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QUYET PINH

~ Veéviéc ban hanh danh myc 20 thudc nwéc ngoai ]
dugc cap, gia han giay dang ky luu hanh tai Viét Nam - D¢t 114 bo sung

CUC TRUONG CUC QUAN LY DUQC

Can ci# Ludt Duoc so 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cuia Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co cau to chirc cua Bo Y té;

~—Can cir Thong te s 08/2022/TT-BYT ngay 05/09/2022 ciia B¢ truong B Y

te quy dinh viéc dang ky lwu hanh thuoc, nguyén liéu lam thuoc;

Can cir Quyét dinh s6 1969/0P-BYT ngay 26/4/2023 ciia B¢ trucng BJ Y té
quy dinh chitc nang, nhiém vu, quyén han va co cau t6 chirc cua Cuc Quan ly
Duoc thuoc Bo Y té;

Can cit két lugn cia Hoi dong tw vin cdp gidy dang ky luu hanh thudc,
nguyén liéu lam thuéc - Bo Y té;

Theo dé nghi ciia Trudng phong Ping ky thuéc - Cuc Qudn 1y Durorc.
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 20 thudc nudc
ngoai dugc cap, gia han gidy ding ky luu hanh tai Viét Nam - Dot 114 bo sung,
bao gom:

1. Danh muc 15 thudc nudc ngoai dugce cap gidy dang ky luu hanh hiéu
lwe 05 nam - Dot 114 bd sung (tai Phy luc | kém theo).

2. Danh muyc 05 thudc nudc ngoai dugc gia han gidy dang ky luu hanh
hiéu luc 05 nam - Dot 114 bd sung (tai Phu luc 11 kém theo).

Picu 2. Co so san xuét va co s¢ dang ky thude co trach nhiém:

1. Cung cap thudc vao Viét Nam theo dang cac ho so tai liéu da dang ky
v6i BO Y té va phai in hodc dan s ding ky duoc BO Y té cp 1én nhan thude.

2. Chap hanh day da phap luat ciia nuéc CHXHCN Viét Nam va cac quy
dinh cia Bo Y té vé nhap khau thudc va luu hanh thude tai Viét Nam, néu co bat
ctr thay ddi gi trong qua trinh luu hanh thudc & nuée sé tai va & Viét Nam thi
phai bao cao ngay cho Cuc Quan Iy Dugc - Bo Y té Viét Nam.

3. Thyc hién viéc cap nhat tiéu chuan chét luong cua thube theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong BO Y té quy
dinh vé chat lugng thudc, nguyén liéu lam thudc, Thong tu s6 03/2020/TT-BYT
ngay 22/01/2020 cua B truong BO Y té stra d6i, bd sung mot s diéu cuia Thong
tu 11/2018/TT-BYT quy dinh vé chat lugng thude, nguyén liéu lam thude.

4. Cap nhat nhan thudc, to huéng dan sir dung thubc theo quy dinh tai
Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 ciia Bo truéng B Y té quy dinh



ghi nhan thudc, nguyén licu lam thudc va to hudng dan st dung thude trong thoi
han 06 thang ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thue thay doi,
bd sung gidy diang ky luu hanh thudc quy dinh tai Thong tu sd 08/2022/TT-
BYT.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc dugc
gia han giay dang ky luu hanh theo Quyét dinh nay co thay d6i vé noi dung hanh
chinh (bao gém ca mau nhéin va to hieéng dan sir dung) phai nhap khau, luu
hanh véi cac ndi dung da duge phé duyét thay doi trong ho so dang ky gia han.

6. Co s& dang ky thuoc phai bao dam duy tri diéu kién hoat dong trong
thoi gian hiéu luyc cua gidy dang ky luu hanh thubc, nguyén liéu 1am thudc.
Trong truong hop khong con dap tng du diéu kién hoat dong, co so dang ky
phai cotrach nhiém thuc hién thay d6i co sé dang ky theo quy dinh tai Thong tu
s6 08/2022/TT-BYT trong thoi han 30 ngay ké tir ngay co s& dang ky khdng con
du diéu kién hoat dong.

