CONG HOA XA HQI CHU NGHIA VIET NAM
Déc 1ap - Tu do - Hanh phic

S6: 402 /QP-QLD Ha Néi, ngay 29 thang s nam 2026

‘ QUYETPINH ’ ,
Ve viéc ban hanh danh muc 117 thuoc nhap khau dwgc cap, gia han giay
diang ky lwu hanh tai Viét Nam - Dot 129.1

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Duoc ngday 06/04/2016, Ludt sita doi, b6 sung mét sé diéu
cua Ludt Duoc ngay 21/111/12024;

Can cir Nghi dinh so 42/2025/ND-CP ngay 27/02/2025 cua Chinh phu
quy dinh chirc nang, nhiém vu, quyén han va co cdu té chire ciia B6 Y té;

Can cir Nghi dinh so 163/2025/ND-CP ngay 29/06/2025 ciia Chinh phii
quy dinh chi tiét mét sé diéu va bién phdp dé té chire, hwéng dan thi hanh Ludt
Duoc;,

Can cir Thong tuw sé 12/2025/TT-BYT ngay 16/05/2025 ciia Bé trudng Bé
Y té quy dinh viéc dang Ky lwu hanh thubc, nguyén liéu lam thudc;

Can cir Quyét dinh sé 2386/QP-BYT ngay 22/07/2025 ciia Bé truwdng Bé
Y té quy dinh chitc ning, nhiém vu, quyén han va co cau té chire ciia Cuc Qudn
ly Duoc thuéc Bé Y té;

Can cit két ludn cia Héi dong tw van cdp gidy dang Ky lwu hanh thubc,
nguyén liéu lam thuoc - Bé Y té dot 129 (TT90) hop ngay 05/03/2026 tai Cong
vin s6 08/HPTV-VPHP ngay 02/04/2026 va dot 129 (phdn chi truong) hop
ngay 12/03/2026 tai Cong van 56 09/HDTV-VPHP ngay 02/04/2026 ciia Vin
phong Hoi dong tw van cdp GPKLH thudc, nguyén liéu lam thubc;

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

QUYET PINH:

7 Picu 1. Ban hanh kem theo Quyét dinh nay danh myc 117 thudc nhép
khau dugc cap, gia han giay dang ky luu hanh tai Viét Nam - Pot 129.1, cu thé:

1. Danh myc 12 thubc nhap khau dugc cap gidy dang ky luu hanh hiéu luc
05 nam - Dot 129.1 (tai Phu luc | kém theo).

2. Danh muc 94 thudc nhap khau duoc gia han gidy diang ky luu hanh hiéu
luc 05 nam - Dot 129.1 (tai Phu luc 11 kém theo).

3. Danh muc 11 thudc nhap khau duoc gia han gidy ding ky luu hanh hiéu
luc 03 nam - Dot 129.1 (tai Phu [uc 111 kem theo).

Piéu 2. Co s ding ky, co SO san xudt thude, nguyén li¢u lam thudc phai
tudn thu cac quy dinh hién hanh vé dang ky luu hanh thudc, nguyén liéu lam
thudc va cac quy dinh phép luat khac cé lién quan.

Piéu 3. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.



Piéu 4. Gidm d6c So Y té cac tinh, thanh phd truc thudc Trung wong,
gidm doc co so san xuat va co so dang ky cé thudc, nguyén liéu lam thuoc tai
biéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhgn: KT. CUC TRUGNG

-NhuDieud; 5 o CUC TRUONG
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Cuc; Website Cuc QLD;
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Phu luc |

DANH MUC 12 THUOC NHAP KHAU PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 129.1

(Kém theo Quyét dinh sé: ...402...../0P-QLD, ngay 29./5...2026.cuia Cuc Qudn 1y Duroc)

STT Tén thuéc Hoat chat chinh | Dang Quycach | Tiéu Tuoi S6 ding ky
—Hamlwong | baoché | dénggéi | chuin | tho
(thang)
1) (2) 3) 4) ©) (6) ) (8

1. Co sé dang ky: Cong Ty TNHH Bayer Viét Nam (Pja chi: 118/4 Khu Céng Nghiép Long Binh
hién dai (Amata), phwong Long Binh, thanh phé Bién Hoa, tinh Pong Nai, Viét Nam)
1.1. Co sé san xuét: Bayer Bitterfeld GmbH (Bbja chi: Ortsteil Greppin, Salegaster Chaussee 1,
06803 Bitterfeld-Wolfen, Germany)

