BOY TE CONG HOA XA HQOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - T do - Hanh phic
S6: 452 /QP-QLD Ha Néi, ngay 28 thang ogiam 2023
QUYET PINH

Véyiéc ban hanh danh muc 96 thudc nwée ngoai
dwgc cap giay dang ky luwu hanh tai Viét Nam - Dot 114.3

CUC TRUONG CUC QUAN LY DUQC

Can civ Ludt Duoc sé 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh sé6 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phii quy
dinh chirc nang, nhiém vu, quyén han va co cau t6 chire ciia B Y té;

Can cit Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 cia Bé truong Bé Y
té quy dinh viéc dang ky lwu hanh thudc, nguyén liéu lam thuéc;

Can cit Quyét dinh s6 1969/0P-BYT ngay 26/4/2023 ciia B trucng Bo Y té
quy dinh chirc nang, nhiém vu, quyén han va co cdu té chirc ciia Cuc Quan 1y
Duoc thude Bé Y té;

Can cir y kién cia Héi dong tw van cdp gidy dang ky lweu hanh thuéc,
nguyén liéu lam thudc - B4 Y té;

Theo dé nghi ciia Truéng phong Pdng ky thuéc - Cuc Qudn Iy Duore.

QUYET PINH:

Pi¢u 1. Ban hanh kém theo Quyét dinh nay danh muc 96 thudc nudc
ngoai dugc cap, gia han gidy dang ky luu hanh tai Viét Nam - Dot 114.3, bao
gom:

1. Danh muc 79 thudc nuéc ngoai duoc cip gidy dang ky luu hanh hiéu
luc 05 nam - Dot 114.3 (tai Phu luc I kem theo).

2. Danh muc 17 thudc nudc ngoai duge cap gidy dang ky lvu hanh hiéu
luc 03 nam - Dot 114.3 (tai Phu luc Il kem theo).

Piéu 2. Co sé san xuit va co sd dang ky thude c6 trach nhiém:

1. Cung cap thudc vao Viét Nam theo ding céc hd so tai lidu da ding ky
v6i BO Y té va phai in hodc dan sb dang ky duoc BO Y té cap 1én nhén thudc.

2. Chap hanh day du phap luat cua nuéec CHXHCN Viét Nam va cac quy
dinh ciia Bo Y té vé nhap khéu thudc va luu hanh thude tai Viét Nam, néu c6 bat
ctr thay ddi gi trong qua trinh luu hanh thudc & nudc so tai va ¢ Viét Nam thi
phai béo cdo ngay cho Cuc Quan 1y Duoc - Bo Y té Viét Nam.

3. Thyc hién viéc cdp nhat tiéu chuin chét luong cua thubc theo quy dinh
tai Thong tu s 11/2018/TT-BYT ngay 04/5/2018 cia B§ truong Bo Y t& quy
dinh vé chat luong thudc, nguyén liéu lam thude.

4. Cap nhat nhin thudc va to hudng dan sir dung thube theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 ciia Bo truong Bo Y té quy dinh
ghi nhan thudc, nguyén liéu lam thudc va to hudng dan sir dung thude theo hinh
thire thay doi, bo sung gidy dang ky luu hanh thudc quy dinh tai Thong tu
08/2022/TT-BYT ngay 05/9/2022 ctia Bo truong Bo Y té dbi vai thude chua cap
nhat ndi dung nhin thubc, to huéng dan sir dung thude theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 cua B truéng BO Y té, cu thé nhu sau:

a) D6i véi thube thudc danh muc thude doc va nguyén liéu doc 1am thude
theo quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 cua Bo truong Bo



Y té vé viéc ban hanh danh muc thudc doc va nguyén liéu doc 1am thude: chi
dugc luu hanh sau khi c@p nhat theo quy dinh tai diém b Khoan 1 Piéu 37
Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 ciia Bo trudong BO Y té quy dinh
ghi nhan thudc, nguyén liéu 1am thudc va to huéng dan sir dung thude.

b) Bdi v6i cac thude khac phai thuc hién viéc cap nhat nay trong thoi han
12 thang ké tir ngdy duoc cap gidy dang ky luu hanh.

5. Ph01 hop v6i cac co so diéu tri dé thuc hién theo dung cac quy dinh
hién hanh vé thubc ké don, theo ddi an toan, hiéu qua, tic dung khong mong
mudn cta thude trén ngudi Viét Nam va tong hop, bao cdo theo quy dinh tai
Diéu 5 Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 cta Bo truong B Y té
quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thube ddi véi cac thude
thuoc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay.

6. Co s¢ dang ky phai dam bao duy tri diéu kién hoat dong cua co s¢ dang
ky trong thoi gian hiéu lyc cua gidy dang ky luu hanh thudc, nguyén liéu lam
thudc. Trong truong hop khong con dap mg du diéu kién hoat dong, co s¢ dang
ky phai c6 trach nhiém thuc hién thay d6i co sé dang ky theo quy dinh tai Thong
tu s6 08/2022/TT-BYT ngay 05/9/2022 cua Bo truéng B 'Y té trong thoi han 30
ngay ké tir ngdy co s dang ky khong con du diéu kién hoat dong.

7. Co s6 dang ky thuoc phai bao cao B Y té vé cap nhat tinh trang dap
tmg Thyc hanh tét san xuat cla co sO' san xuat thude, nguyén liéu lam thude.
Truong hop co s& san xuat bi thu hdi gidy phép san xuat hoic khong dap tmg
Thuc hanh t6t san xuat thudc, nguyén liéu lam thudc & nude sé tai, co sé phai
thuc hién viéc bao cdo trong thoi han 15 ngay ké tir ngay co6 thong bao cua co
quan quan ly co 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 phu quy dinh chi
tiét mot s6 diéu va bién phap thi hanh Luit Duoc.

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

Picu 4. Giam doc So' Y té cac tinh, thanh phé tryc thudc trung uong, gidm
dbc nha san xuat va co so ding ky co thude tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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Phu lucl

DANH MUC 79 THUOC NUGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 114.3

(Ban hanh keém theo quyét dinh s6. ... 432..../OP-QLD, ngay 28/.06/2023ctia Cuc Qudn 1y Dwoc)

STT Tén thudc Hoat chit chinh — | Dang bao | Quy cach Tiéu Tudi S6 diang ky
Ham lwong ché dong goi chuén tho
(thang)
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1. Co sé dang ky: Alkem Laboratories Limited (Pia chi: Alkem House, Senapati Bapat Marg,
Lower Parel, Mumbai - 400013, India)

