky: Denis Chem Lab limited (D/c: Block-457 Village-Chhatral, Tal-Kalol;
City: Chhatral, Dist: Gandhinagar - India)

24.1 Nha san xuét: Denis Chem Lab Limited (B/c: Block No: 457, Chhatral Tal: Kalol Dist:
Gandhinagar, Gujarat-382 729 - India)

< % —| Hoatchit chinh - | Dangbao |Tudi| Tieu | Quycach | o 45 1o -
ol L e Ham lugng ché | tho [chudn| donggei | S°9amel
31 |Oris Ofloxacin Dung dich 24 [NSX |Hop 1 chai VN-21606-18
200mg/100ml truyén tinh [thang| 100ml
mach

25. Cong ty dang ky: Diethelm & Co., Ltd. (B/c: Wiesenstrasse 8, 8008 Zurich - Switzerland)

25.1 Nha san xuit: Apotex Inc. (B/c: 150 Signet Drive, Toronto, Ontario, M9L 1T9 - Canada)

NF Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cach T
SEE Ten tgoe Ham lwong ché tho | chuén d(’)r)l,g goi 50 diing ky
32 |Rovastin 10mg (cos&  |Rosuvastatin (dudi [Vién nén bao| 24 |NSX |Hop 3 vix 10 VN-21607-18
déng gbi: Apotex Inc, |dang Rosuvastatin  |phim thang vién
dia chi: 4100 Weston calci) 10mg
Road, Toronto, Ontario,
MOYL 2Y6, Canada)
33 |Rovastin 20mg (co s&  |Rosuvastatin (dudi |Vien nén bao| 24 |NSX [Hop 3 vix 10 VN-21608-18
dong goi: Apotex Inc,  [dang Rosuvastatin ~ [phim thang vién
dia chi: 4100 Weston calci) 20mg
Road, Toronto, Ontario,
MOL 2Y6, Canada) -

26. Cong ty ding ky: Dong Sung Pharm Co., Ltd (P/c: 683, Dobong-ro, Dobong-gu, Seoul -
Korea)

Trang 8




26.1 Nha

Ansan-si, Gyeonggi-Do - Korea)

13 san xudt: Theragen Etex Co., Ltd (B/c: 58, Sandan-ro 68 Beon-gil, Danwon-gu,

Bhulabhai Desai Road, Mumbai-400 026 - India)

28.1 Nh3

Satpur, Nashik-422 007, Maharashtra State - India)

. Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy céch
STT X g ang 1 Yy cac X 3o ,
Ao Hhige Ham lrgng ché tho |chuan| déng go6i S0 dipg
34 [Seosacin Ambroxol Sird udng 36 [NSX [Hop 20 géix VN-21609-18
hydrochlorid 15mg; thang 10ml; Hop 30
o Clenbuterol 0,01mg g6i x 10ml.
27. Cong ty ding ky: Ever Neuro Pharma GMBH (B/c: Mondseestrasse 11, 4866 Unterach am
Attersee - Austria)
27.1 Nha san xuét: Vifor SA (D/c: Route de Moncor 10, 1752 Villars-sur-Gldne - Switzerland)
L g Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach P
LK S Ham lwgng ché tho |chudn déng goi Shding by
35 [Maltofer |Fol Iron (III) hydroxide |Vién nén 24 INSX |[Hop3vix10 | VN-21610-18
polymaltose nhai thang vién
complex tuong
duong 100mg Iron
(IIT) 357mg; Folic
acid 0,350mg
28. Cong

ty ding ky: Glenmark Pharmaceuticals Ltd. (D/c: B/2, Mahalaxmi Chambers, 22

san xuit: Glenmark Pharmaceuticals Ltd. (D/c: Plot No. E-37, 39 D-Road, MIDC,

A £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach ¥ i ;
Ll L Ham luwgng clglé tho | chuén dong goi 50 ding ky
36 |Perigard-D Perindopril (du6i |Vién nén bao| 24 |[NSX |HoplénX 10 | VN-21611-18
' dang Perindopril phim thang hop nho x 1 vi
erbumin) 2mg; x 10 vién
Indapamide
0,625mg

29. Cong

Shivaji Marg, New Dehli, West Delhi DL 110015 - India)

29.1 Nha

III, Bhiwadi, Alwar, (Rajasthan.) - India)