1 Xarelto Rivaroxaban 20mg | Vién nén Hop 1vix | EP hién 36 400110034326
bao phim 14 vién hanh
2 Xarelto Rivaroxaban 15mg | Vién nén Hop 1vix | EP hién 36 400110034426
bao phim 14 vién hanh
2. Co s6 diang ky: Cong ty TNHH Johnson & Johnson (Viét Nam) (Pia chi: Tang 12, tda nha
Vietcombank, sé6 5 Céng truong Mé Linh, phwong Bén Nghé, qudn 1, thanh phé Hé Chi Minh, Viét
Nam)
2.1. Co sé san xuat: Cilag AG (Pja chi: Hochstrasse 201, 8200 Schaffhausen, Switzerland)
Co s& déng goi va xuat xwéng: Lusomedicamenta Sociedade Técnica Farmacéutica S.A. (Pja chi:
Estrada Consiglieri Pedroso 66, 69-B, Queluz de Baixo, 2730-055 Barcarena, Portugal)
3 Topamax Topiramate 50mg | Vién nén HOp 6 vi x NSX 24 760110034526
bao phim 10 vién
4 Topamax Topiramate 25mg | Vién nén Hop 6 vi x NSX 24 760110034626
bao phim 10 vién
3. Co sé ding ky: Cong ty TNHH Novartis Viét Nam (Pja chi: Phong 1001, lau 10, Centec Tower,
72-74 Nguyén Thi Minh Khai, Phwong V8 Thi Sau, Qudn 3, Thanh phé Hé Chi Minh, Viét Nam)
3.1. Co sé san xuat: Novartis Pharmaceutical Manufacturing LLC (Pja chi: Verovskova ulica 57,
Ljubljana, 1000, Slovenia)
5 Kryxana Ribociclib Vién nén Hop 1 vi x NSX 36 383110034726
succinate 254,4mg | bao phim 21 vién
tuong duong
Ribociclib 200mg
4. Co sé ding ky: DKSH Singapore Pte. Ltd. (bia chi: 47 Jalan Buroh, # 09-01 Singapore (619491),
Singapore)
4.1. Co sésan xuit: Lilly, S.A. (Pia chi: Avda. de la Industria, 30, 28108 Alcobendas, Madrid, Spain)
Nha san xuit ban thanh pham: Lilly del Caribe Inc. (Pja chi: 12.6 KM 65th Infantry Road (PRO1),
Carolina, Puerto Rico 00985, Puerto Rico)
Pong géi va xuit xwéng: Lilly, S.A. (Pja chi: Avda. de la Industria, 30, Alcobendas, 28108 Madrid,
Spain)
6 Verzenio Abemaciclib Vién nén Hop2vix7 | NSX 36 840110034826
100mg bao phim vién
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STT | Teénthuéc | Hoatchéatchinh— | Dangbao | Quycéach | Tiéu Tubi S6 diang ky
Ham lwong ché déng géi | chuan tho
(thang)
) (2) 3 4 5) (6) (7 (8

5. Co s¢ dang ky: GlaxoSmithKline Pte Ltd (Pia chi: 23, Rochester Park, Singapore 139234,

Singapore)

