BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Tw do - Hanh phiic
S6: 653 /QDP-QLD Ha Néi, ngay 21 thangi2 nam 2020
QUYET PINH

) V@f: viéc ban hanh Danh muc 54 thudc nwéc ngoai .
dwgc cap giay dang ky luu hanh tai Viét Nam - Dot 104 bo sung lan 3

CUC TRUONG CUC QUAN LY DUQC

Cén ctr Luat Dugc s6 105/2016/QH13 ngay 06/4/2016;

Can ¢t Nghi dinh s 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh churc nang, nhiém vy, quyen han va co cdu t6 chiic ciia Bo Y té;

Can ctt Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 cua Bo truéng Bo Y
té quy dinh chirc ning, nhiém vu, quyén han va co ciu to chirc ctia Cuc Quan 1y
Duoc thude BO Y té;

Cin ctr Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cua Bo truong Bo Y
té quy dinh viéc dang ky luu hanh thudc, nguyén liéu 1am thudc;

Can cu y kién ciia Hoi dong tu van cap gidy dang ky luu hanh thude, nguyén
liéu lam thudc - BO Y té;

Xét dé nghi ctia Truéng phong Pang ky thude - Cuc Quan 1y Dugc,

QUYET PINH:

Picu 1. Ban hanh kém theo Quyét dinh nay Danh muc 54 thudc nudc ngoai
duoc cip gidy ding ky luu hanh tai Viét Nam - Dot 104 bd sung 1an 3, bao gom:

1. Danh muc 40 thudc nude ngoai duge cap gidy ding ky luu hanh hiéu lyc
05 nim - Dot 104 bd sung 1an 3 (tai Phu luc I kem theo).

Cac thudc tai Danh muc ndy c6 s6 dang ky voi ky hiéu VN-...-20 va hiéu
lre 05 nam ké tir ngay ky ban hanh Quyét dinh nay.

2. Danh myc 14 thudc nudc ngoai duge cip gidy ding ky luu hanh hiéu luc
03 nam - Dot 104 bd sung lan 3 (tai Phu luc 11 kém theo).

Céc thube tai Danh muc nay c6 sd dang ky véi ky hiéu VN3-...-20 va hiéu
luc 03 nam ké tir ngay ky ban hanh Quyét dinh nay.

Picu 2. Co so san xuat va co s ding ky thudc c6 trach nhiém:

1. Cung cip thudc vao Viét Nam theo dung céac ho so, tai lidu di dang ky véi
B0 Y té va phai in sé ding ky duge BO Y té Viét Nam cap 1én nhan thudc.

2. Chap hanh day du phap luat cua Viét Nam va cac quy dinh ctia Bo Y té vé
nhap khau thude va luu hanh thude tai Viét Nam, néu co bat cr thay doi gi trong
qué trinh lyu hanh thubc & nude sé tai va & Viét Nam thi phai bao cao ngay cho
Cuc Quan Iy Dugc - BO Y té Viét Nam.

3. Thyc hién vi€c cép nhét tiéu chuan chat lugng cta thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bo truong Bo Y té quy dinh vé
chat luong thudc, nguyén liéu lam thude.

4. Cap nhat nhan thudc va to hudng dan st dung thudc theo quy dinh tai
Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 cta Bo truéong Bo Y té quy dinh
ghi nhan thudc, nguyén liéu 1lam thude va t& huéng dan sir dung thudc trong thoi
han 06 thang ké tir ngay ky ban hanh Quyét dinh nay theo hinh thirc thay ddi, bd
sung gidy dang Ky luu hanh thudc quy dinh tai Thong tu s6 32/2018/TT-BYT ngay




12/11/2018 cua Bo trudng BO Y té quy dinh viée dang ky luu hanh thude, nguyén
liéu 1am thudc.

5. Phdi hop véi cac co sé diéu tri dé thyc hién theo ding cac quy dinh hién
hanh vé thudc ké don, theo doi an toan, hiéu qua, tac dung khong mong mudn cua
thudc trén nguoi Viét Nam va tong hop, bao cdo theo quy dinh tai Piéu 5 Thong tu
s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bo trudong Bo Y té quy dinh viéc diang
ky Iwu hanh thudc, nguyén lidu 1am thudc ddi véi cac thude thuéc Danh muc ban
hanh kém theo Quyét dinh nay.

6. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
han hiéu luc cia gidy dang ky luu hanh thudc, nguyén liéu lam thubc. Trong
truong hop khong con dép ung du diéu kién hoat dong, co s dang ky phai co trach
nhiém thyc hién thay d6i co so dang ky theo quy dinh tai Thong tu s6 32/2018/TT-
BYT ngay 12/11/2018 cta Bo truéng Bo Y té quy dinh viéc dang ky luu hanh
thudc, nguyén liéu lam thudc trong thoi han 30 ngay ké tir ngay co so dang ky
khong con du diéu kién hoat dong.

