BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - T do - Hanh phic
S6: 136 /QP-QLD Ha Ngi, ngay 29 thanggynam2024
QUYET PINH

Yé viéc ban hanh danh muc 193 thudc nrée ngoai
dugc cap, gia han giay dang ky luu hanh tai Viét Nam - Dot 118

CUC TRUONG CUC QUAN LY DUQC

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

Can cit Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cua Chinh phii quy dinh
chirc nang, nhiém vu, quyén han va co cdu t6 chike ciia B3 Y té;

Can cir Quyét dinh sé 1 969/0D-BYT ngay 26/4/2023 cua B¢ truong Bo Y té quy
dinh chitc nang, nhiém vu, quyén han va co cau 16 chire ciia Cuc Qudn 1y Dugc thudc
Bo Y té;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B trucng B Y té quy
dinh viéc dang ky heu hanh thuoc, nguyén liéu lam thuoc;

Can cit két ludn cua Hoi dong tw van cdp gldy dang ky hew hanh thude, nguyén
lieu lam thuoc B$ Y té dot 118 tai Cong vin sé 08/HPTV-VPHP ngdy 23/01/2024 va
Céng vin sé 10/HDTV-VPHD ngay 26/01/2024 cua Van phong Hoi dong tw van cdp
GPKLH thubc, nguyén liéu lam thuéc;

Theo dé nghi ciia Trieong phong Pang ky thuéc - Cuc Qudn Iy Dugre.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 193 thudc nudc ngoai
duoc cép, gia han giéy dang ky luu hanh tai Viét Nam - Dot 118, cu thé:

1. Danh muc 121 thudc nuée ngoai duoc cip gidy ding ky luu hanh hiéu luc 05
nam - Dot 118 (tai Phu luc I kem theo).

2. Danh muc 05 thudc nudc ngoai duoc cap gidy dang ky luu hanh hiéu luc 03
nam - Dot 118 (tai Phu luc Il kem theo).

3. Danh muc 62 thudc nuée ngoai duge gia han gidy dang ky luu hanh hiéu lyc
05 nam — Dot 118 (Phu luc Il kem theo).

4. Danh myc 05 thudc nuéc ngoai dugc gia han gidy ding ky luu hanh hiéu luc
03 nam — Dot 118 (Phu luc IV kem theo).

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

1. Cung cép thudc vao Viét Nam theo dung cac hd so, tai liéu da ding ky véi
B0 Y té va phai in hodc dan s6 dang ky duoc Bo Y té cap 1én nhan thudc.

2. Chép hanh day du phap luat ciia nudc CHXHCN Viét Nam va cac quy dinh
ciia BO Y té vé nhép khéau thudc va luu hanh thudc tai Viét Nam, néu c6 bat cu thay
dbi gi trong qué trinh luu hanh thudc & nude sé tai va ¢ Viét Nam thi phai bao cao
ngay cho Cuc Quan Iy Dugc-Bo Y té Viét Nam.

3. Thyc hién viéc cp nhat tiéu chuin chat luong cua thube theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngdy 04/5/2018 ctua BY truong BO Y té quy dinh vé chat
lwong thude, nguyén liéu lam thude.

4. Cap nhat nhan thudc va to huéng dan str dung thude theo quy dinh tai Thong
tr 01/2018/TT-BYT ngay 18/01/2018 ciia Bo trudéng Bo Y té quy dinh ghi nhin thudc,
nguyén liéu 1am thudc va to hudng dan st dung thude theo hinh thirc thay d6i, bd sung
gidy dang ky lwu hanh thudc quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022
cua BO truéng BO Y té ddi véi thude chua cap nhat ndi dung nhan thudc, to huéng dan



sir dung thudc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 ciia Bo
truéng Bo Y té.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia han
g1ay dang ky luu hanh theo Quyet dinh nay co6 thay ddi vé noi dung hanh chinh (bao
gom ca mau nhan va to huéng dan sir dung thuoc) phai nhap khau va luu hanh véi cac
noi dung da duoc phé duyét thay doi trong ho so gia han.

6. Phéi hop véi cac co so didu tri dé thyc hién theo ding cic quy dinh hién
hanh vé thudc ké don, theo doi an toan, hiéu qua, tac dung khong mong mudn cua
thudc trén ngudi Viét Nam va téng hop, bao cao theo quy dinh tai Diéu 5 Thong tu sd
08/2022/TT-BYT ngay 05/9/2022 cia Bo truéng Bo Y té quy dinh viée ding ky luu
hanh thudc, nguyén liéu lam thudc ddi véi cac thude thudc Danh muc tai Phy luc 11
ban hanh kém theo Quyét dinh nay.

7. Co s6 dang ky thube phai dam bao duy tri didu kién hoat dong trong thoi gian
hidu luc cua gidy dang ky luu hanh thudc, nguyén liéu lam thudc. Trong trudong hop
khong con dap tng du didu kién hoat dong, co s& ding ky phai co trach nhiém thuc
hién thay d6i co s¢ diang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT ngay
05/9/2022 ctia Bo truong B Y té trong thoi han 30 ngay ké tir ngdy co s¢ dang ky
khong con du diéu kién hoat dong.

8. Co so dang ky thudc phai bao cao Bo Y té vé cap nhat tinh trang dap g
Thyc hanh tot san xudt cua cO sO' san xudt thuoc nguyén liéu lam thude. Truong hop
co s& san xudt bi thu hoi gidy phép san xuit hodc khong dap Gng Thuc hanh tot san
xuat thudc, nguyén lidu 1am thudc & nudc so tai, co s phai thuc hién viéc bao cao
trong thoi han 15 ngay ké tir ngay co6 thong bao cua co quan quan 1y co thAm quyén
nude sé tai theo quy dinh tai diém d khoan 1 Dleu 100 Nghi dinh s& 54/2017/ND-CP
ngdy 08/5/2017 ciia Chinh phi quy dinh chi tiét mot sé diéu va bién phap thi hanh
Luat Duoc.

Piéu 3. Cac thube duge gia han gidy dang ky luu hanh tai Quyét dinh nay dugc
tiép tuc sir dung s ding ky di cip trude khi gia han trong thoi han t6i da 12 thang ké
tir ngdy duogc cap sd ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tu sb 08/2022/TT-BYT.

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

Piéu 5. Giam ddc S¢ Y té cac tinh, thanh phd tryc thudc trung wong, giam déc
nha san xuat va co s¢ dang ky c6 thude tai Dicu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhin: _ CUC TRUONG
- Nhu biéu 5; S

- Bo truong (dé ble);

- TTr. DS Xuan Tuyén (dé b/c); f
- Cuc Quan Y - B6 Quéc phong, Cuc Y té - BO Cong ah.
Cuc Y t& GTVT - Bo Giao thong vén tai; \
- Téng Cuc Hai quan - B Tai chinh; :
- Bao hiém X3 hoi Viét Nam; NS vy Y&« \

- B§ Y t& Vu PC, Cuc QLKCB, Thanh tra Bo, Van — Vit Tuan Cuong
phong HDTV cap GPKLH thube, NLLT;

-S&'Y té cac tinh, thanh phé truc thudc Trung wong;

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

- Téng Cong ty Dugc VN-CTCP;

- Céc Cong ty XNK duoc pham;

- Cac Bénh vién & Vién c6 giuong bénh truc thuoec BYT;

- Trung tdm mua sim tap trung thude quoc gia;

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

PCHN, VP Cuc; Website Cuc QLD.

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




Phu lucl

DANH MUC 121 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 118

STT Tén thuoc Hoat chatchinh | Dang | Quycach | Tiéu Tudi S6 diang ky
— Ham luwong bao ché dong goi chuén tho
(thang)
(1)) ()] (€)] @ 3 ©) () ®

1. Co s6 ding ky: Actavis International Ltd (Pja chi: No.4 SQAQ Tal-gidi Off Valletta Road, Luqa,

LOA 6000, Malta)

1.1. Co sé san xuit: Pliva Croatia Ltd (Pia chi: Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia)

1 Pregabalin Pregabalin 150mg | Vién nang | Hop 4 vi x NSX 36 385110117124
Teva 150mg cing 14 vién
2. Co s& dang ky: Ambica International Corporation (Dia chi: No. 9 Amsterdam Extension,
Merville Park Subdivision, Paraniaque City, Philippines)
2.1. Co sé san xuit: Milan Laboratories (India) Pvt. Ltd. (Dia chi: Plot Nos. 35, 36, 63, 64, 65, 67
& 87 Jawahar Co-op Industrial Estate Ltd., Kamothe, Raigad 410209 Maharashtra State, India)
2 Losachem 100 | Losartan potassium | Vién nén Hop 3 vix BP 24 890110117224
100mg bao phim 10 vién; 2019
Hop 9 vi x
10 vién
2.2. Co s san xuit: Nobel Ilac Sanayii ve Ticaret A.S. (Pia chi: Sancaklar Mah. Eski Akcakoca
Cad. No: 299 81100 DUZCE, Turkey)
3 Alzancer Donepezil Vién nén Hop4vix7 | NSX 24 868110117324
10mg hydroclorid 10mg | phan tan vién
Orodispersible trong
Tablet miéng
2.3. Co sé san xuat: Titan Laboratories Private Limited (Dja chi: Plot NO. E-27/1, E-27/2,
M.I1.D.C., Mahad, Village - JITE, Raigad 402309 Maharashtra State, India)
4 Frixral Raloxifene Vién nén Hop2vix | USP43 24 890110117424
hydrochloride bao phim 14 vién
60mg
3. Co sé dang ky: Anvo Pharma Canada Inc. (Pia chi: 111-700 Third Line Oakville ON L6L 4B,
Canada)
3.1. Co sé san xuit: Laboratorios Liconsa, S.A. (Pja chi: Avda. Miralcampo, N° 7, Pol. Ind.
Miralcampo, 19200 Azuqueca de Henares (Guadalajara), Spain)
5 Telmida 20 Telmisartan 20mg | Vién nén Hop 2 vix NSX 36 840110117524
14 vién;
Hép 7 vix
14 vién
6 Telmida 40 Telmisartan 40mg | Vién nén Hop 2 vix NSX 36 840110117624
14 vién;
Hop 7 vi x

14 vién




STT Tén thubc Hoat chét chinh — Dang bao Quy cach Tiéu Tubi So dang ky
Ham lwgng ché dong goi chuin tho
(thang)
1) 2) A3) “) ) (6) ) ®)

7 Telmida 80 Telmisartan 80mg | Vién nén Hop 2 vix NSX 36 840110117724
14 vién;
Hop 7 vix
14 vién

3.2. Co 6 san xuét: Sofarimex - Indistria Quimica e Farmacéutica, S.A. (Dja chi: Avenida das
Industrias, Alto de Colaride - Agualva, 2735-213 Cacém, Portugal)

8 Canarope Clarithromycin Bot dong Hop 1 lo; NSX 36 560110117824
500mg kho pha Hop 10 I
dung dich
tiém
3.3. Co s6 san xuét: Sofarimex - Indistria Quimica e Farmacéutica, S.A. (Fab.) (Dia chi: Avenida
das Industrias — Alto de Colaride - Agualva 2735-213 Cacém, Portugal)
9 Ambig Azithromycin Vién nén Hop 1vix3 | EPI1 48 560110117924
(duoi dang bao phim vién
azithromycin
dihydrate) 500mg
4. Co s¢ dang ky: Aurobindo Pharma Limited (Pja chi: Plot No.2, Maithrivihar, Behind Maithri
Vanam Ameerpet, Hyderabad, India)
4.1. Co sé san xuét: Aurobindo Pharma Limited (Pia chi: Unit IV, Plot. No. 4, 34 to 48, EPIP,
TSIIC, IDA, Pashamylaram, Patancheru Mandal, Sanga Reddy District, Telangana State, India)
10 Tramadol Tramadol Dung dich | Hop 5 ong NSX 36 890111118024
Hydrochloride | hydroclorid tiém
Injection 50mg/ml
50mg/mL
4.2. Co so san xuit: Eugia Pharma Specialities Limited (Pia chi: Unit 2, A -1128, RIICO Industrial
Area, Phase I, Bhiwadi-301019, District - Alawar, Rajasthan, India)
11 Doripure 500 | Doripenem Bot dé pha | Hop 1 lo NSX 24 890110118124
monohydrat 500mg | truyén tinh
mach
5. Co sé dang ky: Baroque Pharmaceuticals Private Limited (Dia chi: D-403, Titanium Square,
S.G.Highway, Thaltej, Ahmedabad Ahmedabad GJ 380054, India)
5.1. Co so san xuat: Baroque Pharmaceuticals Pvt. Ltd. (Dja chi: 192/2 & 3, 190/1 and 202/9,
Sokhada-388 620, Tal-Khambhat, Dist-Anand, Gujarat State, India)
12 Beniclav Mbi 5ml chira: Bot pha Hop 1 Chai, | NSX 24 890110118224
Amoxicillin (dudi | hdn dich Chai 100 ml
dang Amoxicillin ubng
trihydrat) 200mg ,
Acid clavulanic
(dudi dang diluted
kali clavulanat)
28,5mg
13 Selec-200 Celecoxib 200mg Vién nang | Hop 3 vi x NSX 24 890110118324
cung 10 vién




STT | Tén thuéc | Hoat chatchinh— | Dangbao | Quycach | Tiéu Tudi S6 diang ky
Ham lwong ché dong goi chuén tho
(thang)
(1)) () (€)) “@ () ©) () ®

6. Co sé dang ky: Bayer (South East Asia) Pte Ltd (Dja chi: 2, Tanjong Katong Road, #07-01,

PLQ3, Singapore (437161), Singapore)

6.1. Co sé san xuit ban thanh phim, déng géi so' cip va kiém soat chit luwong: Solupharm
Pharmazeutische Erzeugnisse GmbH (Dja chi: Industriestr. 3, 34212 Melsungen, Germany)

Co sé déng goi thir cap: KVP Pharma + Veterinir Produkte GmbH (Pja chi: Projensdorfer Strafe
324, 24106 Kiel, Germany)
Co so xuit xwong: Bayer AG (Dja chi: Kaiser-Wilhelm-Allee, 51368 Leverkusen, Germany)

