BOY TE CONG HOA XA HOI CHU NGHTA VIET NAM

CUC QUAN LY DUQC Poc lap - Tw do - Hanh phc
S6: GiIAA  /QP-QLD Ha Noi, ngay Qiithdng ~l-nam 2018
QUYET PINH

Vé viéc ban hanh danh muc 200 thu6c nwéc ngoai
duoc cap s6 dang ky lvu hanh tai Viét Nam - Bot 100

CUC TRUONG CUC QUAN LY DuQC

Can clr Luat Dwoc ngay 06/4/2016;

Can ct Nghi dinh s6 75/2017/NB-CP ngay 20/6/2017 cla Chinh phl quy
dinh chirc nang, nhiém vu, quyén han va co cau td chirc ctia BO Y té;

Can clr Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ciia BO trudng BO Y
té quy dinh chirc nang, nhiém vu, quyén han va co cau to chirc clia Cuc Quan ly
dwoc thudc B Y té;

Can cr Thong tv s6 44/2014/TT-BYT ngay 25/11/2014 cla Bo Y té quy
dinh viéc dang ky thubc;

Can ct¢ y kién cla HOi dong tu van cdp gidy dang ky lwu hanh thubc,
nguyén liéu lam thudc - BO Y té;

Xét dé nghi ctia Trudng Phong Bang ky thudc - Cuc Quan ly Duoc,

QUYET BINH:

Diéu 1. Ban hanh kem theo Quyét dinh nay danh muc 200 thu6c nuéc
ngoai duoc cdp s6 dang ky lwvu hanh tai Viét Nam - Dot 100.

Diéu 2. Nha san xuét va cong ty dang ky thudc co trach nhiém cung cép
thudc vao Viét Nam theo ding céc ho so tai liéu da dang ky voi Bo Y té. S6 dang
ky dwgc BO Y té Viét Nam cdp phai dwoc in Ién nhédn thubec. S6 dang ky co6 ky
hiéu VN-....-18 c0 gia tri 05 nam ké tlr ngay ky Quyét dinh.

Diéu 3. Nha sdn xudt va cong ty dang ky thudc phai chadp hanh day du
phap luat cia nuéc CHXHCN Viét Nam va cac quy dinh cta Bo Y té vé nhap
khau thudc va lvu hanh thudc tai Viét Nam; néu c6 bat ci thay ddi gi trong qua
trinh lvu hanh thudc & nuéc sé tai va & Viet Nam thi phai bao cao ngay cho Cuc
Quan ly Duoc - BO Y té Viét Nam.

Diéu 4. B6i voi cac thube ban hanh kém theo quyét dinh nay va thudc danh
muc thuéc ddc va nguyén liéu doc lam thudc theo quy dinh tai Thong tw
06/2017/TT-BYT ngay 03/5/2017 cla Bo Y té vé viéc ban hanh danh muc thubc



doc va nguyén liéu doc lam thudc; céng ty dang ky, co s& san xudt phai cap nhat
quy dinh vé thudc doc trén nhin va huéng dan st dung theo quy dinh tai Thong
tv 01/2018/TT-BYT ngay 18/01/2018 cua Bd Y té quy dinh ghi nhan thudc,
nguyén liéu lam thudc va to huéng dan st dung thudc va chi duogc san xudt, luu
hanh thu6c trén thi trudng sau khi Cuc Quan ly Dugc phé duyét ndi dung cap
nhat nay.

Diéu 5. Quyét dinh co hiéu luc ké tir ngay ky ban hanh.

Diéu 6. Giam doc s& Y té céac tinh, thanh phd trwc thudc trung wong,
giam doc nha san xudt va cong ty dang ky co6 thudc tai Biéu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.

CUC TRUONG
Noi nhan:
-Nhubiéu 6,
- B trwdng Nguyén Thi Kim Tién (dé brc);
- TT. Trwong Quéc Cwong (dé b/c);
- Cuc Quan Y - B0 Quéc phong, Cuc Y té - B6 Cong an
- Cuc Y té Giao thong van tai - Bd Giao thong van tai;
- T6ng cuc Hai quan - B Tai chinh; . .
- Bao hiém X4 hoi Viét Nam; Vi Tuan Cuong
- Vu Phap ché, Cuc Quan ly Y, Dugc co truyén, Cuc Quan ly
Kham, chita bénh - B0 Y t€, Thanh tra B0 Y te;
- Vién KN thudc TW,*Vién KN thudc TP. HCM;
- Tong Cong ty Duoc VN;
- Céc Cong ty XNK Dugc pham;
- Cé4c Bénh vién & Vién c6 givong bénh tryc thude Bo Y t€;
- Website ctia Cuc QLD, Tap chi Dugc & MP - Cuc QLD;
- Luu: VT, KDD, BKT(10)¢



BO6 YTE
CUC QUAN LY buOC

DANH MUC 200 THUOC NUGC NGOAI PUOC cAp SO BANG KY HIEU Luc 5NAM - BOT 100

CONG HOA XA HOI CHU NGHTA VIET NAM
Poc lap - Ty do - Hanh phac

Ban hanh kém theo quyét dinh S6:4"./QD-QLD, ngaytyr./.i.l.iLQdE

1. Cong ty dang ky: A. Menarini Singapore Pte. Ltd (B/c: 30 Pasir Panjang Road, # 08-32
Mapletree Business City, (117440) - Singapore)

1.1 Nha s&n xuét: Berlin Chemie (Menarini Group) (B/c: Glienicker Weg 125 12489 Berlin -

Germany)

STT  Tén thudc

1 Alvesin 10E

2

Alvesin 40

Dang bao Tudi Tiéu
ché tho chuén

Dung dich 36 NSX
tiém truyén thang

Hoat chét chinh -
Ham lugng

M6i 250ml chtra; Alanine
2,6250; Glycin 3,000g;
Arginin 2,875g; Acid aspartic
1,400g; Acid glutamic 1,800g;
Histidin 0,750g; Isoleucin
1,2509; Lysin HC12,140g
(twong dwong Lysin 1,7125Q);
Methionine 1,100g; Leucine
2,225g; Phenylalanine 1,175g;
Threonin 1,050g; Tryptophan
0,400g; Valine 1,550g; Proline
1,375g; Serine 0,575g;
Tyrosine 0,10Q0g; Natri acetat
trinydrate 0,7145g; Natri
hydroxid 0,090g; Magnesi
clorid hexahydrat 0,127g;
Dinatri phosphate
dodecahydrate 0,89525¢; Kali
acetat 0,61325g

M6i 1000ml chira: Alanine Dung dich
4,909; Glycine 7,00g; Arginine tiém truyén
4,55¢g; Acid aspartic 2,00g;

Acid glutamic 5,00g; Histidine

1,35¢; Isoleucine 2,10g;

Lysine HC1 2,509 (twong

dwong Lysine 2,09);

Methionine 1,75g; Leucine

2,75g; Phenylalanine 3,15¢;

Threonine 1,60g; Tryptophan

0,50g; Valine 2,25g; Natri

acetat trihydrate 3,40q; Kali

chloride 1,86g; Magnesi clorid

hexahydrate 0,51g; Natri

hydroxid 0,60g; Xylitol 50,00g

24 NSX
thang

Quy cach
dong goi
Chai 250ml

Chai 500ml

S6 dang ky

VN-21157-18

VN-21158-18



2. Cong ty dang ky: Abbott Laboratories (Singapore) Private Limited (B/c: 3 Fraser Street,
#23-28 Duo Tower, Singapore 189352 - Singapore)

