BOY TE CONG HOA XA HOI CHU NGHTA VIET NAM

CUC QUAN LY DUQC Pac 1ap - Tu do - Hanh phuc
s6: /QD-QLD Ha Noi, ngay£3 thang/&nam 2019
QUYET PINH

Ve viéc ban hanh danh muc 47 thu6c nwéc ngoai
dwoc cap gidy dang ky Iwvu hanh tai Viét Nam - But 103 bo sung lan 2

CUC TRUONG CUC QUAN LY DUOC

Can cr Luat Dugc s6 105/2016/QH13 ngay 06/4/2016;

Can c* Nghi dinh s6 75/2017/NDB-CP ngay 20/6/2017 cla Chinh phtd quy dinh
chirc nang, nhiém vu, quyén han va co cau to chic clia BO Y t€;

Can cr Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 clia Bo trudng Bo Y té
quy dinh chtic nang, nhiém vu, quyén han va co cau to chirc clia Cuc Quan ly Duoc
thudc BO Y té;

Can clr Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 cla B0 trwdng Bo Y té
quy dinh viéc dang ky lvu hanh thuéc, nguyén liéu lam thudc;

Can clt y kién cta Hoi dong tu van cdp gidy dang ky lvu hanh thubc, nguyén liéu
lam thubc - BO Y t€;

Xét dé nghi cla Truwdng phong Bang ky thuée - Cuc Quan ly Duorc,

QUYET BINH:

Dbiéu 1. Ban hanh kém theo Quyét dinh nay danh muc 47 thudc nuwéc ngoai
duoc cdp gidy dang ky Ivu hanh tai Viét Nam - Dot 103 bo sung lan 2, bao gom:

1. Danh muc 43 thudc nuéc ngoai dwoc cdp gidy dang ky lvu hanh hiéu luc 05
nam - Dot 103 bd sung lan 2 (tai Phu luc I kém theo).

Cac thuoc tai Danh muc nay c6 s6 dang ky véi ky hiéu VN-...-19 va hiéu luc
05 nam ké tlr ngay ky ban hanh Quyét dinh nay.

2. Danh muc 04 thudc nwéc ngoai dwgc cap gidy dang ky luu hanh hiéu luc 03
nam - Bot 103 bd sung lan 2 (tai Phu luc 11 kem theo).

Céc thudc tai Danh muc nay c6 sé dang ky véi ky hiéu VN3-...-19 va hiéu luc
03 nam ké tU' ngay ky ban hanh Quyét dinh nay.

Diéu 2. Co s san xudt va co s dang ky thubc co trach nhiém:

1. Cung cép thudc vao Viét Nam theo dling céac ho so tai lieu da dang ky voi
Bo Y té va phai in s6 dang ky duoc BO Y té Viét Nam cédp Ién nhan thudc.

2. Chap hanh day du phap luat clia nuéc CHXHCN Viét Nam va cac quy dinh
clia BO Y té vé nhap khau thudc va lru hanh thudc tai Viét Nam, néu cé bét civ thay
doi gi trong qua trinh lun hanh thudc & nwdc sé tai va & Viét Nam thi phai bao cao
ngay cho Cuc Quan ly Duoc - BO Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuan chat lvgng cla thudc theo quy dinh tai
Thong tw s6 11/2018/TT-BYT ngay 04/5/2018 cla BoO trwéng Bo Y té quy dinh vé
chét lvong thube, nguyén liéu lam thudc.



4. C6 trach nhiém thuc hién, ph6i hop véi co s& nhap khau thwc hién theo cong
van s0 5853/QLD-CL ngay 19/4/2019 clia Cuc Quan ly Dugc vé viéc kiém tra chat
lwvgng nguyén liéu lam thu6c nhom sartan ddi voi cac thude thude danh muc tai Biéu
1 ¢6 chira dwoc chat thudc nhom sartan.

5. Cap nhat nhdn thubc va to hwdng dan st dung thudc theo quy dinh tai
Thong tv OI/2018/TT-BYT ngay 18/01/2018 cla B0 trwdng BO Y té€ quy dinh ghi
nhan thudc, nguyén liéu lam thudc va to huéng dan st dung thubc theo hinh thirc
thay doi, b0 sung gidy dang ky lvu hanh thudc quy dinh tai Thong tw 32/2018/TT-
BYT ngay 12/11/2018 cuia B truéng BO Y té d6i voi thube chua cap nhat ndi dung
nhan thubc, to hwdng dan st dung thudc theo quy dinh tai Thong tw 01/2018/TT-
BYT ngay 18/01/2018 clia B0 truéng BO Y té, cu thé nhu sau:

a) B0i véi thudc thudec danh muc thube doc va nguyén liéu doc lam thude theo
quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 cla B0 truédng BO Y t€ vé
viéc ban hanh danh muc thu6c doc va nguyén liéu déc lam thubc: chi dwoc lvu hanh
sau khi duwgc Cuc Quan ly Dugc phé duyét ndi dung cap nhat nay.

b) BG6i v6i cac thude khac phai thuc hién viéc cap nhat nay trong thoi han 06
thang ké tlr ngay duoc cap gidy dang ky lvu hanh.

