BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc 1ap - Tu do - Hanh phiic
S6:6S /QD-QLD Ha Noi, ngdyoo thdngpz ndm 2017
QUYET PINH

Vé viéc ban hanh danh muc 135 thudc nuéc ngoai
dugc cap s6 dang ky luu hanh tai Viét Nam - Dot 96

CUC TRUGNG CUC QUAN LY DUGC

Can ct Luat Dugc ngay 06/4/2016;

Can ct Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 clia Chinh phii quy
dinh chtic ning, nhiém vu, quyén han va co céu té chic clia By Y t€;

Can cit Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cua B truong Bo Y
- t&€ quy dinh chifc ning, nhiém vu, quyén han va co c4u té chiic cia Cuc Quan 1y
duoc thuoc Bo Y té;

Cin ctt Thong tu sd 44/2014/TT-BYT ngay 25/11/2014 cua Bo Y t&€ quy
dinh viéc dang ky thudc;

Can ct y kién cta Hoi dong tu vén cép gidy dang ky luu hanh thudc,
nguyén ligu lam thuoc - Bo Y t€;

Xét dé nghi ctia Phong Ding ky thude - Cuc Quan 1y Dugec,
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 135 thu6c nude
ngoai dugc cip so dang ky luu hanh tai Viét Nam - Dot 96.

DPiéu 2. Nha san xuét va cong ty dang k¥ thudc ¢ trdch nhiém cung cap
thudc vao Viét Nam theo ding cac ho so tai liéu da dang ky v6i Bo Y t€. S6 dang
ky dugc Bo Y t€ Viét Nam cdp phai duge in 1én nhén thude. S6 dang ky c6 ky
hiéu VN-.....-17 ¢6 gi4 tri 05 nam ké tlr ngay ky Quyét dinh.

Piéu 3. Nha san xuat va cong ty ding ky thu6c phai chdp hanh ddy du
phép luat ctia nuéc CHXHCN Viét Nam va cac quy dinh cua Bo Y t€ vé nhap
kh4u thudc va luu hanh thuéc tai Viét Nam; néu cé bat cit thay déi gi trong qué
trinh luu hanh thu6c & nude so tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quan 1y Duogc - Bo Y t€ Viét Nam.

Diéu 4. Quyét dinh c6 hiéu luc ké tlr ngay ky ban hanh.



Diéu 5. Gidm d6c S& Y t€ céc tinh, thanh pho truc thuoc trung wong,

gidm do6c nha san xuft va cong ty dang ky cé thudc tai Diéu 1 chiu trdch nhiém
thi hanh Quyét dinh nay./.

€T CUC TRUGNG

Noi nhédn:

- Nhu Diéu 5;

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

- Thit trudng Truong Qubc Cudng (dé b/c);

- Cuc Quan Y - Bo Quéc phong, Cuc Y t&€-Bo Céng an;

- Cuc Y t€ Giao thong van tai - B6 Giao thong vén tai;

- Téng cuc Hai quan - Bo Tai chinh;

- Bao hiém X4 hoi Viét Nam;

- Vu Phédp ché, Cuc Quan 1y Y, Dugc cé truyén, Cuc Quén ly
Khédm, chita bénh - B Y t&, Thanh tra Bo Y t¢;

- Vien KN thuéc TW, Vién KN thudc TP. HCM; PHO CUC TRUGONG

- Téng Cong ty Dugc VN; - oy (T

- C4c Cong ty XNK Dugc phém; Jlg;m/en it Yol
- C4c Bénh vién & Vién c6 giudng bénh truc thuoc Bo Y t&;

- Website clia Cuc QLD, Tap chi Duoc & MP - Cuc QLD;
- Luu: VP, KDD, DKT(10).



BOY TE

CUC QUAN LY DUGC

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc 1ap - Tw do - Hanh phuc

DANH MUC 135 THUOC NUGC NGOAI PUGC CAP SO DANG KY HIEU LUC 5 NAM - BOT 96
Ban hanh kém theo quyét dinh s6:6.../QP-QLD, ngayl../(¥./ -didF

1. Cong ty ding ky: Akums Drugs & Pharmaceuticals Ltd. (D/c: 304, Mohan Place, L.S.C.,
Block "C", Saraswati Vihar, Delhi 110034 - India)

1.1 Nha san xuit: Akums Drugs and Pharmaceuticals Ltd. (D/c: 19,20,21 Sector 64, I.LE.,
Sidcul, Ranipur, Haridwar-249403 - India)

n £ Hoat chét chinh - | Dang bao Tudi| Tiéu | Quy cach £ s .
STT Tén thuoe Ham lwong ché tho |chuén doéng goi SO déing ky
1 {Akugabalin Pregabalin 75mg Vién nang 24 INSX |Hop3vix10 VN-20220-17
o lotmg  fthéng]  fvien |
2. Cong ty diing ky: APC Pharmaceuticals & Chemical Limited (B/c: 19/F, Chung Hing
Commercial BLDG. 62-63 Connaught Road Central, Central - Hong Kong) .
2.1 Nha san xudt: Amanta Healthcare Ltd. (D/c: 876, NH No. 8, Vill. Hariyala, Tal. Matar, Dist.
Kheda-387411, Gujarat - India)
. Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £oax v
s A . . - ” S d k
STT Tén thuoe Ham lwgng ché the |chuan| déng goi ¢ qang &y
2 [Sodium Chloride Natri chlorid 0,9% |Dung dich 36 |BP  |H6p 50 6ngx | VN-20221-17
Injection BP (0.9% tiém tinh thang|2012 |5ml
WiV) _qmach ]
2.2 Nha san xuit: Gland Pharma Ltd. (D/c: Survey No. 143-148, 150 &151, Near
Gandimaisamma Cross Roads, D.P Pally, Dundigal Post, Quthbullapur Mandal, R.R Dist,
Hyderabad- 500 043-TS - India)
< Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach F. .
8 5 ‘ R Sod k
STT Tén thube Ham lwgng ché tho |chuidn| déng géi ¢ dang &y
3 |Eptifibatide Injection Eptifibatide Dung dich 24 INSX |Hop 1 chai VN-20222-17
|Angigo {0.75mg/lml fiém truyen _|thdng 100m!

2.3 Nha san xuit: Lupin Ltd. (D/c: A-28/1 MIDC, Industrial, Chikalthana, Aurangabad - 431210

- India)
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: A v K Hoat chat chinh - Dang bao Tudi| Tisu Quy cach £ o2 ,
: : d
STT Tén thude Ham lwgng ché tho |chuin| déng g6i 50 diing ky
4 |Akurit 3 Rifampicin 150 mg; |Vién nén bao| 36 [NSX [Hop15vix 6 VN-20223-17
Isoniazid 75 mg; phim thang vién

Ethambutol
hydrochlorid 275
mg

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

3.1 Nha san xuét: AstraZeneca AB (D/c: SE-151 85 Sodertalje - Sweden)

STT

Tén thubc

Hoat chit chinh -
Ham lugng

Dang bao
ché

Tudi
tho

Tiéu
A
chuan

Quy cach
dong goi

S6 ding ky

Plendil Plus

Synﬁbicort Turbuhaler

Felodipine Smg;
Metoprolol succinat
47,5mg (tuong
duong véi
Metoprolol tartrate
50mg hodc
Metoprolol 39mg)

M3i lidu phéng
thich chira:
Budesonid 80mcg;
Formoterol fumarate
dihydrate 4,5mcg

Vién nén
phéng thich
kéo dai

Bot ding dé
hit

thang

36

NSX

INsx
thang

Hop 1 chai 30
vién

Hop 1 éng hit
60 lidu

VN-20224-17

VN-20225-17

" 3.2 Nha san xuft: AstraZeneca UK Ltd. (P/c: Silk Road Business Park, Macclesfield, Cheshire,
SK10 2NA - United Kingdom)

n £ Hoat chét chinh - Dang bao Tudi| Tigu Quy cach S8 a .
3 g d k
STT Tén thuoe Ham hrong ché | tho |chudn| déng goi 0 dang ky
7 |Zoladex Goserelin (duéi Thude tiém | 24 |NSX Hép 1 bom VN-20226-17
dang goserelin duéi da (cy |thang tiém c6 thudc
acetat) 3,6mg phéng thich
cham)

3.3 Nha san xuét: Cenexi (D/c: 52 rue Mafcel et Jacques Gaucher 94120 Fontenay - Sous Bois. -

France)
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n £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach S a3 ,
~ - : I
STT Tén thude Ham luwgng ché tho |chuian| déng goi o cang &y
8 |Bricanyl Terbutalin sulfat Dung dich 24 INSX [Ho6p 5 6ng Iml | VN-20227-17
05mg  |tém thang | 1

4. Cong ty ding ky: Aurobindo Pharma Limited (D/c: Plot No. 2, Maitrivihar, Ameerpet,
Hyderabad - 500 038, Telangana State - India)

4.1 Nha san xuit: Aurobindo Pharma Limited (B/c: Unit-XII, Survey No. 314 Bachupally
village, Quthubullapur Mandal, Ranga Reddy District, Andhra Pradesh - India)

. Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich s
A X 2 ANg 1 h Sod 1
STT Tén thuoe Ham lugng ché | tho |chudn| dong goi ¢ dang &y
9 |Amoxicillin capsules BP |Amoxicilin (du6i | Vién nang 36 |INSX |[Hop 10vix 10 | VN-20228-17
500mg dang Amoxcilin cing thang vién
B : trihydrat) 500mg

4.2 Nha san xuit: Aurobindo Pharma Ltd. (B/c: Unit I1I, Survey No 313 & 314, Bachupally
Village, Quthubullapur Mandal, Ranga Reddy District, (A.P) - India)

£ Hoat ch4t chinh - | Dang bao |Tudi| Tidu | Quy cich P ,
8 ¢ 2Us So6 ding |
STT Tén thude Ham lugng ché | tho |chudn| déng goi 0 dang ky
10 |Vién nén Zidovudin Zidovudin 300mg; |Vién nénbao| 36 |NSX |Hop1lox60 | VN-20229-17
300mg, Lamivudin Lamivudin 150mg; |phim thang vién '
150mg va Nevirapine  [Nevirapin 200mg
200mg

5. Céong ty ding ky: Bayer (South East Asia) Pte, Ltd. (D/c: 63 Chulia # 14-00, Singapore

(049514) - Singapore)

5.1 Nha san xuét: Bayer Pharma AG (D/c: 51368 Leverkusen - Germany)

; Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach £ v .
8 8 : Ly So dang k
STT Tén thude Ham lugng ché | tho |chudn| déng g6i 0 dang ky
11 |Glucobay 100mg Acarbose 100mg Vién nén 36 |NSX |Hop10vix 10 | VN-20230-17
U N A PR — thingl  vien | ___
12 |Glucobay 50mg Acarbose 50mg Vién nén 36 [NSX |Hop 10vix 10 | VN-20231-17
e _ . [|thang ién
13 |Nimotop Nimodipin 30mg  |Viénnén bao| 48 |NSX [Hop3vix10 | VN-20232-17
|phim  |thdng] = |vién