14 Nimotop Nimodipine Dung dich | Hop 1 chai NSX 36 400110118424
10mg/50ml tiém truyen | 50ml va 1
day ch}lyén
dich bang
PE
6.2. Co sé san xuit ban thanh pham: Berlimed, S.A. (Pia chi: C/Francisco Alonso no 7, Poligono
Industrial Santa Rosa, Alcald de Henares, Madrid 28806, Spain)
Co s¢ dong géi: GP Grenzach Produktions GmbH (Dia chi: Emil-Barell-Strasse 7, 79639
Grenzach-Wyhlen, Germany)
15 Canesten Clotrimazol 500mg | Viénnang | Hop 01 vix | NSX 36 840100118524
mém dit 01 vién,
am dao kém dung
cu dit thude
7. Co s& dang ky: Biopharm Chemicals Co., Ltd (Pia chi: No. 55, Sukhumvit 39, Phrom Phong
Alley, Sukhumvit Road, Khlong Tan Nuea Sub-District, Vadhana District, Bangkok Metropolis,
Thailand)
7.1. Co sé san xuat: Biolab Co., Ltd (Pia chi: 625 Soi 74 Bangpoo Industrial Estate, Sukhumvit
Road, Moo 4, Prakasa, Muang, Samutprakarn 10280, Thailand)
16 Biocoxib Etoricoxib 90mg Vién nén Hop5vix5| NSX 36 885110118624
(90mg) bao phim vién; Hop 3
vi x 10 vién
8. Co s¢ dang ky: Boehringer Ingelheim International GmbH (Dja chi: Binger Strafle 173, 55216
Ingelheim am Rhein, Germany)
8.1. Co sé san xuit ban thanh pham: M/s Cipla Ltd. (Pia chi: Plot No. L-139 to L-146, Verna
Industrial Estate, Verna-Goa, India)
Co sé& dong goi: Rottendorf Pharma GmbH (Pia chi: Am Fleigendahl 3 59320 Ennigerloh,
Germany)
Co sé xudt xwong: Rottendorf Pharma GmbH (Dja chi: Ostenfelder Strafie 51-61 59320
Ennigerloh, Germany)
17 Twynsta Telmisartan 80mg, | Vién nén Hop 14 vix | NSX 36 890110118724
Amlodipine (dudi 7 vién
dang Amlodipine

besilate) 10mg

8.2. Co s san xuit va xuit xwéng: Rottendorf Pharma GmbH (Pja chi: Ostenfelder Straffe 51-61,
59320 Ennigerloh, Germany)
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Co so déng goi cap 1 va cip 2: Rottendorf Pharma GmbH (Pia chi: Am Fleigendahl 3, 59320
Ennigerloh, Germany)

STT | Tén thuéc | Hoat chatchinh— | Dangbao | Quycach | Tiéu Tudi S6 diang ky
Ham lwong ché dong goi chuén tho
(thang)
(0] @) (€)] “ (6] (6) () @)

18 Mobic Meloxicam 15mg | Vién nén Hop 2 vix NSX 36 400110118824
10 vién

19 Mobic Meloxicam 7,5mg | Vién nén Hop 2 vix NSX 36 400110118924
10 vién

9. Co s¢ dang ky: Brawn laboratories Limited (Pia chi: C-64 Lajpat Nagar-1, Second Floor, South
Delhi, New Delhi-110024, India)

9.1. Co s& san xuit: Brawn laboratories Limited (Pia chi: 13 NIT, Industrial area, Faridabad-
121001 Haryana, India)

20 Aciclovir Aciclovir 200mg Vién nén Hop S vix BP 36 890110119024
Tablets BP khong bao | 10 vién 2021
10. Co sé¢ ding ky: Brawn laboratories Limited (Dia chi: Delhi Stock Exchange Building, 4/4b Asaf
Ali Road, New Delhi-110002, India)
10.1. Co s& san xuét: Brawn laboratories Limited (Dia chi: 13, NIT, Industrial Area, Faridabad-
121001, Haryana, India)
21 Mastic-5 Natri montelukast | Vién nén Hop 10 vi x BP 24 890110119124
tablets tuong duong véi nhai khéng | 10 vién 2019
montelukast Smg | bao
11. Co sé¢ dang ky: Cadila Healthcare Ltd. (Dia chi: "Zydus Tower", Satellite Cross Road,
Ahmedabad, 380 015, India)
11.1. Co sé san xuat: Cadila Healthcare Ltd. (Dia chi: Kundaim Industrial Estate, Plot no. 203-213
Kundaim, Goa 403 115, India)
22 Oxeptal 30 Oxcarbazepin Vién nén Hop 10 vix | USP 37 24 890114119224
300mg bao phim 10 vién
12. Co sé dang ky: Cadila Healthcare Ltd. (Dia chi: Zydus Corporate Park, Scheme No. 63, Survey
No. 536 Khoraj (Gandhinagar), Nr. Vaishnodevi Circle, Ahmedabad Gandhinagar GJ 382481, India)
12.1. Co s& san xuit: Cadila Healthcare Limited (Dia chi: Kundaim Industrial Estate, Plot No. 203-
213, Kundaim, Goa-403 115, India)
23 Atorvastatin Atorvastatin (dudi | Vién nén Hop 3 vix USP 24 890110119324
Calcium dang Atorvastatin | bao phim 10 vién;
Tablets USP Calcium) 10mg Hop 10 vi x
10mg 10 vién
13. Co sé dang ky: Cadila Pharmaceuticals Limited (Pia chi: Cadila Corporate Campus, Sarkhej
Dholka Road, Bhat Ahmedabad, Gujarat — 382210, India)
13.1. Co s& san xuit: Cadila Pharmaceuticals Limited (Dia chi: Plot No. 1389, Trasad Road,
Dholka, City: Dholka-382225, Dist. Ahmedabad, Gujarat State, India)
24 Dolac 30 Ketorolac Dung dich | Hop 10 dng | USP 43 24 890110119424
tromethamin tiém x 1ml
30mg/ml

14. Co sé dang ky: Concord Biotech Limited (Pia chi: 1482-86 Trasad Road, Dholka, Ahmedabad-
387810, Gujarat, India)
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14.1. Co s6 san xuit: Concord Biotech Limited (Pia chi: 297-298/2P, Valthera, Tal.- Dholka, Dist.
- Ahmedabad - 382 225, Gujarat State, India)

STT | Tén thuéc | Hoat chatchinh— | Dangbao | Quycach | Tiéu Tudi S6 diang ky
Ham lwong ché dong goi chuén tho
(thang)
(0] @) (€)] “ (6] (6) () @)
25 Tacrocord 0.5 | Tacrolimus 0,5mg | Viénnang | Hop 6 vi x USP 24 890114119524
cung 10 vién
26 Tacrocord 1 Tacrolimus 1mg Vién nang | Hop 6 vix USP 24 890114119624
cing 10 vién
27 Tacrocord 5 Tacrolimus 5mg Viénnang | HOp 6 vi x USP 24 890114119724
cung 10 vién
15. Co s¢ dang ky: Contract Manufacturing and Packaging Services Pty Ltd (Pia chi: 20 Long
Street, Smithfield NSW 2164, Australia)
15.1. Co sé san xuét: Contract Manufacturing and Packaging Services Pty Ltd (Pia chi: 20-24
Long Street, SMITHFIELD, NSW, 2164, Australia)
28 Nuflam Glucosamin sulfat | Viénnang | Hop 10vix | NSX 36 930100119824
(dudi dang cung 10 vién
Glucosamin sulfat
kali chlorid 667mg)
500mg;
Chondroitin sulfat
(dudi dang
chondroitin sulfat
shark 278mg)
250mg
16. Co s6 ding ky: Cong ty Co phan Dwoe MK Viét Nam (Pia chi: O dit s6 42, 16 ddt TT-A2, khu
dé thi thanh phé Giao Lwu, Phuwong C6 Nhué 2, Qudn Bdc Tir Liém, Thanh pho Ha Ngi, Viét Nam)
16.1. Co 6 san xuit: Elpen Pharmaceutical Co., Inc (Dia chi: Marathonos Ave. 95, Pikermi Attiki,
19009, Greece)
29 Vemicep Voriconazol Bot dong Hop 1 1o NSX 36 520110119924
200mg kho dé pha
dung dich
truyén tinh
mach
17. Co'sé ding Ky: Cong ty cd phan Dwoc phadm 4T Pharma (Pia chi: S6 20 ngé 67, pho B6é Quang,
phirong Trung Hoa, qudn Cau Gidy, thanh pho Ha Ngi, Viét Nam)
17.1. Co sé san xuit: Mefar ila¢ Sanayii A.S (Pia chi: Ramazanoglu Mah. Ensar Cad. No:20
Kurtkéy/Pendik TR 34906 Istanbul, Turkey)
30 Biemexol 300 | Iohexol (twong Dung dich | Hop 1 lo NSX 36 868110120024
mgl/ml vial duong 300mg/ml tiem dong | 100ml; Hop
containing Iodin) 647mg/ml mach/ tiém | 1 lo 50ml
solution for tinh mach/
IA, IV and tiém tay
intrathecal sdng
injection

18. Co sé ding ky: Cong ty c6 phan dwoc phadm Ngan Léc (Dja chi: S6 26 dwong 320 Béng Sao,
phirong 5, quan 8, Tp.Ho Chi Minh, Viét Nam)
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18.1. Co s& san xuét: Sofarimex — Industria Quimica e Farmacéutica, S.A. (Fab.) (Dia chi:
Avenida das Industrias — Alto de Colaride — Agualva, 2735-213 Cacém, Portugal)

STT | Tén thuéc | Hoat chatchinh— | Dangbao | Quycach | Tiéu Tudi S6 diang ky
Ham lwong ché dong goi chuén tho
(thang)
(0] @) (€)] “ (6] (6) () @)

31 Atornalo Atorvastatin Vién nén Hop4vix7| NSX 24 560110120124
calcium 20mg bao phim" | vién

32 Atornalo Atorvastatin Vién nén Hop 8vix7 | NSX 24 560110120224
calcium 10mg bao phim vién

19. Co sé ding ky: Cong ty co phan dwoc phadm Song Van (Bja chi: 31 Tan Trang, Phwong 9, Qudn
Tén Binh, Thanh phé Ho Chi Minh, Viét Nam)

19.1. Co sé san xuit: M/s Steril-Gene Life Sciences (P) Ltd (Dja chi: No 45, Mangalam Main Road,
Mangalam Village, Villianur Commune, Puducherry — 605110, India)

33

Lidorex Lidocain Dung dich | Hop 10 6ng | NSX 24 890110120324
hydrochlorid tiém x 5ml
50mg/5ml

20. Co sé diing ky: Cong ty c6 phan dwoe pham Tenamyd (Pia chi: Lé Y01-024 dwong Tan Thudn,
khu céng nghiép/khu ché xudt Tan Thudn, Phwong Tan Thudn Péng, Qudn 7, thanh phé Ho Chi Minh,
Viet Nam)
20.1. Co sé san xuat: KRKA, D.D., Novo Mesto (Pja chi: Smarjeska cesta 6, 8501 Novo mesto,
Slovenia)

34

Valsarfast Valsartan 80mg, Vién nén Hop 2 vix NSX 36 383110120424
Plus 80mg/ Hydrochlorothiazide | bao phim 14 vién

12.5 mg film- | 12,5mg

coated tablets

21. Co sé diing Ky: Cong ty ¢6 phan Dwoc pham va Thiét bi y té C.A.T (Pia chi: Thén Trang, xa
Thanh Li¢t, huyén Thanh Tri, thanh phé Ha Noi, Viét Nam)

21.1. Co s& san xuat: Theon Pharmaceuticals Ltd (Dia chi: Vill. Sainimajra, Tehsil Nalagarh, Distt.
Solan (H.P), India)

35

Theosart-50 Losartan kali 50mg | Vién nén Hop 10 vi x USP 36 890110120524
bao phim 10 vién hién
hanh

22. Co so diang ky: Cong ty ¢6 phan Dwoc Pham Vipharco (Dia chi: S6 67, ngé 68, dwong Ngoc
Thuy, phuong Ngoc Thuy, qudn Long Bién, Ha N¢i, Viét Nam)

22.1. Co sé 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)

36

Irbecor Plus Irbesartan 150mg, | Vién nén Hop 2 vix NSX 24 868110120624
150mg/12.5mg | Hydroclorothiazid | bao phim 14 vién
12,5mg

23. Co s ding ky: Cong ty c6 phan Dugc- Thiét bi y té Pa Nang (Pia chi: S6 2 Phan Pinh Phing,
Phuong Hai Chdu I, Qudn Hai Chdu, Thanh phé Pa Néang, Viét Nam)

23.1. Co sé san xuat: Rafarm SA (Pja chi: Thesi Pousi-Xatzi Agiou Louka, Paiania Attiki, 19002,
P.O. Box 37, Greece)

37

Esti-Travos Travoprost NSX 24 520110120724

0,04mg/ml

Dung dich
nho mat

Hop 1 1o
2,5ml
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24. Co sé diang ky: Cong ty co phan Fresenius Kabi Viét Nam (Pia chi: Khu viee 8, phwong Nhon

Phii, thanh phé Quy Nhon, tinh Binh Pinh, Viét Nam)

24.1. Co s san xuat: PT. Fresenius Kabi Combiphar (Pja chi: Jl. Raya Simpang, No.383
Padalarang, Cimahi, Jawa Barat, Indonesia)
Co sé san xuit ban thanh phim: Labesfal Laboratérios Almiro S.A. (Pja chi: Zona Industrial do
Lagedo, 3465-157 Santiago de Besteiros, Portugal)

38

Aminoral

(RS)-3-methyl-2-
oxovaleric acid (o-
Keto DL isoleucin)
mudi calci 67,0mg,
4-methyl-2-
oxovaleric acid (a-
Ketoleucin) mubi
calci 101,0mg, 2-
0x0-3-
phenylpropionic
acid (a-
Ketophenylalanin)
mudi calci 68,0mg,
3-methyl-2-
oxobutyric acid (a-
Ketovalin) mubi
calci 86,0mg, DL-
2-hydroxy-4-
methylthio butyric
acid = (RS)-2-
hydroxy-4-
methylthio-butyric
acid (a-Hydroxy
DL methionin)
mudi calci 59,0mg,
L-lysin acetat (L-
Lysin 75,0mg)
105,0mg, L-
threonin 53,0mg,
L-tryptophan
23,0mg, L- histidin
38,0mg, L-tyrosin
30,0mg