5.1. Co sé san xuat: ACS Dobfar S.p.A. (Pia chi: Via A. Fleming, 2 - 37135 Verona (VR), Italy)

7 Zinacef Cefuroxim natri Bot pha Hop 1 Lo NSX 24 800110034926
(twong duong tiém
Cefuroxim 750mg)
789mg
6. Co sé ding ky: Lotus International Pte. Ltd. (Dia ch:i: 80 Robinson Road, #02-00, Singapore
(068898), Singapore)
6.1. Co sé san xuat: Orion Corporation (Pja chi: Orionintie 1, 02200 Espoo, Finland)
Co s6 dong goi: Orion Corporation (Dia chi: Joensuunkatu 7, Salo, 24100, Finland)
8 Stalevo® Carbidopa Vién nén Hop 1 chai NSX 36 640110035026
150/37.5/200 | monohydrate bao phim x 100 vién
(twong duong
37,5mg carbidopa)
40,5mg,
Entacapone 200mg,
Levodopa 150mg
7. Co s6 diang ky: Merck Sharp & Dohme (Asia) Ltd (Pia chi: 27/F Lee Garden Two, 28 Yun Ping
Road, Causeway Bay, Hong Kong)
7.1. Co sé san xuit dang bao ché: MSD International GmbH (Singapore Branch) (Pja chi: 70
Tuas West Drive, Singapore 638414, Singapore)
Co sé dong goi va xuat xwéng: Merck Sharp & Dohme B.V. (Pja chi: Waarderweg 39, Haarlem,
2031 BN, The Netherlands)
9 Janumet Metformin Vién nén Hop4vix7 | NSX 24 888110035126
50mg/1000mg | Hydrochloride bao phim vién; Hop 8
1000myg, Sitagliptin Vi X 7 vién
(duéi dang
sitagliptin phosphate
monohydrate
64,25mg) 50mg
10 Janumet Metformin Vién nén Hop4vix7 | NSX 24 888110035226
50mg/500mg | Hydrochloride bao phim vién; Hop 8
500mg, Sitagliptin Vi X 7 vién
(dudi dang
sitagliptin phosphate
monohydrate
64,25mg) 50mg
11 Janumet Metformin Vién nén Hop4vix7 | NSX 24 888110035326
50mg/850mg | Hydrochloride bao phim vién; Hop 8
850mg, Sitagliptin Vi X 7 Vvién
(dudi dang
sitagliptin phosphate
monohydrate
64,25mg) 50mg
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8. Co s6 dang ky: Organon Hong Kong Limited (Dia chi: Unit 48-136, 48/F, Lee Garden One, 33
Hysan Avenue, Causeway Bay, Hong Kong)
8.1. Co sé san xuéat: Hanmi Pharm. Co., Ltd. (Pia chi: 214, Muha-ro, Paltan-myeon, Hwaseong-si,
Gyeonggi-do, Republic of Korea)

12 Cozaar XQ Amlodipine (dudi | Vién nén Hop 3 vi X NSX 24 880110035426
5mg/100mg dang amlodipine bao phim 10 vién
camsylate) 5mg,
Losartan potassium
100mg
Ghi chu:

1. Céch ghi tiéu chuan cha lwgng thuac tai cét (6):
- Nha sdn xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house c6 y
nghia twong dwong nhau, la tiéu chuan chat lwong thudc do co sé san xudt xay dung va déu co thé
droc ghi trén nhan thuac.
- Céch viét tat cac tiéu chuan chdt lirong dwoc dién: Duoc dién Viét Nam (DPVN), Duge dién Anh
(BP), Durgc dién My (USP), Duoc dién Nhit Ban (JP), Dugc dién Trung Quéc (CP), Duoc dién Chau
du (EP), Duge dién Quéc té (IP)...




Phu luc 11

DANH MUC 94 THUOC NHAP KHAU PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 129.1

(Kém theo Quyét dinh sé: .402......./0P-QLD, ngay 29./5...12026.ciia Cuc Qudn 1y Dirgc)

STT | Ténthuoc | Hoatchatchinh | Dang | Quycach | Tiéu | Tuoi S6 ding ky S6
— Ham lwgng baoche | donggoi | chuan | tho gia han lan
(thang) | (Sodangky | gia
da cap) han
1) 2) 3) (4) (©) (6) @) (8) 9)
1. Co s¢ dang ky: A. Menarini Singapore Pte. Ltd. (Pia chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)
1.1. Co'sé san xuat: A. Menarini Manufacturing Logistics and Services S.r.l. (Dja chi: Via Campo
di Pile, 67100 L ’Aquila (AQ), Italy)
1 Bilaxten Bilastine 10mg Viénnén | Hop Lvix | NSX 60 800110016523 1
phan tan | 10 vién, 2
trong vi x 10
miéng vién, 3 vi
x 10 vién,
5vix 10
vién
1.2. Co sé san xuat: ACS Dobfar S.p.A. (Pja chi: Via Laurentina Km 24, 730 - 00071 Pomezia
(Roma), Italy)

2 Ceclor Cefaclor (dudi Vién Hop 1vix | NSX 24 800110035626 1
dang Cefaclor nang 12 vién (VN-17626-14)
monohydrate cang
261,50mg)
250mg