2.1 Nha san xuét: Abbott Biologicals B.v. (B/c: Veerweg 12 8121AA Olst. - The Netherlands)

Hoat chat chinh - Dangbao Tubi Tiéu  Quy cach S6 ding ky

STT Ten thudc Ham lwong ché tho chudn  dong goi
3 Duphaston Dydrogesterone Viénnénbao 60 NSX HOp 1vi X20 VN-21159-18
I0mg phim thang vién

2.2 Nha san xudt: Abbvie s.r.l (B/c: S.R.148 Pontina km. 52 SNC - 04011 Campoverde diAprilia

-LT-Italy)
A B Hoat chat chinh- Dangbd Tubi Tiéu  Quy cich S5 dang ko
1 T s p . . dan
STT Ten thude Ham lucmg ché tho chudn  dong goi 9 ky
4 Klacid Forte Clarithromycin Viénnénbao 36 NSX HOp 1vi X14 VN-21160-18
500mg phim thang vién, hop 2 vi X
7 vién
5 Kilacid MR Clarithromycin Vién nén 36 NSX Hop 1vi X5 VN-21161-18
500mg phdng thich thans vién, hop 1vi X
kéo dai 7 vién

2.3 Nha san xuat: Fournier Laboratories Ireland Limited (B/c: Anngrove, Carrigtwohiii,
Co. Cork - Ireland)

Hoat chét chinh - Dang bao Fﬂjgf Tieu  Quy cach S dang ky

STT Ten thuoc Ham luwong ché tho chudan  dong gdi
6 LIPANTHYLNT Fenofibrat (duti Viénnén bao 36 NSX HOp3vi X10  VN-21162-18
145mg (CSBG va XX:  dang fenofibrate phim thang vién
Recipharm Fontaine; nanoparticules)

DC: Rue des Pres Potets 145mg
21121, Fontaine les
Dijon, France)

2.4 Nha san xuat: PT. Abbott Indonesia (B/c: JI. Raya dakarta Bogor Km.37, Cimanggis, Depok
16415 - Indonesia)

Hoat chdt chinh - Dangbao Tubi Tieu  Quy cach S6 déng ky

STT Tén thudc Ham luong ché tho chudn  déng goi



7 Brufen MG6i 5ml hdn dich ~ Hén dich 24 NSX HOop lio x

VN-21163-18
chtra: Ibuprofen uéng thang 60ml
100mg
2.5 Nha san xuat: Sophartex (B/c: 21, rue du Pressolr 28500 Vemouillet. - France)
. o Hoat chédt chinh - Dang bao Tudi Tiéu Quy céach x4 ¢
" ™ < ; . n
STT Ten thude Ham lugng ché tho chudn  dbng goi Sodang ky
8 Hidrasec 10mg Infants  Racecadotril Thudc bot 24 NSX Hop 16 goi VN-21164-18
10mg/goi uéng thang
9 Hidrasec 30mg Children Racecadotril Bo6t uéng 24 NSX Hop 30 goi VN-21165-18

30mg/gai thang
3. Cbng ty dang ky: Aculiie Healthcare Private Limited (B/c: 5th Floor, Commerce House 5,
Corporate Road, Prahladnagar, Ahmedabad 380 051, Gujarat - India)

3.1 Nha san xuat: Aculife Healthcare Private Limited (B/c: Village: Sachana, Taluka:
Viramgam, District: Ahmedabad 382 150, Guiarat - India)

. " Hoat chét chinh -  Dang bao Tubi Tieu Quy cach x ax .
C s S < ; . SO dan
STT Ten thuce Ham luong ché tho chudn  dong goi 9 ky
10 B-Cane Heavy Mbi Iml dung dich  Dung dich 18 BP Hop 5 6ng x VN-21166-18
chtra: Bupivacain  tiém thang 2017  4ml

hydrochlorid 5mg

4. Cong ty dang ky: Akums Drugs & Pharmaceuticals Ltd. (B/c: 304, Mohan Place, L.S.C.,
Biock C, Saraswati Vihar, New Delhi - 110034 - India)

4.1 Nha san xuat: Akums Drugs and Pharmaceuticals Ltd. (B/c: 19,20,21 Sector-6A, I.I.E.,
Sidcul, Ranipur, Haridwar - 249403, uttarakhand - India)

. « Hoat chdt chinh - Dang bao Tudi Tiéu Quy cach S5 g3 ¢
1 T o < - an
STT Ten thuc Ham luong ché tho chudn  dong goi 9Ky
11 Plencoxib-100 Celecoxib I00Omg  Vién nang 24 NSX Hop6vix 10 VN-21168-18
clng thang vién

4.2 Nha san xuat: Akums Drugs and Pharmaceuticals Ltd. (B/c: 19-21 Sector - 6A, L.1.E.,
Sidcui, Ranipur, Haridwar-249403 - India)

. B Hoat chat chinh - Dangbao Tubi Tieu  Quy cach S5 dana ko
T i . < - - 0 dan

S Ten thuge Ham luong ché tho chudn  dong goi 9ky
12 Lorfact-D Desloratadin 5mg ~ Viénnénbao 24 NSX Hop 10vi x 10 VN-21167-18

phim thang vién



13 Welquine - 250 Levoiloxacin 500mg Vién nén bao 24 NSX HoOp 1vi X10 VN-21170-18
phim thang vién

4.3 Nha san xuat: Akums Drugs and Pharmaceuticals Ltd. (B/c: 2,3,4,5, Sec-6B, IIE, SIDCUL,
ranipur, Haridwar-249403 - India)

Hoat chét chinh -  Dang bao P Tieu Quy céch S6 dang ky

STT Ten thudc Ham luong ché tho chudn  déng goi
14 Plenmoxi M6i Iml dung dich Dung dich 24 USP Hoép 1lo X5ml VN-21169-18
chtra: Moxiiloxacin nhd mét thang 37
(du6i dang
Moxiiloxacin

hydrochlorid) 5mg

5. Cong ty dang ky: Albios Lifesciences Private Limited (B/c: Sakar Country No. 1, NR Shanti
Asiatic Scholl, Shaila, Gujarat, Ahmedabad, 380058 - India)

5.1 Nha san xuéat: Globela Pharma Pvt. Ltd (B/c: 357, GIDC, Sachin, City: Surat-394 230. Dist:
Surat - India)

Hoat chét chinh -  Dang bao Fubt g Quy céch S6 d3ng ky

STT Tén thudc Ham luong ché tho chuan  déng goi

15 Deferglob 500 Deferasirox 500mg Vién nén 24 NSX Hop 4 vi X7 VN-21171-18
phén tan thang Vién

6. Cong ty dang ky: Aryabrat International Pte., Ltd. (B/c: No. 52, Street 167, Sub-District of
Tuol Tum Pung 2, District of Chamcarmon, City ofPhnom Penh - Cambodia)

6.1 Nha san xuat: Zim Laboratories Limited (B/c: PlotNos. B-21/22, MIDC Area, Kalmeshwar,
Nagpur 441 501 Maharashtra State - India)

Hoat chét chinh -  Dang bao Fubi’ Tieu Quy cach S6 dang ky

STT Ten thudc Ham luong ché tho chudn  dong goi
16 Aprodox 100 Cefpodoxim (dwdi  Vién nénbao 24 USP Hop 2 vi X10 VN-21172-18
dang Cefpodoxim  phim thang 38 vién
proxetil) 100mg
17 Aprodox 200 Cefpodoxim (dwdi  Viénnénbao 24 USP HOp 2vi X10  VN-21173-18
dang Cefpodoxim  phim thang 38 vién
proxetil) 200mg
18 Medicel 200 Celecoxib 200mg  Vién nang 36 NSX HOp3viX10  VN-21174-18
cing thang Vvién