Trang 9

ty ding ky: Gracure Pharmaceuticals Ltd. (D/c: 251-254, IInd Floor, DLF Tower, 15

sén xuét: Gracure Pharmaceuticals Ltd. (D/c: E-1105 RIICO Industrial Area, Phase




—— Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quyecich | ggqe )
SLE A0 Ciloc Ham luwgng ché tho (chuin dong goi wSkg by
37 |Grazyme Alpha amylase (dudi| Vién nang 24 INSX |Hop3vix 10 VN-21612-18
dang Diatase nim 1 |ciing thang vién
: 800) 100mg;
Papain 100mg;
Simeticon 30mg
30. Cong ty dang ky: JRP Co., Ltd. (D/c: 34-40, Jeyakgongdan2-gil, Hyangnam-
eup, Hwaseong-si, Gyeonggi-do - Korea)
30.1 Nha san xuit: Kyongbo Pharmaceutical Co., Ltd. (B/c: 174, Sirok-ro, Asan-si,
Chungcheongnam-do - Republic of Korea)
. £ Hoat chit chinh - | Dang bao |Tudi| Tisu | Quy cich £ s .
: ae J Sod
el en thnee Ham lugng ché tho |chuin| déng géi g o
38 |Kyongbo Cefmetazole [Cefmetazol (dudi |Bot phatiém| 24 |NSX [Hop 10 lo VN-21613-18
Inj. 1g dang cefmetazol thang
natri) 1g

31. Cong ty ding ky: Macleods Pharmaceuticals Ltd. (D/c: 304, Atlanta Arcade, Marol Church
Road, Andheri (E.), Mumbai - 400 059 - India)

31.1 Nha san xuit: Macleods Pharmaceutical Ltd. (D/c: Plot No. 25-27, Survey No. 366 Premier
Industrial Estate, Kachigam, Daman - 396210 (U.T) - India)

o £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cach . ,
BTT T thyoe Ham lwong ché tho |chuén| déng goi Sl
39 |Isoniazid tablets B.P Isoniazid 100mg Vién nén 48 |BP  |[HOp24 vix28 | VN-21614-18
100mg thang|2016 |vién, hop 10 vi
x 10 vién, chai
1000 vién

31.2 Nha san xuit: Macleods Pharmaceuticals Ltd. (D/c: Block N-2, Village Theda, Post Office
Lodhimajra Tehsil Baddi, Distt. Solan, Himachal Pradesh-174101 - India)

% £ Hoat chit chinh - | Dang bao |Tudi| Tigu Quy cich 5 ds .
SIT Aa imos Ham lwgng ché tho |chuin dong géi siing Ly
40 |Olmac 10 Olanzapin 10mg Vién nén bao| 24 |USP [Hop 3 vix 10 VN-21616-18
' ' __|phim " thang|39 —[vién _

Trang 10




32. Con

Road, A
32.1 Nh

g ty dang ky: Macleods Pharmaceuticals Ltd. (B/c: 304, Atlanta Arcade, Marol Church
ndheri (East) Mumbai - 400 059 - India)

a sin xudt: Macleods Pharmaceuticals Ltd. (D/c: Block N-1, Vill. Theda, P.O.

Lodhimajra, Baddi, Distt.Solan (H.P) - India)
L Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich gasl o
STT A 5 ang y cac
SR EE Ham lugng ché tho |chuidn| dong géi 50 ding ky
41 [Macjet 50 Eperison Vién nén bao| 24 INSX |HopS5vix10 | VN-21615-18
hydrochlorid 50mg |phim thang vién
33. Cong ty ding ky: Medochemie Ltd. (B/c: 1-10 Constantinoupoleos Street, 3011 Limassol -
Cyprus)

33.1 Nha san xuit: Medochemie Ltd.- central Factory (D/c: 1-10 Constantinoupoleos Street,

3011 Limassol - Cyprus)
Ao Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich % oo Lt
L A inoe Ham lwgng ché | tho |chudn| domggsi | SUIAUEEY
42 [Chemistatin 10mg Rosuvastatin (dudi |Vién nén bao| 36 [NSX |[Hop4vix7 VN-21617-18
dang Rosuvastatin  [phim thang vién :
. calci) 10mg .
43 |Chemistatin 20mg Rosuvastatin (dudi [Vién nén bao| 36 [NSX [Hop4vix7 VN-21618-18
dang Rosuvastatin  |phim thang vién
calci) 20mg
34. Cong|ty ddng ky: Mega Lifesciences Public Company Limited (D/c: 384 Moo 4, Soi 6,
Bangpoo Industrial Estate, Pattana 3 Road, Phraeksa, Mueang, Samutprakarn 10280 - Thailand)