1.3. Co sé san xuat: Swisscaps Romania S.R.L. (Pia chi: Str. Carol 1, nr. 20, Comuna Cornu, Judet
Prahova, cod postal 107180, Romania)
Co s& déng géi, xudt xwong: Berlin Chemie AG (Pja chi: Glienicker Weg 125-12489 Berlin,
Germany)
Co sé kiém nghiém: Dragenopharm Apotheker Puschl GmbH (Pja chi: Gollstrasse 1, 84529
Tittmoning, Germany)
3 Espumisan | Simethicone Vién Hop 2 vix | NSX 36 594100035726 1
Capsules 40mg nang 25 vién (VN-22714-21)
meéem
2. Co sé ding ky: Abbott Laboratories (Singapore) Private Limited (Dia chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
2.1. Co sé san xuit: Astrea Fontaine (Pja chi: Rue des Prés Potets 21121 Fontaine Les Dijon,
France)
4 Lipanthyl Fenofibrate Viénnén | Hop 3vix | NSX 24 300110035826 2
supra 160mg bao phim | 10 vién (VN-15514-12)
160mg




Gentamicin 3mg

STT | Ténthudc | Hoatchatchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
—Hamlwong | baoché | dénggoéi | chuan | the gia han lan
(thang) (S6 dang ky gia
da cap) han
1) ) , (©) (4) (©) (6) () (8) 9)
2.2. Co s6 san xuat: Naari Pharma Private Limited (Dja chi: Plot No. 14-16, 55-57, Sector-5, IIE,
Pantnagar, Rudrapur-263153, Dist. -Udham Singh Nagar, Uttarakhand, India)
5 Dienosis Dienogest 2mg Viénnén | Hop 2vix | NSX 36 890110035926 1
14 vién, (VN3-421-22)
hop 6 vi x
14 vién,
hop 12 vi
X 14 vién
3. Co sé ding ky: Adamed Pharma S.A. (tén diy di: Adamed Pharma Spélka Akcyjna) (Pja chi:
Pienkow, ul. Mariana Adamkiewicza 64, 05-152 Czosndw, Poland)
3.1. Co sé san xuat: Adamed Pharma S.A. (Pja chi: ul. Szkolna 33, 95-054 Ksawer6w, Poland)
6 Surotadina | Rosuvastatin Viénnén | Hop4vix | NSX 24 590110036026 1
(dudi dang bao phim | 7 vién (VN-17776-14)
Rosuvastatin
calci) 20mg
4. Co sé dang ky: Akums Drugs and Pharmaceuticals Limited (Pja ch:: 304, Mohan Place, L.S.C.,
Block C, Saraswati Vihar, New Delhi-110034, India)
4.1. Co sé san xuat: Akums Drugs and Pharmaceuticals Ltd. (Pja chi: 22, Sector-6A, I.1.E, Sidcul,
Ranipour, Haridwar-249403, India)
7 Braiporin Natri valproat Siro Hop 1 chai | BP 24 890114036126 1
syrup 200 mg/ 5ml 100ml 2018 (VN-22277-19)
5. Co sé dang ky: APC Pharmaceuticals and Chemical Limited (Pja ch:: Flat/RM 1003, 10/F,
Bank of East Asia Harbour View Centre, 56 Gloucester Road, Wan Chai, Hong Kong)
5.1. Co s& san xuat: Lyka Labs Limited (bja chi: Plot No: 4801/B & 4802/A, G.1.D.C Industrial
Estate, City: Ankleshwar — 393002, Dist. Bharuch, Gujarat State, India)
8 Amphot Amphotericin B Bot dong | Hop 1 lo USP 24 890110036226 1
50mg kho pha 43 (VN-19777-16)
tiém
6. Co so dang ky: Ar Tradex Private Limited (Pja chi: Unit No.11 Block H, Wegmans Prinston
Plaza, Sector 18, Rohini, North West Delhi 110089, India)
6.1. Co sé san xuit: M/S Makcur Laboratories Ltd. (Pia chi: 46/4-7, Dehgam Road, Zak Village,
Tal- Dehgam, Dist.- Gandhinagar, India)
9 Eyesintact | Moi ml chta Dung Hopllox | BP 24 890110036326 1
Gentamicin dichnho | 5ml 2015 (VN-22280-19)
Sulfate tuong mat
duong vai