7. Co so dang ky thuéc phai bao cao B0 Y té vé cap nhat tinh trang dap
tmg Thyc hanh t6t san xuat cua co SO san xuat thude, nguyén licu lam thudc.
Truong hop co s6 san xuat bi thu hdi gidy phép san xuat hodc khong dap tmg
Thuc hanh t6t san xuat thudc, nguyén liéu 1am thubc ¢ nudc so tai, co sd phai
thuc hién viéc bao cdo trong thoi han 15 ngay ké tir ngay c6 thong bao cua co
quan quan 1y c6 thAm quyén nudc sé tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh s6 54/2017/NB-CP ngay 08/5/2017 ciia Chinh pha quy dinh chi
tiét mot s6 diéu va bién phép thi hanh Luat Duoc.

Piéu 3. Cac thudc duoc gia han gidy dang ky luu hanh tai Quyét dinh nay
duoc tiép tuc sir dung sb dang ky d3 cap trude khi gia han trong thoi han téi da
12 thang ké tir ngay duoc cap sb dang ky gia han theo quy dinh tai Phu luc VI
ban hanh kém theo Thong tu s6 08/2022/TT-BYT ngay 05/09/2022 cua B
truong BO Y té quy dinh viéc dang ky luu hanh thude, nguyén liéu lam thudc.

Piéu 4. Quyét dinh co6 hiéu lyc ké tir ngay ky ban hanh.

Piéu 5. Giam dbc S&'Y té cac tinh, thanh phd tryc thudc trung wong, giam
ddc nha san xuit va co s& dang ky co thude tai Piéu 1 chiju trach nhiém thi hanh
Quyét dinh nay./.
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Phu luc |

DANH MUC 15 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH

TAI VIET NAM HIEU LUC 5 NAM - PQT 114 BO SUNG

(Ban hanh kém theo quyér dinh sé: ..612....../OD-QLD, ngay 23../08./2023.ciia Cuc Qudn 1y Duroc)

STT | Teénthuéc | Hoatchatchinh— | Dangbao | Quycéach | Tiéu | Tudi S6 diang ky
Ham lwong ché dong goi chuén tho
(théng)
1) (2) 3) 4) (5) (6) ) (8

1. Co sé diang ky: Cong ty Cé Phan Dwoc Pai Nam (Bja chi: 2704 Ly Thirong Kiét, Phuong 14,
Qudn 10, TP. Ho Chi Minh, Viét Nam)
1.1. Co sé san xuat: Laboratorios Normon, S.A. (Pja chi: Ronda de Valdecarrizo, 6 — 28760 Tres
Cantos — Madrid, Spain)

1 Montelukast | Montelukast (dudi Thuéc cdm | Hop 28 goi NSX 24 840110205823
Nermon 4mg | dang Montelukast | uong
granules natri) 4mg
2. Co sé diang ky: Cong ty c6 phan Fresenius Kabi Viét Nam (Pja chi: Khu viee 8, phwong Nhon
Pha, thanh phé Quy Nhon, Binh Pinh, Viét Nam)
2.1. Co sé san xuat: Fresenius Kabi Oncology Limited (Pia chi: Village Kishanpura, Baddi, Tehsil
Nalagarh, District Solan, Himachal Pradesh, IN-174101, India)
2 Kemocarb Carboplatin Dung dich | Hop 1 1o NSX 24 890114205923
150mg/15ml tiém truyen | 15ml
2.2. Co sé san xuat: Fresenius Kabi Oncology Limited (Bja chi: Village Kishanpura, Baddi, Tehsil
Nalagarh, District Solan, IN-174101, India)
3 Bortezomib Bortezomib 3,5mg | Bot dong Hop 1 lo NSX 24 890114206023
khé pha
tiém
3. Co sé diang ky: Cong ty Cé phan O2 Viét Nam (Pja chi: Sé nha 46, ngd 113, pho Vinh Ho,
phirong Thinh Quang, qudn Pong Pa, Ha Néi, Viét Nam)
3.1. Co sé san xuét: Belupo Pharmaceuticals and Cosmetics Inc. (Pja chi: Ulica Danica 5, 48 000
Koprivnica, Croatia)
4 Silymarin MJbi vién nén chira | Vién nén Hop 2 vi x NSX 24 385200206123
Forte 336,7 - 411,52mg | bao phim 15 vién

cao kho qua cay Ké
stra (Silybum
marianum
L.Gaertner - Milk
thistle) (22-27:1)
da duoc tinh ché va
chuan hoa twong
duong 200mg
Silymarin dudi
dang Silibinin)