1.1. Co sé san xuét: Alkem Laboratories Limited (Dja chi: Village Thana, Baddi, Dist. Solan,
(H.P.), India)

1 Tacrocend 0.5 | Tacrolimus (dudi Viénnang | HopSvix | USP4l 24 890114135123
dang Tacrolimus cung 10 vién
monohydrat) 0,5mg
2. Co s&¢ dang ky: Ambica International Corporation (Dia chi: No. 9 Amsterdam Extension,
Merville Park Subdivision, Paranaque City, Philippines)
2.1. Co sé san xuit: Nobel Ilac Sanayii ve Ticaret A.S. (Dja chi: Sancaklar Mah. Eski Akcakoca
Cad. No: 299 81100 DUZCE, Turkey)
2 Madenon Aripiprazol 10mg | Vién nén Hop 2 vix NSX 24 868110135223
10mg Tablet 14 vién
2.2. Co s6 san xuét: Atlantic Pharma — Producées Farmacéuticas, S.A. (Pia chi: Rua da Tapada
Grande, n° 2, Abrunheira, Sintra, 2710-089, Portugal)
3 Etcoxib Etoricoxib 120mg | Vién nén Hop4vix7 | NSX 36 560110135323
120mg bao phim | vién
4 Etcoxib 60mg | Etoricoxib 60mg Vién nén Hop 2 vix NSX 36 560110135423
bao phim 10 vién
3. Co sé¢ dang ky: Ar Tradex Private Limited (Pia chi: Unit No. 11 Block H, Wegmans Prinston
Plaza, Sector 18, Rohini, North West Delhi 110089 IN, India)
3.1. Co sé san xuit: Globela Pharma Pvt. Ltd. (Dia chi: 357, G.I.D.C, Sachin, City: Surat- 394 230,
Dist.- Gujarat state, India)
5 Walemide Loperamide Viénnang | Hop 10 vi x BP 36 890100135523
hydrochloride 2mg | cing 10 vién 2017
4. Co sé dang ky: Aurobindo Pharma Limited (Pia chi: Plot No.2, Maithrivihar, Behind Maithri
Vanam Ameerpet, Hyderabad, India)
4.1. Co s san xuit: Aurobindo Pharma Limited (Pia chi: Unit-VI, Survey No: 329/39 & 329/47,
Chitkul Village, Patancheru Mandal, Sanga Reddy District, Telangana State, India)
6 Auroxetil 750 | Cefuroxime (dudi | Bt pha Hop 1 1o USP 38 24 890110135623

dang Cefuroxime tiém
natri) 750mg




2

STT Tén thudc Hoat chit chinh — | Dangbao | Quy cach Tiéu Tudi S6 ding ky
Ham luwgng ché dong goi chuén tho
(thang)
@ ()] A @ (6)) © ) ®)

7 Aurozil 250 Cefprozil (duoi Vién nén Hop 1 vix NSX 24 890110135723
dang Cefprozil bao phim 10 vién
monohydrat)
250mg

5. Co so dang ky:

Bliss Pharma Distribution And Consultancy Corp (Pia chi: A2, 236 San Jose
Street, Barangay 2, Carmona Cavite, Philippines)
5.1. Co so san xuit: Jodas Expoim Private Limited (Pia chi: Plot No. 55, Phase-III, Biotech park,
Karkapatla (V), Markook (M), Siddipet (D), Telangana, India, Pin: 502279, India)

8 Ceftazidime Ceftazidime (dudi | Bt pha Hop 1 1o USP 42 24 890110135823
For Injection | dang Ceftazidime | tiém
USP 1g pentahydrate) 1g
6. Co s¢ ding ky: Bluepharma — Industria Farmacéutica, S.A (Dja chi: Sdo Martinho do Bispo,
Coimbra, 3045-016, Portugal)
6.1. Co sé san xuit: Bluepharma - Indiistria Farmacéutica, S.A. (Fab. Coimbra) (Dja chi: Sio
Martinho Do Bispo, Coimbra, 3045-016, Portugal)
9 Bluti 80 Febuxostat 80mg Vién nén Hop 2 vix NSX 24 560110135923
bao phim 14 vién
7. Co sé dang ky: Contract Manufacturing and Packaging Services Pty Ltd (Pia chi: 20 Long
Street, Smithfield NSW 2164, Australia)
7.1. Co sé san xuat: Contract Manufacturing and Packaging Services Pty Ltd (Pja chi: 20-24
Long Street, Smithfield, NSW — 2164, Australia)
10 Amino XL Alanine 21mg, Vién nén Hop 3 vix NSX 36 930100136023
Serine 35mg, bao phim 10 vién
Glycine 21mg,
Threonine 28mg,
Phenylalanine

35mg, Glutamine
140mg, Leucine
60,2mg, Valine
42mg, Lysine
hydrochloride
54,95mg, Aspartic
acid 43,4mg,
Tyrosine 37,45mg,
Isoleucine 35mg,
Cystein
hydrochloride 7mg,
Histidine
hydrochloride
28mg, Proline
112mg
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8. Co sé ding ky: Cong ty Co phan Dwoc MK Viét Nam (Dja chi: O dat sé 42, 16 ddat TT-A2, Khu
do thi thanh phé Giao Luu, Phuong Cé Nhué 2, Quan Bdc Tir Liém, Thanh phé Ha N¢i, Viét Nam)

8.1. Co sé san xuét: Penmix Ltd. (Pja chi: 33, Georimak-gil, Jiksan-eup, Seobuk-gu, Cheonan-si,
Chungcheongnam-do, Korea)

11 Capozide 70 Caspofungin (duoi | Bot dong Hop 1 1o NSX 24 880110136123
dang Caspofungin | kho pha bot dong
acetat) 70mg dung dich | kho pha
tiém truyén | dung dich
tiém truyén
9. Co sé diing ky: Cong ty ¢6 phan dwge pham Duy Tén (Bja chi: 38/6i Nguyén Van Troi, Phuwong
15, Qugn Phu Nhudn, TP. Hé Chi Minh, Viét Nam)
9.1. Co sé' san xuat: Pharmactive Ilac San. Ve Tic. A.S. (Pia chi: Karaaga¢ Mahallesi Fatih Bulvar
No:32 Cerkezkoy Organize Sanayi Bolgesi, Kapakli Tekirdag, Turkey)
12 Aticate-4 Montelukast (dudi | Vién nén Hop 02 vix | NSX 36 868110136223
dang Montelukast | nhai 14 vién
natri) 4mg
13 Aticate-5 Montelukast (dudi | Vién nén Hop 02 vix | NSX 36 868110136323
dang Montelukast | nhai 14 vién
natri) Smg
10. Co sé diang ky: Cong ty ¢6 phan Dwge pham Pharmacity (Pia chi: 2484 No Trang Long,
phiong 12, qudn Binh Thanh, Thanh phé Ho Chi Minh, Viét Nam)
10.1. Co s& san xuat: Globela Pharma Pvt. Ltd. (Pia chi: 357, G.1.D.C., Sachin, City: Surat- 394
230 Dist., Gujarat State, India)
14 Allergy Relief | Cetirizine Vién nén Hop 1 vix BP 36 890110136423
Cetirizine hydrochloride bao phim 10 vién; 2018
10mg 10mg Hop 5 vix
10 vién
11. Co s¢ ding ky: Cong ty ¢6 phan Dwge pham Quén 3 (Dja chi: 243 Hai Ba Trung, Phwong 6,
Qudn 3, Tp. Ho Chi Minh, Viét Nam)
11.1. Co s& san xuit: Stallion Laboratories Pvt. Ltd. (Dia chi: Plot No. CIB-305, 2,34 & 5
G.1.D.C., Kerala (Bavia) Dist.: Ahmedabad, Gujarat State, India)
15 Fogum Levofloxacin (dudi | Vién nén Hop 1 vix | USP 40 36 890115136523
dang Levofloxacin | bao phim 10 vién
Hemihydrate)
500mg