7. Cong ty dang ky: Asian Enterprises Inc. (B/c: c/o D&s Warehousing 104 Alan Dr., Newark
DE 19711 - USA)



7.1 Nha san xuat: C.B Fleet Company Inc. (B/c: Lynchburg, VA 24502 - USA)

. « Hoat chat chinh -  Dangbao Tuli Tiéu  Quy cach £oax o
STT Tén thudc m S < y cact
Ham luong ché tho chudn  déng goi S0 dang ky
19 Fleet Enema Moi 118ml chta: Dung dich 36 NSX Hop 1chai VN-21175-18
Monobasic natri thut triec thang 133ml
phosphat 19g; trang

Dibasic natri
phosphat 7g

8. Cbng ty dang ky: Aurobindo Pharma Limited (B/c: Plot No. 2, Maitrivihar, Ameerpet,
Hyderabad - 500 038, Teiangana State - India)

8.1 Nha san xuat: Aurobindo Pharma Limited (B/c: unit I, Survey No 313 & 314, Bachupally
Village, Quthubullapur Mandal, Ranga Reddy District, Telangana State - India)

n " Hoat chéat chinh -  Dang bao Fubi Tiéu Quy cach . .
STT Ten thuge Ham luong ché tho chudn  dong goi S0 dang ky
20 Aurozapine 15 Mirtazapin 15mg Viénnén bao 36 NSX HoOp2vix 14 VN-21176-18
phim thang vién

9. Cong ty dang ky: B. Braun Medical Industries Sdn. Bhd. (B/c: Bayan Lepas Free Industrial
Zone, Plot 164, Phase 2, 11900 Bayan Lepas, Pulau Pinang - Malaysia)

9.1 Nha san xuét: B.Braun Melsungen AG (B/c: Mistelweg2, 12357 Berlin - Germany)

Dang bao Tudi Tiéu  Quy cach

. o Hoat chét chinh - x ax .
- N\ ~ ~ 7 & n
STT Ten thuoc Ham luong ché tho chudn  dong goi S0 dang ky
21 Midazolam B. Braun Midazolam (dwéi Dung dich 36 NSX Hop 10 6ng VN-21177-18
5mg/ml dang midazolam tiém, truyén thang Iml
HC1) 5mg/ml tinh mach

10. Céng ty dang ky: Baxter Healthcare (Asia) Pte. Ltd. (B/c: 150 Beach Road #30-01/08
Gateway West, Singapore 189720 - Singapore)

10.1 Nha san xuat: Baxter Healthcare (Asia) Pte. Itd, Singapore branch (B/c: 2 Woodlands
Industrial Park D Street 2, Singapore 737778 - Singapore)

R . Hoat chat chinh - Dangbao Tui Tiéu  Quy cach S8 d3ng kY
STT Ten thudc Ham lvong ché tho chudn  déng goi 9 ky
22 Dianeal low cacium Mai 100ml dung Dung dich 24 NSX Tui2lit, 5 lit VN-21178-18
(2.5mEq/l) peritoneal  dich chtra: Calci tham phan  thang
dialysis solution with ~ Chloride 18,3mg;  phlc mac

1.5% dextrose

Dextrose hydrous



1,5g; Magie
Chloride 5,08mg;
Natri Chloride
538mg; Natri lactate
448mg

23 Dianeal low cacium Mai 100ml dung Dung dich 24 NSX Tui 2 lit, 5 lit VN-21179-18
(2.5mEq/l) peritoneal  dich chia: Calci tham phan  thang
dialysis solution with Chloride 18,3mg; phuc mac
4.25% dextrose Dextrose hydrous
4,25g; Megie
Chloride 5,08mg;
Natro Chloride
538mg; Natri lactate
448mg

24 Dianeal Low Calcium ~ Moi 100ml dung Dung dich 24 NSX Tuai 2 lit, 5 lit VN-21180-18
(2,5mEq/l) Peritoneal  dich chta: Calci tham phan  théang
Dialysis Solution with ~ Chloride 18,3mg; phuc mac
2,5% Dextrose Dextrose hydrous
2,50; Magie
Chloride 5,08mg;
Natri Chloride
538mg; Natri lactat
448mg

11. Cong ty dang ky: Bayer (South East Asia) Pte, Ltd. (B/c: 63 Chulia # 14-00, Singapore
(049514) - Singapore)

11.1 Nha san xuét: Bayer Weimar GmbH & Co. KG (b/c: Dobereinerstrasse 20, 99427 Weimar

- Germany)
o o Hoat chét chinh - Dang bao Tubi Tiéu Quy cach P g
C s S . ; ” SO dan
STT Ten thudc Ham lugng ché tho chudn  dong goi g ky

25 Yaz (Bong gbi va xudt  MOoi vién chira: Viénnén bao 36 NSX Hop 1vi24 VN-21181-18

xudng: Bayer Pharma  Drospirenone phim thang vién mau hong

AG- B/c: Mullerstrasse  3,0mg; chra hormon va

178, 13353 Berlin, Ethinylestradiol 04 vién mau

Germany) 0,02mg trang khong

chlra hormon

12. Cong ty dang ky: Bayer (South East Asia) Pte., Ltd. (B/c: 63 Chulia Street, # 14-00
Singapore (049514) - Singapore)

12.1 Nha san xuét: PT. Merck Sharp Dohme Pharma Tbk (B/c: JI Raya Pandaan Km48,
Pandaan, Pasuruan, Jawa Timur - Indonesia)



STT Tén thudc Hoat chat chinh - Dang bao TuOl Tiéu Quy cach

A x p . . S6 dang ky

Ham luwgng ché tho chudn  dong goi 9 ky

26 Clarityne MO0i 1 ml chira: Sird 24 NSX Hop 1lo60ml  VN-21182-18
loratadin Img thang

13. Céng ty dang ky: Bharat Parenterals Ltd. (B/c: 144 & 146, Jarod-Samlaya Road, Tai Sawvii,
Haripura, Dist. Vadodara- 391520, Guiarat - India)

13.1 Nha s&n xuat: Bharat Parenterals Ltd. (B/c: 144 & 146, Jarod-Samiaya Road, Tal Savii,
Haripura, Dist. Vadodara- 391520, Guiarat - India)

A . Hoat chat chinh - Dangbao Tudi Tiéu  Quy cach S5 d5na K
1 T o < < an
STT Ten thudc Ham luong ché tho chudn  dong goi 9 ky
27 Taxeion Ceiotaxim (dwoi Bot phatiém 24 USP38 Hop 1lobdt+  VN-21183-18
dang ceiotaxim thang 16ng nwéc cat
natri) Ig pha tiém 5ml

14. Cong ty dang ky: Boehringer Ingelheim International GmbH (B/c: Binger Strasse 173,
55216 Ingelheim am Rhein - Germany)

14.1 Nha san xuat: Delpharm Reims (B/c: 10 rue Colonel Charbonneaux, 51100 Reims - France)

. x Hoat chat chinh - Dang bao Tubi Tieu  Quy céch 2 ax )
s e < . " S0 dan
STT Ten thude Ham lwong ché tho chudn  dong goi 9 ky
28 Lysopadol Ambroxol Vién ngam 36 NSX Hop2vix6 VN-21184-18
hydrochloride 20mg thang vién

15. Cong ty dang ky: Cheplapharm Azneimittel GmbH (B/c: Bahnhofstr. la, 17498
Mesekenhagen - Germany)

15.1 Nha san xuat: Catalent Germany Eberbach GmbH (B/c: Gammelsbacher Str.2, 69412
Eberbach - Germany)

e Hoat chat chinh -  Dangbao Tubi Tieu  Quy cach K ax 1o
i e < ; " S6 dan
STT Ten thuc Ham lugng ché tho chudn  dong goi 9 ky
29 Vesanoid (Co s¢ dong  Tretinoin 10mg Vién nang 36 NSX Chai 100 vién VN-21185-18
gbi so cap: Cenexi- Dlc: mém thang

52 Rue Marcel et
Jacques Gaucher, 94120
Fontenay-sous-bois,
France; Bdng goi thi



cap & xuat xwdng:
Cheplapharm
Azneimitten GmbH-
b/c: Gammelbacher Str.

