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QUYET PINH

,Vé viéc ban hanh danh muc 35 thudce nwéc ngoai
dugc cap, gia han giay dang ky luu hanh tai Viét Nam - D¢t 117

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dugc s6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh s0 95/2022/ND-CP ngay 15/11/2022 cuia Chinh phu quy dinh
chirc nang, nhiém vu, quyen han va co cdu t6 chire ciia BY Y té;

Can cit Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 cua B¢ truong B Y té quy
dinh chirc nang, nhiém vu, quyén han va co cau t6 chirc ciia Cuc Quan Iy Duwoc thudc
BoY te,

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B¢ trucéng B Y té quy
dinh vi¢c dang ky luu hanh thuéc, nguyen li¢u lam thuoc

Can cit két lugn cia Hoi dong tw van cdp gidy dang ky heu hanh thubc, nguyén
liéu lam thudc - BY Y té;

Theo dé nghi ciia Trudng phong Pang ky thuéc - Cuc Quan 1y Duge.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 35 thubc nudc ngoai
dugc gia han gidy dang ky luu hanh tai Viét Nam - Dot 117, cu thé:

1. Danh muc 09 thudc nude ngoai duoc cap gidy dang ky lwu hanh hiéu luc 05
nam - Dot 117 (tai Phu luc I kem theo).

2. Danh muc 03 thudc nuée ngoai duge cip gidy ding ky luu hanh hiéu luc 03
nam - Dot 117 (tai Phu luc Il kem theo).

3. Danh muc 15 thudc nude ngoai duoc gia han gidy ding ky luu hanh hiéu luc
05 nam (Phu luc 111 kem theo).

4. Danh muc 08 thudc nudc ngoai duge gia han gidy dang ky luu hanh hiéu luc
03 nam (Phu luc IV kem theo).

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

1. Cung cip thubc vao Viét Nam theo dung cac hd so, tai liéu di diang ky véi
B0 Y té va phai in hoic dan sé dang ky duoc BO Y té cp 1én nhin thudc.

2. Chép hanh dy du phap luat ciia nuéc CHXHCN Viét Nam va cac quy dinh
ctia Bo Y té vé nhap khau thudc va luu hanh thude tai Viét Nam, néu c6 bat ctr thay
d6i gi trong qua trinh Ivu hanh thudc ¢ nude so tai va & Viét Nam thi phai bao céo
ngay cho Cuc Quan 1y Dugc - Bo Y té Viét Nam.

3. Thuc hién viéc cap nhat ti€u chuin chat luong cua thudec 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
lwong thube, nguyén liéu 1am thude.

4. Cap nhat nhan thudc va to hudng dan sir dung thuoc theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 cua B truong Bo Y té quy dinh ghi nhén thudc,
nguyén li¢u lam thudc va t& huéng dan sir dung thude theo hinh thirc thay doi, bo sung
gidy dang ky luu hanh thuéc quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022
cua Bo truong BO Y té ddi voi thude chua cap nhat noi dung nhan thudc, to huéng dan



st dung thudc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B
truong BO Y té.

5. Sau 12 thang ké tur ngay ky ban hanh Quyét dinh nay, cac thudc dugc gia han
glay dang ky luu hanh theo Quyet dinh nay co thay d6i vé noi dung hanh chinh (bao
gdm ca mau nhan va td hudng dan sir dung thuoc) phai nhap khau va luu hanh voi cac
ndi dung dd dugc phé duyét thay doi trong hd so gia han.

6. Phéi hop véi cac co so diéu tri dé thuc hién theo dang cac quy dinh hién
hanh vé thudc ké don, theo doi an toan, hi¢u qua, tac dung khong mong mudn cua
thudc trén ngudi Viét Nam va tong hop, bao céo theo quy dinh tai Diéu 5 Thong tu sd
08/2022/TT-BYT ngay 05/9/2022 ciia Bo truong Bo Y té quy dinh viée ding ky luu
hanh thudc, nguyén li¢u lam thube d6i véi cac thude thudc Danh muc tai Phu luc II
ban hanh kém theo Quyét dinh nay.

