BO Y TE CONG HOA XA HOI CHU NGHTA VIET NAM

CUC QUAN LY DUOC Doc lap - Ty do - Hanh phuc
/QDB-QLD Ha Noi, ngayAb thang” nam 2019
QUYET BINH

Ve viéc ban hanh danh muc 24 thu6c nwéc ngoai
duwoc cap sd dang ky lvu hanh tai Viét Nam - Dot 102 bo sung

CUC TRUONG CUC QUAN LY DUOC

Can ctr Luat Duoc ngay 06 thang 4 nam 2016;

Can c* Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cta Chinh phi quy
dinh chtrc ndng, nhiém vu, quyén han va co cau to chirc ctia BO Y t€;

Can cir Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 clia Bo trwdng B6 Y
t€ quy dinh chirc nang, nhiém vu, quyén han va co cau to chirc ctia Cuc Quéan ly
Duoc thuoc BO Y t€;

Can clr Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 cutia B6 Y té quy
dinh viéc dang ky luvu hanh thubc, nguyén liéu lam thudc;

Can ctr y kién cla Hoéi dong twv van cép gidy dang ky luu hanh thudc,
nguyén liéu lam thuéc - BO Y té;

Xét dé nghi cta Trudng phong Bang ky thubc - Cuc Quan ly Duorc,

QUYET BINH:

Diéu L Ban hanh kém theo Quyél dinh nay danh muc 24 thu6c nuéc
ngoai dugc cap sO dang ky luu hanh tai Viét Nam - Dot 102 bd sung.

Diéu 2. Nha san xuat va cong ty dang ky thubc cd trach nhiém cung céap
thu6c vao Viét Nam theo ding cac ho so tai liéu da dang ky voi BO Y té. sb
dang ky duwoc BO Y t€ Viét Nam cap phai duoc in Ién nhan thudc, s6 dang ky co6
ky hiéu VN-....-19 c6 gia tri 05 ndm ké tr ngay ky Quyeét dinh.

Dbiéu 3. Nha san xudt va cong ty dang ky thudc phai chdp hanh day di
phap luat cla nwéc CHXHCN Viét Nam va cac quy dinh cla B0 Y té vé nhap
khau thudc va lvu hanh thudc tai Viét Nam; néu cd bat ct thay doi gi trong qua
trinh lvu hanh thu6c & nwéc sé tai va & Viét Nam thi phai bao cao ngay cho Cuc
Quan ly Duoc - BO Y té Viét Nam.



Diéu 4. Bbi vai cac thude ban hanh kém theo quyét dinh nay va thubc danh
muc thubc doc va nguyén liéu doc lam thubc theo quy dinh tai Thong tu
06/2017/TT-BYT ngay 03/5/2017 cta B0 Y té vé viéc ban hanh danh muc thudc
ddc va nguyén liéu doc lam thudc; cong ty dang ky, co s san xuat phai cap nhat
quy dinh vé thudc doc trén nhan va hudng dan st dung theo quy dinh tai Thong
tv 01/2018/TT-BYT ngay 18/01/2018 cua BO Y t€ quy dinh ghi nhan thudc,
nguyén liéu 1am thudc va to huéng dan st dung thudc va chi dwoc nhap khau,
lvu hanh thu6c trén thi trwong sau khi Cuc Quan ly Dwoc phé duyét ndi dung
cap nhat nay.

Diéu 5. B0oi voi cac thude s6 7, s6 10 ban hanh trong danh muc kem theo
Quyét dinh nay co tén, dia chi nha san xuédt dang dang ky khéng hoan toan giéng
tén, dia chi nha san xuat da dwoc cong bd trong danh muc co s& san xudt nuwéc
ngoai dap ing GMP khi dang ky luu hanh tai Viét Nam. Trong vong 03 thang ké
tlr ngay ky ban hanh Quyét dinh nay, yéu cau cong ty dang ky, nha san xuét giai
Lriiih vé Lén, dia chi nha san xuét va bo sung tai liéu theo quy dinh tai 'khong tw
s6 32/2018/TT-BYT ngay 12/11/2018 cua B6 Y té quy dinh viéc dang ky luu
hanh thudc, nguyén liéu lam thudc va chi duoc nhap khau, luu hanh thudc tién
thi trwong sau khi Cuc Quan ly Duwoc phé duyét ndi dung nay. Sau thoi gian néu
trén, néu co s khong bo sung ho so thi Cuc Quan ly Dugc sé rit so dang ky.

Diéu 6. Quyét dinh cd hiéu luc ké tir ngay ky ban hanh.