21

16. Céng ty dang ky: Cipla Ltd. (b/c: Cipla House, Peninsula Business Park, Ganpatrao, Kadam
Marg. Lower Parel, Mumbai- 400013 - India)

16.1 Nha san xuat: Cipla Ltd (B/c: PiotNo 9 & 10, Pharma zone, Phase Il, Indore SEZ,
Pithampur (MP)-454775 - India)

bl
Hoat chdt chinh - Dangbao Tubl Tieu  Quy cach S6 dang ky

STT Ten thudc Ham luwong ché tho chudn  dong goi
30 9PM Latanoprost Dung dich 24 NSX HoOp 1lo2,5m VN-21186-18
0,005% nhd mét thang

16.2 Nha san xuat: M/s Cipla Ltd (B/c: Malpur, Solan, (H.p.) 173205 - India)

Hoat chdt chinh - Dang b Tubi Tieu  Quy cach S6 dang ky

STT Ten thube Ham luong ché tho chudn  dbng goi
31 Pregabalin capsule Pregabalin 150mg  Vién nang 24 NSX HOp 1vix 10 VN-21187-18
150mg clring thang vién

17. Cong ty dang ky: Cong ty cd phan Duoc Pai Nam (B/c: 270A Ly Thuwong Kiét, Phuong 14,
Quan 10, Thanhph6 H6 Chi Minh - Viét Nam)

17.1 Nha san xuat: Venus Remedies Limited (B/c: Hill Top industriai Estate, Jharmajari EPIP,
Phase-I (ext), Bhatoli Kalan, Baddi, Dist. Solan (HP) - India)

Hoat chdt chinh - Dangbao Tudi Tiéu  Quy cach S6 ding ky

STT Ten thudc Ham lwong ché tho chuan  déng goi
32 Pisa Piperacillin 4g; Bot phatiém 24 USP Ho6p 1llo VN-21188-18
Tazobactam 0,5¢ thang 39

18. Cong ty dang ky: Cong ty cd phan Dugc pham Khanh Hoa (B/c: 74 dwong Théng Nhat, p.
Van Thang, TP. Nha Trang, tinh Khanh Hoa - Viét Nam)

18.1 Nha san xuat: Hovid Berhad (B/c: Lot 56442, 7 1/2 Miles, Jalan Ipoh/Chemor, 31200
Chemor, Perak - Maiaysia)

. . Hoat chat chinh- Dangbi Tudi Tiéu  Quy cach X oax L
STT Ten thuoc Ham luong ché tho chudn  dong goi S0 dang ky

33 Montelair 10 Monetlukast (dwdi  viénnénbao 36 NSX Hop 3vix 10 VN-21189-18



dang Montelukast  phim thang vién
natri) 10mg

19. Cong ty dang ky: Cong ty cd phan Dugc pham Minh Ky (Bic: S(')(1-3, L6 C, Cwxa Lac Long
Quan, P.5, Q.II, TP. H6 Chi Minh - Viét Nam)

19.1 Nha san xuat: Nobelfarma llac Sanayii Ve Ticaret A.s (B/c: Sancaklar 81100 Duzce -

Turkey)
. ~ Hoat chat chinh - Dang bao Tubi R Quy cach S8 d3na kY
i T < . . an
STT Ten thudc Ham luong ché tho chudn  dong goi 9 ky
34 Ultrox 10mg Rosuvastatin (du¢i  Vién nénbao 36 NSX HOp2vi X14  VN-21190-18
dang Rosuvastatin ~ phim thang Vién
calci) 10mg
35 vultrox 5mg Rosuvastatin (du¢i  Viénnénbao 36 NSX Hoép2vi X14  VN-21191-18
dang Rosuvastatin ~ phim thang vién
calci) 5mg

20. Cong ty dang ky: Cong ty c6 Phan Dugc Phdm Quéc Té Bic An (B/c: s6 nha 12, ngd
72/1/101 dwdng Nguyen Tréi, Phwong Thueong Binh, Quan Thanh  Xuan, Thanh phd Ha Noi -
Viét Nam)

20.1 Nha s&n xuat: Furen Pharmaceutical Group Co., Ltd. (B/c: Xuan Wu Economic
Developing Area, LuYi County, Henan Province - China)

. « Hoat chdt chinh - Dang bao Tubi Tidu  Quy cach £on )
STT Ten thuoc Ham lugng ché tho chuan  dong goi S0 dang ky
36 Chomisin Alpha chymotrypsin B6t dong 36 CP201 HOp 51lo b6t+  VN-21192-18
50001V khd pha tiém thang 5 16ng dung mdi
5ml

21. Cong ty ding ky: Cong ty c6 phan Dugc phdm va Thiét bi y té Au Viét (B/c: Phong 504,
CT4B, KD T B&c Linh Bam, p. Pai Kim, Hoang Mai, Ha N6i - Viét Nam)

21.1 Nha san xuat: Atlantic Pharma- Producoes Farmaceuticas S.A (B/c: Rua da Tapada
Grande, 2 2710-089 Sintra - Portugal)

. Hoat chdt chinh - Dangbao Tudi Tieu  Quy cach Xoax L
1T L N - . -
S Ten thuoc Ham luwgng ché tho chudn  dong goi S0 dang ky
37 Oxamed Oxcarbazepine Vién nén 30 NSX Hop6vi X10  VN-21193-18
300mg thang vién

21.2 Nha san xuat: KRKA, D.D.,. Novo Mesto (B/c: Smarjeska Cesta 6, 8 501 Novo Mesto. -
Slovenia)



A ~ Hoat chat chinh - Dang bao Tubi Tieu
STT Ten thudc Ham lwong ché tho chuan
38 Bilobil Intenes 120mg  Cao khé 14 Ginkgo  Vién nang 36 NSX
capsules, hard biloba. 120mg cling thang
39 Rewvisca 150mg Pregabalin 150mg  Vién nang 24 NSX
cing thang

22. Cong ty dang ky: Coéng ty c¢6 phan duoc pham Vipharco (B/c:
Thuy, phwong Ngoc Thuy, Quan Long Bién, Ha Noi - Viét Nam)

Quy cach S5 da v
. - an
dong gai 9 ky
Hop6Vvix 10  VN-21194-18
vién
Hop 4 vi X 14 VN-21195-18
Vién

s6 67, ngd 68, dwong Ngoc

22.1 Nha san xuat: Panpharma (B/c: Z.I. du Clairay - Luitré, 35 133 - France)

Hoat chét chinh -  Dang bao Tubl Tieu

STT Ten thude Ham luong ché tho chuén
40 Ceiotaxime Panpharma Ceiotaxim (du&i Bot pha tiém 24 NSX
dang Ceiodtaxim thang

sodium) Ig

Quy cach S5 a3 ¢
; - an
dong goi 9 ky
Hop 10,2550 VN-21196-18
lo

22.2 Nha san xuat: Popular Pharmaceuticals Ltd. (B/c: 164,Tongi Industrial Area, Tongi,

Gazipur-1711 - Bangladesh)