7. Co so dang ky thudc phai bao cao Bo Y té vé cap nhat tinh trang dap ng
Thuc hanh t6t san Xuit clia co S0’ san Xudt thuoc nguyén liéu 1am thudc. Truong
hop co 56 san xuat bi thu hoi gidy phep san xuat hodc khong dap tng Thuc hanh
t6t san xudt thude, nguyén liéu lam thudc ¢ nudc so tai, co sé phai thuc hién viéc
bao cao trong thoi han 15 ngay ké tir ngdy c6 thong bao ciia co quan quan ly co
tham quyén nudc so tai theo quy dinh tai diém d khoan 1 Piéu 100 Nghi dinh 5O
54/2017/ND-CP ngay 08/5/2017 cua Chinh pha quy dinh chi tiét mot s6 diéu va
bién phap thi hanh Luét Dugc.

Piéu 3. Quyét dinh co hiéu lyc ké tir ngay ky ban hanh.

Piéu 4. Giam ddc SO Y té cac tinh, thanh phd truc thudc Trung wong, giam
ddc co so san xudt va co so dang ky co thudc tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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CUC QUAN LY DUQC

BOY TE

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phac

PHULUCI '
DANH MUC 40 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH

2020

HIEU LUC 05 NAM - PQT 104 BO SUNG LAN 3
(Ban hanh kém theo Quyér dinh s0.633.../0P-QLD, ngay2l.../12../

cua Cuc Quan ly Duoc)

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

1.1 Nha san xuat: Themis Medicare Ltd., (P/c: Sector 64, Plot No. 16, 17 & 18, IIE, SIDCUL,
Haridwar, Uttarakhand-249403 - India)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy céach £ ax ,
4 Al h k
STT Tén thuoc Ham hrgng ché tho [chuan| déng goi 56 ding ky
1 |Palnos Palonosetron (dudi |Dung dich 24 INSX [Hop1lo5ml VN-22542-20
dang palonosetron  |tiém thang
hydroclorid)
0,25mg/5ml
2 |Palnos 75 Palonosetron (dudi |Dung dich 24 [NSX [Hop 1llo1,5ml | VN-22543-20
dang palonosetron  |tiém thang
hydroclorid)
0,075mg/1,5ml

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

2.1 Nha san xuat: Themis Medicare Ltd., (P/c: Sector 64, Plot No. 16, 17 & 18, IIE, SIDCUL,
Haridwar, Uttarakhand-249403 - India)

A £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch sé d ,
g < 2 d k
STT Ten thudc Ham lwgng cheé the |chuan| déng géi o cans xy
3 [|Paratech 300 Paracetamol 150 Dung dich 24 INSX [Hop lonchta5 [ VN-22544-20
mg/ml tiém thang hop nho x 1 vi
x 1 ong 2ml

3. Céng ty dang ky: Cong ty Co phan Dwgc pham Khénh Hoa (b/c: 74 dwong Thong Nhat, P.
Van Thang, TP. Nha Trang, tinh Khanh Hoa - Viét Nam)

3.1 Nha san xuat: Swiss Parentals., Ltd. (B/c: Unit - |1, Plot No.: 402, 412-414, Kerala Industrial
Estate GIDC, Nr Bavla Dist, Ahnmedabad-382 220, Gujarat - India)

Trang 1




A £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch sé d ,
. < 2 d k
STT Ten thuoc Ham lwgng ché tho [chuan| déng goi o dang &y
4 [Sefotime Cefotaxime (dudi  |Bot phatiém| 24 |[USP  [Hop 1lo 1g bot| VN-22545-20
dang Cefotaxim thang|40 phatiém + 1 lo

natri) 1 g

10ml nuéc vo
khuan pha tiém

4. Cong ty ding ky: Cong ty Co phan Dwgc pham Thong Nhat (B/c: Tang 6, Nha 2972, L6 NO5,
Khu do thi Dong Nam Tran Duy Hung, Phuong Trung Hoa, Qudn Cau Giay, Thanh pho Ha Ngi -

Vi¢gt Nam)

4.1 Nha san xuat: Sinil Pharm Co., Ltd. (B/c: 28, Boksanggol-gil, Angseong-myeon, Chungju-si,
Chungcheongbuk-do - Korea)

A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch sé d ,
4 e h d k
STT Tén thuoc Ham lwgng che the |chuan doéng goi o cans xy
5 |Difen Plaster Natri diclofenac Miéng déan 36 |NSX |Hop 3 thix7 VN-22546-20
15mg phong thich |thang miéng dan
qua da

5. Cong ty diang ky: Cong ty TNHH dwoc pham Ba Lan (B/c: P903, nha CT4-5, khu dé thi méi
Yén Hoa, P. Yén Hoa, Q. Cau Giay, Ha Ngi - Viét Nam)
5.1 Nha san xuat: Tarchomin Pharmaceutical Works "'Polfa" S.A. (P/c: 2, A. Fleminga Str.,
03-176 Warsaw - Poland)