6. Phoi hop véi cac co s& diéu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thubc ké don, theo d6i an toan, hiéu qud, tac dung khdng mong muén cla
thudc trén ngudi Viét Nam va téng hop, bao co theo dung quy dinh hién hanh moi
06 thang mot lan vé Cuc Quan ly Dugc - BO Y t€ Viét Nam ddi voi cac thude thude
Phu luc Il ban hanh kém theo Quyét dinh nay (s6 dang ky cé ky hiéu VN3-.....-19).

Diéu 3. Quyét dinh co hiéu luc ké tlr ngay ky ban hanh.

Diéu 4. Giam dbc S& Y té cac tinh, thanh phd trwc thudc trung wong, giam
déc nha san xuét va co s& dang ky cé thubc tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhan: cuc TRUONG
- Nhu Diéu 4;

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

- TT. Truong Qudc Cudong (dé b/c);

- Cuc Quan Y - Bd Qudc phong, Cuc Y té - B Cong an;

- Cuc Y té Giao thong van tai - BO Giao thong van tai;

- Téng cuc Hai quan - BO Tai chinh;

- Bao hiém X& hoi Viét Nam;

-Vu Phép ché, Cuc Quan ly Y, Duwogc co truyén, Cuc
Kham, chita bénh - BO Y t€, Thanh tra BO Y t€;

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

- Tong Cong ty Dugc VN;

- Cac Cong ty XNK Dugc pham;

- Céc Bénh vién & Vién c6 giwdong bénh truc thudc BO Y t€;
- Website cia Cuc QLD, Tap chi Dugc & MP - Cuc QLD;

- Luru: VT, KDD, BKT (10).



BO YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUOC Pac lap - Tw do - Hanh phc

Phu luc | i R
DANH MUC 43 THUG6C NUOC NGOAI

PUOC CAP GIAY DANG KY LUU HANH HIEU Luc 05 NAM

DBOT 103 BO SUNG LAN 2 o
(Ban hanh kém theo quyét dinh s6: U5A..../QD-QLD, ngay4A../Al./2019)

1. Cbng ty dang ky: APC Pharmaceuticals & Chemical Limited (B/c: 19/F, Chung Hing
Commercial BLDG. 62-63 Connaught Road Central, Central - Hong Kong)

1.1 Nha san xuat: Lupin Ltd. (B/c: A/28-1, MIDC, Chikalthana, Aurangabad 431210,
Maharashtra State - India)

Hoat chat chinh -  Dang bao Tubi Tiéu Quy céch

& 6 . S6 dang ky
STT Ten thuoe Ham lwong ché tho chuan dong goi 9xy
I Ethide Ethionamide 250mg Viénnénbao 36 USP40 Hop 5 vi X 10 VN-22228-19
phim thang vién

1.2 Nha san xuat: Lyka Labs Limited (B/c: PlotNo. 4801/B & 4802A, G.1.D.C, Ankleshwar -
393002, Guiarat State - India)

Hoat chat chinh -  Dang bao Tudi Tieu  Quy cach

A ~ , - _ S6 dang ky
STT Ten thuoc Ham luong ché tho chudn  déng goi 9xy
2 Lykalyzop Zoledronic acid Bot dong 24 NSX Hoép!llo VN-22229-19
twong duong kho pha tiém thang
Zoledronic acid
khan 4mg

2. Cong ty dang ky: Astellas Pharma Singapore Pte. Ltd (B/c: 6 Temasek Boulevard, #26-03/05,
Suntec Tower Four, Singapore (038986) - Singapore)

2.1 Nha san xuéat: Patheon France (B/c: 40 Boulevard de Champaret, 38300 Bourgoin Jallieu -

France)
] . Hoat chdt chinh -  Dang bao Tubi Tiéu  Quy céach < oaxo o
Tén th : <9 i ) S6 dang k
STT en thuoe Ham lwong ché tho chuan dong goi 9
3 Feburic 80mg (Co s& Febuxostat 80mg Viénnénbao 24 NSX Hop 3 vi X10 VN-22230-19
dong goi: Interthai phim thang Vién

Pharmaceutical
Manufacturing Ltd; dia
chi: 1899 Phaholyothin
Road, Ladyao,

Trang !