Hoat chat chinh - Dangbao Tubi Tiéu

STT Tén thubc

Ham lwong ché tho chuan
41 Moxibac 400 IV MO0i 100ml chira:  Dung dich 24 NSX
Infusion Moxifloxacin (dudi truyén thang

dang Moxiiloxacin
hydroclorid) 0,169

Quy céach S5 dang kv
dong géi 9 ky
Hop 1 chai VN-21197-18
250ml kém 1

bd dung cu tiém

truyén

22.3 Nha san xuat: PT Bernoiarm (B/c: Jalan Gatot Subroto No 68, Banjarkemantren KM 18,

Buduran, Sidoario 61252 - Indonesia)

Hoat chat chinh - Dang bao Tubi Tiéu

STT Tén thudc

Ham luong ché tho chuén
42 Lanabal Mecobalamin Dung dich 24 NSX
500mcg/ml tiém thang

Quy céach S5 d3na kv

dong goi 9 ky
Hop 10 6ng VN-21198-18
Iml

23. Cong ty dang ky: Cong ty cd phan Fresenius Kabi Bidiphar (B/c: Khu vic 8, Phudng Nhom

Pha, TP. Qui Nhom, tinh Binh Binh - Viét Nam)

23.1 Nha san xuat: Labesfal- Laboratérios Almiro, S.A. (B/c: Lagedo, 3465-157 Santiago de

Besteiros - Portugal)



STT Ton thudc Hoat chét chinh - Dangbao Tubi Tieu  Quy cach

X « < St 0 dang ky
Ham luong ché tho chudn  déng goi S0 dang ky
43 Granisetron Kabi Granisetron (dwéi  Dung dich 36 NSX HOp56ng Iml  VN-21199-18
Img/Iml dang Granisetron dam dac pha thang
HCI) Img/Im] tiém/tiém
truyén

23.2 Nha san xuat: Labesial- Laboratorios Almiro, S.A. (B/c: Zona Industrial do Lagedo,
3465-157 Santiago de Besteiros - Portugal)

Hoat chat chinh - Dangbao Tudi Tiéu  Quy cach

STT Ten thuoc Ham luvong ché tho chudn  dong goi S0 dang ky
44 piperacillin/Tazobactam Piperacilin (dudi Bot pha 36 NSX Hop 1lg, hop VN-21200-18
Kabi 2g/0,25g (SX san  dang Piperacilin dung dich  thang 10 Io
pham trung gian: natri) 2g; tiém truyén
Fresenius Kabi Tazobactam (duéi
Anti-infective Srl; Bia  dang Tazobactam
chi: Loc. Masserie natri) 0,25¢
Armieri, 86077 Pozzilli
(1S), Itaiy)

24. Cong ty dang ky: Cong ty c6 phan Fulink Viét Nam (B/c: s6 96, ngd 192phd Lé Trong Tan,
Phuong Khwong Mai, Quan Thanh Xuan, Tp. Ha N6i - Viét Nam)

24.1 Nha san xuat: WUAB Aconitum (B/c: Inovacuu g. 4/Kokybes g. 2, Biruliskiiij k., Kauno r. say

- Litva)
. " Hoat chat chinh - Dang bao Tubi  Tiéu Quy céach X .
STT Ten thucc Ham lugng ché tho chudn  dong goi S0 dang ky
45 Letroffam Vinpocetin 10mg Vién nén 24 NSX Hop 1vi,3vix VN-21201-18
thang 30 vién

25. Cong ty dang ky: Cong ty c6 phan San xuét va Thwong mai Song Son (B/c: s8 20 Nguyén
Ngoc Nai, p. Khuvong Mai, Q. Thanh Xuén, Ha Noi - Viét Nam)

25.1 Nha san xuat: Savior Lifetec Corporation Tainan Branch Injection Plant (B/c: 4F, No. 12
& 16, Chuangye Rd., Xinshi Dist., Tainan 74144 - Taiwan, R.0.C)

Hoat chat chinh -  Dang bao Tubi  Tiéu Quy céach

8 0 \ X . ” ” S6 dang ky

STT Ten thudc Ham luong ché tho chudn  ddng gdi gky

46 Tiecarbin Povvder for Imipenem (dudi Bétphatiém 24 USP Ho6p 10 lo VN-21202-18
I.v. Injection dang Imipenem thang 40

monohydrat)



500mg; Cilastatin
(duw6i dang
Cilastatin natri)
500mg

26. Cong ty dang ky: Cong ty CP dwgc pham Pha No (B/c: 31 H6 Biéu Chanh, P.12, Q. Phi
Nhuan, TP. HO Chi Minh - ViétNam) '

26.1 Nha san xuéat: Deva Holding A.s. (B/c: Cerkezkoy Organize Sanayi Bolgesi, Karaagac Mah.,
Fatih Bulvari, No: 26 Kapakli/Tekirdag - Turkey)

. x Hoat chét chinh - Dangbao Tuoi Tiéu  Quy cach X g
s Y < . L n
STT Teén thute Ham lwong ché tho chudn  déng géi S0 dang ky
47 Legydev 5mg Desloratadin 5mg ~ Viénnénbao 24 NSX HOp2vix 10  VN-21203-18
phim thang vién

26.2 Nha san xuat: Laboractorios Normon S.A. (B/c: Ronda de valdecarrizo, 6-28760 Tres
cantos (Madrid) - Spain)

R . Hoat chat chinh - Dangba Tudi Tiéu  Quy cach X ax Lo
STT Ten thucc Ham lwong ché tho chuan  ddng goi S0 dang ky
48 Folinato 50mg Acid iolinic (dwéi Bt dong 24 NSX Hop lloval VN-21204-18
dang Calci iolinat ~ khé va dung théang ong dung mdi
pentahydrat) 50mg  moi pha tiém (nwéc pha tiém)
truyén 5ml

27. Cong ty dang ky: Cong ty CPDP Ta Da (Bb/c: 44A Binh Cong Trang, p. Tan binh, Q.1, TP.
HO6 Chi Minh - Viét Nam)

27.1 Nha san xuat: Anfarm Hellas S.A. (B/c: Sximatari Viotias, 32009 - Greece)

. . Hoat chdt chinh - Dangbdao Tubi Tieu  Quy cach X a1
s ™ < X - S6 dan
STT Ten thucc Ham lugng ché tho  chuén dong goi 9Ky
49 Pramital Citalopram (dudi Viénnénbao 24 NSX HOp2vix 14 VN-21205-18
dang Citalopram phim thang vién

hydrobromid) 20mg

28. Cong ty dang ky: Cbng ty Merck Sharp & Dohme (Asia) LTD (B/c: Flat/RM 1401A&B 14F
& 27F., Caroline Center, Lee Gardens Two, 28 Yun PingRoad, Causeway Bay - HongKong)

28.1 Nha san xuat: Frosst Iberica S.A. (B/c: Via Complutense, 140, 28805 Alcala de Henares,
Madrid - Spain)



STT

50

STT

51

52

STT

53

Hoat chét chinh - Dangbi Tudi Tiéu  Quy cich

g 0 X X . T S6 dang ky
Teén thuoc Ham lugng ché tho chuén dong gabi gky
Exinef 90mg (Co s& Etoricoxib 90mg Viennénbao 36 NSX Hop 1,2 hodc4 VN-21206-18
dong goi: Merck Sharp phim thang vi X7 vién

& Dohme B.V., d/c:
Waarderweg 39,
NL-2031 BN Haarlem,
Netherlands)