12. Co sé ding ky: Cong ty c6 phan Dwoec Pham Vipharco (Pia chi: Sé 67, Ngé 68 dwong Ngoc
Thuy, phwong Ngoc Thuy, quan Long Bién, Ha Noi, Viét Nam)
12.1. Co s6 san xuit: ilko ila¢ San. ve Tic. A.S. (Pia chi: 3. Organize Sanayi Bélgesi Kuddusi Cad.

23.8ok. No:1 Sel¢uklu / Konya, Turkey)
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16 Alrinast 5mg | Desloratadine Smg | Vién nén Hop 2 vix NSX 24 868100136623
bao phim 10 vién

13. Co sé ding ky: Cong ty Co phan kinh doanh thwong mai Skyline (Dja chi: Tang 2, O sé 7,
Dady B, L6 TT06, Khu do thi moi Tdy Nam Linh Pam, Phwong Hoang Liét, Qudn Hoang Mai, Thanh
phé Ha Ngi, Viét Nam)
13.1. Co s¢ san xuét: Titan Laboratories Pvt. Ltd. (Dia chi: Plot No. E-27/1, E-27/2, M.1.D.C.,
Mahad, Village-Jite, Raigad 402309 Maharashtra State, India)

17 VT-proxen Naproxen natri Vién nén Hop3vix | USP41 24 890100136723
275mg bao phim 10 vién - NF36
14. Co sé¢ diing ky: Cong Ty C6 Phan Thwong Mai Dwgc Phwong Minh (Pia chi: S6 37E, ngdch
2/69, Phé Hoang Liét, phwong Hoang Liét, qudn Hoang Mai, Ha N¢i, Viét Nam)
14.1. Co sé san xuat: Remedica Ltd (Dja chi: Aharnon Street, Limassol Industrial Estate 3056,
Limassol, Cyprus)
18 Mycoril 100 Clotrimazole Vién nén Hop2vix3 BP 36 529100136823
100mg dat am dao | vién 2019
15. Co sé dang ky: Cong ty TNHH Binh Viét Piac (BIVID CO., LTD) (Dia chi: 62/36 Truong
Cong DPinh, Phwong 14, Qudn Tan Binh, Tp Ho Chi Minh, Viet Nam)
15.1. Co s6 san xuat: Panpharma (Pja chi: Z1. du Clairay, Luitré , 35133, France)
19 Bifoxit Amoxicillin (dudi | Bot dé pha | Hop 10 lo, NSX 24 300110136923
dang amoxicillin dung dich | hop 25 lo
natri) 1g, Acid tiém
clavulanic (duoi
dang kali
clavulanate) 200mg
16. Co sé ding ky: Cong ty TNHH Duge pham A.C.T (Bja chi: 61/11 Binh Gid, phwong 13, qudn
Tén Binh, tp. Ho Chi Minh, Viét Nam)
16.1. Co sé san xuit: Bilim Ilac San. ve Tic. A.S. (Pia chi: Gebze Organize Sanayi Bolgesi 1900
sokak, No:1904 41480 Gebze-Kocaeli, Turkey)
20 Biflufen Flurbiprofen Vién nén Hop 1 vix NSX 36 868110137023
100mg 100mg bao phim 15 vién;
Hop 2 vix
15 vién
17. Co sé ding ky: Cong Ty TNHH Dwoc Pham Do Ha (Bja chi: S6 30 tdp thé Tran Phii, ngé 105,
dwong Nguyén Phong Sdc, t6 16 phwong Dich Vong Hau, qudn Cau Gidy, thanh phé Ha Noi, Viét
Nam)
17.1. Co s& san xuit: JSC “Farmak” (Dia chi: 74, Kyrylivska str., Kyiv, 04080, Ukraine)
21 Otindo L-omithin-L- Com pha Hop 10 goi, | NSX 24 482110137123
aspartat 3000mg dung dich | Hop 30 gbi

uong
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22 Teamipa 1000 | Citicolin (dudi Dung dich | Hop 5 Ong NSX 24 482110137223
dang citicolin natri) | tiém x 4 ml; Hop
1000mg/4ml 10 Ong x 4
ml

17.2. Co sé san xuat: One Pharma Industrial Pharmaceutical Company Societe Anonyme (Pia
chi: 60th km N.N.R. Athinon-Lamias, Sximatari Voiotias, 32009, Greece)

23 Pidotan Clopidogrel (duéi | Vién nén Hop4vix7 | NSX 36 520110137323
dang Clopidogrel bao phim vién
bisulfate) 75mg
17.3. Co' sé san xuit: The Acme Laboratories Ltd. (Pia chi: Dhulivita, Dhamrai, Dhaka,
Bangladesh)
24 Cifmeo Ceftibuten (dudi Vién nang | Hop 2 vi x NSX 24 894110137423
dang Ceftibuten 10 vién
dihydrat) 400mg
18. Co sé ding ky: Cong ty TNHH Dwoc pham Viét - Phap (Pia chi: Tang 20, téa nha ICON 4,
2434 Bé La Thanh, phuong Lang Thwong, qudn Pong Pa, Ha Néi, Viét Nam)
18.1. Co sé san xuat: Mefar Ilac Sanayii A.S. (Pia chi: Ramazanoglu Mah. Ensar Cad. No: 20
Kurtkoy-Pendik, Istanbul, Turkey)
Co s& xuat xwoéng: Pharmathen S.A. (Pia chi: Dervenakion 6, Pallini Attiki, 15351, Greece)
25 Caspofungin | Caspofungin (du¢i | Bot dong Hop 1 1o NSX 24 868110137523
Biovagen dang Caspofungin | khé pha
acetate) 5S0mg tiém truyén
19. Co sé¢ diing ky: Cong ty TNHH Dwoc Pham Y-Med (Pia chi: S6 1-3 Puwong s6 45, Phwong 6,
Qudn 4, TP. Ho Chi Minh, Viét Nam)
19.1. Co' s& san xut: Agio Pharmaceuticals Ltd. (Pja chi: T-81, 82. M.1.D.C., Bhosari, Pune-
411026 Maharashtra State, India)
26 Loritex 10 Loratadine 10mg Vién nén Hop 1 vix NSX 36 890100137623
10 vién,
Hop lon
chua 10 hop
nhd x 1 vix
10 vién nén
20. Co s¢ dang ky: Cong ty TNHH Dwoc Tam Pan (Dia chi: A4.4 KDC Everich 3, BDuong Phu
Thudn, Phwong Tan Phii, Quén 7, Thanh phé Ho Chi Minh, Viét Nam)
20.1. Co sé san xuat: Iberfar- Indistria Farmacéutica, S.A. (Pia chi: Rua Consiglieri Pedroso, n.°
121-123 — Queluz de Baixo, Barcarena — 2734-501, Portugal)
Co s& xuat xuong: Delorbis Pharmaceuticals Ltd (Dja chi: 17 Athinon Street, Ergates Industrial
Area, 2643 Ergates, P.O.Box 28629,2081 Lefkosia, Cyprus)
27 Dareq Desloratadine Smg | Vién nén Hop 3 vix NSX 36 560100137723
bao phim 10 vién
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21. Co sé diing ky: Cong Ty TNHH HH-Pharm (Pja chi: K3 ngé 112 - Séng Pa 10 - Tdp thé cong