7. Co s6 ding ky thudc phai dam bao duy tri diéu kién hoat dong trong thdi gian
hiéu Iyc cua gidy diang ky luu hanh thudc, nguyén liéu 1am thube. Trong trudng hop
khong con dap tng du diéu kién hoat dong, co sé diang ky phai c¢6 trach nhiém thyc
hién thay d6i co so diang ky theo quy dinh tai Thong tu sé 08/2022/TT-BYT ngay
05/9/2022 ciia Bo truong Bo Y té trong thoi han 30 ngay ké tir ngay co so dang Ky
khong con du diéu kién hoat dong.

8. Co s¢ dang ky thudc phai bao cao BO Y té vé cap nhat tinh trang dap ung
Thyc hanh tot san xuét cia CO SO san Xuat thuoc nguyén liéu lam thudc. Truong hop
co s& san xuat bi thu hdi gidy phép san xuat hodc khong dap tmg Thuc hanh tot san
xuat thudc, nguyén lidu lam thudc ¢ nudc sé tai, co s& phai thuc hién viéc bao cao
trong thoi han 15 ngay ké tir ngdy c6 thong bao ctia co quan quan 1y c6 tham quyén
nudc so tai theo quy dinh tai diém d khoan 1 Diéu 100 Nghi dinh s6 54/2017/ND-CP
ngay 08/5/2017 cua Chinh phu quy dinh chi tiét mot s6 didu va bién phéap thi hanh
Luat Duoc.

Piéu 3. Cac thudc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay duogc
tiép tuc stir dung sb diang Ky da cap trude khi gia han trong thoi han téi da 12 thang ké
tir ngay dugc cap sé dang ky gia han theo quy dinh tai Phy luc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

Piéu 4. Quyét dinh co hiéu lyc ké tir ngay ky ban hanh.

Piéu 5. Giam dbc S Y té cac tinh, thanh phd truc thudc trung wong, giam ddc
nha san xuat va co s& ding ky co thude tai Picu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhin: ____CUC TRUONG
- Nhu bicu 5; 7 N

- BO trudng (dé b/c);

- TTr. B6 Xuan Tuyén (de b/c); f “‘/
- Cuc Quan Y - Bo Qudc phong, Cuc Y té - Bo Cong an 3
CucY té GTVT - B Giao thong van tai; \

- Téng Cuc Hai quan - Bo Tai chinh;
- Bao hiém Xa h¢i Viét Nam; Y A )

- B Y té Vu PC, Cuc QLKCB, Thanh tra Bo, Vin — Vi Tuan Cuong
phong HPTV cip GPKLH thubc, NLLT;

- S6'Y té cac tinh, thanh phd tryc thudc Trung wong;

- Vién KN thube TU, Vién KN thube TP. HCM;

- Téng Cong ty Duge VN-CTCP;

- Céc Cong ty XNK duoc phim;

- Céc Bénh vién & Vién c6 giuong bénh tryc thude BYT;

- Trung tam mua sam tap trung thude quoc gia;

- Céac phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCHN, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (2b) (NT).




Phu luc |

DANH MUC 09 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POQT 117

STT Tén thudc Hoat chat chinh | Dang Quy cach | Tiéu Tuodi S6 diang ky
— Ham lwong baoché | dénggoéi | chuin tho
(thang)
)] (2) 3) 4) 5) (6) (7 (8

1. Co sé diang ky: Aristopharma Limited (Dia chi: 7 Purana Paltan Line, Dhaka-1000, Bangladesh)
1.1. Co sé San xuat: Aristopharma Ltd. (Dja ch:: Plot# 14-22, Road # 11 & 12, Shampur-Kadamtali
I/A. Dhaka-1204, Bangladesh)