28.2 Nha san xudt: MSD International GmbH (Puerto Rico Branch) LLC (B/c: Pridco
Industrial Park, State Road 183, Las Piedras, Puerto Rico 00771 - Puerto Rico)

Hoat chét chinh - Dang bao Tubi Tiéu Quy céach

. . i I L Y RO S6 dang ky
Tén thuoe Ham Iuong ché tho chuén  dong goi I

Atozet IOmg/lOmg Ezetimibe (dwi Vién nénbao 24 NSX HOp 3vi X10 VN-21207-18

(CSSX ban thanh pham dang micronized)  phim théng vién

(cdm ezetimibe va c6m 10mg- Atorvastatin

atorvastatin): MSD (dU’('Yi ’dang

International GmbH Atorvastatin calci
(Singapore Branch); BC: 70

Tuas West Drive, Singapore t”hydrat CrySta“me)
638414, Singapore, CS dong 10mMQ;

g6i va xuat xwéng: Merck

Sharp & Dohme B.V.; BC:

W aarderweg 39, 2031 BN

Haarlem, The Netherlands

(Ha Lan)

Atozet 10mg/20mg Ezetimibe (duti Vién nén bao 24 NSX Hop 3vi X10 VN-21208-18
(CSSX ban thanh phdm dang micronized) phim thang vién

(cdm ezetimibe va com 10mg; Atorvastatin

atorvastatin): MSD (dU’é’i dang
International GmbH )

(Singapore Branch); BC: 70 A_torvastatln Ca|C.I
Tuas West Drive, Singapore t“hydrat crystalllne)
638414, Singapore, CS dong 20mgQ;

gobi va xuat xudng: Merck

Sharp & Dohme B.V.; BC:

W aarderweg 39, 2031 BN

Haarlem, The Netherlands

(Ha Lan)

28.3 Nha san xuéat: N.v. Organon (B/c: Kloosterstraat 6, 5349 AB Oss. - The Netherlands)

Hoat chat chinh - Dangbao Tusf ¥  Quy cach

Tén thudc Ham lwong ché tho chudn  ddng goi

S6 dang ky

Orgametril Lynestrenol 5mg Vién nén 60 NSX Hop 1vi X30 VN-21209-18
thang vién



28.4 Nha san xuat: Patheon Manufaturing Services LLC (B/c: 5900 Martin Luther King, Jr.
Highway Greenville, North Carolina 27834 - USA)

. B Hoat chét chinh - Dang bao Tubi Tiéu  Quy cach X oax 1
s T s < . " S0 dan
STT Ten thuoe Ham luong ché tho chuén dong goi 9 ky
54 Bridion (CS Bong g6i:  Sugammadex (duéi Dung dich 36 NSX Hop 10lo5ml  VN-21210-18
N.V.Organon; B/C: dang sugamadex tiém tinh thang
Kloosterstraat 6, 5349  natri) 100mg/ml mach
AB Oss, The

Netherlands
55 Bridion (CS Bong goi:  Sugammadex (du¢i  Dung dich 36 NSX Hop 10lp2ml  VN-21211-18

N.V.Organon; B/C: dang sugamadex tiém tinh thang
Kloosterstraat 6, 5349  natri) 100mg/ml mach
AB Oss, The

Netherlands

29. Cong ty dang ky: Céng ty TNHH Binh Viét Btrc ib/c: 62/36 Truong Cong Binh, p. 14, Q.
Tan Binh, TP. H6 Chi Minh - Viét Nam)

29.1 Nha san xudt: Hameln Pharmaceuticals GmbH (B/c: Langes Feld 13 Hameln 31789 -

Germany)
N Hoat chatchinh- Dangbao Tuli Tieu  Quy cach Xoax 1o
: Y ' ~ ~ 7 & n
STT Ten thudc Ham luvong ché tho chudn  dong goi S0 dang ky
56 Rocurobivid's Rocuronium Dung dich 36 NSX Hép 10 lo x VN-21212-18
bromide IOmg/Iml  tiém thang [oml

57 Rocuronium-hameln Rocuronium Dung dich 36 NSX Hop 10 lo x VN-21213-18

[Omg/ml bromide IOmg/ml  tiém thang 5ml

29.2 Nha san xuat: Pharbil Waltrop GmbH (B/c: Im Wirrigen 25, 45731 Waltrop - Germany)

Hoat chdt chinh- Dangbao Tudi Tiéu  Quy cach S6 déng ky

STT Ten thuoc Ham luwong ché tho chudn  dong goi
58 Ketospray Ketoprofen Dung dich 48 NSX Hop 1chai VN-21214-18
2500mg/25ml xit ngoai da thang 25ml

30. Cong ty ding ky: Cong ty TNHH Pai Bac (B/c: s6 11, dwding Cong nghiép 4, khu cong
nghiép Sai Bong B, p. Thach Ban, Q. Long Bién, Ha Noi - Viét Nam)

30.1 Nha san xuét: Bluepharma- Industria Farmacéutical, S.A. (B/c: Sdo Martinho do Bispo,
3045-016 Coimbra, - Portugal)



Hoat chét chinh - Dang bao Tubi Tieu Quy cach S5 dang ky

STT Tén thuoc Ham lwong ché tho chudn  dong goi
59 Haepril Lisinopril (dui Vién nén 24 NSX Hoép4dvix 14 VN-21215-18
dang Lisinopril thang vién

dihydrat) 5mg

31. Cong ty dang ky: Cong ty TNHH DKSH Viét Nam (B/c: sa 23 Pai 16 Boc Lap, KCN Viét
Nam-Singapore, thixa Thuan An, tinh Binh Duvong - Viét Nam)

31.1 Nha san xuat: Upsa SAS (b/c: 304, avenue du Docteur Jean Bru, 47000 Agen - France)

Hoat chat chinh - Dangbao Tubi Tidu  Quy cach X oax Lo
Ham luwong ché tho chudn  ddng goi S0 dang ky

60 Efreralgan (Co sé xuat Paracetamol 300mg Vién dan 36 NSX Hop2vix5 VN-21217-18
xudng: Upsa SAS, d/c: thang vién
979, Avenue des
Pyrénées, 47520 Le
Passage, France)

STT Tén thubc

31.2 Nha san xuat: UPSA SAS (B/c: 979, Avenue des Pyrénées, 47520 Le Passage - France)

Hoat chdt chinh - Dangbao Tudi Tieu  Quy cach S6 ding ky

STT Ten thudc Ham luong ché tho chudn  dong goi
61 Efferalgan Paracetamol 500mg Viénnénsti 36 NSX Hop4vix4 VN-21216-18
bot thang vién

32. Cong ty dang ky: Cong ty TNHH DP Bach Viét (B/c: s6 146 ngd 230 Binh Cbng Thuong, p.
Binh Cbng, Q. Hoang Mai, Ha Ndi - Viét Nam)

32.1 Nha san xuat: Sia Pharmidea (B/c: Rupnicu iela 4, Olaine, LV-2114 - Latvia)

Hoat chat chinh -  Dang bao Tubi Tieu Quy cach S6 dang ky

STT Ten thudc Ham lwong ché tho chudn  dong goi
62 Atosiban Pharmidea Atosiban Dung dich 36 NSX Hop 1lo5ml VN-21218-18
37,5mg/5ml 37,5mg/5ml dam dac pha thang
tiém truyén
tinh mach

33. Cong ty dang ky: Cong ty TNHH Duoc pham A My (B/c: 80-82 Nguyén Gian Thanh, P.15,
Q. 10, TP. H6 ChiMinh - ViétNam)

33.1 Nha s&n xuét: M/S Fynk Pharmaceuticals (B/c: 19 K.M.G.TRoadKalashah Kaku, Lahore -
Pakistan)



Hoat chdt chinh- Dangbao TuSi Tieu  Quycich g ding ky

STT Ten thude Ham luong ché tho chudn  dong goi
63 Fynkenac Diclofenac natri Dung dich 24 NSX HOp 10vix 10 VN-21219-18
75mg/3ml tiém thang viéen

