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QUYET PINH

Vé viée ban hanh danh muc 26 thudc nwéc ngoai
dworc gia han giay ding ky lwu hanh tai Viét Nam - Dot 114.1

CUC TRUONG CUC QUAN LY DUQC
Can cir Ludt Duoc so 105/2016/0H13 ngay 06/4/2016;
Can cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy

dinh chirc ndng, nhiém vu, quyén han va co cdu té chire ciia Bo Y té;

Can cir Quyét dinh s6 7868/0D- -BYT ngay 28/12/2018 cua Bo truong Bo Y
té quy dinh chirc nang, nhiém vy, quyén han va co cau té chire ciia Cuc Qudn 1y
Duegc thude BS Y té;

~ Can cir Thong te 0 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truong Bo Y
te quy dinh viéc dang ky lwu hanh thuoc, nguyén liéu lam thuoc;
Can cir y kién cua Hoi c?’éng tw van cdp gidy dang ky lwu hanh thudc,
nguyén liéu lam thuoc - Bo Y té;

Theo dé nghi ciia Trudng phong Ping ky thuéc - Cuc Qudn 1y Duorc.

QUYET PINH:

Pi¢u 1. Ban hanh kém theo Quyét dinh nay danh muc 26 thudc nudc
ngoai duoc gia han gidy ding ky luu hanh tai Viét Nam - Dot 114.1, bao gom:

1. Danh muc 24 thubc nudce ngoai duoc gia han gidy dang ky lwu hanh
hiéu luc 05 nam - Dot 114.1 (tai Phu luc | kém theo).

2. Danh muc 02 thudc nudc ngoai dugc gia han gidy dang ky luu hanh
hiéu luc 03 nam - Bot 114.1 (tai Phu luc 11 kém theo).

Dieu 2. Co sé san xuat va co s& dang ky thude co trach nhi¢m:

1. Cung cap thudc vao Viét Nam theo dung cac hd so tai lidu da ding ky
v6oi BO Y té va phai in hoac dan so dang ky dugc B Y t€ cap 1én nhén thudec.

2. Chap hanh day du phap luat ciia nudc CHXHCN Viét Nam va cac quy
dinh cua BO Y té vé nhap khau thude va luu hanh thude tai Viét Nam, néu c6 bat
ctr thay ddi gi trong qua trinh luu hanh thudc & nude so tai va & Viét Nam thi
phai bao cao ngay cho Cuc Quan Iy Duoc - Bd Y té Viét Nam.

3. Thyuc hién viéc cdp nhat tiéu chuan chét lugng cua thude theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctua Bo truong Bo Y té quy
dinh vé chét luong thudc, nguyén liéu lam thude.



4. Thubce duoc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung
chua ndp hd so cap nhat ndi dung nhan thude, to hudng dan str dung thude theo
quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cta Bo truong Bo Y
té thi phai thuc hién viéc cap nhat theo quy dinh tai diém b Khoan 1 Diéu 37
Thong tu s 01/2018/TT-BYT trong thdi han 12 thang ké tir ngay duoc gia han
gidy dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thubc dugc
gia han gidy dang ky luu hanh tai Quyét dinh ndy c6 thay d6i vé noi dung hanh
chinh (bao gom cd mdu nhén va to hudng dan sir dung) phai nhap khau, luu
hanh véi cac noi dung da dugc phé duyét thay doi trong hd so dang ky gia han.

6. Phoi hop vai cac co so diéu tri dé thuc hién theo dung cac quy dinh
hién hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khéng mong
mudn cua thude trén ngudi Viét Nam va tong hop, bao cao theo quy dinh tai
Diéu 5 Thong tu sb 08/2022/TT-BYT ngay 05/9/2022 cuia Bo truong Bo Y té
quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thudc dbi véi céc thude
thudc Danh muc tai Phu luc Il ban hanh kém theo Quyét dinh nay.