ty XDCT ngam, t6 16, phwong Kién Hung, Qudn Ha Péng, Ha Noi, Viét Nam)

21.1. Co sé san xuét: Zee Laboratories (Dja chi: Uchani, G.T. Road, Karnal-132001, Haryana, India)

28 Hitgra-100 Sildenafil (dudi Vién nén Hop 16n NSX 36 890110137823
tablets dang Sildenafil bao phim chira 20 hop
citrat) 100mg nho x 1 vix
4 vién
22. Co sé ding ky: Cong ty TNHH Johnson & Johnson (Viét Nam) (Pja chi: Tang 12, Tod nha
Vietcombank, S6 5 Céng truong Mé Linh, Phuwong Bén Nghé, Qudn 1, Thanh pho Ho Chi Minh, Viét Nam)
22.1. Co sé san xuit: Janssen Pharmaceutica NV (Dja chi: Turnhoutseweg 30, Beerse, 2340,
Belgium)
29 Fugacar Mebendazole Hon dich Hop 1 chai NSX 36 540100137923
20mg/ml ubng 30ml va ce
dong 5Sml
23. Co s6 diing ky: Cong ty TNHH Medfatop (Pia chi: 34C Puong so 22, Khu phé 23, Phirong Binh
Hung Hoa A, Qudn Binh Tan, TP. Hé Chi Minh, Viét Nam)
23.1. Co s san xuat: Cooper S.A. (Dia chi: 64 Aristovoulou str, 11853 Athens, Greece)
30 Dexachlor Dexamethasone Dung dich | Hop, 110 10 | NSX 24 520115138023
Sodium Phosphate | nhé mat ml
Img/ml;
Chloramphenicol
Smg/ml
23.2. Co sé san xuit: One Pharma Industrial Pharmaceutical Company Societe Anonyme (Dja
chi: 60th km N.N.R. Athinon-Lamias, Sximatari Voiotias, 32 009, Greece)
31 Amedronel Alendronic acid Vién nén Hop 1 vix4 | NSX 36 520110138123
(dudi dang vién
Alendronate natri)
70mg
24. Co s diang ky: Cong ty TNHH Mot thanh vién An Phat (Pja chi: 1973 Nguyén Hiru Canh,
phirong 19, qudn Binh Thanh, thanh phé Ho Chi Minh, Viét Nam)
24.1. Co sé san xuit: Pharmathen International SA (Pjia chi: Industrial Park Sapes Rodopi
Prefecture, Block No 5, Rodopi 69300, Greece)
32 Aclonia Alendronic acid Vién nén Hop 1 vix4 | NSX 24 520110138223
70mg/2800 IU | (dudi dang vién
tablets Alendronat natri
trihydrat) 70mg;
Cholecalciferol
(Vitamin D3) tinh
thé (dudi dang
Cholecalciferol
dang bt c6 dac)

2800 IU
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24.2. Co s6 san xuit: Shilpa Medicare Limited (Dja chi: Plot No. S-20 to S-26, Pharma SEZ, TSIIC
Green Industrial Park, Polepally Village, Jadcherla Mandal, Mahaboobnagar District, Telangana-

509301, India)

33

Bicalutamide
50mg film
coated tablets

Bicalutamid 50mg

Vién nén
bao phim

Hop 3 vix
10 vién

NSX

24

890114138323

25. Co s6 ding ky: Cong ty TNHH mét thanh vién dwgc pham PV Healthcare (Dja chi: 4/5 Khu
Dan cuw Van Xudn Pdt Viét, Puwong sé 5, Phwong Binh Hung Hoa, Qudn Binh Tan, Thanh phé Ho Chi

Minh, Viét Nam)

25.1. Co sé san xuét: Incepta Pharmaceutical Ltd. (Dja chi: Dewan Idris Road, Bara Rangamatia,
Zirabo, Ashulia, Savar, Dhaka, Bangladesh)

34

Inceptair 10
Tablet

Montelukast (dudi
dang Montelukast
natri) 10mg

Vién nén
bao phim

Hop 3 vix
10 vién

BP
2019

36

894110138423

25.2. Co s6 san

xuat: The Acme Laboratories Ltd. (Pia chi:

Dhulivita, Dhamrai, Dhaka,

Bangladesh)
35 PV-Sartan Losartan kali Vién nén Hop 3 vix USP 24 894110138523
Tablet 50mg, bao phim 10 vién hién
Hydroclorothiazid hanh
12,5mg

26. Co s¢ ding ky: Cong ty TNHH Mot thanh vién Dwgc pham Viét Tin (Pja chi: 64 Lé Loi,
phirong 4, qudan Go Vap, thanh pho Ho Chi Minh, Viét Nam)
26.1. Co s& san xuét: Nobel Ilac Sanayii ve Ticaret A.S. (Pia chi: Sancaklar Mah. Eski Akcakoca
Cad. No: 299 81100, DUZCE, Turkey)

36

Lordes Smg
film coated
tablet

Desloratadin Smg

Vién nén
bao phim

Hop 2 vix
10 vién

NSX

24

868100138623

26.2. Co sé san xuat: Stallion Laboratories Pvt. Ltd. (Pia chi

G.I.D.C, Kerala (Bavia), Dist. Ahmedabad, Gujarat State, India)

. Plot No. C1B-305, 2, 3, 4 & 5,

37 Ole-200 Ofloxacin 200mg | Vién nén Hop 10 vix | USP 40 36 890115138723
bao phim 10 vién
38 Staben-400 Albendazole Viénnhai | Hop1vix1 | NSX 36 890100138823
400mg vién
39 S-Fen-400 Ibuprofen 400mg Vién nén Hop 10 vi x BP 24 890100138923
bao phim 10 vién 2018
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26.3. Co s¢ san xuit: Titan Laboratories Pvt. Ltd. (Pia chi: Plot No. E-27/1, E-27/2, M.1.D.C.,
Mahad, Village - Jite, Raigad 402309 Maharashtra State, India)