Diéu 7. Giam dbc S& Y té cac tinh, thanh phd tric thudc trung vong, giam
ddc nha san xuét va cong ty dang ky co thudc tai Diéu | chiu trach nhiém thi
hanh Quyét dinh nay./.

CUC TRUONG
Noi nhan:
- Nhv Piéu 7; , ,
- B0 trvdng Nguyén Thi Kim Tién (dé b/c);
- TT. Trvong Quéc Cuong (do b/c);
- Cuc Quan Y - B6 Qudc phong, Cuc Y té - Bo Cong an; |
- Cuc Y té Giao thong van tai - Bo Giao thdng van tai;

- Bao hiém Xa hoi Viét Nam;

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

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

- Tong Cong ty Dugc VN;

- Cac Cong ty XNK Dugc pham;

- Cac Bénh vién & Vién c6 giwdng bénh truc thudc BO Y té;

- Website clia Cuc QLD, Tap chi Dugc & MP - Cuc QLD;

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



BOY TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUQC Poc lap - Ty do - Hanh phuc

DANH MUC 24 THUOC Buoc CAP s6 BDANG KY HIEU Luc 5 NAM - BOT 102
Ban hanh kém theo quyét dinh s6: (/AG/QD-QLD, ngay76../..£/...«E$75

1. Cong ty dang ky: Actavis International Ltd (B/c: BLB 016 Bulebel Industrial Estate, Zejtun
ZTN 3000 - Malta)

1.1 Nha sdn xuat: Baikanpharma - Dupnitsa AD (B/c: 3, Samokovsko shosse Str., Dupnitsa 2600

- Bulgaria)
A . Hoat chét chinh -  Dang bao Tudi Tiéu Quy cach x ax ¢
' T s - . " S6 dang k
STT Ten thuoc Ham lugng ché tho chudn  dong goi gxy
I lIprestan 150mg Irbesartan 15Clmg  Viénnénbao 24 NSX HOp2viX 14 VN-21977-19
phim thang vién

2. Cong ty dang ky: Akums Drugs & Pliarmaceuticals Ltd. (B/c: 304, Mohan Place, L.S.C.,
Block ¢, Saraswati Vihar, Delhi - India)

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

Hoat chat chinh -  Dang bao Tubi Tieu  Quy céach

STT Teén thuoc Ham lwong ché tho chuéan déng goi 50 dang ky
2 Gentawcl M0i 2ml dung dich  Dung dich 24 NSX 10p 5 6ng X VN-21978-19
chra: Gentamicin  tiém thang 2ml
(duéi dang
Gentamicin sulfat)
80mg

3. Cong ty dang ky: Cadila Pharmaceuticals LImited (B/c: Sarkhe) Dholka Road, Bhat -
Ahtnedabad, 382210, Guiaiat - India)

3.1 Nha san xuat: Cadila Pharmaceuticals Limited (B/c: 1389, Trasad Road, Dholka- 382225,
Distric: Ahmedabad, Guiarat State - India)

Hoat chat chinh - Dangbao Tubi Tigu  Quy cach

Tén thud . . ~ ) S6 dang ky
STT eh thuoe Ham lwoiig ché tho chuan doéng goi 9y
3 Zetop Cetirizin HC1 IOmg Viénnénbao 24 NSX Hop 10vix 10 VN-21979-19
phim thang vién

Trang |



4, Cong ty dang ky: Céng ty co6 phan Duoc va thiét bi y t€ Viét Nam - VINAP (B/c: s6
[04-B12B, Phuong Tan Mai, Quan Hoang Mai, Ha Noi - Viét Nam)

4.1 Nha san xuat: Akums Drugs and Pharmaceuticals Ltd. (B/c: 19,20,21 Sector-6A, I.1.E.,
Sidcul, Ranipur, Haridxvar - 249403, Uttarakhand - India)

A K Hoat chdt chinh - Dang bao Tui Tiéu Quy cach S5 d3 .
' - . 0 dang k
STT Tén thuoe Ham lwong ché tho chuén déng goi 9y
4 Glimiwel-2 Glimepirid 2mg Vién nén 36 USP Hop3viX10 VN-21980-19
thang 40 vién
5 Glimiwel-4 Glimepirid 4mg Vién nén 36 USP Hop3viX10 VN-21981-19

thang 40 Vién
5. Cong ty dang ky: Cong ty cO phan Fulink Viét Nam (B/c: s6 96, ngd 192 phd Lé Trong Tan,
Phuwong Khwong Mai, Quan Thanh Xuan, Tp. Ha N6i - Viét Nam)