Vién nén
bao phim

Hop 10 vi x
10 vién

NSX

36

560110120824

25. Co s& diang ky: Cong ty C6 phan kinh doanh thwong mai Skyline (Pja chi: Tang 2, O 56 7,
Day B, Lo TT06, Khu doé thi moi Tdy Nam Linh Dam, Phuwong Hoang Liét, Qudn Hoang Mai, Thanh
phé Ha Ngi, Viét Nam)
25.1. Co s& san xuit: S.C.AC Helcor S.R.L (Dia chi: 62 Dr. Victor Babes street, Baia Mare,

Romania)




STT Tén thudc Hoat chit chinh — | Dang bao | Quy cach Tiéu Tubi S6 ding ky
Ham lwgng ché dong goi chuén tho
(thang)
(0] @) (€)] (C)] (6] (6) () @®
39 ASAprin Acid acetylsalicylic | Vién nén Hop 2 vix NSX 24 594110120924
Cardio 100mg | 100mg bao phim 10 vién
khang dich
da day

26. Co sé ding ky: Cong ty C6 phan Thwong mai Dwoc Phwong Minh (Dja chi: Sé 37E, ngdch
2/69, dwong Hoang Liét, phwong Hoang Liét, quan Hoang Mai, Ha N¢i, Viét Nam)

26.1. Co s& san xuit: Remedica Ltd (Dia chi: Aharnon street, Limassol Industrial Estate 3056,
Limassol, Cyprus)

40 Mycoril 500 Clotrimazole Vién nén Hop1lvix1 BP 36 529100121024
500mg dat am dao | vién 2019
27. Co sé diing ky: Cong ty Co Phan Xuéat Nhap Khau Y té Tp. H6 Chi Minh (Dja chi: 181 Nguyén
Pinh Chiéu, Phirong 6, Qudn 3, Thanh pho Ho Chi Minh, Viét Nam)
27.1. Co s& san xuat: PT. Capsugel Indonesia (Pia chi: Jl.Raya Jakarta — Bogor Km. 42,5, Kp.
Padurenan RT 003, RW 007 Kel. Pabuaran, Kec. Cibinong, Bogor District., Jawa Barat, Indonesia)
41 “Halal” Hard | Gelatin 81,47 — Nguyén Thung chtta | NSX 60 899500121124
Gelatin 85,47% % (w/w) liéu lam 70000 nang
Capsules Size thudc; gelatin rong
00 Nang size 0
gelatin
rong size 3
42 “Halal” Hard | Gelatin 81,47 — Nguyén Thung chta | NSX 60 899500121224
Gelatin 85,47% % (w/w) liéu lam 90000 nang
Capsules Size thudc; gelatin rong
Oel Nang size Oel
gelatin
rong size
Oel
43 “Halal” Hard | Gelatin 81,47 — Nguyén Thung chta | NSX 60 899500121324
Gelatin 85,47% % (W/w) liéu lam 175000
Capsules size thudc, nang gelatin
2 Nang rong size 2
gelatin
rong size 2
44 “Halal” Hard | Gelatin 81,47 — Nguyén Thung chta | NSX 60 899500121424
Gelatin 85,47% % (W/w) liéu lam 225000
Capsules Size thudc; nang gelatin
3 Nang rong size 3
gelatin
rong size 3
45 “Halal” Hard | Gelatin 81,47 — Nguyén Thung chta | NSX 60 899500121524
Gelatin 85,47% % (w/w) ligu l1am 300000
Capsules Size thudc; nang gelatin
4 Nang rong size 4
gelatin

rong size 4
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28. Co s& diing ky: Cong ty c6 phan xuit nhap khau y té Viét Nam (Pia chi: 138 Giang vé, phwong
Kim Ma, qudn Ba Dinh, Ha N¢i, Viét Nam)

28.1. Co sé san xuit: Synmosa Biopharma Corporation, Synmosa Plant (Pia chi: No. 6, Kuang
Yeh Ist Road, Hu-Kuo Hsiang, Hsin-Chu Ind. Park, Hsin Chu Hsien, Taiwan)

46 Solin Solifenacin Vién nén Hop 2 vix NSX 24 471110121624
succinate S5mg bao phim 14 vién
29. Co sé ding ky: Cong ty C6 phan Y Dwoc LS (Pia chi: Km 22, Quéc Lé 5, phuwong Ban Yén
Nhdn, thi xa My Hao, tinh Hung Yén, Viét Nam)
29.1. Co sé san xuit: PT. Otto Pharmaceutical Industries (Dja chi: JI. Dr. Setiabudi Km 12,1 Kab.
Bandung Barat., Indonesia)
47 Gliaride 3 Glimepirid 3mg Vién nén Hop 5 vix NSX 24 899110121724
10 vién
30. Co sé diing ky: Cong ty TNHH Dugc phadm New Far East (Dja chi: S6 011 Cao Oc HI dwong
Hodng Diéu, Phwong 9, Qudn 4, thanh pho Ho Chi Minh, Viét Nam)
30.1. Co so san xuit: Aroma ila¢ San. Ltd. Sti (Dja chi: Vakiflar OSB Mahallesi, Sanayi Caddesi
No:22/1 Kat: 2 Ergene/Tekirdag, Turkey)
Co sé chiu trach nhiém xuit xwéng 16: Polifarma ila¢ San. ve Tic. A.S (Pia chi: Vakiflar OSB
Mahallesi, Sanayi Caddesi No: 22/1 Ergene/TEKIRDAG, Turkey)
48 ASIMPLEX | Acyclovir 250mg Bot dong Hop 1 lo; NSX 24 868110121824
250 mg kho pha Hop 5 1o
Lyophilized tiém
Powder for
Solution for
Infusion
31. Co sé ding ky: Cong ty TNHH Dugc pham Nhit Anh (Dja chi: S6 11 Hoang Diéu, Phwong 10,
Qudn Phii Nhudn, Thanh pho Ho Chi Minh, Viét Nam)
31.1. Co sé san xuat, dong géi: RubiePharm Arzneimittel GmbH (Pja chi: Briider-Grimm-Strafe
62, 36396 Steinau a.d. Strafie, Germany)
Co sé xuat xuwéng: Walter Ritter GmbH + Co. KG (Pia chi: Brueder-Grimm-Strasse 121, 36396
Steinau an der Strasse, Germany)
49 Diclowal Diclofenac natri Vién dit Hop2vix5 | NSX 36 400110121924
Supp. 100mg tryc trang | vién
31.2. Co ¢ san xuat: E-Pharma Trento S.P.A (Dia chi: Frazione Ravina - Via Provina, 2 Trento
(TN), Italy)
50 Momentact Ibuprofen 400mg Cém pha Hop 12 goi NSX 36 800100122024
Analgesico (dudi dang dung dich | x 3g
Ibuproden natri udng
dihydrat)
31.3. Co sé san xuéat: Remedica Ltd. (Dia chi: Aharnon Street, Limassol Industrial Estate, 3056,
Limassol, Cyprus)
51 Famopsin 40 | Famotidin 40mg Vién nén Hop 10 vix | NSX 36 529110122124

Fc Tablets bao phim 10 vién
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32. Co sé diang ky: Cong ty TNHH Dwoc Pham Quang Anh (Dja chi: 834 Hoa Hung, Phwong 12,
Qudn 10, Thanh phé H6 Chi Minh, Viét Nam)
32.1. Co so san xuit: Special Product’s Line S.p.A. (Pia chi: Via Fratta Rotonda Vado Largo, 1-
03012 Anagni (Fr), Italy)

52

Flortitens

Candesartan
cilexetil 16mg

Vién nén

Hop 28 vién

NSX

36

800110122224

33. Co sé ding ky: Cong ty TNHH Dwoc pham Vietsun (Dja chi: TT2-B42 Khu dé thi Van Qudn,
phirong Phiic La, qudn Ha Péng, thanh phé Ha Néi, Viét Nam)
33.1. Co s6'san xuit: Square Pharmaceuticals Ltd. (Dja chi: Dhaka Unit, Kaliakoir, Gazipur-1750,

Bangladesh)
53 Fexo 120 Fexofenadin Vién nén Hop 5 vix USP 24 894100122324
Tablet hydroclorid 120mg | bao phim 10 vién
34. Co so ding ky: Cong ty TNHH Dugc pham Viét - Phap (Pja chi: Tang 20, toa nha ICON 4,
2434 Dé La Thanh, phwong Ling Thwong, qudn Pong Pa, Ha Ni, Viét Nam)
34.1. Co s& san xuit: Pharmathen International SA (Pja chi: Industrial Park Sapes Rodopi
Prefecture, Block No 5, Rodopi, 69300, Greece)
54 Vikonon Venlafaxin Vién nang | Hop 3 vi x NSX 36 520110122424
hydroclorid giai phéng | 10 vién
84,86mg tuong kéo dai
duong venlafaxin
75mg
34.2. Co sé san xuat: Pharmathen SA (Pia chi: Dervenakion 6, Pallini Attiki, 15351, Greece)
55 Vikonon Venlafaxin Vién nang | Hop 3 vi x NSX 36 520110122524
hydroclorid gidi phong | 10 vién
42,43mg tuong kéo dai
duong venlafaxin
37,5mg
34.3. Co sé san xuit: Remedica Ltd (Building 10 - Antineoplastic & Immunomodulating
Products) (Pia chi: Aharnon Street, Limassol Industrial Estate, Limassol, 3056, Cyprus)
56 Alvoceva Erlotinib (dudi Vién nén Hop 3 vix NSX 36 529114122624
dang Erlotinib bao phim 10 vién
hydroclorid
163,9mg) 150mg
57 Alvoceva Erlotinib (dudi Vién nén Hop 3 vix NSX 36 529114122724
dang Erlotinib bao phim 10 vién
hydroclorid

54,63mg) 50mg

35. Co s¢ ding ky: Cong ty TNHH Dugc Pham Y-Med (Pja chi: S6 1-3, Puong sé 45, Phirong 06,
Qudn 4, TP. Ho Chi Minh, Viét Nam)
35.1. Co sé san xuat: Ind-Swift Limited (Pia chi: Off NH-21, Village Jawaharpur, Tehsil
Derabassi, District SAS Nagar (Mohali), Punjab-140507, India)
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58 Inswistat 10 Atorvastatin (dudi | Vién nén Hop4vix7| NSX 24 890110122824

dang Atorvastatin | bao phim vién
Calcium) 10mg

35.2. Co sé san xuit: Intas Pharmaceuticals Limited (Pia chi: Plot No 457 & 458, Village Matoda,
Bavla Road and Plot No 191/218 P, Village Chacharwadi, Tal-Sanand, Vill: Matoda & Chacharwadi
- 382 210, Dist. Ahmedabad, Gujarat State, India)

59

Risongen 10 Rivaroxaban 10mg | Vién nén Hop 3 vix NSX 36 890110122924
bao phim 10 vién

35.3. Co sé san xuat: Mepro Pharmaceuticals Pvt. Ltd. (Pja chi: Unit I, O Road, Phase IV GIDC,
Wadhwan, Surendranagar, Gujarat, 363 035, India)

60

Tropair Tiotropium (dudi Viénnang | Hop I Lox NSX 18 890110123024
dang Tiotropium chtra bot dé | 30 vién
bromid hit nang kém
monohydrat) dung cu dé
18mcg hit

35.4. 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)

61 Forsol Febuxostat 40mg Vién nén Hop 3 vix NSX 24 890110123124
bao phim 10 vién

36. Co sé ding ky: Cong ty TNHH Medfatop (Pia chi: 34C Puwong so 22, Khu phé 23, Phirong Binh
Hung Hoa A, Qudn Binh Tan, TP. Hé Chi Minh, Viéet Nam)
36.1. Co sé san xuit: Orion Corporation/ Orion Pharma (Pja chi: Tengstrominkatu 8 FI-20360
Turku, Finland)
Co s& chiu trach nhiém xuit xwéng: Orion Corporation/ Orion Pharma (Pja chi: Joensuunkatu 7
FI1-24100 Salo, Finland)

62 Spirovell Spironolactone Vién nén Hop 1 1o NSX 24 640110123224

50mg 100 vién

36.2. Co s san xuit: Pharmavision San ve Tic. A.S (Pia chi: Davutpasa Caddesi No. 145, Topkapr,
Istanbul, T urkey)

63 Bicefi Cefixime Bot pha Hop 1 chai | USP 41 36 868110123324

100mg/5ml 100mg/5ml hon dich 50ml +NSX
uong

36.3. Co sé san xuét: S.C. Laropharm S.R.L (Pia chi: Soseaua Alexandriei Street no. 145 A,
Bragadiru, Jub.llfov, Romania)

64 Amedvi Ambroxol Dung dich | Hop 1 chai NSX 24 594110123424

15mg/5ml hydrochloride udng 100ml
15mg/5ml

36.4. Co s& san xuit: Santa Farma ila¢ Sanayii A.S (Dja chi: GEBKIM Kimya Ihtisas Organize
Sanayii Bolgesi, Cerkesli Yolu Uzeri Erol Kiresepi Cad. No: 8, 41455, Dilovasi — KOCAELI, Turkey)

65 Lev-End Levetiracetam Vién nén Hép 5vix NSX 36 868110123524

1000mg 1000mg bao phim 10 vién
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37. Co sé diang ky: Cong ty TNHH Mot thanh vién Dwoe pham Viét Tin (Pja chi: 64 Lé Loi,
phirong 4, quan Go Vap, thanh phé Ho Chi Minh, Viét Nam)

37.1. Co sé san xuét: Saga Lifesciences Limited (Dja chi: Survey No. 198/2 & 198/3, Chachrawadi
Vasna, Ta Sannand District, Ahmedabad - 382210, Gujarat, India)