1 Bronast tablet Esomeprazol Viénnén | Hop 6 vi x NSX 24 894110444523
(dudi dang bao tan 10 vién
Esomeprazol trong
magnesi trihydrat) | ruot
20mg
2. Co sé diing Ky: Cong ty TNHH Dwoc pham Nhat Anh (Pja chi: S¢ 11 Hoang Diéu, Phirong 10,
Qugn Phi Nhugn, Thanh phé Ho Chi Minh, Viét Nam)
2.1. Co sé san xuét: Orion Corporation (Pja chi: Volttikatu 8, 70700 Kuopio, Finland)
2 Elpesom 50 Beclometason Hon dich | Hop 1 chai NSX 36 640110444623
pg/dose dipropionat xit mii x 23ml (200
0,555mg/mll lidu)
(twong duong
0,05mg/lidu xit)
3. Co s¢ ding ky: Cong ty TNHH Dwoc pham Van Cwong Phat (Pia chi: 299/28C dwong Ly
Thirong Kiét, Phuong 15, Qudn 11, TP. Hé Chi Minh, Viét Nam)
3.1. Co sé¢ san xuit: Laboratorios Normon, S.A. (Pja chi: Ronda de Valdecarrizo, 6, 28760 Tres
Cantos (Madrid), Spain)
3 Methylprednisolone | Methylprednisolo | Bot Hop 1 lo NSX 24 840110444723
Normon 40 mg n (dudi dang thudc
Powder for Methylprednisolo | pha tiém
injectable n hydrogen
solution succinat
50,68mg) 40mg
4. Co sé ding ky: Cong ty TNHH Seamed Ptk (Pja chi: S 61 T6 Ngoc Vin, phirong Quang An,
qudn Tay Ha, thanh phé Ha Ngi, Viét Nam)
4.1. Co sé san xuit: S.C. Rompharm Company S.R.L (Pja chi: Str. Eroilor nr.1A, Oras Otopeni,
cod 075100, Jud. Ilfov, Romania)
4 Dolorgin-N Ketoprofen Dung Hop 5 6ng NSX 36 594110444823
100mg/2ml 100mg/2ml dich tiém | 2ml; Hop
10 éng 2ml

5. Co s¢ diang ky: Diethelm & Co., Ltd. (Dia chi: Wiesenstrasse 8, 8008 Zurich, Switzerland)

5.1. Co sé san xuat: Laboratorios CINFA, S.A. (Pja chi: Olaz Chipi, 10. Poligono Areta de Huarte
31620 (Navarre), Spain)
Co sé dong géi so cap va thir cap: Laboratorios CINFA, S.A. (Pja chi: Travesia Roncesvalles, 1
de Olloki 31699, (Navarre), Spain)




2

STT | Ténthuéc | Hoatchatchinh— | Dangbao | Quycéach | Tiéu Tuoi S6 ding ky
Ham lwgng ché dong goéi chuén tho
(thang)
1) (2) (©) (4) ©) (6) () (8)

5 Facoxia Etoricoxib 90mg Vién nén Hop 3 vi x NSX 30 840110444923
bao phim 10 vién

6 Facoxia Etoricoxib 60mg Vién nén Hop 3 vi x NSX 30 840110445023
bao phim 10 vién

6. Co sé dang ky: Gracure Pharmaceuticals Limited (Pja chi: 251-254, lind Floor, DLF Tower,
15 Shivaji Marg, New Delhi, West Delhi DL 110015, India)
6.1. Co sé san xuat: Gracure Pharmaceuticals Ltd. (Pia chi: E-1105, RIICO Industrial Area,
Phase-111, Bhiwadi, Alwar (Rajasthan), India)

7 Kamestin Plus | M&i gam kem Kem boi Hop 01 tuyp BP 24 890110445123
chua: Clotrimazole | ngoai da x 15g; Hop
10mg, 01 tuyp x
Hydrocortisone 30g
1(dudi dang
Hydrocortisone
acetate 11,2mg)
10mg
7. Co sé dang ky: Jin Yang Pharm. Co., Ltd (bia ch:: 231, Hyoryeong-ro, Seocho-gu, Seoul, Korea)
7.1. Co s& san xuat: Kyukyu Pharmaceutical Co., Ltd. (Kyukyu Pharmaceutical Co., Ltd.
Toyama Plant) (Pja chi: 2-10 Nihonbashi-honcho 4-chome, Chuo-ku, Tokyo (32-7 Hibari, Imizu City,
Toyama), Japan)
|8 | Qepentex | Ketoprofen 0,029 | Miéngdén | G6i 7 miéng | NSX | 24 [ 499100445223 |
8. Co so dang ky: Unison Laboratories Co., Ltd (bia chi: 39 Moo 4, Klong Udomcholjorn, Muang
Chachoengsao, Chachoengsao 24000, Thailand)
8.1. Co sé'san xuit: Unison Laboratories Co., Ltd (Pja chi: 39 Moo 4, Klong Udomcholjorn, Muang
Chachoengsao, Chachoengsao 24000, Thailand)
9 Montulair 10 | Montelukast Vién nén Hop4vix7 | NSX 24 885110445323
sodium twong bao phim vién
duong voi
Montelukast 10mg
Ghi chu:

1. Cach ghi tiéu chuan char hrong thudc tai cét (6):
- Nha sdn xudt (NSX), Tiéu chudn nha sdn xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house c6 y
nghia twong dwong nhau, la tiéu chudn chdt leong thude do co sé san xudt xay dung va déu c6 thé
dirgc ghi trén nhan thuéc.
- Céch viét tdt cac tiéu chuan chdt lwong dwoc dién: Dwge dién Viét Nam (DPVN), Duoc dién Anh
(BP), Duge dién My (USP), Duoc dién Nhat Ban (JP), Duge dién Trung Quoc (CP), Dugc dién Chau
du (EP), Dugc dién Quéc té (IP)...