2

STT | Ténthuéc | Hoatchatchinh- | Dangbao | Quycéach | Tiéu Tudi S6 ding ky
Ham lwgng ché dong géi chuén tho
(thang)
(1) (2) 3 (4) (5) (6) (7) (8)

4. Co s& ding ky: Cong ty TNHH Dwoc pham DO HA (Pja chi: S 30 Tdap thé Tran Phd, ngd 105

Nguyén Phong Sdc, Té 16, Phuong Dich Vong Héu, Qudn Cau Gidy, Ha Ngi, Viét Nam)

4.1. Co sé san xuit: JSC "Farmak™" (Pja chi: Kyrylivska Street 74, Kyiv, 04080, Ukraine)

5 Adivec Desloratadin Siro Hop 1 lo NSX 24 482100206223
0,5mg/ml 60mg; Hop
1 1o 100ml
5. Co s¢ ding ky: Cong ty TNHH dwoc phidm Huy Cwong (Pja chi: 37 Tran Nhdt Dugt, P. Tan
binh, Qudn 1, TP. Hé Chi Minh, Viét Nam)
5.1. Co sé'5an xuat: Adipharm EAD (Bja chi: 130, Simeonovsko Shose Blvd., 1700 Sofia, Bulgaria)
6 Nebicor 5mg | Nebivolol (dudi Vién nén Hop 3 vi x NSX 36 380110206323
Tablets dang Nebivolol 10 vién
hydrochlorid) 5mg
6. Co'sé ding ky: Cong ty TNHH Dwoe Tam Pan (Pja chi: 44.4 KDC Everich 3, Puong Pha Thudn,
Phurong Tan Phu, Qudn 7, thanh phé Ho Chi Minh, Viét Nam)
6.1. Co s& san xuét: Delorbis Pharmaceuticals Ltd (Pja chi: 17 Athinon Street, Ergates Industrial
Area, 2643 Ergates, P. O. Box 28629, 2081 Lefkosia, Cyprus)
7 Flucozal 150 | Fluconazole, Viénnang |HOoplvix1l| NSX 36 529110206423
150mg cang vién
7. Co sé¢ ding ky: Cong ty TNHH Medfatop (Pja chi: 34C, Puong sé 22, Khu pho 23, Phirong Binh
Hung Hoa A, Qudn Binh Tan, TP. Hé Chi Minh, Viét Nam)
7.1. Co s& san xuit: VEM ila¢ San. ve Tic. A.S (Pja chi: Cerkezkdy Organize Sanayi Bolgesi,
Karaaga¢ Mahallesi, Fatih Bulvar: No:38, Kapakli/TEKGRDAG, Turkey)
8 Dobcard Dobutamine Dung dich | Hop 10 éng NSX 36 868110206523
250mg/20 ml | hydrochloride dam dac 20ml
(twong duong pha tiém
Dobutamine truyén tinh
12,5mg) 14mg/ml | mach
8. Co s6 diang ky: Cong ty TNHH Mat thanh vién An Phat (Pja chi: 19Z3 Nguyeén Hizu Canh,
Phurong 19, Qudn Binh Thanh, TP. Hé Chi Minh, Viét Nam)
8.1. Co sé san xuit: M/s. Giyaan Pharma Pvt. Ltd. (Pja chi: Plot No. 6, IDA, Renigunta, - 517520
Tirupati, Chitoor Dist, Andhra Pradesh, India)
9 Amoxedge Mdi 5ml sau khi Bot pha Hop chial | USP 38 24 890110206623
156,25 pha chtra: h{)n dich chai bot pha
Amoxicilin (duéi | uong 60ml hon
dang amoxicilin dich

trihydrat) 125mg,
Acid clavulanic
(dudi dang kali
clavulanat)
31,25mg
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STT