Trang 3




Drogenbos - Belgium)

6. Cong ty dang ky: Besins Healthcare (Thailand) Co., Ltd. (D/c: 283/92 Soi Thonglor 13, Home
Place Building, 18th floor, Sukhumvit 55 Road, Klong Ton Nua, Wattana, Bangkok 10110 -

Thailand)

6.1 Nha sin xuét: Besins Manufacturing Belgium (D/c: Groot-Bijgaardenstraat, 128 1620

n £ Hoat chét chinh - Dang bao Tudi| Tigu Quy cich S ds ,
STT Tén thuoe Ham lwgng ~ché tho |chudn| déng géi 0 ding ky
14 |Androgel M3i gbi 5g chira Gel diing 36 |NSX [Hop 30 go6ix 5g| VN-20233-17
_|Testosteron 50mg  ngoai thang

7. Céng ty diing ky: Cadila Healthcare Ltd. (D/c: "Zydus Tower" Statellite Cross Road,

Ahmedabad 380015 - India)

7.1 Nha san xuét: Cadila Healthcare Ltd. (D/c: Sarkhej-Bavia N.H. No 84, Moraiya, Tal Sanand
Ahmedabad 382 210 - India)

R £ Hoat chat chinh - | Dang bao | Tudi| Tiéu Quy cach £ ax ,
STT Tén thude Ham lugng ché tho [chudn| déng géi 50 ding ky
15 |Vertiko 16 Betahistin . |Vién nén 24 [BP201{Hop 10 vix 10 | VN-20234-17
dihydrochlorid - thang|4 vién '
16mg
16 |Vertiko 24 Betahistin Vién nén 24 [BP201{H¢p 10 vix 10 | VN-20235-17
dihydrochlorid . = thang|4 vién
24mg
17 |Vertiko 8 Betahistin Vién nén 24 [BP201[Hop 10 vix 10 | VN-20236-17
dihydrochlorid 8mg thang(4 vién

8. Cong ty diing ky: Celltrion pharm, Inc (P/c: 17F, Dacom B/D, 306, Teheran-Ro,

Gangnam-gu, Seoul - Korea)

8.1 Nha san xuét: Qilu Pharmaceutical Co., Ltd
Jinan, Shandong Prqvince, CN-250101 - China)

(P/c: No. 317, Xinluo Road, High-tech Zone,

R
Tuobi

A £ Hoat chét chinh - Dang bao Tiéu Quy cich Sé da ,
STT Tén thude Ham lugng ché tho [chudn| déng géi 0 dang ky
18 |Qiludime Ceftazidim (dudi  |Bét pha tiém| 24 [USP37[Hop 10 lo VN-20237-17
dang Ceftazidim thang
pentahydrat) 2g

9. Cong ty diing ky: Chi nhinh cbng ty cb phin dwge phdm TW Codupha Ha Noi (D/c: 86 16 6
C2/NO Khu Nam Trung Yén, phuwong Trung Hoa, Qudn Cau Gidy, Ha Ngi - Viét Nam)
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9.1 Nha san xuit: Neopharma, UAE (D/c: P,lot,No A-1, 89-95, ICAD, Mussafah, P.O. Box:
72900, Abu Dhabi, UAE - Cdc tiéu vuong quoc A rdp)

Tudi

extractum siccum
(twong duong 3,5mg
Hederacoside C)
35mg /5ml;

a 1 Hoat chit chinh - | Dang bao Tiéu Quy cach £oao oy
~ . . ’ - S d l
STT Tén thuoc Ham lugng ché tho |chuan| do6ng géi ¢ cang Ky
19 |Ivytus Cao kh 14 cay Sird 36 |NSX |[Hop 1 chaithiy| VN-20238-17
Thudng xuin thang tinh 100ml,
Hederae helicis filii 200m!

10. Céng ty ding ky: Cipla Ltd. (B/c: Mumbai Central Mumbai 400 008 - India)

10.1 Nha san xuét: Cipla Ltd. (P/c: L139 to L146, Verna Industrial Estate, Verna Goa - India)

o Hoat cht chinh - | Dangbao |Tudi| Tigu | Quycich | a0 1o
STT Tén thuoe Ham lugng ché tho |chudn| déng gbi o dang &y
20 [Amlopres 5 Amlodipin (duéi [ Viénnén 24 INSX |Hop 10vix 10 | VN-20239-17
dang Amlodipin thang vién
o besilat) Smg o - 1 o

11. Cong ty ding ky: CJ HealthCare Corporation (D/c: 330, Dongho-ro, Jung-gu, Seoul -

Korea)

11.1 Nha san xuét: CJ HealthCare Corporation (D/c: 20 Daesosandan-ro, Daeso-myeon,
Eumseonggun, Chungcheongbuk-do - Korea)

. Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £ oaxo
~ ~ » . v 2 S d l
STT Tén thude Ham lugng ché tho |chuin| doéng goi ¢ dang &y
21 |Citopcin Injection Ciprofloxacin Dung dich 24 |NSX |Tui nhua déo VN-20240-17
_|100mg/Soml  [2mg/m!  |tiémtruyén |thing) = |50ml

12. Cong ty ding ky: Cong ty cb phin Dugc Nam Thién Phic (D/c: S8 nha 64 ngs Yét Kiéu,
Phé Yét Kiéu, Phuong Cira Nam, Qudn Hoan Kiém, Ha Noi - Viét Nam)

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

MD-4829 - Moldova)

STT

Tén thude

Hoat chit chinh -
Ham lugng

Dang bao
che

Tubi
tho

Ticu
chuan

Quy cach
dong goi

S6 dang ky
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22

Pagotda

Paracetamol 125mg

Vién dan

36
thang

NSX

Hop2vix5
vién

VN-20241-17

13. Cong ty ding ky: Céng ty C8 phin Duge phim Khanh Héa (D/c: 82 dwong Théng Nhat, P.
Van Thing, TP. Nha Trang, tinh Khdnh Hoa - Viét Nam)

13.1 Nha sin xuét: Saga Laboratories (D/c: Survey No. 198/2 & 198/3, Chachrawadi Vasna,
Ta-Sanand, City: Chachrawadi Vasna, District: Ahmedabad - India)

; R £ Hoat chit chinh - | Dang bao |Tudi| Tidu Quy cach S5 as ,
STT Tén thude Hamlugng | ché | th |chudn| déng goi 0 dang ky
23 |Vlergy 10 Montelukast (duéi | Vién nén 18 [NSX [HOp3vix10 | VN-20242-17
dang Montelukast ~ [nhai khong |thing vién
natrl) 10mg bao
24 |Vlergy 5 Montelukast (dLrorl Vién nén 18 [NSX [Hop3vix10 | VN-20243-17
dang Montelukast  [nhai khong [thing vién
B natri) 5mg ~ |bao B e o

14. Cong ty diing ky: Cong ty cb phin dugc phim Vipharco (B/c: S6 67, ngo 68, duwong Ngoc
Thuy, Qudn Long Bién, Tp. Ha Ngi - Viét Nam)

14.1 Nha san xuét: Anfarm hellas S.A (B/c 53-57, Perikleous str., 153 44 Gerakas Attikis,

Athens - Greece)

Dang bao

A P Hoat chit chinh - Tudi| Tiéu Quy cach Sb da .
STT Tén thuoe Ham lwgng ché the |chudn|  déng goi 0 ding ky
25 [Neo-Endusix Tenoxicam 20mg Botphatiém| 36 [NSX [Hop I lo bt VN-20244-17
bap, tiém  |thang pha tiém va 1

tinh mach

dng nude cht
pha tiém 2ml;
Hop 10 1o

15. Cong ty ding ky: Céng ty cb phan duge va thiét bjy té T.N.T (D/c: Tang 5, toa nha vin
phong s6 110 T6 Vinh Dién, P. Khwong Trung, Q. Thanh Xudn, Ha Ngi - Viét Nam)

15.1 Nha san xuét: Aflofarm Farmaqa Polska Sp. zo.o. (D/c: 133/151 Partyzancka, 95-200

Pabianice - Poland)

A £ Hoat chit chinh - Dang bao Tubi| Tiéu Quy cach Sé ds .
STT Tén thuoc Ham lugong ché tho |chuin doéng goi 0 dang ky
26 [Kidoblu Ibuprofen Hbn dich 36 INSX |Hop 1 chai VN-20245-17
100mg/5ml ubng thang 100ml )

16. Cong ty ding ky: Céng ty C6 phin Fresenius Kabi Bidiphar (D/c: Khu vuc 8, Phuong Nhon
Phi, TP. Qui Nhon, tinh Binh Dinh - Viét Nam) '
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16.1 Nha san xuét: Facta Farmaceutici S.p.A (D/c: Nucleo Industriale S. Atto, S. Nicolo a
Tordino, 64100 Teramo (TE) - Italy)

o Hoat chit chinh - | Dangbao |Tudi| Tigu | Quyecdch | g5 ac o
: 2Hs 2 dang k
STT Tén thuoe ‘Ham lugng ché tho |chuian| déng goi o cang iy
27 [Meropenem Kabi 500mg|Meropenem (dudi Bt dé pha 36 INSX |[Hop 101o VN-20246-17
dang Meropenem  |dung dich  {thang
trihydrat 570mg) tiém, ti€ém
500mg truyén

16.2 Nha san xuit: Fresenius Kabi Oncology Ltd (D/c: Village Kishanpura,Baddi, Tehsil
Nalagarh, District Solan, Himachal Pradesh, IN-174101 - India)

A £ Hoat chét chinh - | Dang bao |Tudi| Tieu | Quy cach P
A ) . ’ d
STT Tén thuoc Ham lugng ché th | chu &n|  dong goi So dang ky
28 |Oxitan 100mg/20ml Oxaliplatin Dung dich 24 INSX |Hop 1lo20ml | VN-20247-17
100mg/20ml tiém truyén [thang
) tinh mach

17, Céng ty ding ky: Cong ty CP Dugc Mé Kong (D/c: G17 ngd 28 Xudn La, P. Xudn La, Tdy
Ho, Ha N¢i - Viét Nam)
17.1 Nha san xuit: Drogsan Xlaclari San. ve Tic. A.S. (D/c: Guldarpi Mahallesi, Cubuk Caddesi
No: 31, Esenboga - Cubuk, Ankara - Turkey)

: ; Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cich F .
n £ i Ang | h So d
STT Tén thuoc Ham lugng ché | tho |chudn| dong géi 0 diing ky
29 |Avatrum Atorvastatin (duéi | Vién nén bao| 24 |NSX [Hop 03 vix 10 | VN-20248-17
dang Atorvastatin  |phim thang vién
calcium) 10mg

18. Céng ty ding ky: Céng ty CP dwgc phdm Pha No (B/c: 31 H6 Biéu Chdnh, P.12, Q. Phii
Nhugn, TP. Hé Chi Minh - Viét Nam)
18.1 Nha san xuét: Atlantic Pharma- Producoes Farmaceuticas S.A (B/c: Rua da Tapada
Grande, 2 2710-089 Sintra - Portugal)

N £ Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach S6 ding kv
STT Tén thude Ham lugng ché tho | chuin dong goi ¢ dang oy
30 |Lisbosartan 150mg Irbesartan 150mg | Vién nén bao| 24 |EP 8.0|Hop 4 vix 7 VN-20249-17
phim thang vién ‘
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19. Cong ty ding ky: Céng ty TNHH Binh Viét Pirc (P/c: 62/36 T ruong Céng Dijnh, P. 14, Q.