34.1 th‘a( san xuit: Apotex Inc. (B/c: 150 Signet Drive, Weston Ontario, M9L 1T9 - Canada)

I Hoat chéit chinh - | Dangbao |Tudi| Tiéu | Quy cich o
STT b Ham lugng ché tho [chudn| déng géi BOlBng Ly
44 |Maxlen-Plus 2800 IU  |Acid Alendronic Vién nén 24 INSX |Hoplvix4 VN-21619-18
(dudi dang thang vién
Alendronat natri
trihydrat 91,37mg)
70mg;
Cholecalciferol
2800IU
45 [Maxlen-Plus 5600 IU  |Acid Alendronic Vién nén 24 INSX |[Hoplvix4 VN-21620-18 .
(duéi dang thang vién
Alendronat natri
trihydrat 91,37mg)

Trang 11




70mg;
Cholecalciferol
5600IU

34.2 Nha san xut: Apotex Inc. (B/c: 50 Steinway Boulevard, Etobicoke, Ontario, M9W 6Y3 -

Canada)
z Re
. £ Hoat chat chinh - | Dang bao [Tudi| Tiéu | Quy cach S5 dine kv
L T e Ham lwong ché tho |chudn| déng goi ¢ dang &y
46 |Ridlor Plus Clopidogrel (dudi  |Vién nén bao| 24 [NSX |Hop3vix10 | VN-21621-18

dang Clopidogrel  [phim thang vién
hydrogen sulphat)
75mg; Aspirin
100mg

34.3 Nha san xuit: Bliss GVS Pharma Ltd. (P/c: Plot. No. 10, Survey No. 38/1, Dewan Udyog
Nagar, Aliyali Village, Taluka Palghar, Thane-401 404 Maharashtra State - India)

i Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach B o v s
SIT Tén thude Hamlugng | —ché — | th [chudn|— donggsi | > canekd
47 (Invel MJi vién chira: Viéndatam | 24 |[NSX [Hop2vix7 VN-21622-18
Metronidazol dao thang vién

500mg; Miconazol

nitrat 100mg

34.4 Nha san xuit: Inventia Healthcare Private Ltd. (D/c: F1-F1/1, Additional Ambernath
MI.D.C. Ambernath (East), Thane 421 506, Maharashtra State - India)

x £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich £ ;
STT Tén thuoc T m— ché tho |chudn| déng géi So dang ky
48 |Perglim 2 Glimepirid 2mg Vién nén 30 [NSX |H¢p3vix 10 VN-21623-18
thédng vién. Hop 10 vi
B B _ ol L x 10 vién
49 |Perglim 3 Glimepirid 3mg Vién nén 30 [NSX |Hop3vix10 | VN-21624-18
thang vién. Hop 10 vi

x 10 vién

34.5 Nha san xuit: Mega Lifesciences Public Company Limited (B/c: 515/1 Moo 4, Soi 8,
Bangpoo Industrial Estate, Pattana 3 Road, Phraeksa, Mueang, Samutprakarn 10280 - Thailand)

Trang 12




' : Hoat chét chinh - | Dangbao |Tudi| Tiéu | Quy cach x ,
T A 5 ang Yy
L L Ham lwgng ché | tho |chuin| donggei | OO dimely
50 |Duocetz Mai vién chira: Vién nén bao| 24 [NSX [Hop3vix10 | VN-21625-18
Paracetamol 325mg; |phim thédng vién
Tramadol HCI
37,5mg

34.6 Nhj san xuit: Rafarm S.A. (D/c: Agiou Louka, Thesi Pousi-Hatzi , Attiki 19002, P.O. Box 37

Asia Square Tower 2, Singapore 018961 - Singapore)

35.1 Nha

Zone P.Q. Box 23661 1685, Nicosia - Cyprus)

- Greece)
| £ Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cich By
P s ’ g d
STE i Shuge Ham lwgng ché tho |chudn| dong goi S0 diing ky
51 |Maxlen Alendronic acid Vién nén 36 [NSX [Hop1vix4 VN-21626-18
(dudi dang Natri thang vién
alendronat trihydrat)
70mg
35. Cong ty ding ky: Mundipharma Pharmaceuticals Pte. Ltd. (P/c: 12 Marina View, #22-01

sin xuit: Mundipharma Pharmaceuticals Ltd. (D/c: 13, Othellos Str., Dhali Industrial