7. Co s¢ dang ky phai dam bao duy tri diéu kién hoat dong cta co sé dang
ky trong thoi gian hiéu luc cua gidy dang ky luu hanh thudce, nguyén liéu lam
thudc. Trong trudng hop khong con dap tng du diéu kién hoat dong, co s¢ diang
ky phai co trach nhiém thyc hién thay d6i co s¢ dang ky theo quy dinh tai Théng
tu s6 08/2022/TT-BYT ngay 05/9/2022 cta Bo truong Bo Y té trong thoi han 30
ngay ké tir ngay co s ding ky khong con da diéu kién hoat dong.

8. Co so diang ky thudc phai bao cao Bo Y té vé cap nhat tinh trang dap
tmg Thyuc hanh tot san xut cua co s¢ san xudt thudc, nguyén liéu 1am thude.
Truong hop co so san xuat bi thu hdi gidy phép san xuat hodc khong dap g
Thuc hanh t6t san xuat thudc, nguyén liéu 1am thubc ¢ nudc so tai, co sd phai
thue hién viée bao cdo trong thoi han 15 ngay ké tir ngay c6 thong béo cua 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 ctia Chinh phi quy dinh chi
tiét mot s6 dicu va bién phép thi hanh Luat Duoc.

9. Béi voi thude 6 s6 thir tu 15 tai Phu luc I c6 dé nghi thay d6i mau
nhan, hudng dan str dung trong hd so diang ky gia han: Co s dang ky thuc hién
thu tuc dé nghj thay d6i miu nhén, t& huéng din sir dung theo hinh thirc ding ky
thay d6i bo sung sau khi Quyét dinh nay cé hiéu luc.

Piéu 3. Cac thudc duogc gia han gidy dang ky luu hanh tai Quyét dinh nay
duoc tiép tuc st dung sb ding Ky da cip trudc khi gia han trong thoi han téi da
12 thang ké tir ngay duoc cap sb diang ky gia han theo quy dinh tai Phu luc VI
ban hanh kém theo Thang tu s6 08/2022/TT-BYT.



Piéu 4. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 5. Giam dbc So Y té cac tinh, thanh phd truc thudc trung uwong, giam
dbc nha san xuat va co so ding ky c6 thude tai Piéu 1 chiu trach nhiém thi hanh
Quyeét dinh nay./.

Noi nhan:

- Nhu Diéu 5;

- Bo trudng (dé blc);

- TTr. B3 Xuan Tuyén (dé b/c); |
- Cuc Quan 'Y - B§ Qudc phong, Cuc Y té - Bo Cong
an; Cuc Y té GTVT - B Giao thong vén tai; Tong
Cuyc Hai quan - Bo Tai chinh;

- Bao hiém Xa hoi Viét Nam; . X .
~B6 Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Vii Tuan Cuong
Thanh tra Bo.

- S¢'Y té cac tinh, thanh phd tryc thuoc Trung wong;

- Vién KN thuéc TU, Vién KN thubc TP. HCM;

- Tong Cong ty Duoc VN-CTCP; Cac Cong ty XNK

dugc phim;

- Céc Bénh vién & Vién c6 givong bénh truc thude

BYT,;

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

PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, KT (10b).




Phu luc |

DANH MUC 24 THUOC NUOC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POQT 114.1

(Ban hanh kém theo quyét dinh sé: ...241...../0P-QLD, ngay 05./04./2023.ciia Cuc Qudn 1) Duroc)

STT | Ténthudc | Hoatchatchinh | Dang | Quycach | Tiéu | Tudi S6 diang ky S6
— Ham lwong bao ché | dénggéi | chuan | tho gia han lan

(thang) | (S6 dangky | gia

di cap) han

@ (2) 3) 4) ©) (6) (7 (8) ©)