66 Reflan Lansoprazole (dudi | Viénnang | Hop 3 vix | USP 41 30 890110123624
dang pellet bao tan | chira cac 10 vién
trong rudt 11% hat pellet
w/w) 30mg bao tan
trong rudt
37.2. Co sé san xuét: Saga Lifesciences Limited (Dja chi: Survey No. 198/2 & 198/3, Chachrawadi
Vasna, Ta.: Sanand, Dist.. Ahmedabad - 382210, India)
67 Knox 500 Levofloxacin (du¢i | Vién nén Hoplvix | USP42 36 890115123724
dang Levofloxacin | bao phim 10 vién
Hemihydrat)
500mg
68 Sagadafil 100 | Sildenafil (dudi Vién nén Hop 1vix4 | NSX 36 890110123824
dang Sildenafil bao phim vién
citrat) 100mg
37.3. Co sé san xuit: Stallion Laboratories Pvt. Ltd (Dja chi: Plot No. C1B, 305, 2,3,4 & 5 GIDC,
Kerala (Bavla) Dist.: Ahmedabad (Gujarat), India)
69 Somecid Omeprazole (Dudi | Vién nang | Hop 10 vi x USP 36 890110123924
dang pellet bao tan | cing chtta | 10 vién hién
trong rudt ham pellet bao hanh
luong 7,5%) 20mg | tan trong
rudt
38. Co sé diing ky: Cong ty TNHH Novartis Viét Nam (Dja chi: Phong 1001, lau 10, Centec Tower,
72-74 Nguyén Thi Minh Khai, Phuong Vé Thi Sdu, Qudn 3, Thanh phé Ho Chi Minh, Viét Nam)
38.1. Co s& san xuét ban thanh phim: Novartis Pharma Stein AG (Dja chi: Schaffhauserstrasse,
4332 Stein, Switzerland)
Co s& dong géi va xuat xwong: Lek d.d., PE Proizvodnja Lendava (Pia chi: Trimlini 2D, Lendava,
9220, Slovenia)
70 Tasigna Nilotinib (dudi Viénnang | Hop 7vix4 | NSX 36 760114124024
200mg dang Nilotinib cung vién
hydrochloride
monohydrate
220,6mg) 200mg
38.2. Co s& san xuit: Novartis Pharma Stein AG (Pia chi: Schaffhauserstrasse, 4332 Stein,
Switzerland)
Co sé dong goi va xuit xwong: Sandoz S.R.L. (Dia chi: 74 Livezeni Street, Targu Mures, 540472,
Romania)
71 Jadenu 360mg | Deferasirox 360mg | Vién nén Hop 3 vix NSX 36 760110124124

bao phim 10 vién;
Hop 9 vi x
10 vién
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39. Co sé ding ky: Cong ty TNHH SRS Life Sciences Viét Nam (Pia chi: Phong 06, tang 3B, toa

nha Horison Tower, sé6 40 Cdt Linh, phuwong Cat Linh, qudn Déng Da, Ha Noi, Viét Nam)

39.1. Co s6 san xuit: Maxim Pharmaceuticals Pvt. Ltd. (Pia chi: Plot No. 11&12, Gat No. 1251-
1261, Alandi-Markal Road, Markal Khed, Pune 412 105, Maharashtra State, India)

72

Cefichew 200

Cefixim khan (dudi
dang Cefixim

Vién nhai

trihydrat) 200mg

Hop 1 vix
10 vién

USP 42

24

890110124224

40. Co sé ding ky: Cong ty TNHH Thwong Mai Duwoc Pham Van Ho (Dja chi: S6 16/38, ngé Lénh
Cu, phé Kham Thién, phwong Thé Quan, qudn Pong Pa, thanh phé Ha Néi, Viét Nam)
40.1. Co s& san xuiat: Celogen Generics Private Limited (Dja chi: Plot No. 646/1&2, Agrawal
Industrial Estate Somnath Road, Dabhel, Daman-396 210, India)

73 Celotrim 480 | Sulfamethoxazole | Vién nén Hoép 3 vix NSX 36 890110124324
400mg; 10 vién
Trimethoprim
80mg
74 Colcigen 0.5 | Colchicine 0,5mg | Vién nén Hoplvix | USP& 36 890115124424
10 vién NSX

41. Co so diang ky: Cong ty TNHH thwong mai Nam Pong (Pia chi: S6 nha 2 ngé 164/117, phé
Vitong Thira Vii, phwong Khieong Trung, Qudn Thanh Xudn, Thanh phé Ha Néi, Viét Nam)
41.1. Co s& san xuét: KRKA, d.d., Novo mesto (Dja chi: §ma}je§ka cesta 6, 8501 Novo mesto,

Slovenia)
75 Galsya 8mg Galantamin Viénnang | Hop 2 vi x NSX 24 383110124524
Prolonged- hydrobromid 8mg | ciing giai 14 vién
release phong kéo
capsules, hard dai
76 Sobycor 10mg | Bisoprolol fumarat | Vién nén Hop 3 vix NSX 60 383110124624
10mg bao phim 10 vién

41.2. Co s6 san x
Areta, 31620 Huarte-Navarre, Spain)

uit: Laboratorios Ci

nfa, S.A. (Dia chi: Ctra. Olaz-Chipi, 10. Poligono Industrial

77

Acetilax
600mg

Acetylcystein
600mg

Bot pha
dung dich

uong

Hop 20 goi

NSX

24

840100124724

41.3. Co sé san xuit: Laboratorios Cinfa, S.A. (Pia chi: Ctra. Olaz-Chipi, 10. Poligono Industrial
Areta, 31620 Huarte-Navarra, Spain)
Co sé dong géi so cip va thir cAp: Laboratorios Cinfa, S.A. (Pia chi: Travesia Roncesvalles, 1,
31699 Olloki (Navarra), Spain)

78 Klevox Levofloxacin (du¢i | Vién nén Hop2vix7| NSX 36 840115124824
500mg dang levofloxacin | bao phim | vién
hemihydrat) 500mg
79 Tramazetan Paracetamol (dudi | Vién nén Hop 2 vix NSX 36 840111124924
plus 37,5mg/ | dang Paracetamol | bao phim 10 vién
325mg Compap Coarse L)
325mg, Tramadol
hydroclorid 37,5mg
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42. Co s¢ dang ky: Chong Kun Dang Pharmaceutical Corp. (Pia chi: (Chungjeongno3(sam)-ga),
8, Chungjeong-ro, Seodaemun-gu, Seoul, Korea)
42.1. Co s6¢ san xuit: Chong Kun Dang Pharmaceutical Corp. (Dia chi: 797-48 Manghyang-ro,

Seonggeo-eup, Seobuk-gu, Cheonan-si, Chungcheongnam-do, Korea)

80

CKDTelmitrend
40mg

Telmisartan 40mg

Vién nén

Lo 30 vién

USP 40

36

880110125024

43. Co sé dang ky: Dr. Reddy's Laboratories Ltd. (Pia chi: §-2-337, Road No. 3, Banjara Hills,

Hyderabad - 500034, Telangana, India)

43.1. Co sé san xuit: Dr. Reddy's Laboratories Limited (Pja chi: Formulation Unit — VII, Plot No.
Pl to P9, Phase — IlII, VSEZ, Duvvada, Visakhapatmam District 530046, Andhra Pradesh, India)

81 Bortezomib Bortezomib 1mg Bot dong Hop 1 1o NSX 24 890114125124
for injection kho pha
Img/vial dung dich
tiém
82 Imatinib Imatinib mesilate Vién nang | Hop 3 vi NSX 24 890114125224
DRLA 477,88mg tuong cung Alu-Alu x
duong Imatinib 10 vién;
400mg Hop 3 vi
PVC-Aclar
x 10 vién
44. Co sé dang ky: Egis Pharmaceuticals Private Limited Company (Dia chi: 1106 Budapest,
Kereszturi ut 30-38, Hungary)
44.1. Co so san xuit: Egis Pharmaceuticals Private Limited Company (Bja chi: 1165 Budapest,
Bokeényfoldi ut 118-120, Hungary)
83 Egitromb Clopidogrel (duéi | Vién nén Hop2vix7 | NSX 60 599110125324
dang clopidogrel bao phim | vién; Hop 4
hydrogen sulphate vi x 7 vién
97,86mg) 75mg
45. Co s¢ dang ky: Emcure Pharmaceuticals Limited (Dja chi: ‘Emcure House’, T-184, M.1.D.C.,
Bhosari, Pune MH 411026, India)
45.1. Co sé' san xudt: Emcure Pharmaceuticals Ltd. (Dja chi: Lane No:3, Phase II, SIDCO
Industrial Complex, Bari-Brahmana, Jammu (J&K)-181133, India)
84 Mofilet - 500 | Mycophenolate Vién nén Hop 6 vi x USP 24 890114125424
Mofetil 500mg bao phim 10 vién hién
hanh
46. Co sé dang ky: Ferring Private Ltd. (Pia chi: 168 Robinson Road, #13-01 Capital Tower,
Singapore 068912, Singapore)
46.1. Co sé san xuit: Ferring International Center S.A. (Pja chi: Chemin de la Vergognausaz 50,
1162 St. Prex, Switzerland)
85 Pentasa Mesalazine Thudc dat Hop4vix7| NSX 36 760110125524
1000mg vién
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47. Co sé dang ky: Flamingo Pharmaceuticals Limited (Pja chi: 7/1, Corporate Park, Sion-
Trombay Road, P.O.Box No.: 27257, Chembur, Mumbai, Mumbai City MH 400071 IN, India)

47.1. Co sé san xuat: Flamingo Pharmaceuticals Ltd (Dja chi: Plot No.NPH-1, Sector Specific Sez
Krushnur, MIDC, Nanded - (Unit Il) Nanded - 431709, Maharashtra State, India)

86

Carbocisteine
375mg
Capsules

Carbocisteine
(micronized)
375mg

Vién nang
cung

Hop 1 vix
10 vién;
Hop 3 vix
10 vién;
Hop 5 vix
10 vién;
Hop 10 vi x
10 vién

NSX

36

890100125624

48. Co sé dang ky: Getz Pharma (Private) Limited (Dia chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)
48.1. Co sé san xuét: Getz Pharma (Private) Limited (Dja chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)

87

Empiget
tablets 10mg

Empagliflozin
10mg

Vién nén
bao phim

Hop 2 vix7
vién

NSX

24

896110125724

49. Co s¢ dang ky: Glenmark Pharmaceuticals Ltd. (Dia chi: B/2, Mahalaxmi Chambers, 22
Bhulabhai Desai Road, Mumbai - 400 026, India)
49.1. Co so san xuit: Glenmark Pharmaceuticals Ltd. (Pia chi: Plot No. E-37, 39, D-Road, MIDC,

Satpur, Nashik — 422 007, Maharashtra State, India)

88

Momate-S

M&i gam thube mé&
chira Mometason
Furoat Img va
Acid Salicylic
50mg

Thuoc m&
boi da

Hop I tuyp
10g

NSX

24

890100125824

50. Co sé dang ky: Gracure Pharmaceuticals Limited (Pia chi: 251-254, Iind Floor, DLF Tower,
15 Shivaji Marg, New Delhi, West Delhi DL 110015, India)
50.1. Co sé san xuit: Gracure Pharmaceuticals Ltd. (Dja chi: E-1105 RIICO Industrial Area, Phase

III, Bhiwadi, Alwar, (Rajasthan), India)

89

Olecin-500

Levofloxacin twong
duong véi
Levofloxacin khan
500mg

Vién nén
bao phim

Hop 1 vix
10 vién

USP 41

36

890115125924

51. Co sé dang ky: Hanlim Pharm Co., Ltd. (Pia chi: 2-27, Yeongmun-ro, Cheoin-gu, Yongin-si,
Gyeonggi-do, Korea)
51.1. Co sé san xut: Phil International Co., Ltd. (Pja chi: 17, Nonhyeon-ro 99-gil, Gangnam-gu,

Seoul, Korea)

90

Ocfo

Mai lo 5ml chira:
Ofloxacin 15mg

Dung dich
nho mat

Hop 1 Lo x
Sml

NSX

36

880115126024

52. Co sé dang ky: Ipsen Consumer Heatlhcare (Dia chi: 65 Quai Georges Gorse 92100, Boulogne
Billancourt, France)
52.1. Co s& san xuat: Beaufour Ipsen Industrie (Pia chi: Rue Ethe Virton, 28100 Dreux, France)
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91 Forlax 4g Macrogol 4000 Bot pha Hop 10,20, | NSX 36 300100126124
(Polyethylene dung dich | 30 hodc 50
glycol 4000) 4g ubng g0i

53. Co sé¢ dang ky: Joint Stock Company " Grindeks" (Pia chi: 53 Krustpils Street, Riga, LV-1057,

Latvia)

53.1. Co so san xuét: Joint Stock Company "Grindeks" (Dia chi: 53 Krustpils Street, Riga, LV-

1057, Latvia)

92 Betamaks Sulpirid 200mg Vién nén Hop 3 vix NSX 48 475110126224
200mg tablets 10 vién
54. Co sé dang ky: Joint Stock Company "Kalceks" (Pia chi: 53 Krustpils Street, Riga, LV-1057,
Latvia)
54.1. Co so san xuit, dong goi, kiém nghiém: Famar Health Care Services Madrid, S.A.U. (Pia
chi: Avda. Leganés, 62, Alcorcon, Madrid, 28923, Spain)
Co so xuat xwéng: Joint Stock Company “Kalceks” (Pia chi: 71E Krustpils Street, Riga, LV-1057,
Latvia)
93 Roudic Rocuronium Dung dich | Hop 10 1o x NSX 36 840114126324
50mg/5ml bromide 50mg/5ml | tiém/truyén | 5 ml
solution for
injection/
infusion
54.2. Co s san xuat, déng g6i, kiém nghiém: HBM Pharma s.r.o. (Pia chi: Sklabinskd 30, 036 80
Martin, Slovakia)
Co sé xuit xwong: Joint Stock Company "Kalceks" (Pja chi: 71E Krustpils Street, Riga, LV-1057,
Latvia)
94 Aubein Atracurium besilate | Dung dich | Hop 5 dngx | NSX 24 858114126424
25mg/2.5ml | 25mg/2,5ml tiém/truyén | 2,5ml
solution for
injection/
infusion
55. Co s¢ dang ky: Kwan Star Co., Ltd. (Pia chi: 21F-1, No. 268, Section 1, Wen Hwa Road,
Banciao Dist., New Taipei City 220, Taiwan)
55.1. Co sé san xuét: Tai Yu Chemical & Pharmaceutical Co., Ltd (Pia chi: No.l, Alley 13, Lane
11, Yun San Rd, Chutung, Hsinchu, Taiwan)
95 Pomulin Glutathion 600mg Thudc bot Hép 1Lo, 1 NSX 36 471110126524
pha tiém ong nudc
cat 10ml
56. Co s dang ky: Macleods Pharmaceuticals Limited (Pia chi: 304, Atlanta Arcade, Marol
Church Road, Andheri (East) Mumbai, Maharashtra 400059, India)
56.1. Co' s& san xuit: Macleods Pharmaceuticals Limited (Dia chi: Phase - II, Plot No. 25-27,
Survey No. 366, Premier Industrial Estate, Kachigam, Daman - 396210, India)
96 Irbemac 75 Irbesartan 75mg Vién nén Hop 2 vix NSX 36 890110126624
bao phim 14 vién