7. Co sé dang ky: Bay Pharma Inc. (bia chi: 200-690 Dorval Drive, Oakville ON L6K 3X9, Canada)
7.1. Co sé san xuit: Eskayef Pharmaceuticals Limited (Pia chi: 400 Squibb Road, Tongi Industrial

Area, Tongi, Gazipur 1711, Bangladesh)




STT | Ténthudc | Hoatchatchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
—Hamlwong | baoché | dénggoéi | chuan | the gia han lan
(thang) (S6 dang ky gia
da cap) han
1) @) ®3) (4) ®) (6) () (8) ©)
10 Zofra ODT | Ondansetron 8mg | Viénnén | Hop 3vix | USP 36 894110036426 1
8 phén tan | 10 vién hign (VN-21815-19)
trong hanh
miéng
8. Co sé dang ky: Bliss GVS Pharma Limited (Pja chi: 102, Hyde Park, Saki Vihar Road, Andheri
(East), Mumbai-400 072, India)
8.1. Co sé san xuit: Bliss GVS Pharma Ltd. (Pja chi: Plot. No. 10, 11-A, 12, Survey No. 38/1,
Dewan Udyog Nagar, Aliyali Village, Taluka Palghar, Thane-401 404 Maharashtra State, India)
11 Vigirmazone | Clotrimazole Viéndat |Hoplvix | BP 36 890100036526 1
500 500mg am dao | 1vién 2007 (VN-17650-14)
9. Co s6 dang ky: Boehringer Ingelheim International Gmbh (Bja chi: Binger Stralle 173, 55216
Ingelheim am Rhein, Germany)
9.1. Co sé san xuat: Boehringer Ingelheim Pharma GmbH & Co. KG (Pja chi: Binger Str. 173
55216 Ingelheim, Germany)
12 Giotrif Afatinib (dudi Viénnén | Hop 4 vix | NSX 36 400110034923 2
dang Afatinib bao phim | 7 vién
dimaleate) 20mg
9.2. Co sé san xuat: Boehringer Ingelheim Pharma GmbH & Co0.KG. (Pja chi: Binger Strasse
173, D-55216 Ingelheim am Rhein, Germany)
13 Glyxambi Empagliflozin Viénnén | Hop 3vix | NSX 36 400110016623 1
25mg, Linagliptin | bao phim | 10 vién
5mg
10. Co sé dang ky: Cipla Ltd (Pja chi: Cipla House, Peninsula Business Park, Ganpatrao Kadam
Marg, Lower Parel, Mumbai - 400013, Maharashtra, India)
10.1. Co sé san xuit: Cipla Ltd. (Pja chi: L-139 to L-146, Verna Industrial Estate, Verna Goa, India)
14 Seroflo-125 | Méi nhat xit Thudc Hop 01 NSX 24 890110036826 1
(CFC Free) | chua: Fluticasone | hitdinh | ong x 120 (VN-19815-16)
Propionate 125ug | licu lieu, ong
(mcg), Salmeterol hit dinh
(dang Salmeterol lidu
Xinafoate) 25ug
(mcg)

11. Co sé ding ky: Cong ty Co phan Dwoc MK Viét Nam (Bja chi: O dat s6 42, 16 dat TT-A2, khu
d6 thi thanh phé Giao Luu, Phwong Co Nhué 2, Qudn Bdc Tir Liém, Thanh phé Ha Ngi, Viét Nam)
11.1. Co sé san xuat ban thanh pham, déng géi so' cap, kiém soat chit lwong (vat ly, hoa hec),
xuat xwéng 16: Rompharm Company S.R.L. (Pja chi: Str. Eroilor, nr.1A, Oras Otopeni, Judetul
Ilfov, cod postal 075100, Romania - cladiri Rompharm 1 si Rompharm 2, Romania)

Co s& chiu trach nhiém dong géi thir cap, kiém soat chat hrgng (chi tiéu vi sinh): Rompharm
Company S.R.L. (bja ch:i: Str. Eroilor, nr.1C, Oras Otopeni, Judetul Ilfov, cod postal 075100,
Romania - cladire Rompharm 7, Romania)