Phu luc 1l

TAI VIET NAM HIEU LUC 3 NAM - bQT 117

DANH MUC 03 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH

(Ban hanh kém theo quyér dinh so. ...796..... /OP-QLD, ngay 27..10../2023.ciia Cuc Qudn Iy Duoc)
STT | Tén thudc Hoat chat chinh — Dang | Quycach | Tiéu Tudi S6 diang ky
Ham lwong bao che doéng goi chuan tho
(thang)
1) ) 3) (4) ©) ©) ) (8)

1. Co'sé diing ky: Cong ty TNHH AstraZeneca Viét Nam (Pia chi: Tang 18, Toa nha A&B, Sé 76,
Puwong Lé Lai, Phirong Bén Thanh, Qudn 1, TP. Hé Chi Minh, Viét Nam)
1.1. Co sé san xuit: AstraZeneca Dunkerque Production (Pja chi: 224, Avenue de la Dordogne,
59640 Dunkerque, France)

1 Breztri Mai liéu phong thich | Hon dich | Hopgom 1 | NSX 24 300110445423
Aerosphere chara: Budesonid nén dudi | thi nhém
160mcg, dp suat | chtra 1 binh
Glycopyrronium dung dé | xit 120 liéu
7,2mcg, Formoterol hit
fumarat dihydrat 5mcg
2. Co s6& dang ky: Hetero Labs Limited (Pja chi: 7-2-A2, Hetero Corporate Industrial Estate,
Sanathnagar Hyderabad TG 500018, India)
2.1. Co sé san xuit: Hetero Labs Limited (Bja chi: Unit- 111, 22-110, 1.D.A, Jeedimetla, Hyderabad,
Telangana State, India)
2 Dolutegravir, | Dolutegravir (tuong Viénnén | Hop 1 lo NSX 24 890110445523
Lamivudine duong Dolutegravir bao phim | HDPE 30
and Tenofovir | natri 52,6mg) 50mg; vién
disoproxil Lamivudine 300mg;
fumarate Tenofovir disoproxil
tablets fumarate (twong duong
50/300/300mg | Tenofovir disoproxil
245mg) 300mg
3. Co s6 dang ky: Janssen-Cilag Ltd., (bia chi: 106 Moo 4 Lad Krabang Industrial Estate, Chalong
Krung Road, Kwaeng Lam Pla Tew, Khet Lad Krabang, Bangkok Metropolis, Thailand)
3.1. Co s& san xuit: Janssen Pharmaceutica N.V. (Pja chi: Turnhoutseweg 30, B-2340 Beerse,
Belgium)
3 Invega Trinza | Mdi bom tiém déong | Hon dich | Hopchral | NSX 24 540110445623
san chtra 410mg tiém bom tiém
paliperidone palmitate | phong dong san
tuong duong voi thich kéo | thudc va 2
263mg paliperidone dai Kim tiém

Ghi chu:

1. Cach ghi tiéu chuan char lwgng thuac tai gt (6):
- Nha sdn xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co so (TCCS), In-house co ¥
nghia twong dwong nhau, la tiéu chuan chat lwong thudc do co sé san xudt xay dung va déu cd thé

diroc ghi trén nhan thuac.

2. Thudc tai danh muc nay phdi bdo cdo theo déi, danh gid an toan, hiéu qua khi nép hé so dang ky
gia han gidy dang ky lieu hanh theo quy dinh tai Piéu 5 Théng tir sé 08/2022/TT-BYT ngay 05/9/2022.