56.2. Co s¢ san xuit: Macleods Pharmaceuticals Ltd. (Bja chi: Block N-2, Village Theda, Post

Office Lodhimajra Tehsil Baddi, Distt. Solan, Himachal Pradesh-174101, India)
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97 Dolutegravir | Lamivudine Vién nén Hop 1 Lo x NSX 36 890110126724
50mg, 300mg, Tenofovir | bao phim 30 vién;
Lamivudine Disoproxil Hép 1 Lox
300mg & Fumarate 300mg, 90 vién;
Tenofovir Dolutegravir (dudi Hop 1 Lo x
Disoproxil dang Dolutegravir 100 vién;
Fumarate sodium 52,6mg) Hop 1 Lo x
300mg 50mg 180 vién
Tablets

57. Co sé& dang ky: Mega Lifesciences Public Company Limited (Pia chi: 384 Moo 4, Soi 6,
Bangpoo Industrial Estate, Pattana 3 Road, Praeksa, Mueang, Samutprakarn 10280, Thailand)

57.1. Co' sé' san xuit: Inventia Healthcare Pvt. Ltd. (Dia chi: FI-FI1/1, Additional Ambernath
M.I.D.C., Ambernath (East), Thane 421506, Maharashtra State, India)

98

Perglim 4 Glimepirid 4mg Vién nén Hop 3 vix NSX 30 890110126824
10 vién

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

58.1. Co o san xuat: Natco Pharma Limited (Pia chi: Kothur — 509 228, Rangareddy (District),
Telangana, India)

99

Erlonat 25 Erlotinib (dudi Vién nén Hop 3 vix NSX 24 890114126924
dang Erlotinib bao phim 10 vién;
hydrochlorid) Hop 1 chai
25mg x 30 vién

58.2. Co s san xuit: Natco Pharma Limited (Dja chi: Pharma Division Kothur (CT)(V), Kothur
(M), Rangareddy (Dist) Pin code 509228, Telangana, India)

100

Abiranat Abiraterone acetate | Vién nén Hop 1 chai USP 24 890114127024
250mg 120 vién

59. Co sé dang ky: Micro Labs Limited (Pia chi: No. 31, Race Course Road, Bengaluru - 560 001,
Karnataka, India)

59.1. Co sé san xuit: Micro Labs Limited (Dia chi: Plot No. 16 & 24, Veerasandra Industrial Area,
Anekal Taluk, Bengaluru — 560 100, India)

101

Erox DT Amoxicillin Vién nén Hop 1vix6 | NSX 24 890110127124
trihydrate tuong phéan tan vién
duong véi
amoxicillin
1000mg

59.2. Co' s¢' san xuit: Micro Labs Limited (Pja chi: Plot No. S-155 to S-159 & NI, Phase-I1II & IV,
Verna Industrial Estate, Verna Salcette Goa-403722, India)

102

Lamivudine Lamivudine Vién nén Hop 119 60 NSX 36 890110127224
and 150mg, Zidovudine | bao phim vién

Zidovudine 300mg

Tablets

150mg/300mg
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60. Co sé dang ky: Pharma Pontis (Dia chi: Room 307, KD-U Tower, 70, Jeongui-ro, Songpa-gu,
Seoul, Korea)

60.1. Co s6 san xuit: Atlantic Pharma — Producédes Farmacéuticas, S.A. (Dja chi: Rua da Tapada
Grande, no 2, Abrunheira, Sintra, 2710-089, Portugal)

103 | Enlapylac 10 | Rosuvastatin Vién nén Hop 4 vix NSX 24 560110127324
calcium 10,417mg | bao phim 14 vién
tuong duong
Rosuvastatin 10mg

104 | Enlapylac 20 | Rosuvastatin vién nén Hop8vix7 | NSX 24 560110127424
calcium 20,834mg | bao phim vién
tuong duong
Rosuvastatin 20mg

105 | Enlapylac 5 Rosuvastatin Vién nén Hop 4 vix NSX 24 560110127524
calcium 5,209mg bao phim 14 vién

tuong duong
Rosuvastatin 5Smg

61. Co sé diang ky: Pharmascience Inc. (Pja chi: 6111 Royalmount Ave 100 Montreal, QC Canada,
H4P 274, Canada)

61.1. Co s& san xuét: Genvion Corporation (Dja chi: 500 Camiel System Street, Winnipeg Manitoba,
Canada R2J 4K2, Canada)

Co sé dong géi: PCI Pharma Serices Canada Inc. (Pia chi: 1 Rimini Mews Mississauga, Ontario
Canada, L5N 4K1, Canada)

106 | Canabosen Bosentan (dudi Vién nén Hop 3 vix NSX 36 754110127624
125 mg dang Bosentan bao phim 10 vién
monohydrate)
125mg
107 | Canabosen Bosentan (duéi Vién nén Hop 4 vix NSX 36 754110127724
62.5 mg dang Bosentan bao phim 15 vién
monohydrate)
62,5mg

61.2. Co sé san xuét: Pharmascience Inc. (Pia chi: 100 Boul De L’Industrie Candiac, OC Canada,
J5R 1J1, Canada)

108

pms-Bortezomib | Bortezomib Bot pha Hop 1 1o NSX 24 754114127824
(Bortezomib dung dich
mannitol boronic tiém
ester) 3,5mg

62. Co sé dang ky: Pharmaunity Co., Ltd (Dia chi: 74, Sejong-daero, Jung-gu, Seoul, Korea)
62.1. Co s& san xuat: Beworld Pharm Co., Ltd. (Pia chi: 872-23, Yeojunam-ro, Ganam-eup, Yeoju-
si, Gyeonggi-do, Korea)

109

Someron Methylprednisolone | Vién nén Hop 10 vix | USP 36 880110127924
Tablet 4mg 4mg khong bao | 10 vién, Vi hién
nhém/PVC hanh

62.2. Co sé san xuit: Reyon Pharmaceutical Co., Ltd. (Pia chi: 69-10, Hansam-ro, Deoksan-eup,
Jincheon-gun, Chungcheongbuk-do, Korea)
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110 | Modifin Nimodipine Dung dich | Hop 1 lo x NSX 36 880110128024
Injection 10mg/50ml tiém truyén | 50ml

63. Co sé¢ diang ky: Standard Chem. & Pharm. Co., Ltd. (Dia chi: No. 6-20, Tuku, Tuku Village,
Sinying District, Tainan City 73055, Taiwan)

63.1. Co sé san xuét: 2nd Plant, Standard Chem. & Pharm. Co., Ltd. (Dja chi: No. 154, Kaiyuan
Road, Sinying District, Tainan City 73055, Taiwan)

111

Volare F.C. Etoricoxib 60mg Vién nén Hop 3 vix NSX 24 471110128124
Tablet 60mg bao phim 10 vién

64. Co s¢ dang ky: Unison Laboratories Co., Ltd. (Dja chi: 39 Moo 4, Klong Udomcholjorn, Muang
Chachoengsao, Chachoengsao 24000, Thailand)

64.1. Co sé san xuit: Unison Laboratories Co., Ltd. (Dia chi: 39 Moo 4, Klong Udomcholjorn,
Muang Chachoengsao, Chachoengsao 24000, Thailand)

112

Zyrrigin Cetirizine Sir6 Hop 1 chai NSX 24 885100128224
dihydrochloride 60ml
Smg/5ml

65. Co sé dang ky: V S International Private Limited (Pia chi: A-204, Neelam Centre, Hind Cycle
Road, Worli Mumbai MH 400030 IN, India)

65.1. Co'sé san xuat: M/s. V.S. International Pvt. Ltd. (DPia chi: Plot No. 17 & 18, Golden Industrial
Estate, Somnath Road, Dabhel, Daman — 396215, India)

113

Zorest Sertralin (dudi Vién nén Hop 3 vix NSX 36 890110128324
dang sertralin bao phim 10 vién
hydrochlorid)
50mg

66. Co s¢ dang ky: Xepa-Soul Pattinson (Malaysia) Sdn. Bhd. (Pia chi: 1-5, Cheng Industrial
Estate, 75250 Melaka, Malaysia)

66.1. Co sé san xuit: Xepa-Soul Pattinson (Malaysia) Sdn. Bhd. (Pia chi: Plot 1-5, Cheng
Industrial Estate, 75250 Melaka, Malaysia)

114 | Adezio Oral Cetirizine Dung dich | Hop 1 chai NSX 36 955110128424
Solution dihydrochloride ubng PET x 60ml
Img/ml Img/ml

115 | Pristine-Xepa | Ketoconazole 2% | Dau gbi Hop 1 chai NSX 36 955100128524
Shampoo 2% | (W/w) x 120ml

67. Co sé dang ky: XL Laboratories Private Limited (Pia chi: DSM 430-431 DLF Tower Shivaji
Marg New Delhi DL 110015, India)

67.1. Co sé san xuat: XL Laboratories Private Limited (Dja chi: E-1223, Phase I Extn. (Ghatal),
RIICO Industrial Area, Bhiwadi, Rajasthan, 301019, India)

116

Alesof-10 Cetirizine Vién nén Hop 10 vi x BP 36 890100128624
Dihydrochloride bao phim 10 vién 2020
10mg

68. Co s¢ ding ky: Young II Pharm. Co., Ltd. (Dia chi: 6-1, Munhwa 12-gil, Jincheon-eup,
Jincheon-gun Chungcheongbuk-do, Korea)

68.1. Co sé san xuit: Daewon Pharm. Co., Ltd. (Dja chi: 24 Jeyakgongdan 1-gil, Hyangnam-eup,
Hwaseong-si, Gyeonggi-do, Korea)
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117 | Wonsaltan Losartan potassium | Vién nén Hop10vix | KP 11 36 880110128724
Tab. 50mg bao phim 10 vién
68.2. Co sé san xuat: Union Korea Pharm Co., Ltd (Pja chi: 246 Munmakgongdan-gil, Munmak-
eup, Wonju-si Gangwon-do, Korea)
118 | Menulon Tab. | Nabumetone Vién nén HopSvix | USP 38 36 880110128824
500mg bao phim 10 vién

69. Co sé dang ky: Zeiss Pharma Limited (Pia chi:

Panchkula Hr 134109, India)
69.1. Co sé san xuit: Zeiss Pharma Ltd. (Dia chi: Unit Il IGC Phase I, Samba, Jammu & Kashmir,

184121, India)

Ist Floor, Sco-82 Sector 12 Panchkula

119 | Mczone-1000

Ceftriaxon natri
tuong duong
Ceftriaxon 1000mg

Bot pha
tiém

Hop 1 1o

NSX

24

890110128924

69.2. Co sé san xuit: Zeiss Pharma Ltd. (Pia chi: Unit-1l, IGC, SIDCO, Phase-II, Samba, Jammu,
J&K - 184121, India)

120 | Fiximcz-200

Cefpodoxim
proxetil tuong
duong Cefpodoxim

200mg

Vién nén
bao phim

Hop 1 vix
10 vién

NSX

24

890110129024

70. Co sé dang ky: Zuellig Pharma Pte. Ltd. (Pia chi: 15 Changi North Way #01-01, Singapore
498770, Singapore)
70.1. Co s& san xuit: Solupharm Pharmazeutische Erzeugnisse GmbH (Pia chi: Industriestr. 3,

34212 Melsungen, Germany)
121 | Miacalcic Calcitonin ¢4 hoi | Dung dich | Hop 5 0ngx | NSX 36 400110129124
tong hop 50 IU/ml | tiém Iml
Ghi chu:

1. Cach ghi tieu chudn chat lwong thuéc tai cot (6):
- Nha san xudt (NSX), Tiéu chudn nha sdn xudt (TCNSX), Tieu chudn co 56 (TCCS), In-house c6 y
nghia twong dwong nhau, la tiéu chudn chat lwong thuoc do co sé san xudt xdy dung va déu cé thé
dege ghi trén nhan thudc.
- Cdch viét tdt cdc 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), Dwoc dién Chéu
du (EP), Duge dién Quoc té (IP)...