STT | Ténthudc | Hoatchatchinh | Dang | Quycéach | Tiéu | Tudi S6 diang Ky Sé
—Ham lrong | baoché | dénggéi | chuan | tho gia han lan
(thang) | (So dangky | gia
di cap) han
1) @) ®3) (4) ®) (6) () (8) ©)
15 Depaxan Dexamethason Dung Hop 10 NSX 36 594110036926 1
phosphat (dudi dich tiém | dng x 1ml; (VN-21697-19)
dang Hop 25
Dexamethason 6ng x 1ml
natri phosphat),
tuong duong
Dexamethason
3,3mg/ml)
4mg/ml
12. Co sé ding ky: Cong ty Cé phan Dwec pham Duy Tan (Pja chi: Tang 11, Toéa nha Intan, 97
Nguyén Vin Tréi, Phiong 11, Qudn Pha Nhugn, TP HCM, Viét Nam)
12.1. Co sé san xuit: Laboratorios Normon, S.A. (Pia chi: Ronda de Valdecarrizo, 6, 28760 Tres
Cantos (Madrid), Spain)

16 Pecabine Capecitabin Viénnén | Hop 12vi | NSX 30 840114035023 2

500mg 500mg bao phim | x 10 vién
13. Co sé¢ ding ky: Cong ty co phan Dwoc pham Minh Ky (Bja chi: S6 1-3 Lé C, Cuwr xd Lac Long
Qudn, Phirong 5, Qudn 11, Thanh phé Ho Chi Minh, Viét Nam)
13.1. Co sé san xuat: Atabay Kimya Sanayi ve Ticaret A.S. (Pia chi: Dilovas: Organize Sanayi
Boélgesi 4. Kisim Sakarya Caddesi No:28 Gebze/Kocaeli, TUrkiye)

17 | Sulcilat Mbi 5ml hon dich | Botpha |Hop1lLo | NSX 24 868110037126 1

250mg/5ml | sau khi pha chira: | hon dich | x 40ml (VN-18507-14)
Sultamicillin uong
(gom 5% liéu du
thira, twong
duong
Sultamicillin base
272,868 mg)
250mg
13.2. Co sé san xuat: Lainco, S.A. (Pja chi: Poligon Industrial Can Jardi, Avgda. Bizet 8-12, 08191
Rubi, Barcelona, Spain)

18 Epirosa Glycerol Dung Hop 6 NSX 24 840110037226 1
Adults 5,4ml/7,5ml dich thut | Tuyp x (VN-21705-19)

truc 7,5ml

trang
14. Co sé ding ky: Cong ty Cé phan Dwoc pham Tenamyd (Bja chi: L& Y01-024 dwong Tan Thudn,
khu céng nghiép/khu ché xudt Tan Thudn, phwrong Tan Thudn Péng, qudn 7, thanh phé Hé Chi Minh,
Vié¢t Nam)
14.1. Co s& san xuit: KRKA, d. d., Novo mesto (Pia chi: S’marje§ka cesta 6, 8501 Novo mesto,
Slovenia)

19 Emanera Esomeprazole Vién Hop 4 vix | NSX 24 383110037326 1
40mg (dudi dang nang 7 vién (VN-21711-19)
gastro- esomeprazole khang
resistant magnesium) acid da
capsules 40mg day




STT | Ténthudc | Hoatchatchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
—Hamlwong | baoché | dénggoéi | chuan | the gia han lan
(thang) | (S6diangky | gia
di cap) han
1) @) ®3) (4) ®) (6) () (8) ©)
15. Co s& ding ky: Cong ty c6 phan Dwoc pham va Thiét bi y té C.A.T (Pja chi: Thén Trang, x&
Thanh Liét, huyén Thanh Tri, thanh phé Ha Ngi, Viét Nam)
15.1. Co sé san xuit dang bao ché: Famar Italia S.p.A (Pja chi: Via Zambeletti, 25 1-20021
Baranzate di Bollate, Milano, Italy)
Co sé dong géi va xuit xwéng: Lamp San Prospero SPA (Pja chi: Via Della Pace, 25/A-41030 San
Prospero (MO), Italy)
20 Acarbose Acarbose 100mg | Viénnén | Hop5vix | NSX 36 800110037426 1
Friulchem 10 vién; (VN-22091-19)
Hop 9 vi X
10 vién;
Hop 6 vi X
15 vién
15.2. Co s& san xuat: InfoRLife SA. (Pja chi: Casai, 7748 Campascio, Switzerland)