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

\ . Hoat chat chinh -  Dangbao Tudi Tigu  Quy cach S§ dang k¢
' T ns p . 0 dang k
STT Ten thuoe Ham lwgng ché tho chudn  déng goi gry
6 Solondo 10mg soft Isotretinoin IOmg  Vién nang 36 USP Hop 3viX 10 VN-21982-19
capsule méem thang 38 vién

6. Cong ty dang ky: Cong ty TNHH Dwoc pham Lamda (B/c: 27/6 Ly Thai T6, Phuong Thach
Gian, Quan Thanh Khé, Thanh ph6é Ba Nang - Viét Nam)

6.1 Nha s&n xuét: Famar Italia S.p.A (B/c: Via Vambeletti, 251- 20021 Baranzate di Bollate,

Milano - Italy)
\ . Hoat chatchinh - Dangbao Tudi Tieu  Quy cach S6 dina Kk
STT Ten thuoc Ham lvgng ché tho chudn  déng goi ER
7 Acarbose ITiulchem Acarbose 50mg; Vién nén 24 NSX HOop2,9viX 10 VN 21983 19

(Bbng gbi &xuat xudng:
Lamp San Prospero
SPA, dia chi: Via Della
Pace, 25/A-41030 San
Prospero (MO), Italy

thang vién

7. Cong ty dang ky: Cong ty TNHH MTV DP Viét Tin (B/c: 64 Lé Loi, Phutng 4, Quan Go
Vap, TP. H6 Chi Minh - Viét Nam)

Trang 2



7.1 Nha san xuat: Theon Pharmaceuticals Limited (B/c: Vill. Sainimajra, Tehsil Nalagarh, Distt.
Solan (H.P) - India)

3 . Hoat chét chinh - Dangbao Tubi Tiéu  Quy céach S5 dsna kv
; ~ 9 - X - 0 dang k
STT Ten thuoe Ham lwong ché tho chuan  déng goi 9y
8 Osart-20 Olmesartan Viénnénbao 36 NSX HOp3viX 10 VN-21984-19
medoxomil 20mg  phim thang vién

8. Cong ty dang ky: Cong ty TNHH Philavida (B/c: Lau 2, s& 770-770A dudng Su Van Hanh
(noi dai), Phuong 10, Thanh ph6é H6 Chi Minh - Viét Nam)

8.1 Nha s&n xuét: Samchundang Pharm Co., Ltd. (B/c: 71, Jeyakgongdan 2-gii, Hyangnam -
Eup, Hwaseong-si, Gyeonggi-Do - Korea)

) . Hoat chdt chinh -  Dangbao Tubi Tigu  Quy cach £ oax )
Tén th ¥ - . i ’ S6 dang k
STT en thuoc Ham lwong ché tho chuéan dong goi 9ry
9 Phileo Tab Levoiloxacin 500  Viénnénbao 36 NSX HOp 10 VIX 10 VN-21985-19
mg phim thang vién

9. Cong ty dang ky: Cong ty TNHH Thuwong mai Nam Dong (B/c: s6 2, ngd 164/117phé Vuong
Thira Vi, p. Khwong Trung, Q. Thanh Xuan, Ha Noi - Viét Nam)

9.1 Nha san xuat: Laboratorios Vitoria, S.A. (B/c: Rua Elias Garcia, 28-Venda Nova, 2700-327
Amadora - Portugal)

\ . Hoat chdt chinh - Dangbao Tubi Tieu  Quy cach £ oax
Tén th ' - - i S6 dang k
STT en thuoc Ham lwong ché tho chuén dong goi 9
10 Drenoxol Ambroxol Siro uéng 30 NSX Hop 20 6ng VN-21986-19
hydrochlorid thang 10ml
30mg/10ml

10. Cong ty dang ky: Cong ty TNHH thwong mai Thanh Danh (D/c: Toa nha TAASAH, tang 1,
s6 749/14/4 Huynh Tan Phat, p. Ph( Thuan, Q.7, TP. H5 Chi Minh - Viét Nam)

10.1 Nha san xuat: Sai Mirra Imiopharm Pvt. Ltd. (B/c: PlotNo. 288, Sidco Estate, Ambattur,
Chennai, 600 098 - india)

. . Hoat chét chinh - Dang bao Tudi  Tieu Quy céch X ax ¢
Tén thudc ' o - ) S6 dang k
STT en th Ham lwong ché tho chudn  dong goi 9
11 Sastan-H Losartan kaki 25mg; Viénnénbao 24 NSX HOop 3 viX 10 VN-21987-19
Hydroclorothiazid  phim thang vién
12,5mg