Phu luc I1

DANH MUC 05 THUOC NUGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - PQT 118

(Ban hanh kém theo quyét dinh so: ..139..../OP-QLD, ngay 29./02./2024 ciia Cuc Quan 1y Do)

STT | Tén thudc Hoat chit chinh — Dang | Quycich | Tiéu Tudi S6 diang ky
Ham lwgng bao ché dong goi chuén tho
(thang)
(0] @) A @ (6] (6) () @®
1. Co sé dang ky: DKSH Singapore Pte. Ltd. (Dia chi: 47 Jalan Buroh, #09-01 Singapore (619491),
Singapore)

1.1. Co s& san xuit: Lilly del Caribe, Inc., (Pia chi: 12.6 km 65th Infantry Road, Carolina, 00985,
Puerto Rico)

Co sé déng goi va xuat xwong: Lilly, S.A. (Pia chi: Avda. de la Industria, 30, Alcobendas, 28108
Madrid, Spain)

1 Olumiant Baricitinib 2mg Vién nén Hop4vix7| NSX 36 001110129224
bao phim vién
2 Olumiant Baricitinib 4mg Vién nén Hop4vix7 | NSX 36 001110129324
bao phim vién
2. Co sé dang ky: Dr. Reddy's Laboratories Ltd. (Dia chi: 8-2-337, Road No. 3, Banjara Hills,
Hyderabad - 500034, Telangana, India)
2.1. Co 6 san xuét: Dr. Reddy's Laboratories Ltd. (Pia chi: Formulation Unit-7, Plot No. Pl to
P9, Phase-1Il, VSEZ, Duvvada, Visakhapatnam-District, Andhra Pradesh, India)
3 Doxtored 20 Docetaxel 20mg/ml | Dung dicI} Hop 1 1o NSX 24 890114129424
tiém truyén | 1ml
3. Co'sé dang ky: F.Hoffman-La Roche Ltd (Dia chi: Grenzacherstrasse 124, CH-4070, Basel, Switzerland)
3.1. Co s& san xuit: Shionogi Pharma Co., Ltd., Settsu Plant (Pia chi: 5-1, Mishima 2-chome,
Settsu, Osaka 566-0022, Japan)
Co s¢ dong géi so' cip va thir cAp: Sharp Packaging Services, LLC (Pia chi: 22-23 Carland Rd.,
Conshohocken, PA 19428, USA)
Co s& xuit xwéng 16: F.Hoffman-La Roche Ltd. (Pia chi: Viaduktstrasse 33, 4051 Basel, Switzerland)
4 Xofluza Baloxavir Marboxil | Vién nén Hop 2 vién, NSX 24 499110129524
20mg hop 4 vién
4. Co s¢ dang ky: Hetero Labs Limited (Pia chi: 7-2-A2, Hetero Corporate Industrial Estate,
Sanathnagar Hyderabad TG 500018, India)
4.1. Co sé san xuét: Hetero Labs Limited (Pia chi: Unit-III, 22-110, I.D.A, Jeedimetla, Hyderabad,
Telangana State, India)
5 Raltegravir Raltegravir (dudi Vién nén Hop 1 lox NSX 24 890110129624
Tablets dang raltegravir bao phim 60 vién
400mg potassium) 400mg
Ghi chu:

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

- Nha san xudt (NSX), Tiéu chudn nha sdn xudt (TCNSX), Tieu chudn co 56 (TCCS), In-house c6 y
nghia twong dwong nhau, la tiéu chudn chat lwong thuoc do co sé san xudt xdy dung va déu cé thé
dege ghi trén nhan thudc.

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




Phu luc I

DANH MUC 62 THUOC NUOGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 118

(Kém theo Quyét dinh sé: .136....../0OP-OLD, ngay29../92./2024.ciia Cuc Qudn Iy Dirgc)

STT | Tén thuoc | Hoat chat chinh | Dang | Quycaich | Tiéu | Tudi S6 ding ky S6
— Ham luwong bao ché | déng géi | chuin tho gia han lin

(thang) | (So dingky | gia

da cflp) han

()] (€)] @ 3 ©) () ® ®

1. Co sé dang ky: APC Pharmaceuticals and Chemical Limited (Pia chi: Flat/RM 1003, 10/F,
Bank of East Asia Harbour View Centre, 56 Gloucester Road, Wan Chai, Hong Kong)

1.1. Co sé san xuét: Bal Pharma Ltd. (Pia chi: No. 21 & 22, Bommasandra Industrial Area,
Bangalore - 560 099, India)

Torfin-100 | Sildenafil citrate | Viénnén | Hop 1 vix | NSX 36 890110129724 01
tuong duong bao phim | 4 vién (VN-17230-13)
Sildenafil 100mg

Torfin-50 Sildenafil citrate | Viénnén | Hop 1 vix | NSX 36 890110129824 01
tuong duong bao phim | 4 vién (VN-17231-13)
Sildenafil 50mg

2. Co sé dang ky: Astellas Pharma Singapore Pte. Ltd (Dia chi: 6 Temasek Boulevard, #26-03/05,
Suntec Tower Four, Singapore (038986), Singapore)

2.1. Co sé san xuét: Catalent Pharma Solutions, LLC (Bja chi: 2725 Scherer Drive, St. Petersburg,
FL 33716, USA)

Co sé dong g6i so' cap: AndersonBrecon Inc. (Pia chi: 4545 Assembly Drive, Rockford, IL 61109,
USA)

Co so déng goi thir cip va xuit xuong: Astellas Pharma Europe B.V. (Pia chi: Hogemaat 2, 7942
JG, Meppel, The Netherlands)

Xtandi Enzalutamide Vién Hop 4 vi NSX 36 001110129924 01
40mg 40mg nang dang vi x (VN3-255-20)
mém 28 vién

3. Co sé dang ky: Bayer (South East Asia) Pte Ltd (Pia chi: 2, Tanjong Katong Road, #07-01,
PLQ3, Singapore (437161), Singapore)
3.1. Co sé san xuit: Bayer AG (Dja chi: Kaiser-Wilhelm-Allee, 51368 Leverkusen, Germany)

Glucobay Acarbose 100mg | Viénnén | Hop 10 vi | NSX 36 400110130024 01
100mg x 10 vién (VN-20230-17)
Glucobay Acarbose 50mg Viénnén | Hop 10 vi | NSX 36 400110130124 01
50mg x 10 vién (VN-20231-17)

4. Co s¢ dang ky: Cipla Ltd (Pia chi: Cipla House, Peninsula Business Park, Ganpatrao, Kadam
Marg, Lower Parel, Mumbai 400013, India)

4.1. Co sé san xuét: Cipla Ltd (Pja chi: Plot No. S-103 to S-105, S-107 to S-112, L-138, L-147, L-
147/1 to L-147/3 & L-147/A, Verna Industrial Estate, Verna, Goa 403722, India)




STT | Tén thudc Hoat chét chinh Dang Quy cach | Tiéu Tudi S6 dang ky S6
— Ham lugng bao ché dong goi chuin tho gia han lan
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2) A3) “@) ) (6) @) 8) 9
Imasil Imatinib (dudi Vién Hop 03 vi | NSX 24 890114130224 01
dang Imatinib nang x 10 vién, (VN3-309-21)
mesylate) 100mg | cung vi bam;
hop 03 vi
x 10 vién,
vi x¢&; hop
01 chai x
30 vién,
chai nhua
HDPE

5. Co sé ding ky: Cong ty C6 phan BGP Pharma (Pja chi: 32/37 Ong Ich Khiém, Phirong 14, Qudn
11, Thanh phé Ho Chi Minh,, Viét Nam)

5.1. Co sé san xuit: Korea Arlico Pharm. Co., Ltd. (Dja chi: 21, Yongso 2-gil, Gwanghyewon-
myeon, Jincheon-gun, Chungcheongbuk-do, Korea)

Mosane Mosapride citrate | Viennén | Hop 10 vi | NSX 36 880110130324 01
Tablet (Dudi dang bao phim | x 10 vién (VN-19818-16)
Mosapride citrate
dihydrate) Smg

6. Co so diang ky: Cong ty C6 phan BT Viét Nam (Pja chi: S6 1B phé Trung Liét, Phirong Trung
Liét, Qudn Pong Pa, Tp. Ha Ni, Viét Nam)
6.1. Co sé san xuat: Pharmathen S.A (Pja chi: 6, Dervenakion Str., 15351 Pallini, Attikis, Greece)

Nirdicin Levofloxacin Dung Hop 1 chai | NSX 36 520115130424 01
5Smg/ml (dudi dang dich tiém | 100ml (VN-18717-15)
levofloxacin truyén
hemihydrate) tinh
Smg/ml mach

7. Co sé diang ky: Cong ty c6 phan Dwoc pham Duy Tan (Pia chi: 38/6i Nguyén Vin Tréi, Phwong
15, Quan Phu Nhudn, Tp. Hé Chi Minh, Viet Nam)

7.1. Co s& san xuat: S.C. Antibiotice S.A. (Dia chi: 1th Valea Lupului Street, Zip Code 707410, lasi,
Romania)

Romadipine | Amlodipin (dudi | Viénnén | Hop 3 vix | NSX 24 594110130524 01
S5mg dang amlodipin 10 vién (VN-21375-18)
besilate) Smg

8. Co sé ding ky: Cong ty Co phan dwge pham Minh Ky (Pia chi: 1-3 Lé C, Cwxd Lac Long Quan,
P.5, Q.11, TP. Ho Chi Minh, Viét Nam)

8.1. Co s san xuit: Atabay Kimya Sanayi ve Ticaret A.S. (Dja chi: Dilovasi Organize Sanayi
Bdélgesi 4. Kisim Sakarya Caddesi No:28 Gebze/Kocaeli, Turkey)
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10 | Klavunamox | M&i 5ml hon dich | Botpha |Hop 1 Lo | NSX 24 868110130624 | 01

Pediatric sau khi pha chtra: hén dich | x 100ml (VN-19583-16)
Amoxicillin uodng
125mg (dudi
dang Amoxicillin
trihydrat
150,65mg), Acid
clavulanic
31,25mg (dudi
dang Kali
clavulanat/Syloid
(1:1) 78,55mg)

11 Klavunamox | Amoxicillin Viénnén | Hop 2 vix | NSX 24 868110130724 01
-bid 875mg (dudi bao phim | 5 vién (VN-17314-13)
1000mg dang Amoxicillin

Trihydrat

1054,647mg),

Acid clavulanic

125mg (dudi

dang Kali

clavulanat /Avicel

(1:1) 312,56 1mg)
9. Co'sé ding ky: Cong ty Co phan Dwoc pham Tenamyd (Pia chi: Lé Y01-024 dwong Tan Thudn,
khu céng nghiép/khu ché xudt Tan Thudn, phwong Tan Thudn Péng, qudn 7, thanh phé Ho Chi Minh,
Viét Nam)
9.1. Co sé' san xuat: KRKA, D.D., Novo Mesto (Pia chi: Smarjeska cesta 6, 8501 Novo Mesto,
Slovenia)

12 Gliclada Gliclazide 60mg | Viénnén | Hop 2 vix | NSX 24 383110130824 | 01
60mg giai 15 vién; (VN-21712-19)
modified - phong Hop 4 vi x
release kéo dai 15 vién;
tablets Hop 8 vix

15 vién

13 Prenewel Perindopril (dudi | Viénnén | Hop 3 vix | NSX 24 383110130924 | 01
8mg/2,5mg | dang Perindopril 10 vién (VN-21714-19)
Tablets tert-butylamine

8mg) 6,68mg,
Indapamide
2,5mg

14 Roticox 120 | Etoricoxib 120mg | Viénnén | Hop 3 vix | NSX 36 383110131024 01
mg film- bao phim | 10 vién (VN-21715-19)
coated
tablets
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15 Roticox Etoricoxib 60mg | Viennén | Hop 3 vix | NSX 36 383110131124 01
60mg film- bao phim | 10 vién; (VN-21717-19)
coated Hop 5 vix
tablets 10 vién
16 Roticox Etoricoxib 90mg | Viénnén | Hop 3 vix | NSX 36 383110131224 01
90mg film- bao phim | 10 vién; (VN-21718-19)
coated Hop 5 vix
tablets 10 vién
10. Co sé ding ky: Cong ty Co phan Dwge phdm Thé Giéi Méi (Dja chi: S6 97, dwong Trung Vn,
phirong Trung Van, qudn Nam Tir Liém, thanh phé Ha Néi, Viét Nam)
10.1. Co s6 san xuit: Remedina S.A. (Pia chi: 23 Gounari & Areos Str., 13451 Kamatero, Greece)

17 Cefin Ceftazidim (duéi | Bétpha | Hop 10 Lo | BP 24 520110131324 | 01
dang Ceftazidim | tiém 2018 (VN-20715-17)
pentahydrat)
1000mg

11. Co sé ding ky: Cong ty C6 phian Dwoc pham va Thiét biy té C.A.T (Pia chi: Thén Trang, xd
Thanh Liét, huyén Thanh Tri, thanh phé Ha N¢i, Viéet Nam)
11.1. Co'sé san xuét: Venus Remedies Limited (Pia chi: Hill Top Industrial Estate, Jharmajri, EPIP
Phase-I (Extn), Bhatoli Kalan, Baddi, Distt. Solan, Himachal Pradesh, 173205, India)
18 Prazone-S Cefoperazon Botpha | Hop 1 lo; NSX 24 890110131424 01
20G (dudi dang tiém Hop 10 1o (VN-18288-14)
Cefoperazon
natri) 1000mg,
Sulbactam (dudi
dang Sulbactam
natri) 1000mg
12. Co sé ding ky: Cong ty Co phian Pau tw Quoc té Hoang Gia (Dja chi: Thén Can Khé, xi Nguyén
Khé, huyén Pong Anh, Thanh ph(f Ha N¢i, Viét Nam)
12.1. Co sé san xuit: Patheon Italia S.p.A (Dja chi: 2° Trav. SX Via Morolense, 5-03013 Ferentino
(FR), Italy)

19 Iopamiro Iod (dudi dang Dung Hop 1 1o NSX 60 800110131524 01
Iopamidol dich ti€ém | 10ml (VN-18198-14)
755,3mg/ml)
370mg/ml

20 lopamiro Iod (dudi dang Dung Hop 1 1o NSX 60 800110131624 | 01
Iopamidol dich tiém | 10ml (VN-18197-14)
612,4mg/ml)
300mg/ml

21 Multihane | Gadobenic acid Dung Hop 1 1o NSX 36 800110131724 01
(duéi dang dich tiém | 10ml (VN3-146-19)
gadobenate
Dimeglumine
529mg)