40

Stergy 60 Vién nén NSX 24 890110139023

bao phim

Etoricoxib 60mg Hop 3 vix

10 vién

27. Co sé ding ky: Cong ty TNHH MTV An Phat (Pja chi: 166/42 Thich Qudng Pirc, phuong 4,
quan Phu Nhugn, TP.HCM, Viét Nam)

27.1. Co sé san xuat: M/s RA Chem Pharma Ltd (Dia chi: Plot.No.A-19/C, A-234&A-23B, Road
No.18, IDA., Nacharam, Nacharam Village, Uppal Mandal, Medchal-Malkajgiri District-500076,
Telangana, India)

41 Mebeverine Mebeverine Viénnang | Hop 4 vi x NSX 24 890100139123
Hydrochloride | hydrochloride cung giai 15 vién
SR capsules 200mg phong kéo
200mg dai
28. Co sé ding ky: Cong ty TNHH TM Dwoc phim Van Ho (Pja chi: 16/38 ngé Lénh Cir, Khim
Thién, phwong Thé Quan, qudn Péng Pa, Ha Ngi, Viét Nam)
28.1. Co sé san xuit: Celogen Generics Pvt. Ltd. (Pia chi: Plot No. 646/1&2, Agrawal Industrial
Estate Somnath Road, Dabhel, Daman-396 210, India)
42 Sitagen 100 Sitagliptin (dudi Vién nén Hop 3 vix NSX 36 890110139223
dang Sitagliptin bao phim 10 vién nén
phosphat bao phim
monohydrat)
100mg
29. Co s& diang ky: Cong ty TNHH thwong mai Nam Pong (Dja chi: S6 nha 2 ngé 164/117, pho
Viwong Thira Vii, phwong Khwong Trung, Qudn Thanh Xudn, Thanh phé Ha Néi, Viét Nam)
29.1. Co sé san xuit: KRKA, d. d., Novo mesto (Dja chi: Smarjeska cesta 6, 8501 Novo mesto,
Slovenia)
43 Enap H Enalapril maleate Vién nén Hop 2 vix NSX 36 383110139323
10mg/25mg 10mg; 10 Vién
Hydrochlorothiazide
25mg
44 Enap HL Enalapril maleate Vién nén Hop 2 vix NSX 36 383110139423
20mg/12.5mg | 20mg; 10 Vién
Hydrochlorothiazide
12,5mg
45 Telorssa Losartan kali Vién nén Hop 3 vix NSX 24 383110139523
100mg/5mg 100mg; Amlodipin | bao phim 10 vién
film-coated besilat Smg
tablets
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30. Co sé ding ky: Cong ty TNHH xuit nhap khau va phéan phéi dwoe pham Ha Noi (Dia chi: S6
23 Phé Vwong Thira Vii, Phwong Khwong Mai, Qudn Thanh Xudn, Thanh phé Ha Ngi, Viét Nam)

30.1. Co sé san xuat: SAG Manufacturing, S.L.U (Pia chi: Carretera Nacional I, Km 36 28750 San
Agustin de Guadalix (Madrid), Spain)

46 Eu-dexfen Dexketoprofen Vién nén Hop 2 vix NSX 24 840110139623
25mg 25mg (dudi dang bao phim 10 vién
Dexketoprofen
trometamol
36,9mg)
30.2. Co'sé san xuat: Santa Farma ila¢ Sanayii Anonim Sirketi (Pja chi: Kocaeli, Gebze V (Kimya)
Ihtisas OSB Erol Kiresepi Cad. No:8, 41455 Dilovasi - Kocaeli, Turkey)
47 Allerset Cetirizine Siro Hop 1 Chai NSX 36 868100139723
Img/ml Syrup | dihydrochloride x 100ml;
Img/ml Hop 1 Chai
x 200ml
48 Pulmistat Butamirate citrate | Sird Hop 1 chai NSX 24 868110139823
7,5mg/5Sml 100ml
31. Co sé diang ky: Eisai (Thailand) Marketing Co., LTD. (Pia chi: No. 93/1, Unit 603-604, 6th
Floor, GPF Witthayu Tower A, Wireless Road, Lumphini Sub-district, Pathum Wan District, Bangkok
Metropolis, Thailand)
31.1. Co sé san xuit: Bushu Pharmaceuticals Ltd. Misato Factory (Pia chi: 950, Hiroki, Ohaza,
Misato-machi, Kodama-gun, Saitama-ken, Japan)
Co sé dong géi: Interthai Pharmaceutical Manufacturing Ltd. (Pia chi: 1899 Phaholyothin Road,
Ladyao, Chatuchak, Bangkok 10900, Thailand)
49 Pariet 20mg Sodium Vién nén Hop 1 vix NSX 36 499110139923
rabeprazole 20mg | bao tan 14 vién
trong rudt
32. Co s¢ dang ky: Emcure Pharmaceuticals Limited (Dia chi: "Emcure House", T-184, M.1.D.C.,
Bhosari, Pune MH 411026, India)
32.1. Co s& san xuit: Emcure Pharmaceuticals Ltd. (Dja chi: Lane No: 3. Phase II, SIDCO
Industrial Complex, Bari - Brahmana, Jammu (J&K) 181 133, India)
50 Lotor-50 Levofloxacin (dudi | Vién nén Hop 10 vix | NSX 36 890115140023
dang Levofloxacin | bao phim 5 vién
hemihydrate)
500mg

33. Co sé ding ky: Flamingo Pharmaceuticals Limited (Pia chi: 7/1, Corporate Park, Sion-
Trombay Road, P.O.Box No.: 27257, Chembur, Mumbai, Mumbai City MH 400071 IN, India)

33.1. Co sé san xuiat: Flamingo Pharmaceuticals Ltd. (Pja chi: R-662, T.T.C Industrial Area,
MIDC, Rabale, Navi Mumbai Thane 400701, Maharashtra State, India)
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51 Piracetam Piracetam 400mg Viénnang | Hop 1 vix NSX 36 890110140123
Capsules cing 10 vién;
400mg Hop 3 vix
10 vién;
Hop 5 vix
10 vién;
Hop 10 vix
10 vién

34. Co sé ding ky: Glenmark Pharmaceuticals Ltd. (Pia chi: B/2 Mahalaxmi Chambers, 22
Bhulabhai Desai Road, Mumbai - 400 026, India)
34.1. Co sé san xuit: Glenmark Pharmaceuticals Ltd. (Pja chi: Plot No. E-37, 39, D-Road, MIDC,
Satpur, Nashik -422 007, Maharashtra State, India)

52 Candid-V Clotrimazole 2% Emulgel Hop 1 tuyp NSX 36 890100140223
kl/kl am dao 30g kém
ong bom
53 Glentaz Forte | Tazarotene 0,1 % Kem boi da | Hop 1 tuyp NSX 24 890110140323
kl/kl 15g