Tén Binh, TP. H6 Chi Minh - Viét Nam)

19.1 Nha san xuét: Hameln Pharmaceuticals GmbH (D/c: Langes Feld 13, 31789 Hameln -

Germany)
s Hoat chéit chinh - | Dang bao |Tudi| Tidu | Quy cich £ oaso
STT Tén thude Him lwong ché | tho [chudn| aenggei | SO damgky
31 [Sufentanil-hameln Sufentanil (duéi Dung dich 36 INSX [Hop 10 éngx VN-20250-17
50meg/ml dang sufentanil tiém thang Iml
citrate) 50meg/ml
, 20. Cong ty ding ky: Cong ty TNHH DKSH Viét Nam (D/c. S6 23 Dai 16 Déc Ldp, khu cong
nghiép Viét Nam - Singapore, huyén Thuén An, tinh Binh Duong - Viét Nam)
20.1 Nha sin xuét: Borden Company (Private) Ltd. (P/c: 9 Jalan Kilang # 06-01 Borden
Centre, 159409 - Singapore)
. X Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cach £ s ,
STT Tén thuoe . Ham lwgng ché tho |chuin dong gébi 50 ding ky
32 |Déu xanh con 6/Eagle  [Levomenthol 28,5% |DAu xoa bép| 60 [NSX Hop 1 chai 3ml,| VN-20251-17
brand medicated oil kl/kl; Methyl thang 6ml, 12ml,
salicylat 18,6% 24ml
kl/kl; Eucalyptus oil
1,56% ki/kl
. 21. Cong ty ding ky: Cong ty TNHH DP Chau A - Thai Binh Dwong (D/c: S6 113 duong Y
Ngong, Phwong Tdn Thanh, Tp. Buén Ma Thudt, Tinh ik Lk - Viét Nam)
21.1 Nha sin xuit: Shijiazhuang No. 4 Pharmaceutical Co., Ltd. (B/c: Yangzi Road,
Shijiazhuang Economic & Technological Development zone, Hebei - China)
R £ Hoat chit chinh - | Dang bao Tudi| Titu Quy céach £ v :
STT Tén thuoe Ham lugng ché tho | chuén dong géi 50 ding ky
33 |Nataplex Dextrose 25g; Dung dich 36 |INSX |Chai 500ml; VN-20252-17
D-Pantothenol truyén tinh thang Chai 250ml
250mg; Acid mach
ascorbic 500mg;
Thiamin hydroclorid

125mg; Riboflavin
25mg; Niacinamide
625mg; Pyridoxin
hydroclorid 25mg
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22. Céng ty diing ky: Cong ty TNHH Dwogc phidm Hoang Duwgc (B/c: 120/2G Puong Binh Théi,
Phuong 14, Qudn 11, TP. Ho6 Chi Minh - Viét Nam)

22.1 Nha san xuit: Kleva Pharmaceuticals S.A. (D/c: Parnithos Aven. 189, 136 75 Acharnai-

Attiki - Greece)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach £oax
STT Ten thuoc Ham lwgng clglé tho | chuin d(’)!)l.,g goi 50 ding Iy
34 |Elcontrol Omeprazol (dudi Vién nang 36 [NSX |Hop2vix7 VN-20253-17
dang vi hat chira cing chira  [thang vién
8,5% Omeprazol) |cac vi nang
20mg tan trong
rudt

23. Céng ty ding ky: Cong ty TNHH Dwge phdm Nam Héan (B/c: Phong 201, Lau 2, Toa nha
City View, s6 12 Mac Pinh Chi, Phuong Da Kao, Qudn 1, Tp. Ho Chi Minh - Viét Nam)

23.1 Nha san xuit: Cho-A Pharm Co., Ltd. (P/c: 318, Gwang]eong-lo Haman-Myeon,
Haman-gun, Gyeongsangnam-do - Korea)

£ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach A ax ,
A £ 2 : h S6 déng |
STT Tén thuoe Ham lugng ché | tho |chudn| déng goi o dang ky
35 |Vasoclean Sol. Cao 14 bach qua Dung dich 36 [NSX [Hop 20 éngx VN-20254-17
(twong duong 4,8mg |udng thang 10ml

Ginkgo flavon
glycosid todn phén)

20mg

24. Cong ty ding ky: Cong ty TNHH dwgc phdm Thia D6 (B/c: 53/1/178 Théi Ha, Péng Pa -

Ha Ngi - Viét Nam)

24.1 Nha san xuit: Remedina S.A. (D/c: 23 Gounari & Areos Str., 13451, Kamatero - Greece)

n £ Hoat chét chinh - | Dang bao |Tudi| Titu | Quy cach b as ,
STT Tén thuoe Ham luwgng ché tho [chuian| dong goi 0 ding ky
36 |Azatyl Ceftriaxon (dudi Bot phatiém| 24 |BP Hoép 10 1o VN-20255-17
dang Ceftriaxon bap, titm  |thang|2013
natri trisesquihydrat)|tinh mach
1000mg

25. Céng ty ding ky: Cong ty TNHH Dwoc phim Viét Lam (D/c: T6 16 Lam Du,Phirong Bé Dé,
Q. Long Bién, Ha N¢i - Viét Nam)
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25.1 Nha san xuét: Anfarm hellas S.A (D/c: 53-57, Perikleous str., 153 44 Gerakas Attikis,

Athens - Greece)

natri) 40mg

o Hoat chit chinh - | Dangbao |Tudi| Titu | Quy cich S8 dine k¢
STT Tén thuoe Ham lwgng ché | tho |chufin| déng goi 0 dang ly
37 |Ulceron Pantoprazole (dudi |Bot dong 36 NSX |Hop1lo;hdép | VN-20256-17
dang Pantoprazole |kho pha tiém |thang 10 1o

26. Cong ty ding ky: Coéng ty TNHH Dugc pham Viét Phap (P/c: Tdng 20, toa nha ICON 4,
2434 Dé La Thanh, phuong Lang Thuong, Qudn Péng Da, Ha Néi - Viét Nam)

26.1 Nha san xuit: Biofarm Sp. zo.o. (D/c: ul. Walbrzyska 13, 60-198 Poznan - Poland)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy ciach S& di ,
STT Tén thuoe Ham lugng ché tho |chudn| doéng géi 0 ding ky
38 |Biotropil 1200 Piracetam 1200mg |Vién nén bao| 24 |[NSX [Hop6vix10 | VN-20257-17
I ! I phim  __ [théngl _ \vien |
39 |Biotropil 800 Piracetam 800mg  |Viénnénbao| 24 |[NSX [Hop6vix10 | VN-20258-17
' o phim thang| vién

26.2 Nha san xuét: Genepharm S.A. (B/c: 18th Km Marathonos Ave., 15351, Pallini, Attiki -

Greece)
R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach S& di ,
STT Tén thuoe Ham liwgng ché | tho |chudn| dong géi 0 ding ky
40 |Seropin Quetiapin (dudi Viénnén bao] 36 INSX [Hop6vix10 | VN-20259-17
dang Quetiapin phim thang vién

_ ﬁlma?at) IOOmg

27. Cong ty diing ky: Cong ty TNHH Dwoc TAm Pan (D/c: 1333 dwong 31B, Khu phé An Phi
An Khdnh, Phwong An Phi, Quén 2, TP. H6 Chi Minh - Viét Nam)

27.1 Nha san xuit: ABC Farmaceutici S.P.A (D/c: Via Cantone Moretti, 29-10090 Ivrea—T Uurin

(TO) - Italy)

" ) Hoat chét chinh - Dang bao Tudi| Titu Quy cach £ 2 ,
STT Tén thude Ham lugng ché tho |chudn|  dong goi S0 ding ky
41 |Ursobil Acid Vién nén 36 [INSX [Hop2vix10 | VN-20260-17
ursodeoxycholic thang vién; Hop 3 vix
300mg - 10 vién
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28. Cong ty ding ky: Cong ty TNHH Kién Vigt (B/c: 437/2 Lé Dirc Tho, Phuong 16, Q. GO Vap,
Tp. Ho Chi Minh - Viét Nam)

28.1 Nha san xuit: Globe Pharmaceuticals Ltd. (P/c: BSCIC Industrial Estate, Begumgonyj,
Noakhali - Bangladesh)

.y h R, z vy A oA R )
. o rn & Hoat chat chinh - | Dang bao |Tudi| Tiéu | Quy cich 5 a3 .
STT Tén thuoe Ham lugng ché | tho |chuAn| dongeei | S0 damely
42 |Trin Tablet Cetirizin (dué6i dang |Vién nén bao| 36 |NSX [Hop 10vix 10 | VN-20261-17
‘ Cetirizin phim thang vién
dihydroclorid) 10mg

28.2 Nha san xuat: M/s Getwell Pharmaceuticals (D/c: 474, Udyog Vihar, Phase V,
Gurgaon-122016, Haryana - India)

g Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach P
STT Tén thude Ham lwgng ché tho |chudn| déng géi S0 ding ky
43 [Xorunwell -L Doxorubicin Dung dich 24 INSX |Hép1lo 10ml | VN-20262-17
20mg/10ml hydrochlorid (dudi |dam dic dé |théng
dang Pegylated pha dich
Liposom) tiém truyén
20mg/10ml

29. Cong ty ding ky: Cong ty TNHH Lamda (D/c: 171 B Quang, P. Vinh Trung, Q. Thanh Khé,
Da Nang - Viét nam)

29.1 Nha san xuét: Facta Farmaceutici S.p.A (B/c: Nucleo Industriale S. Atto, S. Nicolo a
Tordino, 64100 Teramo (TE) - Italy)

. Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch £ axe 1w
A A 2 ang | Y So d I
STT Tén thude Ham luwong che tho |chuin| doéng gbi ¢ ¢ang &y
44 |Goldcefta 1g Ceftazidim (du6i ~ [Bot dépha | 24 |[NSX |Hop 1010 VN-20263-17
dang bdt hon hgp vo |dung dich  jthang

khuén Ceftazidime
pentahydrate va
natri carbonat) 1g

tiém truyén

30. Cong ty ding ky: Cong ty TNHH Sanofi-Aventis Viét Nam (D/c: 123 Nguyén Khodi, Qudn
4, Thanh phé H6 Chi Minh - Viét Nam)