34. Cong ty dang ky: Cong ty TNHH Duoc phdm DO HA (B/c: s6 30, Tap thé Tran Phd, ngd
105, duorng Nguyén Phong Sac, té 16, p. Dich VongHau, Q. cau Gidy, Ha Noi - Viét Nam)

34.1 Nha san xuat: PT Phapros (B/c: Ji. Simongan 131, Semarang - Indonesia)

x 4t chinh - 30 Tudi Tié : .o
STT Tén thudc Hoat chat chinh Dang bao Tiéu Quy cach S5 dang ky

Ham lugng ché tho chudn  déng goi
64 Mebxit Methylprednisolon  Vién nén 48 NSX Hop 10vix 10 VN-21220-18
4mg thang vién

34.2 Nha san xuat: S.C. Slavia Pharm S.R.L. (B/c: Bd. Theodor Pallady nr. 44C, District 3,
Bucharest - Romania)

Hoat chdtchinh - Dangbao Tubl Tieu  Quycich g ding ky

STT Ten thudc Ham lwong ché tho chudn  dong goi
65 Upetal Fluconazol 150mg  Vién nang 48 NSX Hop 1lvix 1 VN-21221-18

thang vién
35. Cong ty Qéng ky: Congty TNHH duwoc pham Bong Do (B/c: Tang 1 va tang 4, toa nha
Home City, s6 177, t6 51, Phd Trung Kinh, p. Yén Hoa, Q. cau Gidy, Ha Noi - Viét Nam)

35.1 Nha san xuat: Catalent Australia Pty. Ltd. (B/c: 217-221 Governor Road Braeside VIC
3195 - Australia)

R x Hoat chat chinh - Dangbao Tudi Tiéu  Quy cach S5 dBNa Ky
T ' . < LY O an
S Ten thudc Ham lwong ché tho chudn  dong gdi 9 ky
66 PM Procare Mbi vién chia: Vién nang 36 NSX Lo 30 vién VN-21222-18

DAau cé ty nhién mém thang
(Tuna) twuong duong
Acid eicosapentaenoic
(EPA) 30mg, Acid
docosahexaenoic
(DHA) 130mg,
Omega-3 marine
triglycerids 160mg;
Thiamin nitrat 5mg;
Ribotlavin 5mg;
Nicotinamid 5mg;
Pyridoxine HCI 5mg;
Calcium pantothenate
5mg (twvong duong
Acid pantothenic
4,5mg); Acid folic
400mcg



15,7mg twong

duong sat nguyén té

5mg; Kém sulfat
monohydrat 22,2mg
t

36. Cong ty dang ky: Cong ty TNHH Duoc pham Nam Han (B/c: Phong 201, Lau 2, Toa nha

City View, s6 12 Mac Binh Chi, Phuwong B

36.1 Nha san xuat: Jeil Pharmaceuticai
Baegam-myeon, Cheoin-gu, Yongin-si, Gy

Hoat chat chinh -

a Kao, Quan i, Tp. H6 Chi Minh - Viét Nam)

Co., Ltd. (B/c: 7 Cheongganggachang-ro,
eonggi-do - Korea)

Dang bao Tudi Tieu  Quy cach

< o o S6 dang ky

ché tho chun  dong goi 9 ky

Bot pha tiém 36 USP38 Hop 1lo VN-21223-18
thang

36.2 Nha san xuat: KMS Pharm. Co., Ltd. (B/c: 236, Sinwon-ro, Yeongtong-gu, Suwon-si,

STT Tén thudc Ham Iuong
67 Inpinem Inj. MOi lo chira:
Meropenem (dugi
dang Meropenem
hydat) 500mg
Gyeonggi-do - Korea)
STT Tén thudc Hoat chat chinh -

Ham lwong

Ciproiloxacin (du@i
dang Ciproiloxacin
hydrochlorid)
500mg

68 Pmx Ciproiloxacin
500mg Tab

36.3 Nha san xuat: Korea Prime Pharm
Wanju-Gun, Jeoliabuk-do - Korea)

Hoat chat chinh -

Tén thudc Ham luong

STT

Rosuvastatin (dugi
dang Rosuvastatin
calcium) 10mg

69 Rovatin Film-coated
tablet

36.4 Nha san xuat: Samjin Pharmaceuti

Dang bao Tudi Tiéu  Quy cach

X . ST 0 dang ky

ché tho chudn  dong goi S0 dang ky

Viénnén bao 36 USP38 Hop 10vix 10 VN-21224-18
phim thang vién

. Co., Ltd. (B/c: 100, Wanjusandan 9-ro, Bongdong-eup,

Dangbdo Tudi Tiéu  Quy cach

Hyangnam-eup, Hwaseong-si, Gyeonggi-do, - Korea)

STT Tén thudc

Ham luong

5 . T S6 dang ky
ché tho chudn  dong goi 9 ky
Vién nén bao 36 NSX Hop4vix 14 VN-21225-18
phim thang vién
cal Co., Ltd. (B/c: 52, Jeakgongdan 1-gii,
Hoat chat chinh -  Dang bao Tudl Tieu Quy cach X oas )
ché tho chudn  ddng gai S0 dang ky



70 Jeitin Ceioxitin (dw¢i dang Bot phatiém 24 USP  Ho6p 10lox Ilg VN-21226-18
Ceioxitin natri) Ig thang 39

36.5 Nha san xuat: Young Il Pharm. Co. Ltd (B/c: 6-1, Munhwa 12-gil, Jineheon-eup,
Jincheon-gun, Chungcheongbuk-do - Korea)

Hoat chét chinh -  Dang bao Tul Tieu  Quy cach S6 diing ky

STT Ten thude Ham luong ché tho chudn  dong goi
71 Sotrel 10mg Isotretinoin IOmg  Vién nang 36 USP HOp3vix 10  VN-21227-18
mém thang 38 vién

37. Cong ty dang ky: Cong ty TNHH Duoc phdm Nhat Anh (B/c: 117-119 Ly Chinh Théng,
Quan 3, TP. H6 Chi Minh - Viét Nam)

37.1 Nha s&n xuat: Remedica Ltd. (B/c: Aharnon Street, Limassol Industrial Estate, 3056
Limassol - Cyprus)

Hoat chét chinh -  Dang bao Tubi Tiéu  Quy cach

2 o] Y ~ ~ 7 7= % dé.n \/

STT Ten thudc Ham luong ché tho chudn  dong goi 9 ky

72 Remecilox 200 Oiloxacin 200mg  Viénnénbao 60 NSX 10vi X10vién VN-21229-18
phim thang

38. Cong ty dang ky: Cong ty TNHH Dwoc pham Nhat Anh (B/c: 122/7-9 Bang Van Ngit, Q.
Phu Nhuan, TP. H6 Chi Minh - Viét Nam)

38.1 Nha san xuat: Fisiopharma SRL (B/c: Nucleo Industriale 84020 Palomonte (SA) - Italy)

Hoat chét chinh -  Dang bao Tudi Tiéu Quy céch

STT Ten thuoc Ham lwong ché tho chudn  ddng goi S0 dang ky
73 Trinitrina Nitroglycerine Dung dich 60 NSX Hop 1006ng x VN-21228-18
5mg/l,5ml dam dac dé thang [,5ml

tiém truyén
39. Cong ty dang ky: Cong ty TNHH Dwoc pham Thi Do (B/c: s6 53, ngd i 78/1 Buong Thai
Ha, Phuong Trung Liét, Quan Béng Ba, TP. Ha Noi - Viét Nam)
39.1 Nha san xuat: Cooper S.A. Pharmaceuticals (B/c: 64 Aristovoulou Str, 11853 Athens -