1. Co s¢ dang ky: A. Menarini Singapore Pte. Ltd. (Pia chi:30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)

1.1. Co sé san xuat: Patheon Inc. (Pia chi: 2100 Syntex Court, Mississauga, Ontario L5N 7K9
Canada, Canada)

Co s& déng goi thir cAp va xuat xwéng: Gilead Sciences Ireland UC (Pja chi: IDA Business and
Technology Park, Carrigtohill, Co. Cork, Ireland)

1 Epclusa Sofosbuvir Viénnén | Hop 1 lo NSX 48 754110085223 | 01
400mg; bao phim | 28 vién (VN3-83-18)
Velpatasvir
100mg

2. Co s6 dang ky: Baxter Healthcare (Asia) Pte Ltd (Pja chi:150 Beach Road #30-01/08 Gateway
West, Singapore 189720, Singapore)
2.1. Co sé san xuat: Baxter S.A. (Pja chi: Bd. René Branquart 80, B-7860 Lessines, Belgium)

2 Olimel | 1000 ml nhi dich chua: Nhii Tui plastic | NSX | 24 | 540110085323 | 01
NOE Alanine 8,24g; Arginine dich 1000ml, (VN2-523-16)

5,580; Aspartic acid 1,65g; | truyen | 1500ml.

Glutamic acid 2,84g; tinh Thung 4

Glycine 3,95g; Histidine mach TUi x

3,49; Isoleucine 2,84g; 1500ml;

Leucine 3,95g; Lysine Thung 6

(dudi dang Lysine acetate) Tai X

4,489; Methionine 2,84g; 1000ml

Phenylalanine 3,95g;
Proline 3,4g; Serine 2,25g;
Threonine 2,84q;
Tryptophan 0,95g;
Tyrosine 0,15¢g; Valine
3,649; Natri acetat
trihydrat 1,5g; Natri
glycerophosphate hydrat
3,67g; Kali clorid 2,24g;
Magnesi clorid hexahydrat
0,81g; Calci clorid
dihydrat 0,529; Glucose
anhydrous 110g; Dau Oliu
tinh khiét va dau Bau nanh
tinh khiét: 40g
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Periolimel
N4E

1000 ml nht dich
chtra: Alanine
3,66Q0; Arginine
2,480; Aspartic
acid 0,73g;
Glutamic acid
1,269; Glycine
1,769; Histidine
1,51g; Isoleucine
1,269; Leucine
1,76g; Lysine (dudi
dang Lysine
acetate) 1,99q;
Methionine 1,26g;
Phenylalanine
1,769; Proline
1,51g; Serine
1,00g; Threonine
1,269; Tryptophan
0,42g; Tyrosine
0,069; Valine
1,62¢; Natri acetat
tihydrat 1,16g;
Natri
glycerophosphate
hydrat 1,91¢; Kali
clorid 1,19g;
Magnesi clorid
hexahydrat 0,45¢;
Calci clorid
dihydrat 0,30g;
Glucose anhydrous
75g; Dau oliu tinh
khiét va dau dau
nanh tinh khiét:
309

Nhi dich
truyén
tinh
mach

Tui plastic
1000ml,
1500ml.
Thung 4
Tai X
1500ml;
Thung 6
Tai X
1000ml

NSX

24

540110085423
(VN2-564-17)

01

3. Co'so dang ky: Bayer (South East Asia) Pte Ltd (Pja chi:2, Tanjong Katong Road, #07-01, PLQ3,

Singapore (437161), Singapore)
3.1. Co sé san xuit: Bayer AG (Pja chi: Kaiser Wilhelm Allee, 51368 Leverkusen, Germany)

Stivarga

Regorafenib
40mg

Vién nén
bao phim

Hop 1 lo x
28 vién;
Hop 3 lo x
28 vién

NSX

36

400110085523
(VN3-3-15)