30.1 Nha san xuit: Chinoin Pharmaceutical & Chemical Works Private Co., Ltd. (D/c. 3510
Miskolc, Csanyikvolgy - Hungary)
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R
Tuoi

N £ Hoat chét chinh - Dang bao Tiéu Quy cach S di .
STT Tén thude Ham lwgng ché tho | chuén déng géi 0 ding ky
45 |Dolargan 100mg/2m]  |Pethidin HCI Dung dich 36 [NSX |Hop2vix5 VN-20264-17
: 1100mg/2ml thuoe tiém  |thang] 6pg 2 ml

* 30.2 Nha san xuit: Sanofi-Aventis Deutschland GmbH (D/c: Industriepark Hoechst 65926
Frankfurt am Main Allemagne - Germany)

Ao
Tuoi

. P Hoat chit chinh - | Dang bao Tiéu | Quy cach £oas 1
STT Tén thuoe Ham lugng ché | tho [chudn| dénggsi | -0 dangky
46 |Taxotere Docetaxel Dung dich 24 [NSX [Hop1lox Iml | VN-20265-17
20mg/1ml dam dic dé |thang
pha dung
dich truyén
tinh mach
47 |[Taxotere Docetaxel Dung dich 36 [NSX |[Hop1lox4ml | VN-20266-17
80mg/4ml dam dic dé |théng
pha dung
dich truyén

tinh mach

31. Cong ty ding ky: Cong ty TNHH Thwong mai Dwgc phdm Phwong Linh (D/c: S8 58, nha
E, khu dé thi Dai Kim, P. Dinh Céng, Q. Hodng Mai, Ha Noi - Viét Nam)

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

2170 - Australia)

fructus extractum 20mg
tuong duong qua tuoi 2g
(2000mg) ; DAu ¢4 tyr
nhién (c4 ngir) 250mg
(trong duong
Docosahexaenoic acid
65mg va Eicosapentaenoic
acid 15mg); Déu c4 ty
nhién 250mg (tvong
duong Eicosapentaenoic
acid 45mg;
Docosahexaenoic acid
30mg); Retinyl palmitate
(vitamin A) 2500 IU
tuong duong Retinol
750mcg; Thiamine
hydrochloride (vit B1)
20mg;

vién; lo 60 vién

n £ Hoat chit chinh - | Dangbao |Tudi| Tidu | Quy cich £ s ,
3 3 S d’
STT Tén thude Ham lrong ché | tho |chufin| déng géi 0 dang ky
48 |PM Eye Tonic CaokhO quaVietquit  |Viennang | 36 [NSX |Hop3vix 10 | VN-20267-17
Vaccinium myrtillus mém than g vién; 1o 30
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IRiboﬂavin (vit B2) Smg |

32. Cong ty ding ky: Cong ty TNHH Thwong mai Thanh Danh (D/c: Phong 3, tang 2, tod nha
TAASAH, s6 749/14/4 Hupnh Tdn Phdt, P. Phii Thudn, Q. 7, TP. Ho6 Chi Minh - Viét Nam)

32.1 Nha san xuit: Karnataka Antibiotics & Pharmaceuticals Limited (D/c: No. 14, II Phase,

Peenya Industrial Area, Bangalore 560 058 - India)

n P Hoat chit chinh - | Dang bao |Tudi| Tiu | Quy cach £ s .
‘ g 2 Sod I
STT Tén thude Ham luwgng ché tho |chudn| doéng goi o cang &y
49 |Synaflox 1.5gm Cefuroxime (dudi  |Bot pha tiém| 36 |USP39{H¢p 1 lo VN-20268-17
dang Cefuroxime thang
natri) 1,5g o

33. Cong ty ding ky: Cong ty TNHH TM DP Déng Phwong (D/c: 119, Duong 41, P. Tdn Quy,
Q.7, Tp. Ho6 Chi Minh - Viét Nam)

33.1 Nha sdn xuét: Efroze Chemical Industries (Pvt) Ltd. (D/c: 146/23 Korangi Industrial Area,

Karachi - Pakistan)

n £ Hoat chit chinh - | Dang bao |Tudi| Titu | Quy c4ch £ ax ,
: 2 \ So6 ding |
STT Tén thude Ham lugng ché tho |chuan| dong goi o dangy
50 |Corbis Tablet Smg Bisoprolol fumarat |Vién nén bao| 36 {USP |Hop2vix10 | VN-20269-17

34. Cong ty ding ky: Egis Pharmaceuticals Private Limited Company (D/c: 1106 Budapest,

Kereszturi ut, 30-38 - Hungary)

34.1 Nha san xuét: Egis Pharmaceuticals Private Limited Company (D/c: 9900 Kormend,
Matyds kirdly ut, 65 - Hungary)

" P Hoat chiit chinh - | Dang bao Tudi| Titu Quy cach S5 dane kv
STT Tén thude Ham lugng ché tho |chuén| doéng goi o cang &y
51 [Nitromint 10g khi dung chtra: |Khi dung 36 [NSX |Hop1lo 10g VN-20270-17
Glyceryl trinitrate thang
0,08g

35. Céng ty diang ky: Enter Pharm Co., Ltd (B/c: 51, Myeongnyun-1-ga, Jongno-gu, Seoul,

110-521 - Korea)

35.1 Nha sin xuit: DHP Korea Co., Ltd (P/c: 50, Osongsaengmyeong 6-ro, Osong-eup,
Cheongwon-gun, Chungcheongbuk-do - Korea)
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n X Hoat chit chinh - | Dang bao |Tudi| Titu Quy cach S5 diine kv
STT Tén thuoe Ham lugng ché | tho |chudn| déng géi 0 dang ky
52 |Vitorex OPH Tobramycin 3mg/ml {Dung ('iich 24 INSX |Hop 1 lo 5ml VN-20271-17
nho mat  |thing|

35.2 Nha sin xuit: Dongkoo Pharm Co., Ltd (D/c: 18, Jeyakgongdan 2-gil, Hyangnam-eup,
Hwaseong-si, Gyeonggi-do - Korea)

o £ Hoat chit chinh - | Dang bao |Tudi| Tigu | Quy cAch £oax
g O S d
STT Teén thube Ham lugng chd | tho [chuAn| déng goi 0 dang ky
53 |Temifut Soft Capsule  |Isotretinoin 10mg Vién nang 36 [USP |Hop3vix10 | VN-20272-17
mém thang|38  |vién

35.3 Nha san xuit: Mother's Pharmaceutical Co., Ltd. (D/c: 18, Gongdan 6-ro 24 gil, Jillyang
eup, Gyeongsan-si, Gyeongsanbuk-do - Korea)

Ao Hoat chit chinh - | Dang bao |Tudi| Titu | Quy cich K oas
3 S S
STT Tén thude Ham lwgng ché tho [chuidn| déng goi 0 ding ky
54 |Mother's trimebutine tab.|Trimebutin maleat |Vién nén 36 [NSX |Hop 10vix 10 | VN-20273-17

36. Cong ty ding ky: Flamingo Pharmaceuticals Limited (P/c: R-662, T.T.C Industrial Area,
MIDC, Rabale, Navi Mumbai Thane 400 701, Maharashtra - India)

36.1 Nha san xuit: Flamingo Pharmaceuticals Ltd. (D/c: R-662, TTC Industrial Area, MIDC,
Rabale, Navi Mumbai Thane 400 701, Maharashtra Stare - India)

trihydrat) 500mg

n X Hoat chét chinh - | Dang bao |Tudi| Titu | Quy cach 6 as ,
STT Tén thue Ham lwong ché tho [chuidn| déng go6i 0 dang ky
55 |Cefoflam 100 Cefpodoxim (dudi  |Vién nén bao| 24 [USP38|Hop 1vix VN-20274-17
dang Cefpodoxim  |phim thang 10vién
proxetil) 100mg
56 |Clavophynamox 1000 |Amoxicilin (du6i  |Viénnénbaof 24 [USP |[Hop1vix10 | VN-20275-17
dang Amoxcilin phim thang|39 vién
trihydrat) 875mg;
Acid clavulanic
(dudi dang
Clavulanat kali)
125mg
| 57 [FamacinS00mg  |Ampicilin (duéi  |Viénnang | 36 [BP  |Hop 10 vix 10 | VN-20276-17
dang Ampicilin cling thang|2016 |[vién
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58 |Oxacillin Sodium Oxacillin (dudi dang|Vién nang 36 {USP [Hop1vil2 VN-20277-17
Capsules USP 500mg  |Oxacillin Natri) cing thang|39 vién :

37. Cong ty ding ky: Fresenius Kabi Deutschland GmbH. (P/c: D-61346 Bad Homburg v.d.H. - Germany)
37.1 Nha san xuat: Fresenius Kabi AB (P/c: Rapsgatan 7, Uppsala, 75174 - Sweden)

STT|Tén thudc Hoat chit chinh - Dang Tudi| Tiéu | Quy cach| §§ dang ky
' Ham lugng bao ché| tho |chuin| déng gbi
59 S&??‘;;f;en Téi 3 ngan 1206mi: 656mi dung dich glucose 13% N?“ 18 INSX |Tui3 VN-20278-17
P + 380ml dung dich acid amin c6 dién giai (alanin tuo‘n’\g thang ngan
5,3g; arginin 4,6g; calci clorid 0,21g; glycin 4,2g; tfuyen 1206ml
histidin 1,1g; isoleucin 1,9g; leucin 2,8g; lysin 2,5g; tinh hogc
magnesi sulphat 0,46g; methionin 1,6g; phenylalanin mach 1448ml

1,9g; kali clorid 1,7g; prolin 4,2g; serin 2,5g; natri
acetat 1,3g; natri glycerophosphat 1,6g; taurin 0,38g;
threonin 1,7g; tryptophan 0,76g; tyrosin 0,15g; valin
2,4g; kém sulphat 0,005g) + 170ml nhii twong m&
20% (dAu dau twong tinh ché 10,2g; triglycerid mach
trung binh 10,2g; dAu 6 liu tinh ché 8,5g; d4u c4 gidu
acid béo omega-3 5,1g). Ti 3 ngin 1448ml: 788ml
dung dich glucose 13% + 456ml dung dich acid
amin c6 dién giai (alanin 6,4g; arginin 5,5g; calci
clorid 0,26g; glycin 5,1g; histidin 1,3g; isoleucin
2,3g; leucin 3,3g; lysin 3,0g; magnesi sulphat 0,55g;
methionin 1,9g; phenylalanin 2,3g; kali clorid 2,0g;
prolin 5,1g; serin 3,0g; natri acetat 1,6g; natri
glycerophosphat 1,9g; taurin 0,46g; threonin 2,0g;
tryptophan 0,91g; tyrosin 0,17g; valin 2,9g; kém
sulphat 0,006g) + 204ml nhii twong m& 20% (diu
dau tuwong tinh ché 12,3g; triglycerid mach trung
binh 12,3g; d4u 6 liu tinh ché 10,1g; du cé giau acid
béo omega-3 6,1g)