Chatuchak, Bangkok
10900, Thailand)

3. 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)

3.1 Nha san xuat: B.Braun Melsungen AG (BP/c: Carl - Braun - Stra/3e 1, 34212 Melsungen -

Germany)
) . Hoat chat chinh -  Dangbao Tubi Tiéu  Quy cach S6 dang k
- - ; 0 dang k
STT Ten thuoe Ham luong ché tho chuan  dong goi 9
4 Propoi6l - Lipuro 0.5% Propoiol 5mg/ml Nhii twong 24 NSX HoOp5 o6ngthly VN-22232-19
(5mg/ml) tiém hodac  thang tinh 20ml
tiém truyén

3.2 Nha san xuat: B.Braun Melsungen AG (B/c: Mistelweg 2, 12357 Berlin - Germany)

Hoat chat chinh - Dangbao Tubi Tigu  Quy cach

: o . S6 dang ky
STT Ten thuoc Ham luvong ché tho chudn  ddng goi 9y
5 Etomidate-Lipuro Etomidate Nhi dich 14 NSX Hop 10 6ng VN-22231-19
20mg/10ml tiém thang thiy tinh 10ml
6 Propoibl-Lipuro 1% Propoidl 10mg/ml Nhii tvong 18 NSX Hop 5 6ngthdy VN-22233-19
(I0mg/ml) truyén tinh  thang tinh 20m|
mach

4. Cong ty dang ky: Brawn Laboratories Ltd. (B/c: Delhi Stock Exchange Building 4/4B AsafAli
Road, New Delhi 110002 - india)

4.1 Nha san xuat: Bravvn Laboratories Limited (B/c: 13, NIT, Industrial Area,
Faridabad-121001 Haryana - India)

Hoat chat chinh -  Dangbao Tubi Tieu  Quy cach

8 0 ’ - ) S6 dang ky
STT Ten thude Ham luwong ché tho chuéan doéng goi gry
7 Chloramphenicol Chloramphenicol Botphatiém 36 BP201 Hop 10 lo VN-22234-19
Sodium Succinate for  (du¢i dang thang 5
injection BP chloramphenicol
natri succinat) 1g
8 Ficyc Cream Aciclovir 0,5% Kem bdi da 36 BP201 Hop ! tuyp 59  VN-22235-19
(KI/KI) thang 6
9 Nalidixic acid tablets Acid nalidixic Vién nénbao 24 BP201 Hop 10 viX 10 VN-22236-19
BP/USP 500mg phim thang 5 vién
10 Triamcinolone tablets ~ Triamcinolon 4mg  Vién nén 36 BP201 HOp 10vi X 10 VN-22237-19
BP 4mg thang 8 vién
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5. Cong ty dang ky: China National Pharmaceutical Foreign Trade Corporation (Sinopharm)
(B/c: No 20, Zhi Chun Road, Haidian District, Beijing - China)

5.1 Nha s&n xuét: CSPC Zhongnuo Pharmaceutical (Shijiazhuang) Co., Ltd (B/c: No. 47
Fengshou Road, Shijiazhuang City - China)

4t chinh - 30 Tubi Tie A
STT Ten thudc Hoat chat chinh Dang bao Tiéu Quy cach

. e - " S6 dang ky
Ham luong ché tho chuan dong goi
11 Ampicillin Sodium and  Ampicillin (duw6i Bot phatiéem 36 WUSP39 Hop 10 lo VN-22257-19
sulbactam sodium for dang ampicillin thang
injection sodium) Ig;

Sulbactam (du@i
dang sulbactam
sodium) 0,5¢

6. Cong ty dang ky: Cong ty c¢6 phan dwoc pham Tenamyd (B/c: L6 Y01 - 02A Bwong Tan
Thuan, KCN/KCX Tan Thuan, p. Tan Thuan B6ng, Quan 7, Tp. H6 Chi Minh - Viét Nam)

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

Slovenia)
. K Hoat chét chinh -  Dangbao Tubi Tiéu Quy cach S6 dx v
; : - 0 dang k
STT Tén thude Ham lwong ché tho chuan dong goi 9
12 Ramlepsa Tramadol Viénnénbao 36 NSX Hop 3 viX 10 VN-22238-19
hydrochloride 37,5 phim thang vién

mg; Acetaminophen
(Paracetamol)
325mg

6.2 Nha san xuat: KRKA, D.D., Novo Mesto (P/c: Smarjeska Cesta 6, 8501 Novo Mesto -

Slovenia)
it chinh - 30 Tudi Tia : X ax .
STT Tén thudc Hoat‘chat chinh - Dang bao Tieu  Quy cach S6 dang ky
Ham luvung ché tho chuén déng goi
13 Medoome 40mg Omeprazole 40mg  Vién nang 36 NSX Hop!lo28 VN-22239-19
Gastro-resistant capsules khang acid thang vién
da day

7. Cong ty dang ky: Céng ty co phan dwoc pham Viét Tam (B/c: 184 Bong Sao, P.5, Q.8, TP.
H6 Chi Minh - Viét Nam)

7.1 Nha san xuét: Cian Healthcare Pvt. Ltd. (B/c: Kharsa No.: 248 Village, Sisona,
Bhagvvanpur, Tehsil- Roorkee, Distt: Haridvvar, Uttarakhand-247661 - India)
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Hoat chat chinh -  Dangbao Tubi Tieu  Quy cach