monohydrate) 4mg

4 £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach S aa 2
L L Ham lugng ché tho |chuén dong goi 4 gang by
52 |Betadine Antiseptic M&i chai 8ml dung |Dung dich 36 [NSX [Hop 1 chai8ml| VN-21627-18
Paint dich chira: Povidon |dung ngoai [thédng I
iod 10% kl/tt
36. Cong ity diang ky: Novartis Pharma Services AG (D/c: Lichtstrasse 35, 4056 Basel -
Switzerland)
36.1 Nha|san xuit: Fresenius Kabi Austria GmbH (D/c: Hafnerstrasse 36, 8055, Graz -
Austria) .
ol Hoat chit chinh - | Dangbao |Tudi| Tieu | Quyeich | ggax 1o
oL Tet e Ham lugng ché | tho [chudn| déng g6i Odingky
53 |Zometa (SDG thir cap |Mbi100ml dung Dung dich 36 INSX [Hop 1 chai VN-21628-18
va xuat xuong: Novartis [dich chira: Acid truyén tinh  |thdng 100ml
Pharma Stein AG, d/c:  |zoledronic (dudi mach
Schafthauserstrasse, dang Acid
4332 Stein, Thuy S7) zoledronic

N M S S e . R 5t T S U
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36.2 Nha san xuét: S.A Alcon-Couvreur N.V (P/c: Rijksweg 14, B-2870 Puurs - Belgium)

& £ Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach Sé ding kv
STT e Ham lugng ché | tho chuin| donggei | e
54 |Tobradex M3i gram chira: M tramit | 24 [NSX [Hop 1 tuyp 3,5g] VN-21629-18
Tobramycin 3mg; thang
Dexamethasone
Img

37. Cong ty ding ky: Pabianickie Zaklady Farmaceutyczne Polfa S.A. (D/c: ul. Marszalka J. '
Pilsudskiego 5 - Poland)

37.1 Nha san xuit: Pharmaceutical Works Polfa in Pabianice Joint Stock Co. (Dlc: 5
Marszalka J. Pilsudskiego Str., 95-200 Pabianice - Poland)

5 o Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich £as
L2 tenthave Ham lugng ché . | tho |chudn| aonggei | S°9E0el
55 [Metazydyna Trimetazidin Vién nén bao| 36 [NSX |Hop2vix30 | VN-21630-18
B dihydroclorid 20mg |phim |thédng vién

38. Cong ty ding ky: Pharmaceutical Works Polpharma S.A. (D/c: Pelplinska 19, 83-200
Starogard Gdanski - Poland)

38.1 Nha sin xuit: Medana Pharma S.A. (P/c: 10, Wladyslawa Lokietka, 98-200 Sieradz -

Poland)
A Hoat chit chinh - | Dangbao |[Tudi| Tigu | Quy cich £ ax 1
Sl oo s Ham lugng ché tho |chuén déng goi Sy
56 |Pirolam M&i gam chira Hon dich 24 INSX [Hop 1 tuyp20g| VN-21631-18
Ciclopirox olamin |dung ngoai |thdng
10mg

39. Cong ty dang ky: Pharmascience Inc. (D/c: 6111 Royalmount Avenue, Suite 100 Montreal,
Quebec H4P2T4 - Canada)

39.1 Nha san xuit: Pharmascience Inc. (B/c: 6111 Royalmount Avenue, Suite 100 Montreal,
Quebec H4P2T4 - Canada)

n £ Hoat chit chinh - | Dang bao |Tudi| Ticu Quy cach S5 dine kv
el B S Ham lwong ché tho (chudn| déng géi PSS
57 |Migranol Sumatriptan (dudi —|Vién bao 24— INSX—|Lo 30-vién;— | VN-21632-18-
dang Sumatriptan  |dudng thang Hop1vix6
succinat 70 mg) vién
50mg
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40. Cong ty ding ky: Pharmaunity Co., Ltd (D/c: 69-5 Taepyeongno, 2-Ga, Jung-Gu, Seoul -

Korea)