DANH MUC 15 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH

(Ban hanh kém theo quyér dinh so: ..79¢....../0P-QLD, ngay27../10../2023.ciia Cuc Qudn 1y Duroc)

Phu luc 111

TAI VIET NAM HIEU LUC 5 NAM - DQT 117

tiém

STT | Ténthudc | Hoatchatchinh | Dang | Quycéach | Tiéu | Tudi S6 diang Ky S6
—Hamlwong | baoché | dénggoéi | chuan | the gia han lan
(thang) | (Sédiangky | gia
di cap) han
1) 2) 3) (4) (5) (6) (1) (8) ©)
1. Co sé dang ky: Cipla Ltd. (Pia ch:: Cipla House, Peninsula Business Park, Ganpatrao Kadam
Marg, Lower Parel, Mumbai - 400013, Maharashtra, India)
1.1. Co sé san xuit: Cipla Ltd. (Pia chi: Plot No. A-42, M.1.D.C, Patalganga, 410 220, Dist.Raigad,
Maharashtra State, India)
1 Trioday Tenofovir Viénnén | Hop 1 lo NSX 30 890110445723 01
(Tablets) Disoproxil bao phim | 30 vién (VN3-70-18)
Fumarate 300mg
(twong duong
Tenofovir
Disoproxil
245mgq),
Lamivudine
300mg, Efavirenz
600mg
2. Co sé ding ky: Cong ty cé phan dwec pham Benovas (Pja chi: 276 Nguyén Pinh Chiéu, Phirong
V6 Thi Sau, Qudn 3, Thanh Phg Ho Chi Minh, Viét Nam)
2.1. Co sé san xuat: Nobilus Ent, Tomasz Kozluk (Pja chi: ul. Zegrzynska 22A, 05-110 Jablonna,
Poland)
2 Benivatib Imatinib (dudi Vién Hop 1 chai | NSX 24 590114445823 | 01
100mg dang imatinib nang 60 vién (VN3-256-20)
mesylat) 100mg cang
3 Benivatib Imatinib (dudi Vién Hop 1 chai | NSX 24 590114445923 01
400mg dang imatinib nang 30 vién (VN3-257-20)
mesylat) 400mg cang
3. Co sé diing ky: Cong ty TNHH AstraZeneca Viét Nam (Bja chi: Tang 18, Toa nha A&B, Sé 76,
Puong Lé Lai, Phiong Bén Thanh, Qudn 1, TP Ho Chi Minh, Viét Nam)
3.1. Co sé san xuit: AstraZeneca UK Limited (Pja chi: Silk Road Business Park, Macclesfield,
Cheshire, SK 10 2NA, UK)
4 Zoladex Goserelin (dudi Thudc Hop 1 NSX 24 500114446023 01
dang goserelin cdy dudi | bom tiém (VN3-331-21)
acetat) 10,8mg da giai don licu
phong chua thudc
kéo dai | cay dudi
chtra da giai
trong phéng kéo
bom dai




STT | Ténthudc | Hoatchatchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
—Ham lwong | baoché | dénggéi | chuian | the gia han lan
(thang) | (S6 dingky | gia
da cap) han
1) ) (©) (4) (©) (6) ) (8) )
4. Co s6 dang ky: Céng ty TNHH DKSH Pharma Viét Nam (Dja chi: So 23 Pai Lo Doc Lap, Khu
cdng nghiép Viét Nam - Singapore, Phirong Binh Hoa, Thanh phé Thudn An, Tinh Binh Duong, Viét
Nam)
4.1. Co sb san xuét va déng géi cap 1: Vianex S.A.- Plant C (Pja chi: 16th km Marathonos Ave.,
Pallini Attiki, 15351, Greece)
Co sé dong géi cap 2 va xuat xuong: Lilly France (Pja chi: Zone Industrielle, 2 rue du colonel Lilly,
Fegersheim, 67640, France)

5 Gemzar Gemcitabine Botdong | Hop 1 lo x | NSX 36 520114446123 01
(dudi dang kho dé | 442,5mg (VN3-190-19)
Gemcitabine pha dung
hydrochloride) dich tiém
200mg truyén

5. Co s¢ ding ky: Cong ty TNHH Dwoc pham Viét - Phap (Pja chi: Tang 20, toa nha ICON 4,
2434 Bé La Thanh, phirong Lang Thwong, qudn Pong Pa, thanh phé Ha Ngi, Viét Nam)

5.1. Co sé san xuit: Remedica Ltd (Pja chi: Building 5&10, Aharnon Street, Limassol Industrial
Estate, 3056 Limassol, Cyprus)