Hoat chat chinh -

Dang bao

Tubi

Tiéu

Quy cach

: 5 b h Sb ding ky
STT Tén thuoc Ham lwgng che the |chuan doéng goi o cans xy
6 [Taromentin 457mg/5ml |Amoxicillin (dudi  |Bot pha hon | 24 |[NSX |Hop 1chai6,3 | VN-22547-20
dang amoxicillin dichuong |thang g bot twong
trihydrat) 80mg/ml; duong 35ml

Acid clavulanic
(dudi dang kali
clavulanat)
11,4mg/ml

hén dich; Hop 1
chai chwra 12,69
b6t tuong
duong 70ml
hdn dich;

6. Cong ty dang ky: Cong ty TNHH Dugc pham DO HA (D/e: S6 30, Tdp thé Tran Pha, ngd
105, dwong Nguyén Phong Sdc, té 16, P. Dich Vong Hdu, Q. Cau Giay, Ha Ngi - Viét Nam)

6.1 Nha san xuat: JSC ""Farmak'* (P/c: 74, Frunze Str., Kiev, 04080 - Ukraine)
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A £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch sé d ,
. < 2 d k
STT Ten thuoc Ham lwgng ché tho [chuan| déng goi o dang &y
7 |Treeton Mbi 1ml dung dich |Dung dich 24 INSX [|Hop 5 lo, moi VN-22548-20
tiém truyén chra:  |tiém truyén [thang lo chira 20ml

Mudi meglumin cua
acid alpha lipoic
58,382mg (tuong
duong voi acid
alpha lipoic (thiotic
acid) 30mg/1ml

dung dich tiém
truyén

7. Cong ty ding ky: Cong ty TNHH Dwoc pham Lién Hop (B/c: 480C Nguyén Thi Thap,
Phwong Tan Quy, Qudan 7, TP.HCM - Viét Nam)

7.1 Nha san xuat: Swiss Parentals., Ltd. (B/c: Unit - |1, Plot No.: 402, 412-414, Kerala Industrial
Estate GIDC, Nr Bavla Dist, Ahnmedabad-382 220, Gujarat - India)

. p Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach £ oo ,
STT Tén thuoc Ham lwong ché the [chuan| déng géi S0 ding ky
8 [Asodim 2g Ceftazidim (dudi Bot phatiém| 24 |USP |Hop1lo VN-22549-20
dang Ceftazidim thang(38
pentahydrat (hon
hop bot vo khuan
Ceftazidim
pentahydrat va natri
carbonat) 29
9 |Astode 19 Cefpirom (dudi Bot phatiém| 24 [NSX [Hop 1lo VN-22550-20
dang Cefpirom truyén tinh  |thang
sulfat phoi hop véi  |mach
Natri Carbonat) 19
10 |Astode 2g Cefpirom (dudi Bot phatiém| 24 [NSX [Hop 1lo VN-22551-20
dang Cefpirom truyén tinh  |thang
sulfat phoi hop véi  |mach
Natri Carbonat) 29

8. Cong ty ding ky: Cong ty TNHH Dwoc pham Toan Chan (P/c: 309/11 Bis Nguyén Van Troi,
P. 1, Q. Tan Binh, TP. HCM - Viét nam)

8.1 Nha san xuat: JSC "Grindeks" (B/c: 53, Krustpils Str., Riga, LV-1057 - Latvia)

. £ Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach £ a1
2 411y - k
STT Tén thuoc Ham lugng che tho [chuan| déng goi S0 ding ky
11 [Karvidil 12,5mg Carvedilol 12,5mg [Vién nén 36 |NSX [Hop chua 2 vi x| VN-22552-20
thang 14 vién

Trang 3




12

Karvidil 6,25mg

Carvedilol 6,25mg

Vién nén

36
thang

NSX

Hop 2 vix 14
vién

VN-22553-20

9. Cong ty ding ky: Cong ty TNHH Dwoc pham va TTBYT Hoang Dirc (B/c: 12 Nguyén Hién,
Phuwong 4, Qudgn 3, TP. Ho Chi Minh - Viét Nam)