40.1 Nha san xuét: Dai Han Pharm. Co., Ltd. (D/c: 77, Sandan-ro, Danwon-gu, Ansan-si,

Gyeonggi-do - Korea)

x Hoat chét chinh - | Dangbao |Tudi| Tiéu | Quy cach £ ,
BLT Tﬁn LHGG Ham lwgng ché tho | chuén dong géi e L
58 |Vik 1 inj Phytonadione Dung dich 36 [NSX |Hop 106ngx | VN-21634-18
__________ B ~ |10mg/Iml tiém  [thdngl  |Iml -
40.2 Nhi san xuét: Dongkoo Bio & Pharma Co., Ltd (D/c: 18, Jeyakgongdan 2-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do - Korea)
1 .« Hoat cht chinh - | Dangbao |Tudil Titu | Quyecdch | g5 4a o 17
Bl U Ham lwgng ché tho |chudn| dong goi Odingky .
59 |Gurocal cap. 250mg Glucosamine sulfate | Vién nang 36 INSX |[Hop 10vix 10 | VN-21635-18
(dudi dang cing thang vién :
Crystallized
Glucosamine
sulfate) 250mg

40.3 Nha san xuit: Farmalabor-Produtos Farmaceéuticos, S.A (D/c: Zona Industrial de
Condeixa-a-Nova, 3150-194 Condeixa-a-Nova - Portugal)

Daeso-myeon, Eumseong-gun, Chungcheongbuk-do - Korea)

" £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy céich S& i 5
e TeL' Bivge Ham lwgng ché tho |chuidn| dong géi draang iy
60 |Tricovivax Minoxidil 20mg/1ml|Dung dich 36 [NSX |Hop 1 chai VN-21636-18 |
diung ngoai [thang 100ml c6 voi
xit, HOp 1 chai
100ml chai nap
thuoc thay the
40.4 Nhasan xuét: Hankook Korus Pharm. Co., Ltd. (D/c: 78, Daepungsandan-ro,

Re
. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach S& dine kv
o1T Te# UG Ham lwgng " ché tho [chudn| doéng géi gky
61 |Mefira Inj Cefmetazol (dudi  |Bot phatiém| 24 [USP38{Hop 10 lo VN-21637-18
dang cefmetazol thang
natri) 1g




40.5 Nha san xuit: Reyon Pharmaceutical Co., Ltd (D/c: 69-10, Hansam-ro, Duksan-myun,
Jinchun-gun, Chungbuk - Korea)

R £ Hoat chit chinh - | Dang bao Tudi| Tieu | Quy cach S8 dine kv
A2 e turoe Ham lwgng ché tho |chudn| déng géi PO
62 |Daenase Ophthalmic Ketotifen (dudi dang|Dung qich 24 |TCCS [Hop 1 lo 6ml VN-21638-18
Solution Ketotifen fumarate) |nhé mat thang
3mg/6ml | I IO PR N S
63 |Hwabra Ophthalmic Tobramycin Dung dich 24 INSX [Hop 1 1o 6ml VN-21639-18
| _ polution. _ _ (18mg/oml = [nhomat _ Jthimg | SRS W—
64 |Marilase Ophthalmic Brimonidin tartrat  |Dung dich 24 INSX |[Hop 1 lo 5ml VN-21640-18
| _ fsolution |10mgiml | nhomat f[thingl _ } ____ _{ _____ |
65 |Newpicetam Ophthalmic|Levofloxacin (dudi |Dung dich 36 INSX [Hop 1 lg 6ml VN-21641-18
dang Levofloxacin |nhé mat thang
hydrat) 30mg/6ml [ .
40.6 Nha san xuit: Theragen Etex Co., Ltd (P/c: 58, Sandan-ro 68 Beon-gil, Danwon-gu,
Ansan-si, Gyeonggi-Do - Korea)
. o « | Hoatchitchinh- | Dangbao |Tudi| Tieu | Quyedch | cfas 1o
STE Ten thuie Ham luwgng ché | tho |chudn| déng goi Oidhugitey
66 [Kesude tab Prothionamide Vién nén bao| 36 [NSX |Hop6vix10 [ VN-21642-18
Lol A fphim ___ [thing] = |vién ]
40.7 Nha san xuét: Yoo Young Pharm. Co., Ltd. (P/c: 33, Yongso 2-gil, Gwanghyewon-myeon,
Jincheon-gun, Chungcheongbuk-do - Korea)
A oy Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich B i
< < A S
L Ten thave Ham lrgng ché | tho |chudn| déng goi Sl ey
67 |Atri Plus Inj. M&i 2ml dung dich |Dung dich 36 |NSX |Hop 3 bng VN-21643-18
chira: Natri tiém thang
Bl I
41. Cong ty dang ky: Pharmaunity Co., Ltd (D/c: 74, Sejong-daero, Jung-gu, Seoul - Korea)
41.1 Nha sin xuit: BCWorld Pharm.Co.,Ltd. (P/c: 872-23, Yeojunam-ro, Ganam-eup, Yeoju-si,
Gyeonggi-do - Korea)
NN SE— «——|-Hoat chit chinh -_| Dang bao Tudi| Tiéu | Quycich | qfax 1.
A e 2 A So d k
L RIS Ham lwgng ché tho |chuén| déng géi WHANLSY
68 |Yurixon Inj. MB3i lo chira: Bot pha 24 INSX |[Hop 10 lo VN-21633-18
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Cefoperazon (dudi
dang cefoperazon
natri) 500mg;
Sulbactam (dudi
dang sulbactam
natri) 500mg