6 Alvoceva Erlotinib (dudi Viénnén | Hop 3vix | NSX 48 529114446223 01
dang erlotinib bao phim | 10 vién (VN3-227-19)
hydrocloride)
100mg

6. Co s ding ky: Dr. Reddy’s Laboratories Ltd. (Pja chi: 8-2-337, Road No. 3, Banjara Hills,
Hyderabad, Telangana- 500034, India)
6.1. Co s& san xuat: Dr. Reddy’s Laboratories Ltd. (Pja chi: Formulation Unit -VII, Plot No. P1 to
P9, Phase-Ill, VSEZ, Duvvada, Visakhapatnam District 530046, Andhra Pradesh, India)
7 Capecitabine | Capecitabine Viénnén | Hop1lvix | USP 24 890114446323 01
Tablets 150mg bao phim | 10 vién 41 (VN2-454-16)
USP 150mg
8 Bortezomib | Bortezomib Bot dong | Hop 1 lo NSX 24 890114446423 01
for injection | 3,5mg kho pha (VN2-453-16)
3.5mg/vial tiém

9 Redivec Imatinib (dudi Vién Hop 6 vi NSX 36 890114446523 | 01
dang Imatinib nang alu-alu x (VN3-122-19)
mesylate) 100mg | cing 10 vién;

Hop 6 vi

PVC-Aclar

x 10 vién
7. Co s¢ dang ky: Emcure Pharmaceuticals Ltd. (Pja chi: ‘Emcure House’, T-184, M.1.D.C,
Bhosari, Pune MH 411026, India)
7.1. Co s& san xudt: Emcure Pharmaceuticals Ltd. (Pja chi: Lane No.03, Phase II, SIDCO
Industrial Complex, Bari Brahmana, Jammu (J&K) -181133, India)

10 Tavin-EM Tenofovir Viénnén | Hop 1lox | NSX 24 890110446623 01
disoproxil bao phim | 30 vién (VN3-71-18)

fumarate 300mg;
Emtricitabine
200mg




STT | Ténthudc | Hoatchatchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
—Ham lwong | baoché | dénggéi | chuian | the gia han lan
(thang) | (S6 dingky | gia
da cap) han
1) ) 3) (4) (©) (6) (@) (8) ©9)
8. Co s¢ dang ky: MI Pharma Private Limited (Dia chs: Unit No. 402 & 403, Viva Hub Town,
Shankar Wadi, Village Mogra, Jogeshwari East, Mumbai - 400060, India)
8.1. Co sé san xuat: MSN Laboratories Private Limited (Dja chi: Formulations Division, Plot No.
42, Anrich Industrial Estate, Bollaram, Sangareddy District — 502325, Telangana, India)
11 Febuday 80 | Febuxostat 80mg | viénnén | Hop 3vix | NSX 0 890110446723 01
bao phim | 10 vién (VN2-600-17)
9. Co sé dang ky: Naprod Life Sciences Pvt. Ltd. (Pja ch:i: 304, 3 RD Floor, Town Centre, Near
Mittal Estate, Andheri Kurla Road, Andheri (East), Mumbai — 400059, India)
9.1. Co sé san xuat: Naprod Life Sciences Pvt. Ltd. (Pia chi: Plot No. G-17/1, MIDC, Tarapur,
Boisar, Dist. Palghar 401506 Maharashtra State, India)

12 Pexate 500 | Pemetrexed (dudi | Bot dong | Hop 1 lo NSX 24 890114446823 01
dang Pemetrexed | kho pha (VN2-394-15)
dinatri) 500mg tiém

10. Co sé dang ky: Novartis (Singapore) Pte Ltd (Pia ch:: 20, Pasir Panjang Road, #10-25/28,
Mapletree Business City, Singapore 117439, Singapore)

10.1. Co sé san xuat: Ebewe Pharma Ges.m.b.H. Nfg. KG (Pja chi: Mondseestrasse 11, 4866
Unterach am Attersee, Austria)

13 Methotrexat | Moi 5ml dung Dung Hop 1 lo NSX 24 900114446923 01
"Ebewe" dich chua: dich dam | 5ml (VN2-634-17)
500mg/5ml | Methotrexat dac pha

500mg dung
dich tiém
truyén

11. Co sé dang ky: RV Lifesciences Limited (Pja chi: Plot No. H-19, M.I.D.C., Waluj, Aurangabad
431133 Maharashtra State, India)