2 0 ; S6 dang ky
STT Ten thuoe Ham luong ché  tho chuin  déng goi 9ry
14 Vingoric 100 Sildenaiil (duoi Viénnénbao 36 NSX Hop 10vi X4 VN-22240-19
dang sildenaiil phim thang vién
citrat) 100mg
15 Vingoric 50 Sildcnaiil (dudi Viénnénbao 36 NSX Hop 10 vi X4 VN-22241-19
dang sildenaiil phim thang vién

citrat) 50mg

8. Cong ty dang ky: Cong ty co phan dwogc va thiét bi y té T.N.T (B/c: Tang 5, tda nha van
phong so 110 T6 Vinh Dién, p. Khuong Trung, Q. Thanh Xuén, Ha Ni - Viét Nam)

8.1 Nha san xuat: Ailoiarm Farmacja Polska Sp. zo.o. (B/c: 95-030 Rzgdw, 2 Krzywa - Poland)

Hoat chét chinh -  Dang bao Tubi Tiéu Quy céch

2 0 : S6 dang ky
STT Ten thuoc Ham luong ché tho chudn  déng goi 9
16 Kidoxol Ambroxol Sird 36 NSX Hop ! chai VN-22242-19
hydroclorid thang [OOmlI
15mg/5ml

9. Cong ty dang ky: Cong ty co phan Medcomtech (B/c: sb 61, Ng6 291 Khuwong Trung, Phuong
Khuwong Trung, Quan Thanh Xuan, TP Ha Noi - Viét Nam)

9.1 Nha san xuat: Maco Productions (B/c: Rue Lorthiois, 59420 Mouvaux - France)

Hoat chat chinh -  Dangbao Tubi Tigu  Quy cach

8 of . S6 dang ky
STT Teén thuce Ham lvgng ché tho chuén dong goi 9
17 Paracetamol Mai Iml dung dich  Dung dich 24 NSX 1thungchia50 WVN-22243-19
macopharma chira: Paracetamol  tiém truyén thang tai X 50ml
I0mg
18 Paracetamol Moi Iml dung dich  Dung dich 24 NSX 1thung chra 50 VN-22244-19
macopharma chira: Paracetamol  tiém truyén thang tai X 100ml
IOmg

10. Céng ty dang ky: Cong ty c6 phan Tap doan Dwoc pham & Thwong mai Sohaco (B/c: sé
5 Lang Ha, Ba BPinh, Ha Nbi - Viét Nam)

10.1 Nha san xuat: Boryung Pharmaceutical Co., Ltd (B/c: 107, Neungan-ro, Danwon-gu,
Ansan-si, Gyeonggi-do - Korea)

Hoat chat chinh -  Dang bao Tubi Tiéu Quy céch
Ham lwong ché tho chuan dong goi

19 v.c.s Injection Vincristin sulfat Dung dich 24 USP3 Hop ! lo Iml VN-22245-19

STT Tén thudc S6 dang ky
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Img/ml tiém
11. Cong ty dang ky: Cong ty TNHH DP Chéau A - Thai Binh Durong (B/c: s 113 dudng Y
Ngong, Phuwong Tan Thanh, Tp. Bubn Ma Thuét, Tinh Bak Lak - Viét Nam)

11.1 Nha san xuét: Shijiazhuang No. 4 Pharmaceutical Co., Ltd. (B/c: Yangzi Road,
Shijiazhuang Economic & Technological Development zone, Hebei - China)

Hoat chat chinh - Dang bao Tubi Tiéu Quy céch

2 6 . S6 dang ky
STT Ten thuoe Ham lwgng ché tho chudn  dong goi Y
20 Ringer Lactate MOi chai chira: Dung dich 24 BP Chai thay tinh  VN-22246-19
Intravenous Iniiision sodium lactate 1,6 tiém truyén thang 2005 500ml
g; Potassium
chloride 0,2 g;

Calcium chloride
dihydrate 0,135 g;
Sodium chloride 3 g

12. Cong ty dang ky: CONG TY TNHH DP LIEN HOP (B/c: 480C Nguyén Thi Thap, Phwong
Téan Quy, Quan 7, TP.HCM - Viét Nam)

12.1 Nha san xuét: Egyptian Internationai Pharmaceutical Industries Conpany (EIPICO.)
(B/c: 10th ofRamadan City, Industrial Area Bl - Egypt)

Hoat chat chinh - Dangbao Tubi Tigu  Quy cach

N » ! - S6 dang ky
STT Ten thuce Ham lwong ché tho chuén déng goi 9K
21 Asodinac Dicloienac natri Viéndattruc 36 NSX HOp lviX5 VN-22247-19
micronized I00mg trang thang vién