Greece)
N Hoat chat chinh - Dangbao Tubi Tisu  Quy cach X e
STT Tén thudc s e < - - SO dan
Ham luong ché tho chudn  déng goi 9 ky
74 Levotloxacin/cooper M&i Im1 dung dich Dung dich 36 NSX Chai looml, VN-21230-18

solution for infusion chira: levoiloxacin tiém truyén théang hop 1chai



500mg/100ml (dwéi dang tinh mach 100ml
levoiloxacin
hemihydrat) 5mg

39.2 Nha san xuat: Sichuan Keiun Pharmaceutical Co., Ltd. (B/c: South 0fNo.2 Road, Xindu
Satelline City Industrial Deveiopment Zone, Chengdu, Sichuan - China)

A o Hoat chat chinh - Dang bao Tudi Tiéu Quy céach x g g
STT Tén thuoc Ham luong ché tho chudn  dbng goi S0 dang ky
75 Levocure Levoiloxacin (duwéi Dung dich 24 NSX Chai thay tinh  VN-21231-18

dang Levoiloxacin  truyén tinh  thang 100m
HCI) 500mg/100ml mach

40. Cong ty dang ky: Cong ty TNHH Duwgc pham va Thiét bj Y té Phwoug Lé (B/c: L6 D3/D6
khu d6 thi m¢i cau Gidy, p. Dich Vong, Q. cau Gidy, Tp. Ha Noi - Viét Nam)

40.1 Nha san xuat: Incepta Pharlaceutical Ltd (B/c: Dewan Idris Road, Zirabo, Savar, Dhaka -
Bangladesh)

Hoat chat chinh - Dangbao Tudl Tiéu  Quy cach S6 dang ky

STT Teén thuoc Ham luong ché tho chudn  dbng goi
76 Sitagil 100 Sitagliptin (duoi Viénnénbao 24 NSX Hop 1lvix 10 VN-21232-18
dang Sitagliptin phim thang vién
phosphat

monohydrat) 100mg

40.2 Nha san xuat: Square Pharmaceuticals Ltd (B/c: Square Road, Salgaria, Pabna. -
Bangladesh)

~ , _ N T 6 . , . . ;
STT Ton thudc Hoat chat chinh - Dangbao Tubi Tifu  Quy cach S6 diing ky

Ham luong ché tho chudn  ddng goi
77 Gabena 10 Tablet 0lanzapin 10mg Viénnénbao 36 USP HoOp 10vi X10 VN-21233-18
phim thang 37 vién
78 Normelip 20 Atorvastatin (du¢i  Viénnénbao 24 NSX HOp2vix 10  VN-21234-18
dang Atorvastatin ~ phim thang vién
calci) 20mg

41. Cong ty dang ky: Cong ty TNHH Duwoc pham Viét Phap (B/c: Tang 20, toa nha ICON 4,
243A Pé La Thanh, phuong Lang Thuong, Quan Béng Pa, Ha Noi - Viét Nam)

41.1 Nha san xuat: S.M. Farmaceutici SRL (B/c: Zona Industriale 1-85050 Tito (PZ) - Italy)



STT Ten thuge Hoat chat chinh - Dang b Tubi Tiéu

Quy céach S5 .
R N A, . . an
Ham lugng ché tho chudn  ddng géi 9 ky
79 Paracetamol Generis Paracetamol Dung dich 24 NSX Hoép 1llo I0Om VN-21235-18
[Omg/mi tiém truyén thang

tinh mach

42. Cong ty dang ky: Cong ty TNHH Duwoc pham Viét Phi (B/c: 132/2 Vuon Chudi, Phurong 4,
Quan 3, Thanhphd H6 Chi Minh - Viét Nam)

42.1 Nha san xuét: Unique Pharmaceutical Laboratories (A Division. of J.B. Chemicals &

Pharmaceuticals Ltd.) (B/c: Survey No 101/2 & 102/1 Daman industriai Estate, Airport Road,
Village Kadaiya, Daman 396210 - India)

R . Hoat chdt chinh - Dangbao Tubl Tieu  Quy cach oo L
STT Ten thute Ham luong ché tho chudn  déng goi S0 dang ky
80 Cufo Lozenges (Black  2,4-Dichlorobenzyl Vién ngam 36 NSX Hop2viX12 VN-21236-18
currant) alcohol 1,2 mg; thang vién ngam
Amylmetacresol 0,6
mg

43. Cong ty dang ky: Cong ty TNHH Duwoc pham Vietsun (B/c: TT2 - B42 Khu dd thi Van Quan,
p. Phuc La, Q. Ha Bong, Ha Noi - Viét Nam)

43.1 Nha san xuat: Incepta Pharlaceutical Ltd (B/c: Dewan Idris Road, Zirabo, Savar, Dhaka -
Bangladesh)

R B Hoat chét chinh -  Dang bao Tubi Tieu  Quy cach Xoax o
i e . ; ” S6 dan
STT Ten thudc Ham luwong ché tho chuén dong goi 9 ky
81 Stemvir Tenoiovir disoprosil Vién nénbao 24 NSX Hop3vix4 VN-21237-18
iumarat 300mg phim thang vién

44, Cong ty dang ky: Cong ty TNHH Duwoc Pham Y-Med (B/c: 144 Bén Van bon, P.6, Q.4, TP.
HO6 Chi Minh - Viét Nam)

44.1 Nha san xuat: Agio Pharmaceuticals Ltd. (B/c: T-82, M.1.D.C., Bhosari, Pune-411026
Maharashtra State - India)

. « Hoat chét chinh - Dang bao Tubi Tieu  Quy cach Xoax 1o
i e p . " SO dan
STT Teén thute Ham luong ché tho chudn  dong goi 9 ky
82 Agicold hotmix orange Mdi 5g bot chia: Bot pha
Paracetamol 750mg; udng
Phenylephrin

36 NSX HOp5twix5) VN-21238-18
thang



hydrocloird 10mg;
Acid ascorbic
(vitamin C) 60mg

44.2 Nha san xuét: Akums Drugs and Pharmaceuticals Ltd. (B/c: 2,3,4,5, Sec-6B, IIE, SIDCUL,
ranipur, Haridwar-249403 - India)

Hoat chat chinh - Dang bao Tubi Tiéu Quy céch

2 0 A N . ; ” S6 dang ky
STT Ten thudc Ham luvgng ché tho chuén dong goi 9 ky
83 Methicowel 1500 Moi Iml dung dich Dung dich 24 NSX Hop 506ng x VN-21239-18
chtra: tiém thang Iml
Methylcobalamin
1500mcg

44.3 Nha san xuat: Eurolife Healthcare Pvt., Ltd. (B/c: Khasra No.520, Vill. Bhagwanpur,
Roorkee, Distt. Haridwar, Uttarakhand - India)

Hoat chat chinh - Dangbao Tudi Tidu  Quy cach

£ 0 \ ~ " . " S6 dang ky
STT Teén thudc Ham luong ché tho chuén dong goi 9 ky
84 Metlife Metronidazol Dung dich 36 NSX HoOp lchai VN-21240-18
500mg/100ml truyén tinh  thang 1OOmI
mach

44.4 Nha san xudt: Fourrts (India) Laboratories Pvt., Ltd. (B/c: Vandal