35. Co sé dang ky: Hetero Labs Limited (Pia chi: 7-2-A2, Hetero Corporate Industrial Estate,
Sanathnagar Hyderabad TG 500018, India)
35.1. Co sé san xuit: Aspiro Pharma Limited (Dja chi: Survey No. 321, Biotech Park, Phase — III,
Karkapatla Village, Markook Mandal, Siddipet Dist., Telangana State - 502281, India)

54 Ketorz Ketorolac Dung dich | Hop 1 lo x USP 24 890110140423
tromethamine pha tiém Iml hién
15mg/ml hanh
55 Ketorz Ketorolac Dung dich | Hop 11lox 2 | USP 40 24 890110140523
tromethamine pha tiém ml
30mg/ml
56 Neostin 5 Neostigmine Dung dich | Hop 10 Ong | NSX 12 890114140623
(Neostigmine | methylsulfate tiém
Methylsulfate | 0,5mg/ml
Injection USP
S5mg/ 10 mL)
(0.5mg/1 mL)
36. Co sé dang ky: Inbiotech Ltd. (Pia chi: 54, Triaditza str., Sofia 1000, Bulgaria)
36.1. Co sé san xuit: Inbiotech Ltd. (Pia chi: 7 Sheinovo Str. 1504 Sofia, Bulgaria)
57 Enpril 10 mg | Enalapril maleate Vién nén Hop 1 1o x NSX 24 380110140723
Tablets 10mg 50 vién;
Hop 1 1o x

60 vién
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37. Co s& diang ky: Les Laboratoires Servier (Dia chi: 50 rue Carnot, 92284 Suresnes Cedex,

France)

37.1. Co s& san xuét: Les Laboratoires Servier Industrie (Dia chi: 905, route de Saran, 45 520

Gidy, France)

58

Bi Preterax

Perindopril tert-
butylamine 4mg;
Indapamide 1,25mg

Vién nén

Hop 1 vix
30 vién

NSX

36

300110140823

38. Co sé dang ky: Macleods Pharmaceuticals Limited (Pia chi: 304, Atlanta Arcade, Marol
Church Rd, Andheri (E), Mumbai, Maharashtra 400059, India)
38.1. Co sé san xuit: Macleods Pharmaceuticals Ltd. (Pia chi: Block N-2, Village Theda, Post
Office Lodhimajra Tehsil Baddi, Distt. Solan, Himachal Pradesh - 174101, India)

59 Celecoxib Celecoxib 100mg | Viénnang | Hop 10 vix | NSX 24 890110140923
Capsules cung 10 vién
100mg
60 Efavirenz/ Efavirenz 400mg, Vién nén Hop 110 30 NSX 24 890110141023
Lamivudine/ Tenofovir bao phim vién; Hop 1
Tenofovir Disoproxil lo 90 vién;
Disoproxil Fumarate 300mg, Hop 1 1o
Fumarate Lamivudine 300mg 180 vién.
Tablets
400mg/
300mg/ 300mg
61 Nebimac 10 Nebivolol (dudi Vién nén Hop 3 vix NSX 24 890110141123
dang Nebivolol 10 vién
hydrochloride)
10mg
62 Nebimac 2.5 | Nebivolol (dudi Vién nén Hop 3 vix NSX 24 890110141223
dang Nebivolol 10 vién
hydrochloride)
2,5mg
63 Nebimac 5 Nebivolol (dudi Vién nén Hop 3 vix NSX 24 890110141323
dang Nebivolol 10 vién
hydrochloride)
Smg
64 Rosumac Rosuvastatin (dudi | Vién nén Hop, 3 vix NSX 36 890110141423
20mg dang Rosuvastatin | bao phim 10 vién
calci) 20mg
65 Sitamac 100 Sitagliptin (dudi Vién nén Hop 3 vix NSX 24 890110141523
dang Sitagliptin bao phim 10 vién
phosphate
monohydrate)
100mg
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39. Co sé diang ky: Mega Lifesciences Public Company Limited (Pia chi: 384 Soi 6, Bangpoo
Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samutprakarn 10280, Thailand)

39.1. Co sé san xuit: Pharmathen International S.A. (Pia chi: Industrial Park Sapes Rodopi
Prefecture, Block No 5, Rodopi 69300, Greece)

66

Prelynca

Pregabalin 75mg

Vién nang
cung

Hop 2 vix
14 vién

NSX

36

520110141623

40. Co sé¢ dang ky: Merck Export GmbH (Dia chi: Frankfurter Strafie 250, 64293 Darmstadt,

Germany)
40.1. Co s& san xuat: Merck Healthcare KGaA (Dia chi: Frankfurter Strafse 250, 64293 Darmstadt,
Germany)
67 Levothyrox Levothyroxine Vién nén Hop 2 vix NSX 36 400110141723
natri 50mcg 15 vién

41. Co sé¢ dang ky: MI Pharma Private Limited (Dia chi: Unit No. 402-403, Viva Hub Town,
Shankarwadi, Jogeshwari, Mumbai, Mumbai City Maharastra — MH 40006, India)
41.1. Co sé san xuat: Mylan Laboratories Limited [Specialty Formulation Facility] (Pia chi: 194,
Plot No. 284 — B/1, Bommasandra — Jigani Link Road, Industrial Area, Anekal Taluk, Bangalore — 560 10,

India)
68 Caspofungin | Caspofungin (du6i | Bt dong Hop 1 1o NSX 24 890110141823
Mylan dang Caspofungin | kho pha
acetate) S0mg tiém

42. Co s& dang ky: Micro Labs Limited (Dia chi: No. 31, Race Course Road, Bengaluru - 560 001,

Karnataka, India)

42.1. Co s& san xuit: Micro Labs Limited (Pia chi: No. 92 Sipcot Industrial Complex, Hosur-635
126, Tamil Nadu, India)

69

Arbitel-AM

Telmisartan 40mg,
Amlodipine (dudi
dang Amlodipine
besilate ) Smg

Vién nén
bao phim
hai 16p

Hop 3 vix
10 vién

NSX

36

890110141923

43. Co sé dang ky: Otsuka Pharmaceutical Co., Ltd. (Pia chi: 2-9 Kanda-Tsukasamachi, Chiyoda-

ku, Tokyo, Japan)

43.1. Co sé san xuit: Otsuka Pharmaceutical Co., Ltd. Tokushima Itano Factory (Dja chi: 13
Minami, Shishitoki, Matsutani, Itano-cho, Itano-gun, Tokushima 779-0195, Japan)

70

Mucosta
Tablets
100mg

Rebamipid 100mg

Vién nén
bao phim

Hop 10 vi x
10 vién

JP 17

36

499110142023

44. Co sé dang ky: PT. Novell Pharmaceutical Laboratories (Pia chi: JL. Pos Pengumben Raya
No.8, Sukabumi Selatan, Kebon Jeruk, Jakarta Barat 11560, Indonesia)
44.1. Co so san xuit: PT. Novell Pharmaceutical Laboratories (Pia chi: Jl. Wanaherang No. 35,