13. Cong ty dang ky: Cong ty TNHH dwoc phdm Chau A Thai Binh Duong (B/c: 113-Y
Ngbng, p. Tan Thanh, TP. Budn Ma Thu6t, tinh DakL&k- Viét Nam)

13.1 Nha san xuét: Vioser S.A Parenteral Solutions Industry (B/c: 9th km National Road
Trikala-Larisa, Taxiarches, Trikala, 42100 - Greece)

Hoat chdt chinh -  Dangbao Tubi Tigu  Quy cach

2 0 : S6 dang ky
STT Ten thuce Ham luong ché tho chuadn  déng goi 9
22 Dextrose Mbi 100ml dung Dung dich 36 BP Chai 100ml, VN-22248-19
dich chra: Dextrose truyén thang 2018 chai 250ml,
anhydrous (du&i chai 500ml,
dang Dextrose chai 1000mI
(glucose)
monohydrate) 5¢g
23 Dextrose 10% Mdi 100ml dung Dung dich 36 BP Chai 500ml VN-22249-19
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dich chira: Dextrose truyén thang 2018
anhydrous (duéi
dang Dextrose

(glucose)
monohydrate) 10g
24 Lactated Ringer's Mai 100ml dung Dung dich 36 BP Chai 500ml, VN-22250-19
Injections dich chira: sodium  truyén thang 2018 chai 1000ml

lactate (duwéi dang
dung dich sodium
lactate 50%) 0,3 10g;
Potasium Chlorid
0,030g; Calcium
chloride dihydrate
0,02g; Sodium
chloride 0,600g

14. Coéng ty dang ky: Cong ty TNHH dwoc pham Ha Bong (B/c: Khu tap thé Xi nghiép xay dwng
4, xa Duyén Thai, huyén Thwong Tin, Ha Noi - Viét Nam)

14.1 Nha san xuat: Reyoung Pharmaceutical Co., Ltd. (B/c: No 6 Erlangshan Road, Yiyuan
County, Shandong Province - China)

Hoat chét chinh - Dang bao Tudi Tieu Quy cach

2 0 ; S6 dang ky
STT Ténithude Ham luong ché tho chudn  dong goi Y
25 Nimoren Nimodipin 2mg Bot dong 24 NSX Hop ! lo2mg VN-22251-19
kho pha tiém thang
truyén
26 Nimoren Nimodipin 4mg Bo6t dong 24 NSX Hop ! lo4mg VN-22252-19
kho pha tiém thang
truyén

15. Cong ty dang ky: Coéng ty TNHH Duwoc pham Nam Han (B/c: Phong 201, Lau 2, Toa nha
City View, s6 12 Mac Binh Chi, Phuong Pa Kao, Quan 1, Tp. H6 Chi Minh - Viét Nam)

15.1 Nha san xuat: Tai Guk Pharm. Co., Ltd. (B/c: 821, Geumbaek-ro, Chochon-myeon,
Buyeo-gun, Chungcheongnam-do - Korea)

Hoat chdt chinh -  Dang bao Tudi Tiéu Quy céach S6 dng Ky

STT Tén thudc Ham Iuong ché tho chudn  dong goi

27 Bactirocin Ointment Mupirocin 20mg Thuéc m& 36 USP HOoOp !tuyp 10g VN-22253-19
thang 36

16. 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)

Trang 6



16.1 Nha san xuét: Seid, S.A (B/c: Ctra, Sabadell-Granollers, Km 15. 08185 LLissa de Vall
(Barcellona) - Spain)

- ~ Hoat chét chinh -  Dangbao Tudi Tiéu Quy cach S6 dang kv
STT Tén thudc Ham luong ché tho chuéan déng goi 9%y
28 Colchicina Seid Img Colchicine Img Vién nén 60 NSX Hop2viX20 VN-22254-19
Tablet thang vién

17. Cong ty dang ky: Cong ty TNHH Dwoc pham Viét Phi (B/c: 132/2 Vwon Chubi, Phuong 4,
Quan 3, Thanh phd H6 ChiMinh - Viét Nam)

17.1 Nha s&n xuét: Unique Pharmaceuticals Laboratories (A Div. of J.B. Chemicals &
Pharmaceuticals Ltd.) (B/c: PlotNo. 128/1, G.I1.D.C. Industrial Area Ankleshwar 393002 Guiarat

State - india)
A " Hoat chét chinh -  Dang bao Tudi Tieu Quy céch S6 d ¢
' N - ) 0 dang k
STT Tén thuce Ham lwong ché tho chudn  déng goi Y
29 Unimelo 7.5 Meloxicam 7,5mg  Vién nén 24 BP Hop 10 vi X 10  VN-22255-19

thang 2015 vién

18. Cong ty dang ky: Cong ty TNHH san xuat dwgc pham Medlac Pharma Italy (B/c: Khu
cong nghé cao |, Khu céng nghé cao Hoa Lac, Km29, Pai L6 Thing Long, xd Ha Bang, huyén