01
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4. Co sé diang ky: Boehringer Ingelheim International GmbH (Dja chi:Binger StralRe 173, 55216
Ingelheim am Rhein, Germany)
4.1. Co sé san xuat: Boehringer Ingelheim Pharma GmbH & Co. KG (Pja chi: Binger Str. 173,
55216 Ingelheim am Rhein, Germany)
5 Trajenta Linagliptin Viénnén | Hop 3vix | NSX | 18thang | 400110085623 | 01
Duo 2,5mg; bao phim | 10 vién; (Hop 3 vi (VN3-4-16)
Metformin Hop 1 lo x x 10 vién);
hydrochloride 14 vién; 36 thang
1000mg Hop 1 lo x (Hop 1lo
60 vién X 14 vién;
Hop 1 lo x
60 vién)
4.2. Co sé san xuat: Co sé san xuat ban thanh pham: M/s Cipla Ltd. (Pja chi: Plot No. L-139 to
L-146, Verna Industrial Estate, Verna-Goa, India)
Co sé dong goi va xuit xwong: Boehringer Ingelheim Pharma GmbH & Co. KG (Pja chi: Binger
Str. 173, 55216 Ingelheim am Rhein, Germany)
6 Twynsta Telmisartan Viénnén | Hop 14 vi | NSX 36 890110085723 | 01
80mg; X 7 vién (VN3-76-18)
Amlodipine (dudi
dang Amlodipine
besilate) 10mg
5. Co sé¢ diing ky: Cong ty TNHH AstraZeneca Viét Nam (Bja chi:Tang 18, Téa nha A&B, Sé 76,
Puong Lé Lai, Phwong Bén Thanh, Qudn 1, Thanh phé Hé Chi Minh, Viét Nam)
5.1. Co sé san xuit: AstraZeneca AB (Pja chi: Gartunavagen, SE-151 85 Sodertalje, Sweden)
7 Tagrisso Osimertinib Viénnén | Hop 3vix | NSX 36 730110085823 | 01
(twong ung bao phim | 10 vién; (VN3-35-18)
47,7mg Hop 1 vi X
Osimertinib 10 vién
mesylat) 40mg
6. Co sé¢ diing ky: Cong ty TNHH DKSH Pharma Viét Nam (Bja chi:Sé 23 Pai Lé Béc Ldp, Khu
cdng nghiép Viét Nam - Singapore, Phuong Binh Hoa, Thanh phé Thudn An, Tinh Binh Duong, Viét
Nam)
6.1. Co sé san xuit: Ajinomoyo Co., Inc Tokai Plant (Pja chi: 1730, Hinaga, Yokkaichi-shi, Mie,
Japan)
8 Livact L-Isoleucin Thude Hop 84 JP16 36 499110085923 | 01
Granules 952mg, L-Leucin | com goi (VN2-336-15)
1904mg, L-Valin
1144mg
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7. Co sé dang ky: Cong ty TNHH Dwoc pham Béach Viét (bia chi:So nha 146, ngo 230 Binh Cong
Thuong, phuong Pinh Cong, qugn Hoang Mai, Ha Ngi, Viét Nam)
7.1. Co sé san xuit: Co sé san xuit va déng géi so cap: Oncomed Manufacturing a.s. (Pia chi:
Karasek 2229/1b, Budova 02, 621 00 Brno-Reckovice, Czech Republic)
Co s& xuit xwéng: Synthon Hispania, SL (Pia chi: C/ Castell6, 1, 08830 Sant Boi de Llobregat
(Barcelona), Spain)
Co sé dong géi thir cap: GE Pharmaceuticals Ltd (Pja chi: Industrial zone, “Chekanitza — South”
area, 2140 Botevgrad, Bungary)
9 Pemetrexed | Pemetrexed (dudi | Bot dong | Hop 1 lo NSX 36 859114086023 01
Biovagen dang Pemetrexed | kho pha (VN3-55-18)
dinatri dung
hemipentahydrat) | dich dam
100mg dic dé
pha dung
dich tiém
truyén
tinh
mach
8. Co sé diing ky: Cong ty TNHH Dwoc Pham Hién Vi (Pja chi:So 25B, ngd 123 phé Trung Kinh,
phuong Trung Hoa, qudn Cdu Gidy, Ha Néi, Viét Nam)
8.1. Co sé san xuit: Venus Remedies Limited (Pia chi: Hill Top Industrial Estate, Jharmajri, EPIP,
Phase-1 (Extn), Bhatoli Kalan, Baddi, Distt. Solan, Himachal Pradesh, 173205, India)
10 Cisplaton Cisplatin 50mg Dung Hop 1 chai | BP 24 890114086123 | 01
dich pha | x 100ml 2019 (VN2-446-16)
truyén
tinh
mach
9. Co sé¢ ding ky: Cong ty TNHH Dwoc pham Viét - Phap (Pia chi:Tang 20, toa nha ICON 4, 243A
Dé La Thanh, phuong Ldng Thuong, Qudn Béng Da, Ha Néi, Viét Nam)
9.1. Co sé san xuat: SIA Pharmidea (Pja chi: Rupnicu iela 4, Olaine, Olaines novads, LV-2114,
Latvia)
11 Bortezomib | Bortezomib (duéi | Thudc Hop 1 lo NSX 36 475114086223 | 01
Pharmidea | dang mannitol bot dong (VN2-579-17)
boronic ester) khé pha
3,5mg dung
dich tiém