21 Levofloxacin, | Levofloxacin Dung Tai 150ml | NSX 36 760115037526 1
Injection, (Dudi dang dich (VN-18523-14)
Solution Levofloxacin truyen

hemihydrat) tinh

750mg/150ml mach
16. Co sé ding ky: Cong ty co phan Fresenius Kabi Viét Nam (Pja chi: Khu viee 8, phwong Nhon
Pha, thanh phé Quy Nhon, Binh Dinh, Viét Nam)
16.1. Co sé san xuat: ACS Dobfar S.p.A (Pia chi: Nucleo Industriale S. Atto, (loc. S. Nicol6 A
Tordino) - 64100 Teramo (TE), Italy)
Co sé san xuat san pham trung gian: ACS Dobfar S.p.A (Pja chi: V.Le Addetta, 2a/12-3/5-20067
Tribiano (M), Italy)

22 Imipenem Imipenem (dudi Botpha | Hop 10 Lo | NSX 36 800110037626 1
Cilastatin dang Imipenem dung (VN-21382-18)

Kabi monohydrat) dich tiém

500mg, Cilastatin | truyén

(dudi dang

Cilastatin natri)

500mg
17. Co sé diang ky: Cong ty Cé phan Tavo Pharma (Pia chi: 32 Cdu Xéo, phwong Tan Quy, qudn
Tan Ph, thanh phé Ho Chi Minh, Viét Nam)
17.1. Co sé san xuat: Anfarm Hellas S.A. (Pja chi: 61st Km National Road Athens Lamia,
Schimatari, Viotias, 32009, Greece)

23 Nipogalin Cefuroxim (duoi | Botpha | Hop1lo NSX 24 520110037726 1
1500mg dang cefuroxim tiém (VN-22323-19)

natri) 1500mg

18. Co sé ding ky: Cong ty Cé phan Thuwong mai Polvita (Dja chi: Lo B7 & B8, ngach 1, ngd 187,
dwong Nguyén Tuan, phwong Nhan Chinh, quan Thanh Xuén, Ha Ngi, Viét Nam)
18.1. Co sé san xuat: BIOFARM Sp. z 0.0. (Pja chi: ul. Walbrzyska 13, 60-198 Poznan, Poland)
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24 Vicebrol Vinpocetin 5mg Viénnén | Hop5vix | NSX 24 590110037826 1
10 vién; (VN-22699-21)
Hop 5 vi x
20 vién
25 Vicebrol Vinpocetin 10mg | Viénnén | Hop 1 vix | NSX 24 590110037926 1
forte 30 vién; (VN-22700-21)
Hop 3 vi x
30 vién
19. Co sé ding ky: Cong ty Cé Phan Xuit Nhap Khau Y té Thanh phd Ho Chi Minh (bja chi:
181 Nguyén Dinh Chiéu, Phwong V8 Thi Sau, Qudn 3, Thanh phé Hé Chi Minh, Viét Nam)
19.1. Co sé san xuit: Kotra Pharma (M) Sdn. Bhd. (Pia chi: No. 1, 2 & 3, Jalan TTC 12 Cheng
Industrial Estate, 75250 Melaka, Malaysia)

26 Vaxcel Ceftriaxon natri Botpha | Hop1lLo NSX 24 955110038026 1
Ceftriaxone | 1193mg tuong tiém (VN-19214-15)

-1G ung voi
Injection Ceftriaxon
1000mg

27 Vaxcel Cefuroxim natri Botpha | Hop1lLo USP 24 955110038126 1
Cefuroxime | 813mg tuong tiém 41 (VN-19215-15)

-750 mg duong vai
Injection cefuroxim 750mg

20. Co s& diang ky: Cong ty TNHH AstraZeneca Viét Nam (Bja chi: Tang 18, Toa nha A&B, S6
76, Puong Lé Lai, Phwong Bén Thanh, Qudn 1, TP Hé Chi Minh, Viét Nam)

20.1. Co sé san xuit: AstraZeneca Pty., Ltd. (Pja chi: 10-14 Khartoum Road North Ryde NSW 2113,
Australia)

28 Pulmicort Budesonide Hon dich | Hop 4 goi | NSX 24 930110038226 1
Respules 500ug (mcg)/2ml | khi dung | x 5 6ng (VN-22715-21)

dung dé | don liéu

hit 2ml
21. Co sé dang ky: Cong ty TNHH Binh Viét Bic (Pja chi: 62/36 Truong Cong Dinh, Phuong 14,
Qugn Tan Binh, Thanh phé Hé Chi Minh, Viét Nam)
21.1. Co sé san xuat: Siegfried Hameln GmbH (Pja chi: Langes Feld 13, 31789 Hameln, Germany)