9.1 Nha san xuat: Genepharm S.A. (P/c: 18th km. Marathonos Ave, Pallini Attiki, 15351 -

Greece)
. p Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach £ o ,
STT Tén thuoc Ham lwong ché the [chuan| déng géi S0 ding ky
13 [Ajenafil 50mg Sildenafil (dudi Vién nhai 36 |NSX [Hop1lvix4 VN-22554-20
dang Sildenafil thang vién
citrat) 50mg
10. Cong ty dang ky: Cong ty TNHH Dwoc pham Vigt Phap (P/c: Tang 20, toa nha ICON 4,
2434 Pé La Thanh, phuong Lang Thuong, Qudan Pong Pa, Ha Nji - Vit Nam)
10.1 Nha san xuat: Famar A.V.E. Alimos Plant 63, Ag. Dimitriou Str. (B/c: Agiou Dimitriou
63, Alimos Attiki, 17456 - Greece)
. p Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach £ o ,
STT Ten thudc Ham lwong ché the [chuan| déng géi S0 ding ky
14 |Tamvelier (co s xuat  |M3i 1ml dung dich |Dung qlich 36 INSX [Hop 1lox5ml | VN-22555-20
xuong: Pharmathen SA, |chta: Moxifloxacin [nho mat thang
dia chi: Dervenakion 6, |(dudi dang
Pallini Attiki, 15351, Hy [Moxifloxacin
Lap) hydrochlorid) 5mg
11. Céng ty ding ky: Cong ty TNHH Dwoc Pham Y-Med (B/c: 144 Bén Vin Pon, P.6, Q.4, TP.
Ho Chi Minh - Viét Nam)
11.1 Nha san xuat: Akums Drugs and Pharmaceuticals Ltd. (D/c. 19-21 Sector - 6A, L.I.E.,
Sidcul, Ranipur, Haridwar-249403 - India)
A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch S diine kv
STT Tén thuoc Ham lwong ché the [chuan| doéng géi o cans xy
15 [Methicowel - 500 Mecobalamin Vién nén bao| 24 [NSX [HOp 10vix 10 | VN-22556-20
500mcg phim thang vién

12. Céng ty ding ky: Cong ty TNHH Dwoc Tam Pan (D/c: A44.4 KDC Everich 3, duwong Phu
Thugn, Phuwong Tan Phu, Qugn 7, TP. Ho Chi Minh - Viét Nam)

12.1 Nha san xuat: Laboratorios Rubid, S.A (B/c: Industria, 29-Pol. Ind. Comte de Sert 08755
Castellbisbal Barcelona - Spain)

T
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A £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch A as ,
STT Ten thuoc Ham lwong ché the [chuan| déng géi S0 ding ky
16 |Resincalcio MGi 100g bot chira: (Bot phahon | 36 [NSX  |Hop 26 goi x VN-22557-20
Calcium polystyrene |dich uong  [thang 159
sulfonate 99,759
17 |Resinsodio Mbi 100g bot chira: [Bot pha hon | 48 [NSX |Hop 1 chai VN-22558-20
Sodium polystyrene |dich uong |[thang 4009
sulfonate 99,759
13. Cong ty ding ky: Cong ty TNHH Héng Phuc Bao (B/c: 232/8 Quéc 16 13, P. 26, Q. Binh
Thanh, TP. Ho Chi Minh - Viét Nam)
13.1 Nha san xuat: Theon Pharmaceuticals Limited (&/c: Vill. Sainimajra, Tehsil Nalagarh,
Distt. Solan (H.P) - India)
A £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch £ 2o ,
STT Ten thuoc Ham lwong ché the [chuan| déng géi S0 ding ky
18 [Theofex-180 Fexofenadin Viénnén bao[ 36 [USP |Hop 10 vix 10 | VN-22559-20
hydrochlorid 180  |phim thang(41 vién ; hop 3 vi
mg x 10 vién
14. Cong ty diang ky: Cong ty TNHH mét thanh vién Dwoc pham Haelol (B/c: Tang L - 226/2
Lé Van Sy, Phuong 1, Qugn Tan Binh, Thanh pho Ho Chi Minh - Viét Nam)
14.1 Nha san xuat: Themis Medicare Ltd., (B/c: Sector 64, Plot No. 16, 17 & 18, IIE, SIDCUL,
Haridwar, Uttarakhand-249403 - India)
A £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch £ 2o ,
STT Tén thuoc Ham lwong ché the [chuan| déng géi S0 ding ky
19 |Themiset Palonosetron (dusi  |Dung dich 24 [NSX [Hoép 1llo5ml VN-22560-20
dang palonosetron  |tiém truyen [thang
hydroclorid) 0,25mg
15. Céng ty ding ky: Cong ty TNHH san xuét dwec pham Medlac Pharma Italy (B/c: Khu
cong ngh¢ cao I, Khu cong ngh¢ cao Hoa Lac, Km29, Dai Lo Thang Long, xa Ha Bang, huyen
Thach That, thanh pho Ha Ngi - Viét Nam)
15.1 Nha san xuét: Laboratorio Farmaceutico S.1.T. Specialita Igienico Terapeutiche S.R.L.
(B/c: Via Cavour 70 - 27035 Mede (PV) - Italy)
2 Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach £ s 1y
STT Teén thuoc Ham lwgng ché tho [chuin|  déng goi S0 ding ky

Trang 5




20

Dedrogyl

Mdi lo 10ml chia:
Calcifediol
monohydrat 1,5mg

36
thang

Dung dich
uong

NSX

Hop 1 lo 10ml

VN-22561-20

16. Céng ty ding ky: Cong ty TNHH Thwong mai Nam Pong (P/c: S6 2, ngd 164/117, phé
Vwong Thua Vi, P. Khuwong Trung, Q. Thanh Xudn, Ha Ngi - Viét Nam)