€9)

Tén thuéc

(2)

Hoat chat chinh —
Ham lwgng

(©)

Dang bao
che

(4)

Quy céach
dong goi

Q)

Tiéu
chuan

(6)

Tuoi
tho
(thang)
()

S6 ding ky

(8)

9. Co sé ding ky: Getz Pharma (Private) Limited (Pja chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi-74900, Pakistan)
9.1. Co sé san xuit: Getz Pharma (Private) Limited (Pja chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi-74900, Pakistan)

10

Salboget
Pressurised
Inhalation
100mcg

MJi lidu hit chira
Salbutamol (dudi
dang Salbutamol
sulphat) 100mcg

Thubc hit
phan lieu

Hop 1 binh
xit 200 lidu

BP
2018

24

896115206723

10. Co s6 dang ky: Gracure Pharmaceuticals Limited (Pja chi: 251-254, lind Floor, DLF Tower,
15 Shivaji Marg, New Delhi, West Delhi DL 110015, India)
10.1. Co'sé san xuat: Gracure Pharmaceuticals Limited (Pja chi: E-1105 RIICO Industrial Area,
Phase Il1, Bhiwadi, Alwar, (Rajasthan), India)

11 Etoricoxib Etoricoxib 90mg Vién nén Hop 3 vi X NSX 36 890110206823
Tablets 90 bao phim 10 vién
11. Co'sé dang ky: Janssen - Cilag Ltd. (bja chi: 106 Moo 4 Lad Krabang Industrial Estate, Chalong
Krung Road, Kwaeng Lam Pla Tew, Khet Lad Krabang, Bangkok Metropolis, Thailand)
11.1. Co sé san xuat: Lusomedicamenta Sociedade Técnica Farmacéutica, S.A. (Pia chi: Estrada
Consiglieri Pedroso, n.° 69 - B, Queluz de Baixo, 2730-055 Barcarena, Portugal)
12 Fugacar Mebendazole Vién nén Hop 01 vi x NSX 36 560100206923
500mg 01 vién
12. Co sé dang ky: Pharmaunity Co., Ltd (Dja chi: 74, Sejong-daero, Jung-gu, Seoul, Korea)
12.1. Co s& san xuat: Cosmaxpharma Co., Ltd. (bia chi: 30 Bio valley 3-ro, Jecheon-si,
Chungcheongbuk-do, Korea)
Co sé dong géi: Myung In Pharm. Co., Ltd (Pja chi: 361-12 Noha-gil, Paltan-myeon, Hwaseong-
si, Gyeonggi-do, Korea)
13 Morecal soft | Cholecalciferol Viénnang | HOop20vix | NSX 36 880100207023
Cap. 0,1mg; Calcium mém 5 vién
(dudi dang
Calcium carbonate
két taa 750mg)
300mg
13. Co sé dang ky: Sun Pharmaceutical Industries Limited (Pia 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)
13.1. Co sé san xuit: Sun Pharmaceutical Industries Limited (Pja chi: Industrial Area No. 3, A.B.
Road, Dewas — 455 001, (M.P.), India)
14 Airlukast Montelukast (dudi | Vién nén Hop 3 vi x BP 36 890110207123
Tablets 10mg | dang Montelukast | bao phim 10 vién 2017

natri) 10mg




4

STT | Ténthuéc | Hoatchatchinh- | Dangbao | Quycéach | Tiéu Tudi S6 ding ky
Ham lwgng ché dong géi chuén tho
(thang)
(1) (2) 3 (4) (5) (6) (7) (8)

14. Co sé¢ dang ky: Tedis (Pja chi: 9 avenue d'Ouessant, 91140 Villebon-sur-Yvette, France)
14.1. Co sé san xuét: Haupt Pharma Livron (Pja chi: 1 rue Comte de Sinard, 26250 Livron-Sur-

Drome, France)

15 Vitamine D3 | Cholecalciferol Dung dich | Hop 1 6ng NSX 18 300110207223
B.O.N 2000001U/ml tiém Iml
200 0001U/ml
Ghi chu:

1. Céch ghi:tiéu chudn chdt lwong thuéc tai cét (6):
- Nha sdn xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co so (TCCS), In-house c6 y
nghia twong dwong nhau, la tiéu chuan chat lwong thudc do co sé san xuat xay dung va déu cé thé
dwroc-ghi trén nhan thuac.
- Céach viét td'tvcéc tieu chudn chdat h‘)rong dwgc dién: Duoc dié[l Viét Nam (DBV]\O, Duoc dz;én Anh
(BP), Duoc dien My (USP), Duoc dien Nhat Ban (JP), Duoc dien Trung Quoc (CP), Duoc dién Chau
au (EP), Duoc dien Quoc teé (IP)...




Phu luc 11

DANH MUC 05 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAMHIEU LUC 5 NAM - PQT 114 BO SUNG

(Ban hanh kém theo quyér dinh'so: ... 612..../0P-QLD, ngay 23./08./2023ciia Cuc Qudn [y Duroc)

STT | Tén thudc | Hoat chatchinh | Dang bao | Quycach | Tiéu | Tudi S6 ding ky S6
— Ham lwong ché déng géi | chuan | tho gia han lan

(thang) | (S6édiangky | gia

di cap) han

1) (2) 3 (4) (5) (6) (7) (8) ©)

1. Co s¢ dang ky: Mega Lifesciences Public Company Limited (Pia chi: 384 Soi 6, Bangpoo
Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samutprakarn 10280, Thailand)
1.1. Co sésan xuét: Chanelle Medical (Pia chi: Loughrea, Co. Galway, Ireland)

1 Diopolol Bisoprolol Viénnén | Hop2vix | NSX 24 539110207323 | 01
2.5 fumarate 2,5mg 14 vién (VN-19499-15)

2 Diopolol 5 | Bisoprolol Viénnén | Hop2vix | NSX 24 539110207423 | 01
fumarate 5mg 14 vién (VN-19500-15)

2. Co sé dang ky: Merck Sharp & Dohme (Asia) Ltd. (Pja chi: 27/F, Lee Garden Two, 28 Yun Ping
Road, Causeway Bay, Hong Kong)

2.1. Co sé san xuat: N.V. Organon (Pia chi: Kloosterstraat 6, 5349 AB Oss, Netherlands (hodc
Molenstraat 110, OSS, 5342CC, Netherlands))

3 Bridion Sugammadex Dungdich | Hop 10lo | NSX 36 870110207523 | 01
(dudi dang tiém 2ml (VN-18025-14)
sugammadex
natri) 200mg/2ml

3. Co sé dang ky: Pfizer (Thailand) Limited (Pja chi: No. 323 United Center Building, Floors 36th
and 37th, Silom Road, Silom Sub-District, Bang Rak District, Bangkok Metropolis, Thailand)

3.1. Co sé san xuit: Pfizer (Perth) Pty. Ltd. (Pja chi: 15 Brodie Hall Drive Technology Park,
Bentley WA 6102, Australia)

4 Campto Irinotecan Dungdich | Hop1lo NSX 24 930114207623 | 01
hydrochloride | dam dic dé (VN-20051-16)
trihydrate pha dung
40mg/2ml dich tiém

truyén

5 Campto Irinotecan Dung dich Hop 1 lo NSX 36 930114207723 01
hydrochloride | ¢am dac dé (VN-20050-16)
trihydrate pha dung
100mg/5ml dich tiém

truyén
Ghi cha:

1. Céch ghi tiéu chuan chdr lwong thuac tai cgt (6):

- Nha sdn xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co so (TCCS), In-house c6 y
nghia twong dwong nhau, la tiéu chuan chat lwong thudc do co sé san xuat xay dung va déu cé thé
duroc ghi trén nhan thuac.

2. S6 ding ky tai cét (8):

- S6 ddang ky gia han 1a sé déing ky dwoc cdp theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT
ngay 05/09/2022 ciia Bé trueeng BG Y té quy dinh viée dang ky heu hanh thuéc, nguyén lidu 1am thuéc.
- S6 ddang ky di cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cap truéce khi thude dieoc gia
han theo quyér dinh nay.
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