38. Cong ty ding ky: Gedeon Richter Plec. (D/c: Gyomroi it 1 9-21, Budapest, 1103 - Hungary)
38.1 Nha san xuit: Gedeon Richter Ple. (B/c: Gyomroi ut 19-21, Budapest, 1103 - Hungary)

" Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach g 7
8 5 : o I - So dang k
L2 e thitoe Ham luwgng ché tho |chuan| dong géi el
60 |Quamatel Famotidin 20mg Bot pha tiém| 36 [NSX |HOp 51obotva| VN-20279-17
thang 5 Ong chtra 5 ml
dung moi pha
tiém

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

39.1 Nha san xuét: Glaxo Operations UK Ltd. (trading as Glaxo Wellcome Operations) (D/c:
Priory Street, Ware, Hertfordshire, SG12 ODJ - UK)

Trang 15



o £ Hoat chit chinh - | Dang bao |Tudi| Titu | Quy c4ch it
=L T e Ham lwgng ché tho |chudn| déng goi 50 diing ky
61 [Votrient 200mg (Co s& |Pazopanib (dudi Vién nén bao| 24 |NSX - [Hop 1 lo 30 VN-20280-17
dong goi: Glaxo dang Pazopanib phim thang vién
Wellcome, S.A.; d/c: hydrochloride)
Avenida Extremadura, 3,[200mg

Aranda de Duero,

Burgos 09400, Spain)

39.2 Nha sin xuit: Glaxo Wellcome SA (D/c: Avda Extremadura 3, 09400 Aranda de Duero

(Burgos). - Spain)

. Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy céch £ e .
A A 0 . S d
i Tenithnoo Ham lugng ché tho |chudn| déng g6i 0 ding ky
62 |Flixonase Fluticason propionat |H8n dich xjt | 36 [NSX Hop 1 chai 60 | VN-20281-17
(siéu min) 0,05%  |miii thang liéu xit

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

40.1 Nha san xuit: Glenmark Pharmaceuticals Ltd. (B/c: (Unit I11) Village Kishanpura,
Baddi-Nalagarh Road, Tehsil Baddi, Dist. Solan, (H.P.)-173 205 - India)

5 £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy c4ch & diing k¢
‘ : k
it 1k Ten thute Ham lwgng ché tho |chuin déng gobi S0 ding ky
63 |Combiwave B 250 MB&i lidu hit chira Thudc hit 24 |BP Hop 1 binh xit | VN-20282-17
Beclometason dang phun  [thang|2016 (200 liéu
dipropionat suong
anhydrous 250mcg

40.2 Nha san xuit: Glenmark Pharmaceuticals Ltd. (D/c: Plot No. E-37, 39 D-Road, MIDC,
Satpur, Nashik-422 007, Maharashtra State - India)

b £ Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach T ;
ST Ten thude Ham lwgng ché tho |chuén dong goi S0 ding Joy
64 |Powercort Clobetasol Kembdida | 24 [NSX [Hop 1 tuyp 15g| VN-20283-17
propionate 0,05% thang
kl/kl )
65 |Tacroz Forte Tacrolimus 0,1%  [Thubc m& 24 INSX [Hop 1tuyp 10 g| VN-20284-17
kl/kl thang
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41. Cong ty ding ky: Hana Pharm. Co., Ltd. (B/c: 301 Bando B/D, 946-18, Doguk-Dong,
Kangnam-Ku, Seoul - Korea)

41.1 Nha san xuét: Schnell Biopharmaceuticals, Inc (B/c: 16, Dumeori-gil, Yanggang-myeon,
Hwaseong-si, Gyeonggi-do - Korea)

Hoat chit chinh -

Tuoi| T

ol — P Dang bao Quy cach £ ax 4
ith Ten v Ham lugng ché tho chuan| déng gbi SooRngky
66 |[Tadifs Injection Imipenem (dudi Bot pha tiém| 24 |[USP [Hop 1lo,hop | VN-20285-17
dang Imipenem : thang|38 10 lo

monohydrat 530
mg) 500mg;
Cilastatin (du6i
dang cilastatin natri

532 mg) 500mg

42. Cong ty ding ky: Hetero Labs Limited (B/c: 7-2 A2, Hetero Corporate, Industrial Estates,
Sanathnagar, Hyderabad Andhra Pradesh-AP - India)

42.1 Nha san xuit: Hetero Labs Limited (P/c: Unit-V, APIIC Formulation SEZ, Polepally
Village, Jadcherla Mandal, Mahaboognagar District, India - India)

" £ Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach S5 ds .
=T en thnoc Ham lwgng ché tho |chudn| déng goi 0 g e
67 |Losagen 50 Losartan kali 50mg |Vién nén bao| 24 |NSX |Hop3vix10 | VN-20286-17

42.2 Nha san xuat: Hetero Labs Limited (P/c: Unit-V, Survey No. 439, 440, 441 & 458, TSIIC
SEZ, Polepally Village, Jadcherla Mandal, Mahaboognagar District, Telangana - India)

b £ Hoat chit chinh - | Dang bao Tudi| Tiéu | Quy cach 95 diine kv
ol Ten thuge Ham lwgng ché tho [chudn| déng géi o dang &y
68 |Olan 5 Olanzapin Smg Vién nén bao| 36 |NSX |Hop3vix10 | VN-20287-17
Alpbie - jRangl g0 ) 71222 A ik

43. Cong ty ding ky: Hexal AG (D/c: Industriestrasse 25, D-83607 Holzkirchen - Germany)

43.1 Nha san xuét: Lek S.A (B/c: Podlipie Str.16, 95-010 Strykow - Poland)

; Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach B e ]
A A 0 . P 2 S d' k
ST e thute Ham lugng ché tho |chuan| dong goi B bl
69 [Meglucon 1000 Metformin Vién nén bao| 36 |[NSX |Hop2vix 15 VN-20288-17
hydrochlorid phim thang vién
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70- {Meglucon 500 (Co s |Metformin Vién nén bao| 36 [NSX [Hop3vix 10 VN-20289-17
dong goi, xuat xudng:  |hydrochlorid 500mg phim thang vién
Lek S.A, B/c: 50C,
Domaniewska str.,
02-672 Warsaw, Poland)
71 [Meglucon 850 (Co'sd  [Metformin HCI | Vién nén bao| 36 [NSX |Hop3vix10 | VN-20390-17
dong goi: Lek S.A, d/c: [850mg ' phim thang vién
50C, Domaniewska str.,
02-672 Warsaw, Poland)
43.2 Nha san xuit: Sandoz Grup Saglik Urunleri Ilaclari San. Ve. Tic. A.S. (B/c: Gebze
Organized Industrial Region, IThsan Dede Cadde No.900. Sokak, TR.41480 Gebze- Kocael; -
Turkey)
= Hoat chét chinh - | Dang bao |Tudi| Titu | Quy cach R
STT A GNhue Ham lwgng ché tho |chuén déng goi 30, ding oy
72 |Tensicor 40mg Telmisartan 40mg |Vién nén 24 INSX [Hoép3vix10 VN-20291-17
L = PR R ek S o) R S b SRR et ) AR
73 |Tensicor 80mg Telmisartan 80mg | Vién nén 24 INSX [Hoép3vix 10 VN-20292-17
thang vien
44. Cong ty ding ky: Hyphens Pharma Pte. Ltd (D/c: 138 Joo Seng Road, #03-00, Singapore
368361 - Singapore)
44.1 Nha sin xuit: Medice Arzneimittel Putter GmbH & Co.KG (D/c: Kuhloweg 37, 58638
Iserlohn - Germany)
- £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cich & dx 5
il ten thuve Ham lwong ché | tho |chudn| aéng goi 0 ding ky
74 |Dorithricin Tyrothricin 0,5mg; |Viénngim | 24 [NSX Hop2vix 10 VN-20293-17
Benzalkonium hong thang vién
clorid 1,0mg;
Benzocain 1,5mg
45. Cong ty diing ky: Ildong Pharmaceutical Co., Ltd. (D/c: 2, Baumoe-ro 27-gil, Seocho-Gu,
Seoul - Korea)
45.1 Nha san xuit: Samchundang Pharm Co., Ltd. (B/c: 71, Jeyakgongdan 2-gil, Hyangnam -
Eup, Hwaseong-si, Gyeonggi-Do - Korea)
x Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cich £ ot :
" £ 2 4 Sod
STT Tentiule Ham lugng ché | tho [chuAn| déng goi e L
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75 |Monitazone Nasal Spray [Mometason furoat |Hon dich xit | 24 |NSX Hop 1 lo 140 VN-20294-17
f0Smg/ml  mi  |thing] = flanxit =~

46. Cong ty ding ky: Intas Pharmaceuticals Ltd (D/c: 2nd Floor, Chinubhai Centre, Off. Nehru
Bridge, Ashram Road, Ahmedabad - 380 009 - India)

46.1 Nha san xuét: Intas Pharmaceuticals Ltd (D/c: Plot Numbers 457 and 458, Sarkhej-Bavla
Highway, Matoda, Sanand, Ahmedabad, Gujarat, In-382210 - India)

y £ Hoat chit chinh - | Dang bao Tudi| Titu | Quy cach S6 dine ke
BLE e Ham lwgng ché tho |chuin| déng goi 0 ding ky
76 |Intalevi 250 Levetiracetam Vién nén bao| 24 [NSX |Hop1vix 10 VN-20295-17
o - RSN vl 2O0HRL O Ly BT [thang| . poe O]
77 |Intalevi 500 Levetiracetam Vién nén bao| 24 |NSX [Hop1vix10 VN-20296-17
Sl e TV TSRS - T RO | phint . .- |théngl . o fvien o o s dmeroe
78 |Intalevi 750 Levetiracetam Vién nén bao| 24 |NSX |[Hop1lvix10 VN-20297-17
SN R | .| S - S | I L RIRERP i
79 |Zolasta Acid zoledronic Dung di_gh 24 INSX |[Hop1loxSml | VN-20298-17
(du6i dang pha truyén |thing
Zoledronic acid tinh mach
monohydrat)
4mg/Sml

47. Cong ty ding ky: Ipca Laboratories Ltd. (D/c: 48, Kandivli Industrial Estate, Kandivli (W),
Mumbai-400 067 - India)

47.1 Nha san xuét: Ipca Laboratories Limited (D/c: Plot No. 255/1, Athal, Silvassa, Pin.396 230,

(D&NH) - India)

n £ Hoat chét chinh - | Dang bdo Tudi| Tieu | Quy cach S5 diing kv
SEY R Ham lwong ché tho |chuin| dong goi poang 5y
80 |Recita-20 Escitalopram (duéi |Vién nén bao| 24 INSX |Hop2vix 14 VN-20299-17
dang Escitalopram |phim thang vién
oxalat) 20mg B