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

Slovenia)
. P Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach Sé di ,
. < 2 d k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi o dang &y
21 |Dasselta Desloratadin 5mg  [Vién nén bao| 36 [NSX |Hop 3vix 10 VN-22562-20
phim thang vién
22 |Diflazone 150mg Fluconazole 150mg |vién nang 60 |INSX [Hoplvix1l VN-22563-20
cing thang vién
17. Céng ty ding ky: Cong ty TNHH xuét nhap khau va phan phéi duwgc pham Ha Ngi (D/c:
So 23 Pho Vuong Thira Vi, Phuong Khuwong Mai, Qudn Thanh Xuén, Thanh pho Ha Ngi - Viét
Nam)
17.1 Nha san xuét: Rivopharm SA (P/c: Centro Insema - 6928, Manno - Switzerland)
. £ Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach £ a1
2 Y - k
STT Tén thuoc Ham lugng che tho [chuan| déng goi S0 ding ky
23 [Rivomoxi 400mg Moxifloxacin (dudi |Vién nénbao| 36 [NSX [Hop1lvix5 VN-22564-20
dang Moxifloxacin |phim thang vién

hydrochlorid) 400

mg

18. Cong ty ding ky: Cong ty TNHH Y té Canh Cira Viét (B/c: 788/2B Nguyén Kiém, P.3, Q.
G0 Vap, TP. Ho Chi Minh - Viét Nam)

18.1 Nha san xuét: Meridian Enterprises Pvt. Ltd. (P/c: 418, G.1.D.C Kabilpore, Navsari,
Pin-396424, Gujarat state - India)

. « Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach Sé di ,
£ 1 ang | h ding k
STT Tén thuoc Ham lwgng che the |chuan| dong géi ¢ dang Xy
24 |DOFENAX 50 Diclofenac Natri Vién dat truyc[ 36 |[NSX [Hop2vix5 VN-22565-20
50mg trang thang vién
25 |Femeron Clotrimazol 100mg |Viéndatam [ 36 [NSX [HOp1lvix6 VN-22566-20
dao thang vién

19. Cong ty diang ky: Diethelm & Co., Ltd. (D/c: Wiesenstrasse 8, 8008 Zurich - Switzerland)

Trang 6




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

A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch sé d ,
] S X d k
STT Tén thuoc Ham lwgng che the |chuan déng goi o cans xy
26 |[UPSA-C Acid Ascorbic Viénnénsui| 24 [NSX [HOop1tuyp 10 | VN-22567-20
(Vitamin C) 1000  |bot thang vién
mg

20. Cong ty dang ky: GlaxoSmithkline Pte. Ltd. (b/c: 23, Rochester Park, Singapore 139234 -

Singapore)

20.1 Nha san xuat: GlaxoSmithKline Australia Pty., Ltd. (B/c: 1061 Mountain Highway
Boronia Victoria 3155. - Australia)

. £ Hoat chit chinh - | Dang bao Tuoi| Tiéu Quy cach sé d ,
2 ANg h dang k
STT Tén thuoc Ham lwgng che the |chuan doéng goi o cans xy
27 |Ventolin Nebules M&i 2,5ml chira: Dung dich 36 [NSX H@p 6Vvixh VN-22568-20
Salbutamol (duéi  [khi dung thang ong 2,5ml
dang Salbutamol
sulfat) 5 mg

21. Cong ty dang ky: Global Pharma Healthcare Pvt. Ltd (D/c: Third Floor, 2A Ganga Nargar,
Fourth Street, Kodambakkam, Chennai, Tamil Nadu, 600024 - India)

21.1 Nha san xuét: Global Pharma Healthcare Pvt., Ltd. (B/c: 4-9, SIDCO Pharmaceutical
Complex, Alathur, Tiruporur, Kanchipuram-603 110 - India)

. £ Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach J. ,
2 11y - k
STT Tén thuoc Ham lugng che tho [chuan| déng goi S0 ding ky
28 [Globonir Cefdinir 300mg Vién nang 24 [USP [Hop lon x 10 VN-22569-20
cang thang(40 hop nho x 1 vi
x 10 vién

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

22.1 Nha san xuit: Ipca Laboratories Limited (B/c: P.O. Sejavta, Dist. Ratlam, Pin. 457 002,

(M. P.) - India)
. £ Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach J. ,
2 411y - k
STT Tén thuoc Ham lugng che tho [chuan| déng goi S0 ding ky
29 |Etova-400 Etodolac 400mg Vién nén bao| 24 |USP38[Hop 3 vi x 10 VN-22570-20
phim thang vién

Trang 7




30 [Telminorm-40 Telmisartan 40mg  [Vién nén 24 [USP39[Hop 3 vi x 10 VN-22571-20
thang vién
31 |Telminorm-80 Telmisartan 80mg | Vién nén 24 |USP39[Hop 3 vi x 10 VN-22572-20
thang vién
23. Cong ty dang ky: Les Laboratoires Servier (D/c: 50 rue Carnot, 92284 Suresnes Cedex -
France)
23.1 Nha san xuit: Les Laboratoires Servier Industrie (B/c: 905, Route de Saran, 45520 Gidy -
France)
. £ Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach £ 1.
2 41y - k
STT Tén thuoc Ham lugng che tho [chuan déng géi S0 ding ky
32 |Hyperium Rilmenidine Vién nén 24 INSX [HOp 2vi X VN-22573-20
dihydrogen thang 15vién
phosphate 1,544mg
tuong duong
Rilmenidine 1mg
33 |Vastarel 20mg Trimetazidin Vién nén bao[ 36 |NSX [Hop1lo 60 VN-22574-20
dihydrochlorid phim thang vién
20mg