Thach That, thanh phd Ha Noi - Viét Nam)
18.1 Nha san xuat: DMS Farmaceutici S.P.A (B/c: Via Provinciale Per Lecco, 78-22038
Tavernerio (CO) - Italy)

Hoat chét chinh - Dang bao Tubi Tieu  Quy cach S6 ding ky

STT Tén thuoe Ham lwong ché tho chuan dong goi
30 Stérogyl Ergocalciferol Dung dich 60 NSX Hop!lo20ml  VN-22256-19
2,000,000U1/100ml (Vitamin D2) nho giot thang

2000000 1U7/I00mI

19. Cong ty dang ky: Eisai (Thailand) Marketing Co., Ltd. (B/c: No. 93/1, Unit 603-604, 6th
Floor, GPF Withayu Tower A, Wireless Road, Lumphini Sub-district, Pathum Wan District,

Bangkok Metropolis - Thailand)
19.1 Nha san xuat: Bushu Pharmaceuticals Ltd. Misato Factory (B/c: 950, Hiroki, Ohaza,
Misato-machi, Kodama-gun, Saitama-ken - Japan)

) B Hoat chdt chinh -  Dang bao Tubi Tigu  Quy cach S6 dang ky
STT Tén thuéc Ham luong ché tho chuan dong goi 9

31 Methycobal 500mcg Mecobalamin Viénnénbao 36 NSX HOp50viX 10 VN-22258-19
500mcg duong thang vién, hop 3 vi
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X 10 vién

20. Céng ty dang ky: Enter Pharm Co., Ltd (B/c: 51, Myeongnyun-I-ga, Jongno-gu, Seoul,
110-521 - Korea)

20.1 Nha san xuat: PMG Pharm Co., Ltd (B/c: 59, Gyeongje-ro, Siheung-si, Gyeonggi-do -
Korea)

A o Hoat chét chinh - Dang bao Tuli Tiéu Quy cach S6 d3 ¢
' Tl A, ) 0 dang k
STT Teén thuoe Ham Iwong ché tho chuan déng goi 9ry
32 Dimoxiti Cap. Diacerein 50mg Vién nang 36 NSX Hop2viX10 VN-22259-19
clng thang vién

21. Cdng ty dang ky: Getz Pharma (Pvt) Ltd. (B/c: Plot No. 29-30/27 Korangi industrial Area,
Karachi - Pakistan)

21.1 Nha san xuat: Getz Pharma (Pvt) Ltd. (B/c: PlotNo. 29-30/27 Korangi industrial Area,
Karachi - Pakistan)

NI Hoat chat chinh - Dangbao TUSi Titu  Quycich g5 qang Ky
STT Ten thuoe Ham luong ché tho chudn  dong goi Y
33 Alenta Tablets IOmg Alendronic acid Vién nén 36 USP HoplviX10 VN-22260-19

(dwéi dang thang 40 vién

Alendronat natri)

IOmg

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

22.1 Nha san xuat: Sterling Drug (M) Sdn. Bhd. (B/c: Lot 89, Jalan Enggang, Ampang-ulu
Kelang Industrial Estate, 54200 Selangor - Malaysia)

A . Hoat chat chinh - Dang bao Tubi Tiau Quy cach S6 d3 v
- - . 0 dang k
STT Ten thude Ham lugng ché tho chuén déng goi 9
34 Panadol Paracetamol 500mg Viénnénbao 60 NSX Hop 15viX 10 VN-22261-19
phim thang vién ; Hop 10 vi
X 12 vién

23. Cong ty dang ky: Jin Yang Pharm. Co., Ltd (B/c: 231, Hyoryeong-ro, Seocho-gu, Seoul -
Korea)

23.1 Nha san xuat: Medica Korea Co., Ltd. (B/c: 96, Jeyakgongdan 4-gil, Hyangnam-eup,
Hwaseong-si, Gyeonggi-Do - Korea)

Trang 8



At chinh - 30 Tudi Tié : o ax .
STT Tén thusc Hoat chét chinh Dang bao Tiéu Quy cach S6 dang ky

Ham luong ché tho chuan dong goi
35 Medica rebacid Rebamipid I00Omg Viénnénbao 36 NSX Hop 5 viX 10 VN-22262-19
iilm-coated tablet phim thang vién, Hop 10 vi
X 10 vién

24. Cong ty dang ky: Laboratoire Aguettant S.A.S (B/c: Parc Scientifique Tony Garnier, 1 Rue
Alexander Fleming, 69007 Lyon - France)