334mg(0.5M)/ml
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13. Co sé diing ky: Cong ty c6 phan Sanofi Viét Nam (Pja chi: L6 I-8-2, Puong D8, Khu Céng
nghé cao, Phwong Long Thanh My, Tp.Thii Pire, Tp. Ho Chi Minh, Viét Nam)
13.1. Co s& san xuit: Delpharm Reims (Pja chi: 10 rue Colonel Charbonneaux, 51100 Reims,
France)
22 Buscopan Hyoscin Viénnén | Hop S vix | NSX 36 300100131824 01
butylbromid bao 20 vién; (VN-20661-17)
10mg duong Hop 1 vix
10 vién;
Hop 2 vix
10 vién;
Hop 5 vix
10 vién;
Hop 10 vi
x 10 vién
14. Co sé ding ky: Cong ty TNHH AstraZeneca Viét Nam (Pja chi: Tang 18, Toa nha A&B, S6
76, Puong Lé Lai, Phuwong Bén Thanh, Qudn I, TP Hé Chi Minh, Viét Nam)
14.1. Co s& san xuit: AstraZeneca AB (Pia chi: Forskargatan 18, Sodertalje, 151 36, Sweden)
23 Pulmicort Budesonid Hon dich | Hop 4 g6i | NSX 24 730110131924 01
Respules Img/2ml khi dung | x5 6ng (VN-21666-19)
dung dé¢ | don licu
hit 2ml
15. Co sé ding ky: Cong ty TNHH Dwoc phidm Bach Viét (Pja chi: S nha 146, ngé 230 Pinh Céng
Thuong, phwong Pinh Cong, quan Hoang Mai, Ha N¢i, Viét Nam)
15.1. Co sé san xuat: Help S.A. (Pia chi: Pedini Ioanninon, Ioannina, 45500, Greece)
24 Capser Capsaicin Kem béi | Hop 1 NSX 36 520110132024 01
0,75mg/g ngoai da | Tuyp x (VN-21757-19)
100 gam
16. Co sé¢ diing ky: Cong ty TNHH Dwoc pham Vietsun (Pja chi: TT2-B42 Khu dé thi Van Quan,
phirong Phiic La, qudn Ha Péng, thanh phé Ha Néi, Viét Nam)
16.1. Co s& san xuit: Incepta Pharmaceuticals Ltd (Dia chi: Dewan Ildris Road, Bara Rangamatia,
Zirabo, Ashulia, Savar, Dhaka-1341, Bangladesh)
25 Alfavir Tenofovir Viénnén | Hop 1 vix | NSX 24 894110132124 01
Tablet alafenamid (du6i | bao phim | 10 vién (VN3-312-21)
dang Tenofovir
alafenamid
fumarat) 25mg
17. Co sé ding ky: Cong ty TNHH Dwoc pham Viét - Phap (Pia chi: Tang 20, toa nha ICON 4,
2434 Dé La Thanh, phwong Lang Thwong, qudn Pong Pa, thanh phé Ha Ni, Viét Nam)
17.1. Co sé san xuit: Genepharm S.A. (Pja chi: 18th km Marathonos Ave, Pallini Attiki, 15351,
Greece)
26 Seropin Quetiapine (dudi | Viénnén | Hop 6 vix | NSX 36 520110132224 01
dang Quetiapine | bao phim | 10 vién (VN-20976-18)
fumarate) 200mg
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18. Co sé dang ky: Cong ty TNHH Dwoc Tam Pan (Pja chi: A4.4 KDC Everich 3, Puong Phu
Thudn, Phwong Tan Phii, Quén 7, Thanh phé H6 Chi Minh, Viét Nam)

18.1. Co sé san xuét: Vianex S.A- Nha may D (Pia chi: Industrial Area Patron, Agios Stefanos,
Patra, Axaia, 25018, Greece)

27

Pricefil Cefprozil (dudi Viénnén | Hop 1 vix | NSX 36 520110132324 01
dang cefprozil bao phim | 12 vién (VN-18859-15)
monohydrat)
500mg

19. Co sé diang ky: Cong ty TNHH Pai Bic (Pia chi: S6 11, dwong Cong Nghiép 4, khu céng nghiép
Sai Pong B, phwong Thach Ban, qudn Long Bién, Ha N¢i, Viét Nam)
19.1. Co s6 san xuat: Sopharma AD (Dia chi: 16 lliensko Shosse Str.1220 Sofia, Bungary)

28

Vicetin Vinpocetin 10mg | Viénnén | Hop 3 vix | NSX 36 380110132424 01
10 vién (VN-22014-19)

20. Co s& diing ky: Cong ty TNHH Novartis Viét Nam (Pia chi: Phong 1001, lau 10, Centec Tower,
72-74 Nguyén Thi Minh Khai, Phirong Vé Thi Sau, Qudn 3, Thanh phé Ho Chi Minh, Viét Nam)
20.1. Co s san xuat: S.A Alcon-Couvreur N.V (Pia chi: Rijksweg 14, 2870 Puurs, Belgium)

29

Tobradex Mdi gam chira: MG tra Hop 1 NSX 24 540110132524 01
Tobramycin 3mg, | mat tuyp 3,5¢g (VN-21629-18)
Dexamethasone
Img

21. Co sé ding ky: Cong ty TNHH Pfizer (Viét Nam) (Dja chi: Tang 17, Phong 1701, Friendship
Tower, 31 Lé Dudn, Phwong Bén Nghé, Qudn 1, Thanh phé Ho Chi Minh, Viét Nam)

21.1. Co sé san xuit: Hospira Australia Pty Ltd (Dja chi: 1-5, 7-23 and 25-39 Lexia Place,
Mulgrave VIC 3170, Australia)

30

Anzatax Paclitaxel Dung Hop 1 1o NSX 36 930114132624 | 01
30mg/5ml | 30mg/5ml dich dam | S5ml (VN-20848-17)
dac pha
dung
dich tiém
truyén

22. Co'sé dang ky: Cong ty TNHH Viatris Viét Nam (Dia chi: Toa nha Friendship Tower, 31 dwong
Lé Dudn, Phirong Bén Nghé, Qudn 1, Thanh pho Ho Chi Minh, Viét Nam)

22.1. Co sé san xuit ban thanh pham: Pfizer Pharmaceuticals LLC (Bja chi: Km 1.9; Road 689,
Vega Baja, Puerto Rico (PR) 00693, USA)

Co s& dong géi va xuat xuong: Pfizer Manufacturing Deutschland GmbH (Pja chi: Betriebsstiitte
Freiburg, Mooswaldallee 1, 79090 Freiburg, Germany)

31

Amlor Amlodipine (du¢i | Viennén | Hop 3 vix | NSX 36 001110132724 | 01
dang Amlodipine 10 vién (VN-21936-19)
Besilate) Smg

22.2. Co sé san xuit: Pfizer Manufacturing Deutschland GmbH (Dja chi: Betriebsstitte Freiburg,
Mooswaldallee 1, 79090 Freiburg, Germany)




STT | Tén thudc | Hoat chit chinh Dang Quy cach | Tiéu Tudi S6 ding ky S6
— Ham luwgng bao ché | déng g6i | chuin tho gia han lan
(thang) | (So dingky | gia
da cip) han
@ @) 3) “) (6] © @ ® ®
32 Carduran Doxazosin (dudi | Viénnén | Hop 1 vix | NSX 60 400110132824 01
dang Doxazosin 10 vién (VN-21935-19)
mesilate) 2mg

23. Co s¢ ding ky: Chi Nhanh Cong ty C6 phan Dwgc phim Trung Uong Codupha Ha Néi (Pja
chi: S6 16, O C2/NO, Khu Nam Trung Yén, Phwong Trung Hoa, Qudn Cau Gidy, Thanh phé Ha Ngi,

Viét Nam)

23.1. Co sé san xuat: Sopharma AD (Pja chi: Vrabevo vig, 5660 district of Lovech, Bungary)

33

Ambixol Mai chai chira: Sird Hop 1 chai | NSX 24 380100132924
15mg/5ml | Ambroxol x 100ml (VN-20667-17)
syrup hydrochloride

0,3g

01

24. Co s¢ dang ky: Chong Kun Dang Pharm. Corp. (Pia chi: Chungjeongno3(sam)-ga, 8
Chungjeong-ro, Seodaemun-gu, Seoul, Korea)

24.1. Co sé san xuit: Chong Kun Dang Pharmaceutical Corp (Pia chi: 797-48 Manghyang-ro,
Seonggeo-eup, Seobuk-gu, Cheonan-si, Chungcheongnam-do, Korea)

34 CKDTacrobell | Tacrolimus (du¢i | Vién Hop 1 tai NSX 36 880114133024 01
0.5mg dang tacrolimus nang x5vix 10 (VN-22020-19)
monohydrat) cung vién
0,5mg
25. Co sé dang ky: Dae Hwa Pharmaceutical Co., Ltd. (Pia chi: 495 Hanu-ro, Hoengseong-eup,
Hoengseong-gun, Gangwon-do, Korea)
25.1. Co s& san xuat: Dae Hwa Pharmaceutical Co., Ltd. (Dia chi: 495, Hanu-ro, Hoengseong-eup,
Hoengseong-gun, Gangwon-do, Korea)
35 Comozol Ketoconazole Kem bdi | Hop 1 JpP 36 880100133124 01
20mg/g da tuyp 10 hién (VN-22139-19)
gam hanh

26. Co sé dang ky: DKSH Pharma VietNam Co., Litd. (Dja chi: S6 23 DBai lo Doc ldp, khu cong
nghiép Viét Nam - Singapore, Phwong Binh Hoa, Tp. Thudn An, tinh Binh Dwong, Viét Nam)
26.1. Co s& san xuat: Laboratoires LEO (Dia chi: 39 route de Chartres, 28500 Vernouillet, France)

36

Vién nén
bao phim

Natri fusidat NSX | 36 300110133224
250mg (VN-21145-18)

Fucidin Hop 2 vix

10 vién

01

27. Co sé& dang ky: Exeltis Healthcare S.L. (Dia chi: Avenida Miralcampo, 7, Poligono Industrial

Miralcampo, 19200, Azuqueca De Henares (Guadalajara), Spain)

27.1. Co sé san xuit: Laboratorios Leon Farma, S.A. (Pia chi: Poligono Industrial Navatejera,
C/La Vallina s/n 24008 Villagquilambre Leon, Spain)

37

Daniele Cyproteron acetat | Viénnén | Hop 1 vix | NSX 36 840110133324
2mg, bao phim | 21 vién (VN2-334-15)
Ethinylestradiol
0,035mg

01

28. Co sé dang ky: Gedeon Richter Plc. (Pia chi: Gyomrdi ut 19-21., Budapest, 1103, Hungary)
28.1. Co sé san xuét: Gedeon Richter Plc. (Pia chi: Gyomrdi it 19-21., Budapest, 1103, Hungary)
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38 Panangin Magnesi aspartat | Viénnén | Hop 1 Lo | NSX 60 599100133424 01
anhydrat (dudi bao phim | x 50 vién (VN-21152-18)
dang Magnesi
aspartat
tetrahydrat

175mg) 140mg;
Kali aspartat
anhydrat (dudi
dang Kali aspartat
hemihydrat
166,3mg) 158mg

29. Co sé dang ky: Getz Pharma (Private) Limited (Pia chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)
29.1. Co sé san xuét: Getz Pharma (Private) Limited (Dja chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)

39 Atasart-H Candesartan Viénnén | Hop4 vix | NSX 36 896110133524 01
Tablets cilexetil 16mg, 7 vién (VN-16760-13)
16mg+ Hydrochlorothiazid
12.5mg 12,5mg

40 Richstatin Rosuvastatin Viénnén | Hop 1 vix | NSX 36 896110133624 01
Tablets (dudi dang bao phim | 10 vién (VN-16766-13)
10mg rosuvastatin calci)

10mg

41 Richstatin Rosuvastatin Viénnén | Hop 1 vix | NSX 36 896110133724 01
Tablets (duoi dang bao phim | 10 vién (VN-16767-13)
20mg Rosuvastatin

calci) 20mg

30. Co s¢ dang ky: Glenmark Pharmaceuticals Ltd. (Dia chi: B/2, Mahalaxmi Chambers, 22
Bhulabhai Desai Road, Mumbai - 400 026, India)

30.1. Co sé san xuit: Glenmark Pharmaceuticals Ltd. (Pja chi: (Unit III) Village Kishanpura,
Baddi-Nalagarh Road, Tehsil Baddi, Distt. Solan, (H.P)-173 205, India)

42 Flusort MBOi liu xit chira: | Hon dich Hop 1 BP 24 890110133824 01
Fluticasone X1t mui binh x‘it 2014 (VN-18900-15)
propionate 50mcg 120 lieu

31. Co s& dang ky: Gracure Pharmaceuticals Limited (Dia chi: 251-254, IInd Floor, DLF Tower,
15 Shivaji Marg, New Delhi, West Delhi DL 110015, India)

31.1. Co s6 san xuét: Gracure Pharmaceuticals Ltd (Dia chi: E-1105 RIICO Industrial Area, Phase
1II, Bhiwadi, Alwar, (Rajasthan), India)

43 Destacure | Desloratadine Sird Hop 01 NSX 36 890100133924 | 01
2,5mg/5ml Chai x (VN-16773-13)
60ml; Hop
01 Chai x
100ml
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44 Exibcure Etoricoxib 90mg | Viénnén | Hop 3 vix | NSX 36 890110134024 01
bao phim | 10 vién (VN-16774-13)

32. Co sé dang ky: Janssen-Cilag Ltd. (Pia chi: 134/2 Soi Chalongkrung 31, Lamplatew,
Ladkrabang, Bangkok, Thailand)

32.1. Co s& san xuat: Patheon France (Pia chi: 40 Boulevard de Champaret, Bourgoin Jallieu,
38300, France)

Co so déng géi, xuit xwong: Janssen Cilag S.p.A. (Pia chi: Via C. Janssen (loc. Borgo S. Michele)
- 04100 Latina (LT), Italy)

45

Zytiga Abiraterone Viénnén | Hop Svix | NSX 24 300114134124 01
Acetate 500mg bao phim | 12 vién (VN3-303-21)

33. Co sé dang ky: Korea United Pharm. Inc. (Dja chi: 25-23, Nojanggongdan-gil, Jeondong-
myeon, Sejong-si, Korea)
33.1. Co sé san xuét: Korea United Pharm. Inc. (Pia chi: 25-23, Nojanggongdan-gil, Jeondong-
myeon, Sejong-si, Korea)

46

Dizantan Valsartan 80mg Viénnén | Hop3vix | USP 36 880110134224 01
bao phim | 10 vién hién (VN-21042-18)
hanh

34. Co sé¢ dang ky: Kusum Healthcare Private Limited (Dia chi: D-158/4, Okhla Industrial Area,
Phase-I, New Delhi, 110020, India)

34.1. Co sé san xuat: Kusum Healthcare Pvt. Ltd. (Pja chi: SP-289(A), RIICO Industrial Area,
Chopanki, (Bhiwadi) Distt-Alwar, Rajasthan, India)