10. Co s& diing ky: Cong ty TNHH Xuat nhap khau va phan phdi dwoc pham Ha Néi (Pja chi:Sé
23 phé Vieong Thira Vii, Phuwong Khwong Mai, Quan Thanh Xuan, Thanh phé Ha Ngi, Viét Nam)

10.1. Co sé san xuat: SAG Manufacturing S.L.U. (Pja chi: Carretera Nacional 1, Km 36 28750 San

Agustin de Guadalix (Madrid), Espana, Spain)
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12 Eu-dexfen | Dexketoprofen Dung Hop 20 NSX 24 840110086323 | 01
25mg Oral | (dudi dang dich goi x 10ml (VN3-270-20)
Solution Dexketoprofen uong
trometamol)
25mg

11. Co sé diing ky: Cong ty Trach nhiém hiru han Mét thanh vién Vimepharco (Pja chi:0 sé 6,
tang 5, tda nha D2 Gidng V6, phwong Gidang V8, qudn Ba Pinh, thanh phé Ha Néi, Viét Nam)

11.1. Co sé san xuat: United Biotech (P) Limited (Pja chi: Bagbania, Baddi-Nalagarh Road,
District Solan (HP) 174101, India)

13

Thalide 100 | Thalidomid USP | vién Hop3vix | USP 24 890114086423 01
100mg nang 10 vién 43 (VN2-379-15)
cung

12. Co s6 dang ky: Dr. Reddy’s Laboratories Ltd (Pja chi:8-2-337, Road No. 3, Banjara Hills,
Hyderabad - 500034, Telangana, India)

12.1. Co sé 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)

14

Abiratred Abiraterone Viénnén | Hopllox | USP 24 890114086523 01
acetate 250mg bao phim | 120 vién 43 (VN3-121-19)

13. Co sé dang ky: Egis Pharmaceuticals Private Limited Company (Dbia chi:1106 Budapest,
Kereszturi at 30-38., Hungary)

13.1. Co sé san xuat: Egis Pharmaceuticals Private Limited Company (Pja chi: 1165 Budapest,
Bokényfoldi ut 118-120., Hungary)

15

Aripegis Aripiprazole Viénnén | Hop 2vix | NSX 36 599110086623 | 01
10mg 14 vién (VN3-94-18)

14. Co sé dang ky: Eisai (Thailand) Marketing Co., Ltd (bja chi:No. 93/1, Unit 603-604, 6th Floor,
GPF Witthayu Tower A, Wireless Road, Lumphini Sub-district, Pathum Wan District, Bangkok
Metropolis, Thailand)