11.1. Co sé san xuat: RV Lifesciences Limited (Pja chi:
Aurangabad 431133 Maharashtra State, India)

Plot No. H-19, M.1.D.C., Waluj,

14

Refix Rifaximin 550mg | Viénnén | Hop 3vix | NSX 24 890110447023 01

550mg bao phim | 10 vién (VN3-264-20)

12. Co sé diang ky: Sun Pharmaceutical Industries Limited (bia chi: UB Ground, 5 & AMP; 6th
Floors, Sun House, CTS No. 201, B/1, Ram Nagar, Western Express Highway, Goregaon East,
Mumbai, 400063, Maharashtra, India)

12.1. Co sé san xuét: Sun Pharmaceutical Industries Ltd. (Pja chi: Halol-Baroda Highway, Halol-
389 350, Dist. Panchmahal, Gujarat State, India)

15

NSX 24 890114447123 01

(VN3-299-20)

Abiraterone Vién nén

acetate 250mg

Oncoteron Hop 1 lo x

120 vién

Ghi cha:

1. Céch ghi tiéu chuan chat lwgng thuac tai cét (6):

- Nha sdn xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co so (TCCS), In-house co ¥
nghia twong dwong nhau, la tiéu chudn chdt lirong thuée do co sé san xudt xay dung va deéu co thé
droc ghi trén nhan thuac.




- Céch viét tdt cac tiéu chuan chdt liwong dioc dién: Duge dién Viét Nam (DPVN), Duwoc dién Anh
(BP), Duoc dién My (USP), Duoc dién Nhdt Ban (JP), Duoc dién Trung Quoc (CP), Duoc dién Chau
du (EP), Dugc dién Quoc té (IP)...

2. S6 dang ky tai cét (8):

- S6 dang ky gia han 14 86 ddng ky dwoc cdp theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT
ngay 05/09/2022 cuia Bé trieong BG Y té quy dinh viée dang ky luu hanh thuéc, nguyén liéu 1am thuac.
- S6 ding ky da cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cdp truéc khi thuée duoc gia
han theo quyér dinh nay.



Phu luc IV

DANH MUC 08 THUOC NUOC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - POQT 117

(Ban hanh kém theo quyér dinh so: ...7%....../0P-QLD, ngay 27../.10./2023ciia Cuc Qudn Iy Duroc)

STT | Ténthuoc | Hoatchatchinh | Dang | Quycach | Tieu | Tuoi S6 diang Ky So
— Ham lwgng baocheé | dong goi | chuan tho gia han lan
(thang) (S6 dang ky gia
da cap) han
1) 2) 3) (4) (5) (6) (1) (8) ©)
1. Co sé dang ky: Ajanta Pharma Limited (Dja chi: Ajanta House, 98, Government Industrial Area,
Charkop, Kandivli (West), Mumbai-400 067, India)
1.1. Co sé san xuat: Ajanta Pharma Limited (Pia chi: Plot No. B-4/5/6, MIDC, Paithan,
Aurangabad 431148 Maharashtra State, India)
1 Febuzex 80 | Febuxostat 80mg | Viénnén | Hop 3vix | NSX 36 890110447223 01
bao phim | 10 vién; (VN3-195-19)
Hop 10 vi
x 10 vién
2. Co sé diang ky: Cong ty TNHH Johnson & Johnson (Viét Nam) (Pia chi: Tang 12, Toa
Vietcombank Tower, sé 5 Céng truong Mé Linh, phwong Bén Nghé, Qudn 1, Tp. HCM, Viét Nam)
2.1. Co sé san xuit va déng goi so' cap: BSP Pharmaceuticals S.p.A. (Pia chi: Via Appia Km 65,
561, (loc. Latina Scalo) - 04013, Latina (LT), Italy)
Co sé dong goi thir cAp va xuat xwéng: Janssen Pharmaceutica NV (Pja chi: Turnhoutseweg 30,
B-2340 Beerse, Belgium)

2 Velcade Bortezomib Botpha | Hop1llo NSX 36 800114447323 01
3,5mg dung (VN2-486-16)

dich tiém
3. Co so dang ky: Egis Pharmaceuticals Private Limited Company (Pja chi: 1106 Budapest,
Keresztari ut 30-38, Hungary)
3.1. Co sé san xuat: Egis Pharmaceuticals Private Limited Company (Pja chi: 1165 Budapest,
Bokényfoldi Gt 118-120., Hungary)