47 Diclotol Aceclofenac Viénnén | Hop 2 vix | NSX 36 890110134324 01

100mg bao phim | 14 vién (VN-16940-13)

48 Trantum Tranexamic acid | Viénnén | Hop 1 vix | NSX 36 890110134424 01
tablets 500mg bao phim | 10 vién; (VN-18808-15)
500mg Hop 3 vix

10 vién;
Hop 6 vi x
10 vién

35. Co sé dang ky: Lupin Limited (Pia chi: Kalpataru Inspire, 3rd Floor, Off Western Express
Highway, Santacruz (East), Mumbai 400055, India)

35.1. Co sé san xuit: Mepro Pharmaceuticals Private Limited (Dja chi: Unit II, Q Road, Phase IV
GIDC, Wadhwan, Surendranagar, Gujarat, 363 035, India)

49

Etogeric Etoricoxib 120mg | Viénnén | Hop 10 vi | NSX 24 890110134524 01
120 bao phim | x 10 vién (VN-20009-16)

36. Co s¢ dang ky: Macleods Pharmaceuticals Limited (Pja chi: 304, Atlanta Arcade, Marol
Church Road, Andheri (East) Mumbai, Maharashtra 400059, India)

36.1. Co sé san xuat: Macleods Pharmaceuticals Ltd. (Dja chi: Phase-II, Plot No. 25-27, Survey
No. 366, Premier Industrial Estate, Kachigam, Daman — 396210, India)

50

Lamivudine | Lamivudin Viénnén | Hop 1 Lo NSX 36 890110134624 01
Tablets 150mg bao phim | x 60 Vién (VN-20797-17)
150mg
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37. Co sé dang ky: Medochemie Ltd. (Dia chi: 1-10 Constantinoupoleos street, 3011 Limassol,
Cyprus)
37.1. Co sé san xuat: Medochemie Ltd - Central Factory (Dja chi: 1 - 10 Constantinoupoleos street,
3011 Limassol, Cyprus)
51 Converium | Irbesartan 150mg | Vién nén | Hop chtra | NSX 36 529110134724 01
150mg 4vix7 (VN-21536-18)
vién
37.2. Co s& san xuat: Medochemie Ltd - Factory B (Pia chi: 48 Iapetou street, Agios Athanassios
Industrial Area, 4101 Agios Athanassios, Limassol, Cyprus)
52 Medoclav Amoxicillin Viénnén | Hop2vix | NSX 24 529110134824 01
lg 875mg (dudi bao phim | 7 vién (VN-20557-17)
dang Amoxicillin
trihydrate); Acid
clavulanic 125mg
(duéi dang hon
hop Potassium
clavulanate va
Microcrystalline
cellulose (ti 1€
1:1)
38. Co sé dang ky: MI Pharma Private Limited (Pia chi: Unit No. 402&403, Viva Hub Town,
Shankar Wadi, Village Mogra, Jogeshwari East, Mumbai - 400060, India)
38.1. Co sé san xuit: MSN Laboratories Private Limited (DPia chi: Formulations Division, Plot No
42, Anrich Industrial Estate, Bollaram, Sangareddy District — 502325, Telangana, India)

53 Breathezy 4 | Montelukast Vién Hop3vix | NSX 24 890110134924 01
(dudi dang nhai 10 vién (VN-18142-14)
Montelukast
Sodium) 4mg

54 Febuday 40 | Febuxostat 40mg | Viénnén | Hop 3 vix | NSX 24 890110135024 01

bao phim | 10 vién (VN2-599-17)
38.2. Co s& san xuit: Mylan Laboratories Limited (Pja chi: F4 & F-12, MIDC, Malegaon, Tal
Sinnar, Nashik-422113 Maharashtra state, India)

55 Ricovir Tenofovir Viénnén | Hop 1 lo NSX 36 890110135124 01
disoproxil bao phim | 30 vién (VN-21433-18)
fumarat 300mg

39. Co sé dang ky: Noble Wellness Private Limited (Dia chi: DTJS810, 8th Floor, DLF Tower-B,
DDA District Centre, Jasola, New Delhi, Delhi, India-110025, India)

39.1. Co sé san xuat: Mepro Pharmaceuticals Pvt. Ltd. (Dja chi: (Unit-II), Q Road, Phase - IV,
GIDC., Wadhwan-363035, India)

56 Rabenobe Rabeprazol natri | Viénnén | Hop 2 vix | NSX 24 890110135224 01
20mg bao tan 7 vién; (VN-16658-13)

trong Hop 3 vix
rudt 10 vién
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40. Co sé dang ky: PT. Novell Pharmaceutical Laboratories (Pia chi: JL. Pos Pengumben Raya

No. 8, Sukabumi Selatan, Kebon Jeruk, Jakarta Barat 11560, Indonesia)

40.1. Co so san xuit: PT. Novell Pharmaceutical Laboratories (Dja chi: Jl. Wanaherang No. 35,

Tlajung Udik, Gunung Putri, Bogor 16962, Indonesia)

57 Respira Moxifloxacin Viénnén | Hop 1 vix | NSX 24 899110135324 01
(duéi dang dai bao 10 vién (VN-21944-19)
moxifloxacin phim
hydroclorid)
400mg

58 Ryvel Cetirizin Viénnén | Hop 3 vix | NSX 24 899110135424 01
dihydroclorid bao phim | 10 vién (VN-21156-18)
10mg

59 Velcox Meloxicam 15mg | Viénnén | HOp 2 vix | NSX 24 899110135524 01

10 vién (VN-20861-17)
41. Co sé dang ky: Pharmachem Co., Ltd (Pia chi: 17, Baekjegobun-ro 12 gil, SongPa-ku, Seoul,
Korea (Jamsil-dong, 3rd Floor), Korea)
41.1. Co s6 san xuat: MG Co., Ltd. (Dia chi: 27, Yongso 2-gil, Gwanghyewon-myeon, Jincheon-gun,
Chungcheongbuk-do, Korea)
60 MG-TAN Méi 100ml dung | Dich Tai NSX 24 880110135624 | 01
Inj. dich chtra: Dich | tiém 1920ml (VN-21333-18)
A: Glucose 11% | truyén

61,5ml (dudi
dang Glucose
monohydrate)
7,44¢g; Dich B:
Amino acids
11,3% 20,8ml bao
gom L-alanine
0,33g, L-arginine
0,24g, L-aspartic
acid 0,071g, L-
glutamic acid
0,12g, Glycine
0,16g, L-histidine
0,14g, L-
isoleucine 0,12g,
L-leucine 0,16g,
L-lysine HC1
0,24g, L-
methionine 0,12g,
L-phenylalanine
0,16g, L-proline
0,14g, L-serine
0,094 g, L-
threonine 0,12g,
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L-tryptophan 0,04
g, L-tyrosine
0,005g, L-valine
0,15g, Calcium
chloride 0,02g,
Sodium
glycerophosphate
0,1g, Magnesium
sulfate 0,07g,
Potassium
chloride 0,12g,
Sodium acetate
0,17g, Purified
soybean oil 3,54g

42. Co s¢ dang ky: Phil International Co., Ltd. (Dia chi: 17, Nonhyeon-ro 99-gil, Gangnam-gu,
Seoul, Korea)

42.1. Co sé san xuat: Cho-A Pharm. Co., Ltd (Pia chi: 318, Gwangjeong-ro, Haman-myeon,
Haman-gun, Gyeongsangnam-do, Korea)

61

Catefat Levocarnitine Dung Hop 20 NSX 36 880110135724 01
1g/10ml dich ong x (VN-19727-16)
uong 10ml

43. Co s¢ dang ky: Zydus Lifesciences Limited (Pia chi: Zydus Corporate Park, Scheme No. 63,
Survey No. 536 Khoraj (Gandhinagar), Nr. Vaishnodevi Circle, Ahmedabad Gandhinagar GJ 382481,
India)

43.1. Co so san xuit: Zydus Lifesciences Limited (Pia chi: Survey No. 417, 419 & 420, Sarkhej -
Bavla National Highway No. 8 A, Village - Moraiya, Tal.Sanand, Dist. - Ahmedabad - 382 210, Gujarat
State, India)

62

Derinide Budesonide Thubc Hop 01 NSX 24 890110135824 01
200 inhaler | (Micronised) hit phan | binh xit (VN-16144-13)
200mcg/lidu lidu 200 liéu
(Thubc
phun mu
dung dé
hit)

Ghi chu:

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

- Nha san xudt (NSX), Tiéu chudn nha sdn xudt (TCNSX), Tieu chudn co 56 (TCCS), In-house c6 y
nghia twong dwong nhau, la tiéu chudn chat lwong thuoc do co sé san xudt xdy dung va déu cé thé
diege ghi trén nhan thudc.

- Cdch viét tdt cdc 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), Dwoc dién Chéu
dau (EP), Duoc dién Quéc té (IP)...

2. 86 ddang ky tai ¢t (8):

- 86 dang ky gia han la s6 dang ky dwgc cap theo quy dinh tai Phu luc VI T hong tu 08/2022/TT-BYT
ngay 05/09/2022 cua Bo truong Bo Y 1é quy dinh viéc dang ky leu hanh z‘huoc nguyén liéu lam thudc.
- S6 dang ky da cdp (@woc ghi trong ngodc don) la sé dang ky da dwoc cap truée khi thuoc dwoc gia
han theo quyét dinh nay.




Phu luc IV

DANH MUC 05 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - PQT 118

(Kém theo Quyét dinh sé: ..136....../0D-OLD, ngay 29./02./2024.ciia Cuc Quan 1y Diroc)
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1. Co sé ding ky: Cong ty TNHH Dwogc phidm Kién Phat (Bja chi: Phong 201, Lau 2, Toa nha City
View, So 12 Mac Pinh Chi, Phuong Pa Kao, Quan 1, Tp. Ho Chi Minh, Viét Nam)

1.1. Co s& san xuat: Genuone Sciences Inc. (Dia chi: 245, Sandan-gil, Jeonui-myeon, Sejong-si,
Korea)

1 Dicarbo Calcium citrat Viénnén | Hop 10 vi | USP 36 880110135924
tablet 750mg, x 10 vién 40 (VN-17560-13)
Cholecalciferol
4mg

01

2. Co s& dang ky: Gracure Pharmaceuticals Limited (Dia chi: 251-254, lind Floor, DLF Tower,
15 Shivaji Marg, New Delhi, West Delhi DL 110015, India)

2.1. Co sé san xuét: Gracure Pharmaceuticals Ltd (Dia chi: E-1105 RIICO Industrial Area, Phase
1II, Bhiwadi, Alwar, (Rajasthan), India)

2 Gramadol Paracetamol Vién Hop3vix | NSX 36 890111136024
capsules 325mg, Tramadol | nang 10 vién (VN-16775-13)
Hydrochloride cliing
37,5mg

01

3. Co sé dang ky: Lotus International Pte. Ltd. (Pia chi: 80 Robinson Road, #02-00, Singapore
(068898), Singapore)

3.1. Co sé san xuét: Lotus Pharmaceutical Co., Ltd. Nantou Plant (Pja chi: No. 30, Chenggong
1st Rd., Sinsing Village, Nantou Country 54066, Taiwan)

3 Thalotus Thalidomide Vién Hop 6 vix | USP 24 471114136124 01
50mg nang 10 vién 42 (VN3-271-20)

cing
4. Co sé dang ky: Reckitt Benckiser (Thailand) Limited (Dja chi: 388 Exchange Tower, 14th floor,
Sukhumvit Road, Klongtoey, Bangkok 10110, Thailand)
4.1. Co sé san xuit: Reckitt Benckiser Healthcare (UK) Limited (Pia chi: Dansom Lane, Hull,
HUS 7DS, UK)

4 Gaviscon Mbi 10ml chita: | Hon dich | Hop 24 NSX 24 500100136224 | 01
Sodium alginate | uéng g6i x 10ml (VN-13849-11)
500mg; Sodium
bicarbonate

267mg; Calcium
carbonate 160mg
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5. Co sé dang ky: Zydus Lifesciences Limited (Pia chi: Zydus Corporate Park, Scheme No. 63,
Survey No. 536 Khoraj (Gandhinagar), Nr. Vaishnodevi Circle, Ahmedabad Gandhinagar GJ 382481,
India)
5.1. Co sé san xuit: Zydus Lifesciences Limited (Dja chi: Kundaim Industrial Estate, Plot No. 203-
213, Kundaim Goa - 403 115, India)
5 Enteliv 1 Entecavir 1mg Viénnén | Hop 03 vi | NSX 24 890114136324 01
bao phim | x 10 vién (VN3-68-18)
Ghi chu:

1. Cach ghi tiéu chudn chat lwong thuéc tai cot (6):

- Nha san xudt (NSX), Tiéu chudn nha san xuat (TCNSX), Tiéu chudn co sé (TCCS), In-house c6 y
nghia twong dwong nhau, la tiéu chuan chat hrong thuéc do co sé san xudt xdy dung va déu cé thé
dege ghi trén nhan thudc.

- Cdch viét tdt cdc 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), Dwoc dién Chéu
du (EP), Duge dién Quoc té (IP)...

2. §6 ddang ky tai ¢t (8):

- 86 déng ky gia han la sé dang ky dwoc cap theo quy dinh tai Phu luc VI Thong tw 08/2022/TT-BYT
ngay 05/09/2022 ciia Bé trwdng Bé Y té quy dinh viéc dang ky lwu hanh thude, nguyén liéu lam thuc.
- 86 dang ky da cdp (du"ac ghi trong ngodc don) la sé dang ky da dwoc cap trwde khi thude dwoc gia
han theo quyét dinh nay.

3. Cdc thuée sé thir tw 1, 2 tai Phy luc nay: sau khi hét han gidy dang ky luu hanh, trong ho so gia han
phdi b6 sung dir liéu lam sang chitng minh an toan hiéu qud ciia thuoc dé Hoi dong tw vin cdp gidy
ddang ky lwu hanh thuéc, nguyén liéu lam thuéc xem xét viéc gia han GPKLH.

4. Cdc thuéc sé thir tw 3, 5 tai Phu luc nay: can tié}? tuc theo doi an toan — hiéu qua theo quy dinh tai
Piéu 5 Thong tw s6 08/2022/TTBYT ngay 05/09/2022.