24. Cong ty dang ky: Pharmaunity Co., Ltd (P/c: 74, Sejong-daero, Jung-gu, Seoul - Korea)

24.1 Nha san xuat: Whan In Pharm. Co., Ltd (B/c: 50, Gongdan-ro, Anseong-si, Gyeonggi-do -

Korea)
. £ Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach J. ,
2 Y - k
STT Tén thuoc Ham lugng che tho [chuan déng géi S0 ding ky
34 [Newmefix Tab. 10mg |Donepezil Vién nén bao| 36 [NSX [Hop3vix10 | VN-22576-20
hydroclorid 10mg  [phim thang vién
35 |Newmefix Tab. 5mg Donepezil Vién nén baol 36 |[NSX [Hop 3vix 10 VN-22577-20
hydroclorid 5mg phim thang vién

25. Cong ty diang ky: Pierre Fabre Medicament (D/c: 45, Place Abel Gance, 92100 Boulogne -

France)

25.1 Nha san xuat: Pierre Fabre Medicament production (B/c: Site Progipharm rue de Lycée

45500 Gien - France)

A £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch sé da ,
< <9 2 d k
STT Ten thuoc Ham lwgng ché tho [chuan| déng goi o dang ky
36 |Permixon 160mg Phan chiét lipid Viénnang | 36 [NSX |Hop4vix15 | VN-22575-20
-sterol cua cay cang thang vién
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Serenoa repens
160mg

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

26.1 Nha san xuat: Kolmar Korea (B/c: 245, Sandan-gil, Jeonui-myeon, Sejong-si - Korea)

2 Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach 5 dine k¢
STT Tén thuoc Ham luong ché the [chuin|  déng goi S0 diing ky
37 |Lucosole Cream MJdi gram kem chia:|Kem bdida | 24 |USP40|Hop 1 tuyp 159 | VN-22578-20
Hydroquinon 40mg thang
27. Cong ty dang ky: Sun Pharmaceutical Industries Limited. (b/c: UB Ground, 5 & AMP; 6th
floors, Sun House, CTS No. 201, B/1, Ram Nagar, Western Express Highway, Goregaon East,
Mumbai, 400063, Maharashtra - India)
27.1 Nha san xuét: Sun Pharmaceutical Medicare Limited (P/c: Survey No. 22 & 24,
Village-Uijeti, Post-Baska, Tal. Halol, Dist: Panchmahal - India)
2 Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach 5 dine k¢
STT Tén thuoc Ham luong ché the [chuin|  déng goi 50 diing ky
38 |Octride 100 Octreotid (dudi dang|[Dung dich 36 |[NSX [Hop16ng1ml| VN-22579-20
octreotid acetat) tiém thang
0,1mg/ ml
39 |Winolap Olopatadine (duéi  [Dung (ﬁch 24 |USP [Hop 1 1o 5ml VN-22580-20
dang Olopatadine  [nho mat thang|40
Hydrochloride)
5mg/sml
28. Cong ty diang ky: Xepa-Soul Pattinson Sdn. Bhd. (b/c: 1-5 Cheng Industrial Estate, Melaka,
75250 - Malaysia)
28.1 Nha san xuat: Xepa-Soul Pattinson Sdn. Bhd. (B/c: 1-5 Cheng Industrial Estate, Melaka,
75250 - Malaysia)
2 Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach £ s 1y
STT Tén thuoc Ham lwgng ché tho [chuin|  déng goi S0 ding ky
40 |Xepafuzin Acid fusidic 20mg/g |Kem bdida | 36 |NSX [Hop 1tuyp 159 VN-22581-20
thang

Trang 9
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CUC QUAN LY DUQC

BOY TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

PHULUCII ,
DANH MUC 14 THUOC NUGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
HIEU LUC 03 NAM - PQT 104 BO SUNG LAN 3

Ban hanh kém theo Quyét dinh $6.653.../0P-QLD, ngay21../12./2020. ciia Cuc Qudn Iy DuoC

1. Cong ty dang ky: Alvogen (Thailand) Ltd. (P/c: 53 Sivayathorn Tower, 12th Floor, Wireless
Road, Lumpini, Phatumwan, Bangkok 10330 - Thailand)

1.1 Nha san xuat: Lotus Pharmaceutical Co., Ltd. Nantou Plant (B/c: No. 30 Chenggong Ist
Rd., Sinsing Village, Nantou City, Nantou County 54066 - Taiwan)