14.1. Co sé san xuét: Eisai Manufacturing Limited (Dja chi: European Knowledge Centre,
Mosquito Way, Hatfield, Hertfordshire AL10 9SN, UK)

16 Fycompa Perampanel 2mg | Viénnén | Hop 1 vix | NSX 48 500110086723 01
2mg bao phim | 7 vién; (VN3-150-19)
Hop 4 vi X
7 vién;
Hop 2 vi x
14 vién
17 Fycompa Perampanel 4mg | Viénnén | Hop 2 vix | NSX 48 500110086823 01
4mg bao phim | 14 vién (VN3-151-19)
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15. Co sé¢ dang ky: MI Pharma Private Limited (bja chi:Unit No. 402&403, Viva Hub Town,
Shankar Wadi, Village Mogra, Jogeshwari East, Mumbai - 400060, India)
15.1. Co sé san xuat: Mylan Laboratories Limited (Pja chi: F-4 & F-12, MIDC, Malegaon, Tal.
Sinnar, Nashik 422113 Maharashtra State, India)

18 Emtricitabine | Emtricitabine | Viénnén | Hop 1 chai | NSX 36 890110086923 | 01
& Tenofovir 200mg, bao phim | 30 vién (VN2-644-17)
Disoproxil Tenofovir
Fumarate disoproxil
Tablets fumarate
200mg/300mg | 300mg

15.2. Co sé san xuat: Mylan Laboratories Limited (Pja chi: Plot No. 11, 12 & 13, Indore Special
Economic Zone, Pharma Zone, Phase-11, Sector-111, Pithampur 454775, Dist. Dhar, Madhya Pradesh,
India)
19 Acriptega Dolutegravir Viénnén | Hop 1 chai | NSX 36 890110087023 | 01
50mg, bao phim | x 30 vién; (VN3-241-19)
Lamivudine Chai 30
300mg, Tenofovir vién; Chai
Disoproxil 90 vién;
Fumarate 300mg Chai 180
Vién
20 Avonza Efavirenz Viénnén | Hop1lox | NSX 24 890110087123 01
400mg, Tenofovir | bao phim | 30 vién (VN3-73-18)
Disoproxil
Fumarate 300mg,
Lamivudine
300mg
21 Hepbest Tenofovir Viénnén | Hop 1lo NSX 36 890110087223 01
alafenamide bao phim | 30 vién (VN3-251-19)
25mg
15.3. Co sé san xuat: Mylan Laboratories Limited (Pja chi: Plot No. H-12 & H-13, MIDC, Waluj,
Aurangabad — 431136, Maharashtra State,, India)

22 Lamivudine Lamivudine Viénnén | Hopllox | USP 60 890114087323 01
and 150mg, bao phim | 60 vién 42 (VN2-645-17)
Zidovudine Zidovudine
Tablets 300mg
150mg/300mg

16. Co sé dang ky: Sun Pharmaceutical Industries Limited (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)

16.1. Co sé san xuat: Sun Pharmaceutical Industries Limited (Pja chi: Village Ganguwala, Paonta

Sahib-173025, District Sirmour, Himachal Pradesh, India)
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23 Aviranz Efavirenz 600mg | Viénnén | Hop 1 chai | NSX 36 890110087423 | 01
tablets bao phim | x 30 vién (VN3-92-18)
600mg
16.2. Co sé san xuat: Sun Pharmaceutical Industries Ltd. (Pja chi: Halol-Baroda Highway, Halol-
389 350, Dist. Panchmahal, Gujarat State, India)
24 Sunpexitaz | Pemetrexed (dudi | Bot dong | Hop 1 Lo NSX 24 890114087523 01
500 dang Pemetrexed | kho pha (VN3-65-18)
dinatri tiém
heptahydrat)
500mg
Ghi cha:

1. Cach ghi tiéu chuan char lwgng thuac tai cét (6):
- Nha sdn xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co s¢ (TCCS), In-house ¢6 y
nghia twong dwong nhau, la tiéu chudn chat lwong thude do co sé san xudt xay dung va déu cé thé
dwoc ghi trén nhan thuac.