48. Cong ty ding ky: Ipsen Pharma (D/c: 65, Quai Georges Gorse 92100 Boulogne Billancourt

Cedex - France)

48.1 Nha san xuét: Ipsen Pharma Biotech (D/c: Parc D' Activites du Plateau de Signes Chemin
Departemental 402, 83870, Signes. - France)

. % Hoat chit chinh - | Dang bao |Tudi| Tiu | Quy cach 9b dx ;
2 IE } : ding |
= Ll Ham lwgng ché tho |chuan| déng goi s
81 |Diphereline 0,1 mg Triptorelin (duéi Bot dong 24 INSX [Hop7 6ng bot | VN-20300-17
dang Triptorelin kho pha thang va 7 ong dung
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__lacetat) 0,1mg

|tiém _

|mi pha tiém

49. Cong ty ding ky: Janssen - Cilag Ltd. (P/c: 106 Moo 4 Lad Krabang Industrial Estate
Chalongkrung Rd., Kwaeng Lamplatew, Khet Lad, Krabang, Bangkok 10520. - T) hailand)

. 49.1 Nha sin xuét: Cilag AG (B/c: Hochstrasse 201, 8200 Schaffhausen - Switzeland)

: Hoat chét chinh - | Dang bao |Tudi| Tidu | Quy cich ey
5 £ 2 7 Sod
L Ten thube Ham lwgng ché tho |chudn| déng géi 0 dang ky
82 |Topamax Topiramat 25mg Vién nén bao| 24 [NSX |Hop 6 vix 10 VN-20301-17
______ ) _ |phim théng vién

50. Cong ty ding ky: Kopran Limited (D/c: Parijat House. 1076, Dr. E. Moses Road, Worli,
Mumbai, 400 018 Maharashtra - India)

50.1 Nha san xuit: Kopran Limited (D/c: Village Savroli, Tal. Khalapur, Raigad-410202,
Maharashtra State - India)

: L Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch G e
uir e thbe Ham lwong ché tho |chudn| doéng géi 0 diing ky
83 |Neurolin-150 Pregabalin 150mg | Vién nang 36 INSX [Hop3vix10 VN-20302-17
s | ARG SIHORARTN (DU [ - S || W 1 SR R
84 |Neurolin-75 Pregabalin 75 mg  |Vién nang 36 INSX [Hop3vix10 VN-20303-17
cing thang vién

51. Cong ty ding ky: Kotra Pharma (M) Sdn. Bhd. (B/c: No.1, Jalan TTCI2, Cheng Industrial
Estate, 75250 Melaka - Malaysia)

51.1 Nha sin xuit: Kotra Pharma (M) Sdn. Bhd. (D/c: No. 1, 2 & 3 JLN TTC 12, Cheng
Industrial Estate, 75250 Melaka - Malaysia)

Hoat chét chinh -

Ao
Tuoi

a v Dang bao Tiéu Quy cach Sé ax .
L ‘en thubs Ham lugng ché tho [chuin| dong géi Gilieng ley
85 |Axcel Cetirizine Syrup 5 [M&i 60 ml siro Siro 36 INSX |Hop11lp 60ml [ VN-20304-17
mg/5ml chira: Cetirizin théng
dihydrochlorid
60mg

52. Cong ty ding ky: Laboratorios Liconsa, S.A. (P/c: Gran Via Carlos 11, 98, 08028,

Barcelona - Spain)

52.1 Nha sian xuit: Laboratorios Liconsa, S.A. (B/c: Avda. Miralcampo, No 7, Pol. Ind.
Miralcampo, 19200 Azuqueca de Henares (Guadalajara) - Spain)
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Ibandronate

. X Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach 2 o y
x £ ] ang ! k So dang I
ol L Ham lugng che tho |chuan| dong goi pranE
86 |Jointmeno Ibandronic acid Vién nén bao| 24 |NSX |Hop1vixl VN-20305-17
(duéi dang natri phim thang hodc 3 vién

168,75mg) 150mg ‘

53. Cong ty diang ky: M.J. Biopharm Pvt., Ltd (B/c: Plot No. L/7, MIDC Industrial Area, Talija.
Dist. Raigad, Navi Mumbai 410208. - India)
53.1 Nha san xuéat: M.J. Biopharm Pvt., Ltd (B/c: Plot No. L/7, MIDC Industrial Area, Talija.
Dist. Raigad, Navi Mumbai 410208. - India)

& X Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach S§ dine kv
S Ten-thifue Ham lugng ché tho |chuidn| doéng goi g
87 [Spamorin 4mg Thiocolchicosid Vién nang 24 INSX |[Hop4vix 15 VN-20306-17

54. Cong ty diing ky: M/S Samrudh Pharmaceuticals Pvt., Ltd. (B/c: A/101 Prathana Apt., Plot
No 15, Jawahar Nagar, S.A Road, Goregaon (W), Mumbai-400 062 - India)

54.1 Nha san xuit: M/S Samrudh Pharmaceuticals Pvt., Ltd. (P/c: J-174 & J-168, J-168/1,
M.I.D.C, Tarapur, Boisar, Dist. Thane 401506 Maharashtra - India)

% £ Hoat chét chinh - | Dang bao Tudi| Titu Quy cach £ au .
5 . =Tl 2 So dang |
STT Ten thuge Ham luwgng ché tho |chudn| dong géi CUAREER
88 |Atozone-S Ondansetron (dudi |Dung dich 24 |USP |Hodp 5 éngx VN-20307-17
dang Ondansetron  |tiém thang|36 4ml
hydrochloride)
8mg/4ml

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

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

India)
. A inh - > Tudi| Tié A £ o .
STT Tén thube Hoz_lt‘chat chinh DangPao Tle;l Ql’ly cac’l.l Sé ding ky
Ham lugng ché tho |chuan| doéng goi
89 |Ondem-MD 4 mg Ondansetron 4mg | Vién nén 24 |USP |Hop 1 vix 10 VN-20308-17
fangliy o vien

56. Cong ty ding ky: Macleods Pharmaceuticals ILtd. (D/c: 304, Atlanta Arcade, Marol Church
Road, Andheri (East) Mumbai - 400 059 - India)
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56.1 Nha sian xuét: Macleods Pharmaceutical Ltd. (D/c: Plot No. 25-27, Survey No. 366 Premier
Industrial Estate, Kachigam, Daman - 396210 (U.T) - India)

e Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cach S B s
ol Teneintee Ham lwong ché tho |chudn| déng géi 0 dang ky
90 |Tavomac DR 40 Pantoprazol (duéi | Vién nén bao| 24 |[NSX |Hop3vix 10 VN-20309-17
: dang Pantoprazol  [tan trong thang vién
natri sesquihydrat) |rudt
40mg

56.2 Nha san xuét: Macleods Pharmaceuticals Ltd. (D/c: Plot No 25-27, Survey No. 366 Premier
Industrial Estate Kachigam Daman - 396210 - India)

Pangl ol Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy céich £ s ’
SIE Leu thuoe Ham lugng ché tho | chuén doéng géi 30, Ming Iy
91 [Levofloxacin tablets Levofloxacin (duéi |Vién nén bao| 36 |NSX [Hop1vix5 VN-20310-17
500mg dang Levofloxacin |phim thang vién
hemihydrat) 500mg
.57. Cong ty ding ky: Medana Pharma S.A. (B/c: 10, Wiadyslawa Lokietka Str., 98-200 Sieradz -
Poland)
57.1 Nha san xuét: Medana Pharma S.A. (B/c: 10, Wiadyslawa Lokietka, 98-200 Sieradz -
Poland)
3 £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cich g v
P en thitbe Hamlwgng | ché | tho [chudn| dénggsi | 0 Janeky
92 |Pirolam M3i gam chira Gel 24 INSX [Hop 1 tuyp20g| VN-20311-17
Ciclopirox olamin thang
10mg

58. Cong ty ding ky: Medochemie Ltd. (P/c: 1-10 Constantinoupoleos Street, 3011 Limassol -

Cyprus)

* 58.1 Nha san xuit: Medochemie Ltd. - Factory C (D/c: 2, Michael Erakleous Street, Agios
Athanassios Industrial Area, 4101 Agios Athanassios, Limassol - Cyprus)

" P Hoat chét chinh - Dang bao Tudi| Titu Quy cach . .
: : i
T Xen thuge Ham lugng ché tho |chuén dong goi o g
93 [Medaxetine 750g Cefuroxim (dudi B'c_‘)t phatiém| 24 INSX [Hop1lo hoic | VN-20312-17
dang Cefuroxim bap, tiém thang 10 1o bot pha
natri) 750mg tinh mach tiém
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58.2 Nha san xuét: Medochemie Ltd.- central Factory (D/c: 1-10 Constantinoupoleos Street,
3011 Limassol - Cyprus)

" £ Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cich S8 di .
3 WP 2 dang |
il Ten. thyee Ham lwong ché tho |chudn| déng goi e e
94 |Menazin 200mg Ofloxacin 200mg | Vién nén bao| 36 [NSX |Hop 10vix 10 | VN-20313-17
Jpiim théngl _ fwenl

59. Cong ty ding ky: Mega Lifesciences Limited (D/c: 384 Moo 4, soi 6, Bangpoo Industrial
Estate, Pattana 3 Road, Samut Prakarn 10280 - Thailand)

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

X Hoat chit chinh - | Dang bao |Tudi| Tisu | Quy cich ) ,
= £ 2 ang ! > So ding k
St g ihnbe Ham lwgng che tho |chuén dong goi Foitos - 0
95 [Residron Risedronat natri Vién nén bao| 60 |NSX |Hop1vix4 VN-20314-17

60. Cong ty ding ky: Merck Sharp & Dohme (Asia) Ltd. (B/c: Flat/RM 1401 A&B 14/F &
27/F., Caroline Ctr, 28 Yun Ping Road, Causeway Bay - Hong Kong)

60.1 Nha san xuét: Laboratoire Merck Sharp & Dohme - Chibret (B/c: Route de Marsat, Riom,
F-63963 Clermont - Ferrand Cedex 9. - France)

. Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cach £ 5
8 ) : S 2 SO ding |
iy e shuuld Ham luwgng ché tho |chuan| déng géi P uns
96 |Invanz Ertapenem (dudi  [thudc bot 24 INSX |[Hdp 1lo15ml | VN-20315-17
dang Ertapenem pha tiém thang hogc 20ml chtra
natri) lg truyén tinh 1g bot
mach hoéc
tiém bép
60.2 Nha sén xuit: Merck Sharp & Dohme Ltd. (D/c: Shotton Lane, Cramlington,
Northumberland NE23 3JU - United Kingdom)
L Hoat chit chinh - | Dang bio |Tudi| Tiéu | Quy céch T
5 ’ Sl - ang |
it i Ham lwgng che tho |chuin| doéng géi e
97 |Januvia 100mg Sitagliptin (dudi Vién nén bao| 36 [NSX |Hop2 vix 14 VN-20316-17
dang Sitagliptin phim thang vién

phosphat
monohydrat) 100mg
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98