24.1 Nha san xuat: Haupt Pharma Waulfing GmbH (B/c: Bethelner Landstrass 18 - 31082
Gronau/Leine - Germay)

A ~ Hoat chat chinh -  Dangbao Tudi Tiéu Quy cach < ax v
STT Ten thuce Ham Ivoug ché  tho chudn  donggoi 0 Cand K
36 Levetiracetam Aguettant Levetiracetam Dung dich 24 NSX HOop 106ngX5 VN-22263-19
100 mg/ml 100mg/mL dam dac dé thang ml
pha dung
dich tiém
truyén

24.2 Nha san xuat: Sirton Pharmaceuticals S.P.A (B/c: Piazza XXSettembre 2 22079 Villa
Guardia (CO) - ltaiy)

Hoat chat chinh - Dangbao Tubi Tieu  Quy cach S5 dang ky

STT Ten thucc Ham lwgng ché tho chuén dong goi
37 Folinate de calcium Acid idlinic (dugi  Thubc bot 36 NSX Hop ! chai VN-22264-19
Aguettant 100mg dang Calci iolinat)  pha tiém thang
100mg

25. Cong ty dang ky: Multilateral Trading Pte Ltd (B/c: 1 North Bridge Road, #10-05/06 High
Street Centre, Singapore (179094) - Singapore)

25.1 Nha san xudat: Pell Tech Health Care Pvt Ltd (B/c: Plot no. 20B, Tansa Farm Estate,
Village Met, Gonsai, Bhiwandi-Wada, Thane 421312, Maharashtra State - India)

Hoat cht chinh -  Dangbao Tubi Tieu  Quy cach

Tén thud . " - . S6 dang ky
STT eh thuoe Ham lwgng ché tho chuéan dong goi 9
38 Lipofen 145 Fenofibrat 145mg  Viénnénbao 24 NSX Hop 3 vi X 10 VN-22265-19
phim thang vién

26. Cong ty dang ky: Poltarmex S.A (B/c: 9 Jozefow Street, 99-300 Kutno - Poland)



26.1 Nha san xuat: Polfarmex S.A (B/c: 9 Jozefolv Street, 99-300 Kutno - Poland)

Hoat chét chinh - Dang bao Dlruéi Tiéu Quy céach

8 0 ; p . S6 dang ky
STT Ten thuce Ham lwong ché tho chuan déng goi 9
39 Polcalmex (vi dau) Calcium (du6i dang Sir6 36 NSX Hop ! chai VN-22266-19
calcium glubionat va thang 150ml
calcium lactobionat)
114mg/ 5ml

27. Cong ty dang ky: Saint Corporation (B/c: Academy Tower, Rm #718, 719 -118 Seongsui-ro,
Seongdong-ro, Seoul - Korea)

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

Hoat chét chinh - Dang bao Tudi Tieu  Quy cach

& 0 . S6 dang ky
STT Ten thuoe Ham lugng ché tho chuan dong goi 9
40 Eldine capsule Etodolac 200mg Vién nang 36 USP Hop 6 viX 10 VN-22267-19
clng thang 38 vién

28. Cong ty dang ky: Sava Healthcare Limited (B/c: 508, G.I1.D.C Estate, Wadhwancity, 363035
Surendrangar, Guiarat -)

28.1 Nha s&n xuét: Sava Healthcare Limited (B/c: PlotNo. 507-B to 512, G.I.D.C Estate,
Wadhwancity, Dist. Surendrangar-363035, Guiarat - India)

Hoat chdt chinh - Dangbao Tudi Tieu  Quy cach

& o . S6 dang ky
STT Tén thudc Ham lrong ché tho chuan déng gbi g Ky
41 Bio-Cerin Capsules Diacerein 50 mg Vién nang 24 NSX Hop!viXx10 VN-22268-19
clng thang vién

29. Cdng ty dang ky: Tedis (B/c: 9 avenue d'Ouessant, 91140 Villebon-sur-Yvette - France)

29.1 Nha san xuat: Laboratoires Galéniques Vernin (B/c: 20, rue Louis-Charles Vernin 77190
Dammarie-les-Lys - France)

Hoat chdt chinh -  Dangbao Tudi Tiéeu  Quy cach

. S6 dang ky
Ham luong ché tho chuén déng goi 9ry

STT Tén thubc
42 Meteospasmyl (Co s&¢  Alverin citrat 60mg; Vién nang 36 NSX Hop2vi,3vi, VN-22269-19
déng goi, kiém soat chdt Simethicon 300mg  mém thang 4 vi X 10 vién
lvgng, xuat xwéng:
Laboratoires Mayoly
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Spindler- d/c: 6, Avenue
de 1'Europe - 78400
Chatou Cedex, France)

30. Céng ty dang ky: u Square Liiescience Private Ltd. (B/c: B-804, Premium House, Nr.
Gandhigram Station, Off. Ashram Road, Ahmedabad 380009, Gujarat - India)