tiém

thang

42. Céong

42.1 Nha

ty ding Ky: Polfarmex S.A (D/c: 9 Jozefow Street, 99-300 Kutno - Poland)

san xuit: Polfarmex S.A (D/c: 9 Jozefow Street, 99-300 Kutno - Poland)

Tlajung Udik, Gunung Putri, Bogor 16962 - Indonesia)
43.1 th‘st{m xuit: PT Novell Pharmaceutical Laboratories (P/c: JI. Wanaherang No. 35,

Tlajung

dik, Gunung Putri, Bogor 16962 - Indonesia)

" Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich £ s ;
STT T 5 . 5 A y
St Ham lrong ché tho |chuan| déng goi SO ang by
69 |Polcalmex (vi cam) MOi 150ml chra: Sird 36 [NSX |Hop I chai VN-21644-18
Calci glubionat thang 150ml
44,1g; Calci ‘
lactobionat 9,6g
43. Cong ty ding ky: PT Novell Pharmaceutical Laboratories (D/c: JI Wanaherang No 35,

p p Hoat chit chinh - | Dang bao |Tudi| Tiéu [ Quy cich S& da "
S Telr temos Ham lwong ché tho [chuin| déng géi Qding Ry
70 |Noveron Rocuronium bromid |Dung dich 24 INSX |Hop 1219 Sml | VN-21645-18
10mg/ml tiém thang
44. Cong ty diang ky: PT. Novell Pharmaceutical Laboratories (D/c: JI. Wanaherang No. 35,
Tlajung Udik, Gunung Putri, Bogor 16962 - Indonesia)
44.1 Nha san xuét: PT. Novell Pharmaceutical Laboratories (B/c: JI.. Wanaherang No. 35,
Tlajung Udik, Gunung Putri, Bogor 16962 - Indonesia)
o Hoat chit chinh - | Dang bao |Tudi| Tieu | Quyecich | §& gane kv
A SEI UIoS Ham lwgng ché | tho |chudn| dong géi g ky
71 |Clindamycin Clindamycin (du¢i | Vién nang 24 |BP201|Hop 5vix 10 | VN-21646-18
dang Clindamycin |cung thang|6 vién
| Qo W) KO IS I SrR———
72 |Regivell Bupivacain HCI Dung dich 36 [NSX |Hop1vix35 VN-21647-18
Smg/ml tiém thang ong 4ml

45. Cong ty ding ky: Sanofi-Aventis Singapore Pte Ltd. (D/c: 38 Beach Road, #18-11, South
Beach Tower, Singapore (189767) - Singapore)

Trang |7




45.1 Nha san xuit: Famar Lyon (P/c: 29, avenue Charles de Gaulle, 69230 Saint-Genis Laval -

Trang 18

France)
Re
" P Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cich Sé di ,
STT Tén thuoe Ham lwong ché tho [chuin| déng goi 0ding ky
73 |Rovamycine Spiramycin 1,5 Vién nén bao| 24 |NSX |Hop2vix8 VN-21648-18
o MLU |phim  |thingl  fvién |
74 |Rovamycine Spiramycin 3 M.L.U [Vién nén bao| 24 [NSX [Hop2vix5 VN-21649-18
phim thang vién
46. Cong ty dang ky: Tedis (B/c: 9 avenue d'Ouessant, 91140 Villebon-sur-Yvette - France)
46.1 Nha san xuit: Pharmatis (D/c: Zone d’Activite Est No 1, 60190 Estrees Saint Denis -
France)
% £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cich £ as :
oLt T s Ham lwgng ché | tho [chuin| donggei | S°daneky
75 [Pepsane (CSXX: Maéi géi 10g chira:  [Gel udng 24 INSX [Hop 30 gbi x VN-21650-18
Laboratories ROSA Guaiazulen 0,004g; thang 10g
Phytopharma; BC: 2, Dimethicon 3g
Avenue du Traite de
Rome-78400 CHATOU,
France)
CUC TRUONG