Trang 3



11. Cbng ty dang ky: DKSH Singapore Pte., Ltd (B/c: 24 Penjuru Road, #03-02 Singapore
Commodity Hub, Singapore (609128) - Singapore)

11.1 Nha san xuat: Biocodex (B/c: 1, Avenue Blaise Pascal, 60000 Beauvais - France)

Hoat chat chinh - Dangbao Tubi Tigu  Quy cach

& 0 . S6 dang ky
STT Ten thuoe Ham lwong ché tho chuén déng goi 9
12 Stresam Etiioxin hydroclorid Vién nang 36 NSX Hop3viX20 VN-21988-19
50mg cing thang vién

12. Céng ty dang ky: Getz Pharma (Pvt) Ltd. (B/c: Plot No. 29-30/27 Korangi Industrial Area,
Karachi 74900 - Pakistan)

12.1 Nha sa&n xuét: Getz Pharma (Pvt) Ltd. (B/c: PlotNo. 29-30/27 Korangi Industriai Area,
Karachi 74900 - Pakistan)

Hoat chét chinh -  Dang bao Tudi Tiéu Quy céch

0 0 . S6 dang ky
STT Ton thude Ham lwvong ché tho chudn  doéng goi 9ry
13 Getvilol Tablets 2.5mg  Nebivolol (dudi Vién nén 24 NSX HOp2viX7 VN-21989-19
dang Nebivolol thang vién
HC1) 2,5mg
14 Getzlox Tablets 750mg LevoAoxacin (dw¢i Vién nén bao © NSX Hop 1 vi X 10 VN-21990-19
dang Levoiloxacin  phim ! Q3 vién

hemihydrat) 750mg

13. Céng ty dang ky: Ipca Laboratories Ltd. (B/c: International House 48, Kandivli Industrial
Estate, Kandivli ,(W), Miwnbai 400 067 - India)

13.1 Nha san xuat: Ipca Laboratories Limited (B/c: Plot No. 255/1, Athal, Silvassa, Pin.396 230,

(D&NII) - India)
R . Hoat chét chinh - Dangbao Tudi Tiéu  Quy cach S§ dang Ky
STT Ten thuoe Ham lwong ché tho chuan dong goi 9xy
15 Presartan-25 Losartan potassium Viénnénbao 24 NSX HOp2viX 14 VN-21991-19
25mg phim thang vién
16 Presartan-50 Losartan potassium Viénnénbao 24 NSX Hop2viX 14 VN-21992-19
50mg phim thang vién

14. Cong ty dang ky: Merck Export GmbH (B/c: Frankfurter Strafie 250, 64293 Darmstadt -
Germany)

14.1 Nha san xuat: Merck Sante s.a.s (B/c: 2 Rue du Pressoir Vert, 45400 Semoy - France)

Trang 4



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

STT Ten thuoe Ham luong ché tho chudn  dong goi
17 Glucophage 500mg Metidrmin Viénnénbao 60 NSX Hop5viX 10 VN-21993-19
hydrochlorid 500mg phim thang vién

15. Cong ty dang ky: Pharmaunity Co., Ltd (B/c: 69-5 Taepyeongno, 2-Ga, Jung-CiU, Seoul -
Korea)

15.1 Nha san xuét: Dongkvvang Pharm. Co., Ltd (B/c: i15, Sandan-ro, Pyeongtaek-si,
Gyeonggi-do - Korea)

Hoat chat chinh -  Dang bao Tuli Tieu  Quy céch S5 dang ky

STT Teén thuoe Ham luvong ché tho chudn  dong goi
18 Atira injection Sodium hyaluronate Dung dich 36 NSX HOp 3 bom VN-21995-19
20mg/2ml tiémdong  thang tiém déng san
san trong 2ml thudc
bom tiém

16. Céng ty dang ky: Phil International Co., Ltd. (B/c: 17, Nonhyeon-ro 99-gil, Gangnam-gu,
Seoul - Korea)

16.1 Nha san xuat: Cho-A Pharm Co., Ltd. (B/c: 318, Gwangjeong-ro, Haman-Myeon,
Haman-gun, Gyeongsangnam-do - Korea)

. ~ Hoat chat chinh - Dangbao Tudi Tiéu Quy cach S5 dx ¢
N . ) 6 dang k
STT Teén thucc Ham lwong ché tho chuén dong goi 9xy
19 Laierine Cao kho 14 bach qud Dung dich 36 NSX HOp206ngX  VN-21996-19
80mg/ 20ml udng thang 20ml