N £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch £ o ,
: <9 2 Sod k
STT Tén thuoc Ham lugng ché tho [chuan| déng goi o dang &y
1 |Alvogen Thalidomide |Thalidomide 50mg [Vién nang 24 |USP37[Hop 6 vi x 10 VN3-271-20
Capsules 50mg cang thang vién

2. Cong ty ding ky: Cong ty c6 phan Dwoc MK Viét Nam (B/c: O dat sé 42, 16 dat TT-A2, khu
do thi tp. Giao Luu, phuong Co Nhué 2, qudn Bac Tur Liém, Tp. Ha Ngi - Viét Nam)

2.1 Nha san xuit: PT.Sydna Farma (D/c: JI. R.C. Veteran No. 89, Bintaro, Jakarta Selatan -

Indonesia)
) . Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach Lo o
6 . S h Sod k
STT Tén thudc Ham lwgng ché | tho [chuin| dénggei | e
2 |Moribit Levonorgestrel Vién nén 60 |NSX |Hoptochwra25 | VN3-272-20
0,150mg; thang vi giay X 1 vi
Ethinylestradiol thuoc x 28 vién
0,030mg (trong do 21
Vién chura hoat
chat + 7 vién
gia duoc)

3. Cong ty ding ky: Cong ty Co phan Dwoc pham Duy Tan (B/c: 22 Ho Biéu Chanh, Q. Phi
Nhudn, TP. Hé Chi Minh - Viét Nam)

3.1 Nha san xuat: Thymoorgan Pharmazie GmbH (B/c: Schiffgraben 23-38690 Vienenburg -

Germany)
A £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch sé ds ,
4 <119 h k
STT Ten thuoc Ham lugng ché | tho |chuin| déng goi 0 dang ky
3 |lfosfamide 1000 Stada |Ifosfamid 40mg/ml |Dung dich 18 [NSX |Hop 1lo 25ml VN3-273-20

Trang 1




(Xuat xudng 16 va dong
g6i thur cip : Stadapharm
GmbH, dia chi:
Feodor-Lynen -Strabe
35, 30625
Hannover-Germany)

truyén

thang

4. Cong ty diang ky: Cong ty TNHH Dwoc pham Bach Viét (B/c: S6 146, ngé 230 Pinh Cong
Thuong, P. Dinh Cong, Q. Hoang Mai, Ha Ngi - Viét Nam)

4.1 Nha san xuat: (Co sé san xuat, déng géi so' cap): Oncomed Manufacturing a.s. (P/c:
Karasek 2229/1b, budova 02, 621 00 Brno-Reckovice - Séc)

. £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
STT Tén thuoc Ham lwong ché tho [chuin|  déng goi S0 diing ky
4 |Bortezomib Biovagen |Bortezomib (dudi  |Bot dong 36 |INSX [Hop1llo VN3-274-20
(Co so déng goi thi cap: |dang Bortezomib  |kho pha thang
GE Pharmaceuticals Ltd; |mannitol boronic ~ |dung dich
Dc: Industrial Zone, ester) 1mg tiém tinh
"Chekanitza-South" area, mach

2140 Botevgrad, Bulgari;
Co s Xuat xuong:
Synthon Hispania S.L;
P/c: Pol.Ind.Les Salines.
Carrer Castellol, 08830
Sant Boi de Llobrega,
Tay Ban Nha)

5. Cong ty dang ky: Cong ty TNHH Dwgc TAm Pan (D/c: A4.4 KDC Everich 3, dwong Phu
Thudn, Phirong Tan Phd, Qudn 7, TP. Ho Chi Minh - Viét Nam)

5.1 Nha san xuit: Actavis Italy S.p.A. (B/c: Viale Pasteur 10, 20014 Nerviano - Milano - Italy)

) < Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Lo o
STT Teén thuoc Ham lwong ché the [chuin dong goi S0 ding ky
5 |Bendacitabin 40mg/ml |Gemcitabin (duéi  |Bot pha 36 |INSX [Hop1llo VN3-275-20
(co s& dong goi: dang Gemcitabin dung dich  |thang
Biokanol Pharma hydrochlorid) tiém truyén
GmbH, Kehler Str. 7, 1000mg
76437 Rastatt, Germany;
o s& XUt xuong:
Bendalis GmbH,
Keltenring 17, 82041
Oberhaching, Germany)
6 |Bendacitabin 40mg/ml [Gemcitabin (dudi  |Bot pha 36 [NSX [Hop1llo VN3-276-20
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(co s dong goi: dang Gemcitabin dung dich  |thang
Biokanol Pharma hydrochlorid) tiém truyén
GmbH, Kehler Str. 7, [200mg
76437 Rastatt, Germany;
co s& XUt xuong:
Bendalis GmbH,
Keltenring 17, 82041
Oberhaching, Germany)
7 |[Bendatax (co s¢ dong  |Mdi 1ml dung dich |Dung dich 36 |NSX [Hop1lox5ml | VN3-277-20
goi: Biokanol Pharma  |chua: Paclitaxel dam dac pha |thang hop 1 lo x
GmbH, Kehler Str. 7, [6mg dung dich 16,7ml, hop 1
76437 Rastatt, Germany; tiém truyén lo x 25ml, hop
co s& XUt xudng: 1 lo x 50ml
Bendalis GmbH,
Keltenring 17, 82041
Oberhaching, Germany)
5.2 Nha san xuat: Actavis Italy S.p.A.-Nerviano Plant (B/c: Viale Pasteur 10, 20014 Nerviano
(Milan) - Italy)
A P Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach £ as .
STT Tén thuoc Ham lwong ché the [chuan|  déng goi S0 diing ky
8 |lrinotecan Bendalis Mbi 1ml dung dich [Dung dich 36 INSX [Hop1llox5ml [ VN3-278-20
20mg/ml (co s dong  [chua: Irinotecan dam dac dé |thang
goi: Biokanol Pharma  |hydroclorid trihydrat|pha dung
GmbH, Kehler Str. 7, [20mg dich tiém
76437 Rastatt, Germany; truyén