99

100

Januvia 50mg

Singulair 4mg (dong gbi
tai Merck Sharp &
Dohme B.V. Dija chi:
Waarderweg 39, 2031
BN Haarlem-
Netherlands))

'Smgulalr Smg (dong g06i
tai Merck Sharp &

" |[Dohme B.V. Bia chi:

Waarderweg 39, 2031
BN Haarlem-
Netherlands))

Sitagliptin (dudi
dang Sitagliptin
phosphat
monohydrat) S0mg

Montelukast (duéi
dang Montelukast
natri) 4mg

Montelukast (dudi
dang Montelukast
natri) Smg

Vién nén bao
phim

Vién nhai

Vién nhai

36
thang

NSX

NSX
thang

NSX

Hop2vix 14
vién

Hop 4 vix7
vién; Hop 2 vi x
14 vién

Hop 4vixT
vién

VN-20317-17

VN-20318-17

VN-20319-17

61. Cong ty ding ky: Mi Pharma Private Limited (D/c: B-2103, Tharwani, Palm Beach Road,
sanpada, navi Mumbai-400705, Maharashtra - India)

61.1 Nha sin xuit: Swiss Parenterals Pvt. Ltd. (D/c: 809, Kerala Industrial Estate, G.1.D.C near
Bavla Dist. Ahmedabad-382 220, Gujarat - India)

5 £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich S5 ds !
L ELAE Ham lwgng ché | tho |chudn|  dong goi O Brug
101 |Nimodin Nimodipin 10mg  |Dung dich 24 |BP201|Hop 1 chai VN-20320-17
. e et |tiém  jthéngl3  [SOml | ARG

62. Cong ty ding ky: Micro Labs Limited (B/c: No.27, Race Course Road, Bangalore 560 001 -

India)

62.1 Nha san xuét: Micro Labs Limited (B/c: 92, Sipcot Hosur 635-126 Tamil Nadu - India)

. Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach e y
- £ i 2 So ding k
s el Ham lwong ché tho |chuén| dong goi e
102 [Coxwell-120 Etoricoxib 120mg |Vién nén bao| 24 [NSX |[Hop 03 vix 10 | VN-20321-17
e R T 1= et D | P C R N e e e
103 |Coxwell-60 Etoricoxib 60mg Vién nén bao| 24 |NSX Hép 03vix 10 | VN-20322-17
e e e L ehm s ithang T e L
104 |Coxwell- 90 Etoricoxib 90mg Vién nén bao| 24 [NSX Hop 03 vix 10 | VN-20323-17
IR S R T it S A0 i 1 ORI 11 i |+ RS o]
105 [Helirab-20 Rabeprazol natri Vién nén bao| 24 [NSX Hop 3 vix 10 | VN-20324-17
20mg tan trong thang vién
rudt

Trang 24




62.2 Nha san xuat: Micro Labs Limited (D/c: Plot No. 113-116, Phase IV, K.1.A.D.B.
Bommasandra Industrial Area, bangalore 560099 - India)

,\ £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cich S5 diine kv
.- e e Ham lwgng ché tho |chudn| d6ng géi 5 _ e
106 |Meconerv Injection Mecobalamin 500  |Dung dich 24 INSX |Hop 05 éng 1 VN-20325-17
meg tiém bap thang ml
hodc tinh
mach

63. Cong ty ding ky: Mundipharma Pharmaceuticals Pte. Ltd. (D/c: 12 Marina View, #22-01
Asia Square Tower 2, Singapore 018961 - Singapore)

63.1 Nha san xudt: Mundipharma Pharmaceuticals Ltd. (B/c: 13, Othellos Str., Dhali Industrial
Zone P.O. Box 23661 1685, Nicosia - Cyprus)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cdch S5 dine kv
2 & z 2 ¢ k
ol s Ham lugng ché tho (chuan| dong goi ol
107 [Betadine Throat spray ~ [M8i gram thudc Dung dich 36 INSX [Hop 1 chaix VN-20326-17
chira Povidon iod  [xit hong thang 50ml
i R [045%Kklat; ) _ 2

64, Cong ty ding ky: Mylan Pharmaceuticals Pvt. Ltd. (B/c: One India Bulls Centre, Tower 2-B,

7th Floor, 841, Senapati Bapat Marg, Elphinstone Road (west), Mumbai- 400013 - India)

64.1 Nha sin xuét: Medreich Limited (BP/c: Survey No. 4/3 Avalahalli, Anjanapura Post, Off
Kanakapura Road, Bangalore - 560 062 - India)

n £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach S5 dine ky
STT Tén thuoc Him luwgog ché tho | chun déng géi 0 dang ky
108 |Xafen 120 Fexofenadin Vién nén bao| 24 |NSX |Hop Ivix VN-20327-17
i _|hydroclorid 120mg |phim  thdng) = |10vien =~ |

65. Cong ty ding ky: Naprod Life Sciences Pvt. Ltd. (B/c: 304, Town Centre, Andheri kurla

Road, Andheri (E), Mumbai, Maharastra, 400059 - India)

65.1 Nha san xuét: Naprod Life Sciences Pvt. Ltd. (D/c: G-17/1, MIDC, Tarapur, Industrial
Area, Boisar, Dist.Thane-401506 - India)

Mephts, 5 Hoat chét chinh - | Dang bao |Tudi| Tidu | Quycach | gg o
e RERARL Ham lugng ché tho |chuin dong goi e,
109 |Idrona 30 Pamidronat dinatri  |B&t dong 24 |BP201|{Hop 1 lo VN-20328-17
30mg kho pha tiém [thang|5
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66, Cong ty diang ky: Paradigm Pharmaceuticals Inc. (D/c: 2600 W.Big Beaver Road, Suite 550,

Troy, Michigan 48084 - USA)

66.1 Nha sin xuét: Apotex Inc. (D/c: 50 Steinway Boulevard, Etobicoke, Ontario, MOW 6Y3 -

Canada) ’

. £ Hoat chit chinh - | Dang bao |Tudi| Titu | Quy céch S8 s )
g - d
L A e Ham lwgng ché tho | chuin dong goi 0 dang ky
110 |Apolets Clopidogrel (duéi |Vién nén bao| 18 |USP Hop3vix 10 | VN-20329-17
dang Clopidogrel  |phim thang|38 vién

bisulfate) 75mg

67. Cong ty ding ky: Pfizer (Thailand) Ltd. (B/c: Floor 36, 37, United Center Building, 323
.Silom Road, Silom, Bangrak, Bangkok 10500 - Thailand)

67.1 Nha san xuit: Pfizer Manufacturing Belgium NV (D/c: Rijksweg 12, Puurs, 2870 -

Methylprednisolon
natri succinat)
500mg

dung moi pha
tiém 7,8 ml

Belgium)
" £ Hoat chit chinh - Dang bao Tudi| Tiéu Quy cach S6 ding kv
ST R Ham lwgng ché tho |chudn| déng géi *OHE Y.
111 |Solu - Medrol Methylprednisolon [Bét dong 24 INSX [Hopllo VN-20330-17

(dudi dang kho pha tiém|thdng Act-O-Vial 1ml
Methylprednisolon
natri succinat) 40mg

112 [Solu-Medrol ~ |Methylprednisolon |Botdong | 60 [NSX [Hop1lo | VN.20331-17
(duéi dang kho pha tiém |[thdng 500mgvallo

67.2 Nha sin xut: Pfizer Pharmaceuticals LLC (B/c: Km 1.9, Road 689 Vega Baja, Puerto Rico

00693 - USA)

R
Tuoi

- Hoat chét chinh - Dang bao Tiéu Quy cach i 3
AL Ten thuoe Ham lwgng ché tho [chuin dong goi Sodang
113 [Celebrex (déng gbi: Celecoxib 200mg; |Vién nang 36 [NSX [Hop3vix VN-20332-17
R-Pharm Germany cliing thang 10vién
GmbH; dia chi:

Heinrich-Mack-Str.35,

89257 Illertissen, Pirc)
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67.3 Nha san xuét: Wyeth Lederle S.r.l. (B/c: Via Franco Gorgone Z.I., 95100 Catania (CT) -

Italy)
R £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach £ o :
0 0 X iy d‘
gl n s Ham lwong che tho | chuin dong goi S0 diing ky
114 |Tygacil Tigecyclin 50mg B4t dong 24 INSX [Hop 101o VN-20333-17
kho pha tiém|thang

68. Cong ty ding ky: Pharmaceutical Works Polpharma S.A. (B/c: 19 Pelplinska St. 83-200
Starogard Gdanski - Poland)

68.1 Nha san xuit: Pharmaceutical Works Polpharma S.A (P/c: Duchnice, 28/30 Ozarowska
Str. 05-850 Ozarow Mazowiecki - Poland)

- £ Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach 4 i ;
S L Ham lugng ché tho |chuén dong goi Soding Ly
115 |Poltraxon Ceftriaxon (dudi Bot pha tiém| 24 [NSX |Hopllo VN-20334-17
dang ceftriaxon thang

68.2 Nha san xuét: Pharmaceutical Works Polpharma S.A. (B/c: 83-200 Starogard Gdanski, 19
Pelplinska Street - Poland)

£ Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach £t ,
A A . [ , '3 S d l
kL Ten oe Ham lwong ché tho |chuiin| dong géi aeans iy
116 |Entizol Metronidazol Viénnén dat| 24 [NSX |Hoplvix10 | VN-20335-17

69. Cong ty diang ky: Pharmaunity Co., Ltd (D/c: 69-5 Taepyeongno, 2-Ga, Jung-Gu, Seoul -

Korea)

69.1 Nha san xuat: BCWorld Pharm.Co.,Ltd. (P/c: 872-23, Yeojunam-ro, Ganam-eup, Yeoju-si,

Gyeonggi-do - Korea)

. Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sl ]
A N ° s I'e 4 S d' l /
Ll Tonthuos Ham lugng ché tho chuan| dong goi i
117 |Yutazim Inj. Ceftazidim (dudi Bot pha tiém| 24 [USP38|Hop 10 lo VN-20336-17
dang Ceftazidim thang
pentahydrat) 1g

69.2 Nha san xuit: Binex Co., Ltd. (P/c: 368-3, Dadae-ro, Saha-gu, Busan - Korea)
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. Hoat chit chinh - | Dang bao |[Tudi| Tidu | Quy cch X o :
A A . . 2> d
S A Ao Ham lwgng ché tho |chuian| déng géi vtk by
118 |Newcalotine Tab. L-Carnitin 330mg | Vién nén bao| 36 |USP38Hop 5Svix 10 | VN-20337-17
|phim thang vien