17. Cbng ty dang ky: PT Dexa Medica (B/c: JI. Jend. Bambang Utoyo No. 138 Palembang -
Indonesia)

17.1 Nha san xuat: PT Ferron Par Pharmaceuticals (B/c: Jababeka Industrial Estate 1, JI
Jababeka Vi, Blok J3 Cikarang Bekasi - Indonesia)

Hoat chdt chinh -  Dang bao TuSi Tiéu Quy cach S8 dng ky

Tén thué x < . "
STT en thuoe Ham lugng ché tho chuan dong goi
20 Escain Bupivacaine HC1 ~ Dungdich 24 NSX Hop 5 dng X VN-21994-19
5mg/ml tiém tay thang 4ml
song

18. Cong ty dang ky: SRS Pharmaceuticals Pvt. Ltd. (B/c: 602, 6th Floor, Marathon Max Bldg
No.2, L.B.S Marg, Midund Goregaon LinkRoad, Mulund (W), Mumbai - 4000 080 - India)

Trang 5



18.1 Nha san xuat: Bharat Parenterals Ltd. (B/c: Survey No. 144 & 146, Jarod Samlaya Road.,
Tal-Savli, City: Haripura., Dist: Vadodara, Giijarat - India)

A . Hoat chat chinh -  Dangbao Tudi Tiegu  Quy cach S6 dana kY
: - - 0 dang k
STT Ten thuoe Ham lwong ché tho chudn  dong goi 9
21 Tordol Moxiiloxacin (dwéi Viénnénbao 36 NSX Hop 3 vi nhdm/ VN-21998-19
dang Moxiiloxacin  phim thang nhom X 10 vién
HC1) 400mg

19. Cong ty dang ky: SRS Pharmaceuticals Pvt. Ltd. (B/c: 602-605, 6th Floor, Marathon Max
BldgNo.2, Mulund Goregaon LinkRoad, L.B.S Marg, Mulund (W), Mumbai - 4000 080 - India)

19.1 Nha s&n xuét: Acme Formulation Pvt. Ltd. (B/c: Ropar Road, Nalagarh, Dist: Solan, H.p.
174101 - india)

A . Hoat chdt chinh ~ Dangbao Tubi Tiéu  Quy cach S6 dina Kk
' : . 0 dang k
STT Ten thuoe Ham lugng ché tho chudn  déng goi 9Ky
22 Gaspemin 40 Esomeprazol (dwéi Viénnénbao 24 NSX Hop 3 viX 10 VN-21997-19
dang Esomeprazol  tan trong thang vién
magnesi) 40mg rudt

20. Cong ty dang ky: Sun Pharmaceutical Industries Limited. (B/c: UB Ground, 5 & AMP; 6th

floors, Sun House, CTS No. 201, B/I, Ram Nagar, Western Express Highway, Goregaon East,
Mutnbai, 400063, Maharashtra - India)

20.1 Nha san xuat: Sun Pharmaceutical Industries Ltd. (B/c: Industriai Area No. 3, A.B. Road,
Dewas-455001 (M.P) - India)

3 B Hoat chat chinh -  Dang bao Tubi Tiéu  Quy cach S6 dng kv
STT Tén thuoe Ham lwong ché tho chudn  déng goi 9%
23 Sun proart Tablcts 62.5 Boscntan (dué¢i dang Viénnénbao 36 NSX Hop ! viX 15 VN-21999-19
mg Bosentan phim thang vién
monohydrat) 62,5
mg

21. Cdng ty dang ky: Young Il Pharm Co., Ltd. (B/c: 6-1, Munhwa 12-gil, Jincheon-eup,
Jincheon-gun, Chungcheongbuk-do - Korea)

21.1 Nha san xuét: Pharvis Korea Pharm. Co.,Ltd. (B/c: 127, Sandan-ro 83 Beon-gil,
Danwon-gu, Ansan-si, Gyeonggi-Do - Korea)

Trang 6



STT Tén thubc

24 Esomera 40mg Tablet

Hoat chat chinh - Dangbao Tubi Tigu  Quy cach

Ham luong ché tho chuén déng goi
Esomeprazol (duvéi  Viénnénbao 36 NSX Hop3viX 10
dang esomeprazol  phim tan thang vién
magnesi dihydrat)  trong rudt
40mg

Trang 7

S6 dang ky

VN-22000-19
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