30.1 Nha san xuét: Baroque Pharmaceuticals Pvt. Ltd. (B/c: 192/2&3, Sokhada,
Tal-Khambhat, City: Khambhat-388620, Dist: Anand, Guiarat State - India)

A . Hoat chét chinh -  Dang bao Tubi Tiéu  Quy cach S6 dang kv
; . . . 0 dang k
STT Ten thuoc Ham lwong ché tho chuan dong goi gy
43 Coxihope 60 Etoricoxib 60mg Vién nénbao 24 NSX HOp 3 vi X 10 VN-22270-19
phim thang vién

CUC TRUONG
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BO YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUQC Pac 1ap - Tw do - Hanh phuc

Phu luc 11l
DANH MUC 04 THUOC NUOC NGOAI
PUOC CAP SO BDANG KY IIEU Luc 03 NAM
POT 103 BO SUNG LAN 2

(Ban hanh kém theo quyét dinh sO:65a./QD-QLD, ngayoia..MU./2019)

1. Cong ty dang ky: APC Pharmaceuticals & Chemical Limited (B/c: Flat/RM 2203, 22/F,
Bank ofEast Asia Harbour View Centre, 56 Gloucester Road, Wan Chai - Hong Kong)

1.1 Nha san xuat: Reliance Life Sciences Pvt. Ltd (B/c: Dhirubhai Ambani Life Sciences Centre

(DALC), Plant 3,5,6 PlotNo. R-282, Thane Belapur Road, Rabale, Thane 40071 Maharashtra State
- India)

A » Hoat chét chinh - Dangbao Tubi Tiéu Quy cach S6 d v
' ; ; 0 dang k
STT Tén thuoc Ham lwvong ché tho chuéan dong goi 9y
1 Temorel 20mg Temozolomid 20 mg Vién nang 24 NSX Hop ! chaithdy VN3-212-19
cling thang tinh X 5 vién

2. Cong ty dang ky: Cipla Ltd. (B/c: Cipla House, Peninsula Business Park, Ganpatrao, Kadam
Marg. Loyver Parel, Mumbai 400013 - India)

2.1 Nha san xuat: Cipla Ltd. (B/c: PlotNo. A-2, A-33 and A-37/2/2, M.1.D.C. Patalganga, Raigad
410220, Maharashtra State - India)

R . Hoat chat chinh - Dangbao Tudi Tigu  Quy cach S6 dana ky
i 7 ~ 0 dang k
STT Ten thuce Ham lugng ché tho chudan  dong goi 9ry
2 Valgan Valganciclovir (dwéi Vién nén 24 USP38 Hop ! lo HDPE  VN3-213-19
dang Valganciclovir thang 60 vién; Hop |
hydrochloride) Vi 4 vién
450mg

3. Cong ty dang ky: Cong ty TNHH Dwgc phdm Nam Han (B/c: Phong 201, Lau 2, Toa nha
City View, so 12 Mac Binh Chi, Phuong Ba Kao, Quan 1, Tp. H6 Chi Minh - Viét Nam)

3.1 Nha san xuat: Ildong Pharmaceutical Co., Ltd. (B/c: 25, Gongdan 1-ro, Anseong-si,
Gyeonggi-do - Korea)

\ . Hoat chdt chinh - Dangbao Tubi Tigu  Quy cach S5 dang Ky

: - - 0 dang k
STT Ten thuoe Ham lwvong ché tho chuan dong goi 9
3 Caboda tablets 500mg  Capecitabin 500mg Vién nén 36 USP3 Hop 12viX 10  VN3-214-19



bao phim vién

4. Cong ty dang ky: Merck Sharp & Dohme (Asia) Ltd. (B/c: 27/F., Lee Garden Two, 28 Yun
Ping Road, Causeway Bay- Hong Kong)

4.1 Nha san xuéat: Steri-Pharma, LLC (B/c: 429 s. West Street, Syracuse, NY13202 - USA)

Hoat chat chinh -  Dangbao Tubi Tiéu  Quy céch

STT Ten thuoe Ham lwong ché tho chuén dong goi S0 dang ky
4 Zerbaxa (Co s& san xuat Ceftolozane (dudi  Bot pha 30 NSX Hop 10lo (Co  VN3-215-19
san pham trung gian dang Ceftolozane  dung dich  thang s& dong goi cap
Ceftolozane: ACS sulfate) Ig; dam dac dé 2 va xuat
Dobfar, S.p.A (diachi: Tazobactam (du¢i  pha dung xuéng:
V.LE Addetta 2a/12, dang Tazobactam dich tiém Laboratoires
20067 Tribiano (MI), natri) 500mg truyén Merck Sharp &
Italy) Dohme-Chibret
, dia chi: Route
de
Marsat-Riom

63963 Clemont
Ferrand, Cedex
9, France)

CUC TRUONG
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