- Céch viét tat cac tiéu chuan chdt lwong dwoc dién: Duoc dién Viét Nam (DDVN), Dugc dién Anh
(BP), Durgre dién My (USP), Dugc dién Nhat Ban (JP), Duoc dién Trung Quoc (CP), Dugc dién Chau

au (EP), Dugc dién Quac té (IP)...
2. S6 dang ky tai cét (8):

- S6 dang ky gia han 14 s6 ddng ky duoC cap theo quy dinh tai Phy luc VI Thong tw 08/2022/TT-BYT
ngay 05/09/2022 cua Bg truong Bo Y te quy dinh viéc dang ky luu hanh thuoc, nguyén ligu lam thuoc.
- So dang ky da cap (dwoc ghi trong ngodc don) la so dang ky da dwoc cap truoc khi thuoc duoc gia

han theo quyér dinh nay.




Phu luc Il

DANH MUC 02 THUOC NUOC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3-POQT 114.1

(Ban hanh kém theo quyét dinh so: ... 241...../0P-QLD, ngay 04./04./.2023ciia Cuc Qudn 1y Duoc)

STT | Ténthudc | Hoatchatchinh | Dang | Quycach | Tiéu | Tudi S6 diang ky S6
— Ham lwong bao ché | dénggoéi | chuan | tho gia han lan
(thang) | (S6 dangky | gia
di cap) han
() (2) (©) (4) (5) (6) () () 9)
1. Co sé dang ky: Cong Ty TNHH Johnson & Johnson (Viét Nam) (Pja ch:: Tang 12, Toéa nha
Vietcombank, s6 5 Cong Trieong Mé Linh, Phwong Bén Nghé, Qudn 1, TP. Hé Chi Minh, Viét Nam)
1.1. Co sé san xuat: Janssen Pharmaceutica N.V. (Pja chi: Turnhoutseweg 30, B-2340, Beerse,
Belgium)
1 Invega Ong tiém 0,75ml | Hon dich | Hop chitla | NSX 24 540110087623 | 01
Sustenna chua: tiém giai | 1 dng tiém (VN2-532-16)
Paliperidone phong 0,75ml
palmitate (Twong | kéo dai | déng san
duong vai 75mg thudc + 2
paliperidone) kim tiém
117mg an toan
2. Co sé dang ky: Novartis Pharma Services AG (Pia chi: Lichtstrasse 35, 4056 Basel, Switzerland)
2.1. Co sé san xuit: Novartis Pharma Stein AG (Pia chi: Schaffhauserstrasse, 4332 Stein,
Switzerland)
2 Jakavi 5mg | Ruxolitinib (dugi | Viénnén | Hop 1 vix | NSX 24 760110087723 | 01
dang Ruxolitinib 14 vién; (VN2-573-17)
phosphate) 5mg Hop 4 vi x
14 vién

Ghi chu: ‘

1. Céch ghi tiéu chudn chdr luong thudc tai cot (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 chdt lwong thudc do co sé san xuat xay dung va déu cé thé
dwroc ghi trén nhan thuac.

2. S6 ddang ky tai cét (8):

- S6 ddang ky gia han 1a sé déing ky duwoc cdp theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT
ngay 05/09/2022 ciia B trueeng BG Y té quy dinh viée ding ky heu hanh thuéc, nguyén lidu 1am thuéc.
- S6 dding 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.

3. Thuéc phdi bdo cdo theo déi, danh gia an toan, hiéu quda khi nép hé so dang ky gia han gidy dang
ky liew hanh theo quy dinh tai Piéu 5 Thong tr sé 08/2022/TT-BYT ngay 05/9/2022.
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