3 Aripegis Aripiprazole Viénnén | Hop 2 vix | NSX 36 599110447423 01
30mg 14 vién (VN3-196-19)

4. Co sé dang ky: Hyphens Pharma Pte.Ltd (Dja chi: 16 Tai Seng Street, #04-01, Singapore 534138,
Singapore)
4.1. Co s& san xuit: Italfarmaco, S.A. (Pja chi: San Rafael, 3, 28108 Alcobendas (Madrid), Spain)

4 Rupafin Rupatadine (dudi | Dung Hop 1 chai | NSX 30 840110447523 | 01
dang Rupatadine | dich x 120ml, (VN2-504-16)
fumarate) Img/ml | uong Hop 1 chai

x 30ml

5. Co s¢ dang ky: MI Pharma Private Limited (Dia chi: Unit No. 402&403, Viva Hub Town,
Shankar Wadi, Village Mogra, Jogeshwari East, Mumbai - 400060, India)

5.1. Co sé san xuat: Mylan Laboratories Limited (Pja chi: F-4 & F-12, MIDC, Malegaon, Tal.
Sinnar, Nashik 422113 Maharastra State, India)




STT | Ténthudc | Hoatchatchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
—Ham lwong | baoché | dénggéi | chuian | the gia han lan

(thang) | (S6 dingky | gia

da cap) han

1) ) 3) (4) (©) (6) (@) (8) ©9)

5 Tenofovir Tenofovir Viénnén | Hop 1 chai | NSX 24 890110447623 01
Disoproxil | disoproxil bao phim | 30 vién (VN2-494-16)
fumarate fumarate 300mg,
and Lamivudine
lamivudine | 300mg
tablets
300mg/300
mg

5.2. Co s& san xuat: Mylan Laboratories Limited (Pja chi: Plot No. H12 & H13, MIDC, Waluj,
Aurangabad 431136, Maharashtra State, India)

6 Oseltamivir | Oseltamivir (dudi | Vién Hop 1 vi NSX 24 890110447723 | 01
phosphate dang Oseltamivir | nang 10 vién (VN3-32-18)
capsules phosphate) 75mg | cung
75mg

6. Co sé dang ky: Santen Pharmaceutical Asia Pte. Ltd (Dja chi: 6 Temasek Boulevard, #37-01,
Suntec Tower Four, Singapore 038986, Singapore)
6.1. Co s& san xuat: Excelvision (Pja chi: 27 Rue de la Lombardiére, ZI la Lombardiére, 07100
Annonay, France)
7 Ikervis Ciclosporin Nhii Hop 6 tui NSX 36 300110447823 01
0,3mg/0,3ml twong | X5loX (VN3-245-19)
nho mat | 0,3ml
7. Co s6 dang ky: Sun Pharmaceutical Industries Ltd. (Pja chi: UB Ground, 5 & AMP; 6th floors,
Sun House, CTS No 201, B/1, Ram Nagar, Western Express Highway, Goregaon East, Mumbai,
400063, Maharashtra, India)
7.1. Co sé san xuit: Sun Pharmaceutical Industries Ltd. (Pja chi: Halol-Baroda Highway, Halol-
389350, Dist. Panchmahal, Gujarat State, India)
8 Zetabin Capecitabin Viénnén | Hop 10 vi | NSX 24 890114447923 | 01
500mg bao phim | x 10 vién (VN2-492-16)
Ghi chu:

1. Cach ghi tiéu chuan char hrong thudc tai cét (6):

- Nha sdn xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house c6 y
nghia twong dwong nhau, la tiéu chudn chdt lwong thude do co sé san xudt xay dung va déu c6 thé
dirgc ghi trén nhan thuéc.

2. S6 dang ky tai cét (8):

- S6 dang ky gia han 14 86 ddang ky dwoc cdp theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT
ngay 05/09/2022 cuia Bé trieong BG Y té quy dinh viée ding ky luu hanh thuéc, nguyén liéu 1am thuac.
- S6 dang ky da cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cap trieée khi thude duwoc gia
han theo quyér dinh nay.

3. Céc thudc tai Phy luc nay can tiép tuc theo ddi an toan — hiéu qud theo quy dinh tai Piéu 5 Thong
tir s6 08/2022/TTBYT ngay 05/09/2022
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