Tlajung Udik, Gunung Putri, Bogor 16962, Indonesia)
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71 Lignovell Lidocaine base Thudc xit | Hop 1 chai NSX 24 899100142123
Spray (dudi dang dung ngoai | 50 ml
Lidocaine HCI)
100mg/ml
72 Vellanin Teicoplanin 400mg Thudc bot Hop 1 1o NSX 24 899110142223
powder for pha tiém
injection

45. Co sé dang ky: S.C. Antibiotice S.A. (Dia chi: Str. Valea Lupului nr. 1, lasi, Jud. lasi, cod 707410,
Romania)

45.1. Co sé san xuat: S.C. Antibiotice S.A. (Pia chi: Ith Valea Lupului street, Zip Code 707410,
lasi, Romania)

73

Gladycor Carvedilol 25mg Vién nén Hop 3 vix NSX 36 594110142323
25mg 10 vién

46. Co s& dang ky: Saint Corporation (Dja chi: Academy Tower, Rm #718,719, 118, Seongsui-ro,
Seongdong-gu, Seoul, Korea)

46.1. Co sé san xuit: Aprogen Pharmaceuticals, INC. (Dja chi: 16, Dumeori-gil, Yanggam-myeon,
Hwaseong-si, Gyeonggi-do, Korea)

74

Morystale Mometasone Kembdida | Hop 1 Tuyp | NSX 36 880100142423
Cream furoate 1mg/g x 15¢g

47. Co s¢ dang ky: SRS Pharmaceuticals Private Limited (Pja chi: 504, 5th Floor, Marathon Max
BLDG, No.2 Mulund Goregaon Link RD, L.B.S Marg, Mulund (W), Mumbai-400080, India)

47.1. Co s& san xuat: Acme Formulation Pvt. Ltd (Dia chi: Ropar Road, Nalagarh, Distt. Solan,
HP. 174101, India)

75

Oxefam 250 Clarithromycin Vién nén Hop 1 vix | USP43 36 890110142523
250mg bao phim 10 vién

48. Co s& dang ky: Tedis (Pia chi: 9 avenue d’Ouessant, 91140 Villebon-sur-Yvette, France)
48.1. Co sé san xuat: Delpharm Huningue S.A.S (Pja chi: 26 Rue De La Chapelle — 68330
Huningue, France)

76

Minorga 5% Minoxidil 50mg/ml | Dung dich | Hop 1 Chai NSX 36 300100142623
dung ngoai | x 60 ml
da

49. Co sé dang ky: Torrent Pharmaceuticals Limited (Pia chi: Torrent House, Off Ashram Road,
Ahmedabad -380 009, Gujarat, India)

49.1. Co s6 san xuit: Torrent Pharmaceuticals Ltd (Bja chi: Indrad — 382 721, TAL : Kadi, City:
Indrad, Dist: Mehsana, India)

77

Torzesim 10 Ezetimibe 10mg; Vién nén Hop 3 vix NSX 24 890110142723
Simvastatin 10mg 10 vién;
Hop 10 vi x
10 vién
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78 Valzaar H Valsartan 80mg; Vién nén Hop3vix | USP43 24 890110142823
Hydrochlorothiazide | bao phim 10 vién;
12,5mg Hop 10 vi x
10 vién

50. Co s¢ dang ky: Troikaa Pharmaceuticals Ltd. (Pia chi: Commerce House-1, Opp Rajvansh

Apartment Judges, Bungalow Road, Ahmedabad GJ 380054, India)

50.1. Co sé san xuit: Troikaa Pharmaceuticals Ltd. (Dja chi: C-1 Sara industrial Estate Selaqui

Dehradun-248197, Uttarakhand, India)

79 Troyfos 70 Alendronic acid Vién nén Hop 1 vix | USP 36 36 890110142923
(dudi dang 4 vién
Alendronate natri
91,37mg) 70mg
Ghi chu:

1. Cach ghi tiéu chudn chat lwong thuéc tai cot (6):
- Nha san xudt (NSX), Tiéu chudn nha sdn xudt (TCNSX), Tiéu chudn co 56 (TCCS), In-house co y
nghia tiwong dwong nhau, la tiéu chuan chat lwong thuéc do co s¢ san xudt xdy dung va déu cé thé
dwoc ghi trén nhan thuéc.
- Cdch viét tat cac tiéu chuan chat lwong duoc dién: Duoc dién Viét Nam (DDVN), Duoc dién Anh
(BP), Dugc dién My (USP), Duoc dién Nhdt Ban (JP), Dwoc dién Trung Quéc (CP), Duwoc dién Chdu
du (EP), Duge dién Quoc té (IP)...




Phu luc II
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1. Co sé dang ky: Actavis International Ltd (Pia chi: No. 4 SOQAQ Tal-gidi Off Valletta Road, Luga

LOA6000, Malta)

1.1. Co s& san xuat: Remedica Ltd (Dia chi: Aharnon Street, Limassol Industrial Estate, 3056

Limassol, Cyprus)

Smg

1 Entecavir Entecavir (dudi Vién nén Hop 3 vix NSX 36 529114143023
Teva 0.5mg dang Entecavir bao phim 10 vién
monohydrate)
0,5mg
2. Co'sé ding ky: Adamed Pharma S.A. (tén day di: Adamed Pharma Spélka Akcyjna) (Pia chi:
Pienkow, ul. Mariana Adamkiewicza 64, 05-152 Czosnow, Poland)
2.1. Co sé san xuat: Adamed Pharma S.A. (Pia chi: ul. Marszatka Jozefa Pilsudskiego 5, 95-200
Pabianice, Poland)
2 Luteina Progesteron 200mg | Vién nén Hop 3 vix NSX 18 590110143123
200mg dat am dao | 10 vién,
keém 01
dung cu dat
3. Co s¢ dang ky: Atra Pharmaceuticals Ltd (Pia chi: Plot No. H-19, MIDC, Waluj, Aurangabad-
431133, District-Aurangabad, Maharashtra, India)
3.1. Co sé san xuit: Atra Pharmaceuticals Limited (Pia chi: Plot No. H-19, M.I.D.C, Waluj,
Aurangabad 431133, Maharashtra State, India)
3 Rifaliv 200 Rifaximin 200mg | Vién nén Hop 3 vix NSX 24 890110143223
bao phim 10 vién
4. Co s¢ dang ky: Boehringer Ingelheim International GmbH (Pia chi: Binger Strasse 173, 55216
Ingelheim am Rhein, Germany)
4.1. Co sé san xuit: Boehringer Ingelheim Pharma GmbH & Co KG (Pja chi: Binger Strasse 173,
D-55216 Ingelheim am Rhein, Germany, Germany)
4 Glyxambi Empagliflozin Vién nén Hop 3 vix NSX 36 400110143323
10mg; Linagliptin | bao phim 10 vién