o s& XUt xuong:
Bendalis GmbH,
Keltenring 17, 82041
Oberhaching, Germany)

6. Cong ty dang ky: Ferring Private Ltd. (D/c: 168 Robinson Road, #13-01 Capital Tower,
Singapore 068912 - Viét Nam)

6.1 Nha san xuat: Catalent UK Swindon Zydis Limited (P/c: Frankland Road, Blagrove,
Swindon, Wiltshire, SN5 8RU - UK)

. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach sé ds .
! < h ding k
STT Ten thuoc Ham lwong ché | tho |chuin| déng goi 0 dang ky
9 |Nocdurna (Co s dong  [Desmopressin (dudi |Vién nén 36 |INSX [Hop 3vix 10 VN3-279-20
goi thu cap: Ferring dang desmopressin |dong kho  |thang vién
International Center dang uong
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SA, d/c: Chemin de la
Vergognausaz, St-Prex,
1162, Switzerland; Co
s& Xuat xuong: Ferring
GmbH, d/c: Wittland 11,

acetat) 25mcg

Kiel, D-24109,
Germany)
10 [Nocdurna (Co s¢ dong  |Desmopressin (dudi [Vién nén 36 |INSX [Hop 3vix 10 VN3-280-20
goi tha cap: Ferring dang desmopressin |dong khd  [thang vién
International Center SA, |acetat) 50mcg dang uéng
d/c: Chemin de la
Vergognausaz, St-Prex,
1162,,Switzerland; Co
SO xuat xudng: Ferring
GmbH, d/c: Wittland 11,
Kiel, D-24109,
Germany)
7. Cong ty dang ky: Naprod Life Sciences Pvt. Ltd. (P/c: 304, Town Centre, Andheri kurla Road,
Andheri (E), Mumbai, Maharastra, 400059 - India)
7.1 Nha san xuit: Naprod Life Sciences Pvt. Ltd. (B/c: 304, Town Centre, Andheri kurla road,
Andheri (E), Mumbai, Maharashtra, 400059 - India)
. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach £ oac ,
. LR 2 k
STT Tén thuoc Ham lwgng che tho [chuan| déng goi S0 ding ky
11 [Naprocap-500 Capecitabin 500mg |Vién nén bao| 24 |[USP41[{Hop 1 1o x 10 VN3-281-20
phim thang vién
12 |Naprolat Carboplatin Dung dich 24 [BP201|Hop 1 lo 45ml VN3-282-20
10mg/ml tiém truyén [thang|8
7.2 Nha san xuit: Naprod Life Sciences Pvt. Ltd. (B/c: G-17/1, MIDC, Tarapur, Industrial Area,
Boisar, Dist.Thane-401506, Maharastra State - India)
) < Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach £oas o
2 g h k
STT Teén thuoc Ham lwgng ché tho [chuan|  déng goi S0 ding ky
13 [Taceedo-80 Docetaxel Dung djchq 24 INSX [Hop 1lo 2ml VN3-283-20
80mg/2ml dam dac d¢ [thang kem 1 lo 6ml
pha dung dung moi
dich tiém ethanol 13%
(kl/tt)

8. Cong ty dang ky: Stada Arzneimittel AG (D/c: Stadastrape 2-18, D-61118 Bad Vilbel -

Germany)
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8.1 Nha san xuit: Actavis Italy S.p.A. (B/c: Via Pasteur, 10-20014, Nerviano, (MI) - Italy)

. £ Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach Sé d ,
. <9 h ding k
STT Tén thuac Ham lwong che tho [chuan| déng goi 0 gang Xy
14 |Docetaxel Stada (Co s& MJdi 4ml dung dich |Dung dich 24 INSX [Hop1llox4ml [ VN3-284-20
xuat xuong: Stadapharm |chaa: Docetaxel dam dac pha |thang
GmbH, dia chi: 80mg dung dich
Feodor-Lynen-Str. 35. truyén
30625 Hannover,
Germany)
—= CUC TRUONG
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