69.3 Nha sin xuit: Dai Han Pharm. Co., Ltd. (D/c: 77, Sandan-ro, Danwon-gu, Ansan-si,

Gyeonggi-do - Korea)

. £ Hoat chét chinh - | Dang bao |Tudi| Tisu | Quy cich 3l ,
ST L Ham lwgng ché tho | chuén déng goi 20 ding ky
119 |Fasran inj 350 TIod (du6i dang Dung dich 36 (USP |Hop 1 chai VN-20338-17
Iohexol tiém thang|38 50ml
37,75g/100ml)
17,5g
120 |Fasran inj 350 Iod (duéi dang Dung dich 36 |USP |Hop 1 chai VN-20339-17
Iohexol tiém thang|38 100ml

75,5g/100ml) 35g

70. Cong ty ding ky: Productiv Sarl (B/c: 165 Boulevard de Valmy 92700 Colombes - France)

70.1 Nha san xuit: Xellia Pharmaceuticals ApS (D/c: Dalslandsgade 11, Copenhagen S,

DK-2300 - Denmark)

" £ Hoat cht chinh - | Dang bao |Tudi| Tiéu Quy cich % 5o ’
RIL ey thude Ham lwgng ché tho |chuin doéng goi S0 deng by
121 |Colomycin Injection (CS [Natri colistimethat |Bdt pha 36 INSX |Hop 1019 VN-20340-17
déng goi: Penn 20000001.U dung dich  |thing
Pharmaceiticals Ltd, tiém / tiém
D/c: units 23-24, truyén tinh
- |Tafarnaubach Industrial mach hoidc

Estate, Tafarnaubach,
tredegar, Gwent, NP22
3AA, UK)

dung xong
hit

71. Cong ty diang ky: PT. Kalbe Farma Tbk (B/c: Kawasan Industri Delta Silicon Jl. M.H.

Thamrin Blok A3-1, Lippo Cikarang, Bekasi - Indonesia)

71.1 Nha san xuit: PT. Kalbe Farma Tbk (D/c: Kawasan Industri Delta Silicon JI. M.H.
Thamrin Blok A3-1, Lippo Cikarang, Bekasi - Indonesia)

: R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach & ds ;
STE Ten thuge Ham lwgng ché tho |chudn| déng géi A0 Gangl:
122 |Kalmeco Mecobalamin 500 | Vién nang 36 [NSX |Hop 10vix 10 [ VN-20341-17
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_ meg

~ [ctng  |théng]  [vien

72. Cong ty ding ky: PT. Novell Pharmaceutical Laboratories (D/c: J.. Wanaherang No. 35,
Tlajung Udik, Gunung Putri, Bogor 16962 - Indonesia)

72.1 Nha san xuit: PT. Novell Pharmaceutical Laboratories (D/c.: JI. Wanaherang No. 35,
Tlajung Udik, Gunung Putri, Bogor - Indonesia)

WO L Hoat chit chinh - | Dangbao |Tudi| Tigu | Quycich | g < 1o
. s s ds
At LSt Ham lugng ché tho [chuiin| déng goi 0 diing ky
123 |Zonaxson Eperison Vién nén bao| 48 |NSX |[Hop3vix10 VN-20343-17
|hydrochlorid 50mg |phim _ |thdng]  |vien

72.2 Nha san xuit: PT. Novell Pharmaceutical Laboratories (D/c: JI. Wanaherang No. 35,

Tlajung Udik, Gunung Putri, Bogor 16962 - Indonesia)

5 £ Hoat chét chinh - | Dang bao Tudi| Tiéu Quy céach S di ;
2 ¢ Z z ds k
ik (o Ham lwgng ché | tho |chuin| déng goi v CHIE By
124 |Novalud Tizanidin (dudi Vién nén 48 [NSX |[Hop3vix10 | VN-20342-17
dang Tizanidin thang vién
hydrochlorid) 2mg A B 7

73. Cong ty ding ky: Remington Pharmaceutical Industries (Pvt.) Ltd (D/c: 18 KM Multan
Road, Lahore - Pakistan)

73.1 Nha sén xuit: Remington Pharmaceutical Industries (Pvt.) Ltd (B/c: 18KM Multan Road,
Lahore 53800 - Pakistan)

o Hoat chit chinh - | Dangbao |Tudi| Tieu | Quyecich | ggae |-
] / x d 1
ST Lo thuoe Ham lwgng ché tho [chuin| déng gbi D EAREY
125 |Fortipred Methyl prednisolon |Hon dich 24 |USP [Hop 1 lo Sml VN-20344-17
i0meinl oo 1y | [BhOmAE lnRngRRe ) b Dl

74. Cong ty ding ky: Rotexmedica GmbH Arzneimittelwerk (D/c: Bunsenstrasse 4, D-2294
Trittau - Germany)

74.1 Nha sin xuat: Rotexmedica GmbH Arzneimittelwerk (D/c: Bunsenstrasse 4, D-22946

Trittau - Germany)

. 4 inh - % TU6I ié a gieek) A
STT Tén thube Hoat‘chat c?unh DangPao : Tle;x Ql’ly cqc’l.l S6 diing ky
Ham luwgng ché tho | chuan dong goi
126 [Rocalcic 50 Calcitonin salmon  |Dung dich 36 [Nha |Hop 5 6ng Iml | VN-20345-17

50L.U/ml

tiém va pha

thang|san
ti€m truyén

xuat
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75. Cong ty ding ky: SRS Pharmaceuticals Pvt. Ltd. (B/c: 602, 6th Floor, Marathon Max Bldg
No.2, L.B.S Marg, Mulund Goregaon Link Road, Mulun (W), Mumbai - 4000 080 - India)

75.1 Nha sin xuét: Maxim Pharmaceuticals Pvt. Ltd. (D/c: Plot No. 11 & 12

Markal, Pune 412 105 - India)

Kumar Ind. Estate,

. Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cich X e :
A : A 5 4 S d k
Bk on thuge Ham luwgng ché tho |chudn| déng g6i e i
127 |Zinecox 200 Cefditoren (dudi Vién nén bao| 24 |NSX [Hop2vix 10 VN-20346-17
dang Cefditoren phim thang vién
Pivoxil) 200mg

76. Cong ty ding ky: Sun Pharmaceutical Industries Ltd. (B/c: Acme Plaza, Andheri - Kurla
Road., Andheri (East) Mumbai 400 059 - India)

76.1 Nha san xuit: Sun Pharmaceutical Industries Ltd. (D/c: Village Ganguwala, Paonta Sahib,
District Sirmour, Himachal Pradesh 73025 - India)

Re
- £ Hoat chét chinh - Dang bao |Tudi| Tigu Quy cach S ds -
S Ten thuge Ham lwgng ché tho |chudn| déng goi 0 dang ky
128 |Sotretran 20mg Isotretinoin 10mg | Vién nang 24 INSX |Hop3vix10 VN-20347-17
BRSPS NTHRIER Fo WA WSS R T VN ns 11 RO TR S R T
129 |Sotretran 20mg Isotretinoin 20mg | Vién nang 24 INSX [Hop3vix 10 VN-20348-17
|cling thing |vién

77. Cong ty ding ky: Synmedic Laboratories (D/c: 106-107, HSIDC Industrial Estate, Sec-31,
Faridabad- 121 003, Haryana - India)

77.1 Nha sin xuit: Synmedic Laboratories (D/c: 202 Sai Plaza, 187-188 Sant Nagar, East of
Kailash, New Delhi-110065. - India)

" £ Hoat chit chinh - Dang bao Tudi| Tiéu Quy cich S6 ding kv
ST Tenthyac Ham lwgng ché the |chuin| déng géi o IR
130 |Cefetil - 100 Cefpodoxim (duéi | Vién nén bao| 36 [USP [Hdp 16n chia VN-20349-17
dang Cefpodoxim |phim thang|38 10 hop nho x 1

proxetil) 100mg

vix 10 vién

78. Cong ty ding ky: Tarchomin Zakalady Farmaceutyczne "Polfa" Spolka Akcyjna (B/c: 2,
A.Fleminga Str., 03-176 Warsaw - Poland)

78.1 Nha san xuét: Tarchomin Pharmaceutical Works "Polfa" S.A. (B/c: 2, A. Fleminga Str.
03-176 Warsaw - Poland)
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o G | Hoat chit chinh - | Dang bao |Tudi| Ticu | Quy cich | wr oo oo
0 : ) 2 S
L Tenfimbo Ham lugng ché tho |chuéin|  déng g6i 0 diing ky
131 |Tartriakson Ceftriaxon (dudi Bt phatiém| 24 |NSX [Hop1lo VN-20350-17
dang ceftriaxon thang
natri) Ig

79. Cong ty diing ky: Torrent Pharmaceuticals Ltd. (P/c: Torrent House Off. Ashram road,
Ahmedabad 380 009 - India)

79.1 Nha san xuét: Torrent Pharmaceuticals Ltd. (D/c: Village: Bhud & Makhnu Majra, Telsil:
Baddi-173205, Dist: Solan. (H.P. ) - India)

; Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cich |- gz o ,
A A 2 g p d
LT e g Ham lwgng ché tho (chuin| déng goi vilpe ey
132 |Torpace-5 Ramipril Smg Vién nang 24 |BP201|Hop 10 vix 10 | VN-20351-17

80. Cong ty ding ky: Yeva Therapeutics Pvt., Ltd. (B/c: 108, Shiv Chambers, plot.No.21,
C.B.D.Sector II, Belapur, New Bombay-400 703 - India)

80.1 Nha sian xuét: Acme Formulation Pvt. Ltd. (D/c Ropar Road, Nalagarh, Dist. Solan
H.P-174101 - India)

¢ Hoat chét chinh - | Dangbao |Tudi| Tigu | Quy cich U
8 5 : i 3 So dang k

LT Ten'the Ham lugng che tho |chuin|  d6ng goi e Al
133 |Nepicox Pantoprazol (duéi |Viénnén bao| 24 |NSX |Hop3vix10 | VN-20352-17

dang Pantoprazol  |tantrong  [thing vién

natri sesquihydrat) |ru6t

40mg ,
134 [Utrazo 20 Pantoprazol natri | Vién nén bao| 24 NSX Hop 3vix10 | VN- 20353-17

20mg tan trong thang vién

ot ||

81 Coné fy dang ky Zueillg Pharma Pte Lt

d (D/c:15 Changt North Way #01- 01 498770 - Szngapore

81.1 Nha sin xuét: Leo Laboratories Limited (D/c: Cashel Road, Dublin 12 - Ireland)

\.,

STT| Tén thudc Hoat chét chinh - Dang bao [Tudi | Tiéu | Quy cach S6 diing ky
Ham lwong ché tho |chuan| déng goi
135 |Daivobet |M?di g chira: Calcipotriol (duéi Thubc m& 24 INSX |Hop1 tuyp 15g,| VN-20354-17
dang Calcipotriol hydrat 52,2mcg) thing 30g :

50meg

,F-€UC TRUGNG
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