5. Co sé diang ky: Cong ty TNHH Dugc phdm Viét - Phap (Dia chi: Tang 20, toa nha ICON 4,

2434 Bé La Thanh, phuong Lang Thwong, qudn Pong Pa, Ha Ni, Viét Nam)

5.1. Co s¢ san xuét: Lotus Pharmaceutical Co., Ltd. Nantou Plant (Pia chi: No. 30, Chenggong
Ist Road, Sinsing Village. Nantou City, Nantou County 54066, Taiwan)
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5 Lenalidomide | Lenalidomide Viénnang |Hop3vix7| NSX 36 471114143423
Alvogen 10mg cing vién
capsule 10mg

6 Lenalidomide | Lenalidomide Viénnang |Hop3vix7| NSX 36 471114143523
Alvogen 25mg cing vién
capsule 25mg

7 Lenalidomide | Lenalidomide Smg | Viénnang | Hop3vix7 | NSX 36 471114143623
Alvogen cing vién
capsule Smg

6. Co sé ding ky: Cong ty TNHH TM Dwoc pham Van Ho (Pja chi: 16/38 ngé Lénh Cw, Khim
Thién, phwong Thé Quan, qudn Péng Pa, Ha Ngi, Viét Nam)

6.1. Co sé san xuit: Celogen Generics Private Limited (Dja chi: Plot No. 646/1&2, Agrawal
Industrial Estate Somnath Road, Dabhel, Daman-396 210, India)

8 Febugen 120 | Febuxostat 120mg | Vién nén Hop 10 vix | NSX 36 890110143723
bao phim 10 vién
9 Metrogen 200 | Metronidazole Vién nén Hop 2 vix NSX 36 890100143823
200mg bao phim 10 vién
7. Co sé ding ky: Cong ty TNHH Xuat nhip khau va phéan phdi dwge pham Ha Noi (Pia chi: S6
23 Phé Vwong Thira Vii, Phwong Khwong Mai, Qudn Thanh Xudn, Thanh phé Ha Ngi, Viét Nam)
7.1. Co sé san xuit: SAG Manufacturing, S.L.U (BDja chi: Carretera Nacional I, Km 36 28750 San
Agustin de Guadalix (Madrid), Spain)
10 Eu-dexfen Dexketoprofen Vién nén Hop 2 vix NSX 24 840110143923
12,5mg (dudi dang bao phim 10 vién
Dexketoprofen
trometamol) 12,5mg
8. Co sé¢ diang ky: Cong ty TNHH Xic tién Thwong mai Dwoce pham va dau tu TV (Pia chi: S6
72 Binh Gid, Phwong 13, Quan Tan Binh, TP. Hé Chi Minh, Viet Nam)
8.1. Co s6' san xuat: SMB Technology S.A. (Pia chi: Rue du Parc Industriel 39, 6900 Marche-en-
Famenne, Belgium)
11 Algostase 500 | Paracetamol Vién nén Hoép 1 tuyp NSX 24 540100144023
mg/50 mg 500mg (duédi dang | st 16 vién nén
Paracetamol bound sui
by povidone
520,83mg);
Caffeine 50mg
9. Co sé diang ky: Merck Export GmbH (Dja chi: Frankfurter Strafe 250, 64293 Darmstadt,
Germany)
9.1. Co s& san xuat: Merck Healthcare KGaA (Pia chi: Frankfurter Strafie 250, 64293 Darmstadt,
Germany)
12 Levothyrox Levothyroxine Vién nén Hop 2 vix NSX 36 400110144123

natri 25mcg 15 vién
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10. Co sé dang ky: Pfizer (Thailand) Limited (Pja chi: No. 323 United Center Building, Floor 36th
and 37th, Silom Road, Silom Sub-District, Bang rak District, Bangkok Metropolis, Thailand)

10.1. Co' sé san xuat: ACS Dobfar S.p.A. (Dia chi: Viale Addetta, 2a/12 — 3/5, 20067 Tribiano,
Milano, Italy)

Co s& dong goi cap 1, cap 2 va xuat xwdong: ACS Dobfar S.p.A. (Pia chi: Nucleo Industriale S. Atto,
64100 Teramo, Italy)

13 Zinforo Ceftaroline fosamil | Bt pha Hop 10 Lo NSX 36 800110144223
(dudi dang dung dich
Ceftaroline fosamil | dam dac dé
acetic acid solvate | pha dung
monohydrate) dich truyén
600mg
11. Co sé dang ky: TTY Biopharm Co., Ltd (Dia chi: 3F., No.3-1 Park st., Nangang Dist., Taipei
City 11503, Taiwan, Taiwan R.0.C)
11.1. Co sé¢ san xuit: TTY Biopharm Co., Chungli Factory (Pia chi: 838 Chung Hwa Rd., Sec.1,
Chungli Dist., Taoyuan City, 32069 Taiwan, Taiwan)
14 Atrexed Mobi ml chira Dung dich | Hop 1 1o x NSX 36 471114144323
Injection Pemetrexed 25mg | tiém 20ml
(dudi dang
Pemetrexed
disodium 2,5
hydrate 30mg)
15 Atrexed Mbi ml chira Dung dich | Hop 1 1o x NSX 36 471114144423
Injection Pemetrexed 25mg | tiém 4ml
(dudi dang
Pemetrexed
disodium 2.5
hydrate 30mg)
16 Leavdo Lenalidomide Viénnang | Hop 21 vién | NSX 36 471114144523
Capsules 25mg | 25mg cung
17 Leavdo Lenalidomide 5Smg | Vién nang | Hop 21 vién | NSX 36 471114144623
Capsules 5mg cung
Ghi chu:

1. Cach ghi tieu chudn chat lwong thudc tai cot (6):

- Nha san xudt (NSX), Tiéu chudn nha sdan xudt (T CNSX), Tiéu chudn co 56 (TCCS), In-house co y
nghia twong dwong nhau, 1 tiéu chudn chat lwong thuéc do co sé san xudt xdy dung va déu cé thé
dwoc ghi t’ren’nhan thuéc. ) ) i ) )

- Cach viét tat cdc tiéu chudn chat lwong dwoc dién: Dwoc dién Viéet Nam (DDVN), Duoc dién Anh
(BP), Dugc dién My (USP), Duoc dién Nhdt Ban (JP), Dwoc dién Trung Quéc (CP), Duwoc dién Chdu
du (EP), Duwoc dién Quéc té (IP)...

2. Thuéc tai danh muc nay phdi bdo cdo theo déi, danh gia an toan, hiéu qua khi ndp ho so dang ky
gia han gidy dang ky heu hanh theo quy dinh tai Piéu 5 Théng tw s6 08/2022/TT-BYT ngay 05/9/2022.