29 Granisetron | Granisetron (dudi | Dung Hop 10 NSX 36 400110038326 1
-hameln dang Granisetron | dich dam | éng 1ml (VN-19846-16)
1mg/ml hydroclorid dac pha
injection 1,12mg/ml) tiém

1mg/ml

30 Neostigmine | Neostigmine Dung Hop 10 NSX 36 400114038426 1
-hameln 0,5 | metilsulfate dich tiém | 6ng x 1ml (VN-22085-19)
mg/mi 0,5mg/ml
Injection

31 Rocurobivid's | Rocuronium Dung Hop 10lo | NSX 36 400114038526 1

bromide 10mg/ml | dich tiém | x 10ml (VN-21212-18)
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21.2. Co s& san xuat: Solupharm Pharmazeutische Erzeugnisse GmbH (Pja ch:: Industriestralie
3, 34212 Melsungen, Germany)
32 Furect IV | Ciprofloxacin Dung Hop 1lox | NSX 36 400115038626 1
2mg/ml dich 50ml, Hop (VN-21754-19)
truyén 10 lo x
tinh 50ml
mach
22. Co sé ding ky: Cong ty TNHH Daiichi Sankyo Viét Nam (Pia chi: Tang 6, Téa nha Havana,
S6 132 Puwong Ham Nghi, Phwong Bén Thanh, Qudn 1, Thanh phé Hé Chi Minh, Viét Nam)
22.1. Co s& san xuat: Daiichi Sankyo Europe GmbH (Pja chi: Luitpoldstrafe 1, 85276
Pfaffenhofen, Germany)

33 Jasugrel Prasugrel (dudi Viénnén | Hop 2vix | NSX 36 400110038726 1
dang prasugrel bao phim | 14 vién (VN3-397-22)
hydroclorid)
10mg

23. Co sé diang Ky: Cong ty TNHH Dwoc pham Béch Viét (bja chi: Lé dat sé6 01, CN8 Cum Céng
nghiép Tir Liém, phwong Minh Khai, qudn Bdc Tz Liém, thanh pho Ha Ngi, Viét Nam)

23.1. Co s& san xuat va doéng goi so cap: Oncomed manufacturing a.s. (Pia chi: Karéasek 2229/1b,
budova 02, Reckovice, 621 00 Brno, Czech Republic)

Co sé déng géi thir cAp: GE Pharmaceuticals Ltd (Pja chi: Industrial zone, “Chekanitza — South”
area, 2140 Botevgrad, Bungary)

Co sé xuat xwdng: Synthon B.V. (Pja chi: Microweg 22, Nijmegen, 6545 CM, The Netherlands)

34 Pemetrexed | Pemetrexed (dudi | Bot dong | Hop 1 lo NSX 36 859114038826 1

biovagen dang pemetrexed | kho pha (VN3-362-21)
dinatri dung
hemipentahydrat) | dich
500mg truyén
tinh
mach
23.2. Co sé san xuat: Cooper S.A (Pja chi: 64 Aristovoulou Str., Athens, 11853, Greece)

35 Alopatan Olopatadine Dung Hop 1lo x | NSX 36 520110038926 1
hydrocloride dichnho | 5ml (VN-21761-19)
(twong duong mat
Olopatadine
1,0mg/ml)
1,11mg/ml

24. Co sé diang ky: Cong ty TNHH Dwoc pham Do Ha (Pja chi: Sé 30 tap thé Tran Pha, ngd 105,

dwong Nguyén Phong Sdc, té 16 phirong Dich Vong Hdu, qudn Cau Gidy, thanh phé Ha Ngi, Viét
Nam)
24.1. Co sé san xuat: Delta Pharma Limited (Pja chi: Pakundia, Kishoreganj, Bangladesh)
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36 Lodnets 500 | Levofloxacin Viénnén | Hop5vix | NSX 36 894115039026 1
(dudi dang bao phim | 4 vién; (VN-16667-13)
levofloxacin Hop 2 vi x
hemihydrat) 10 vién
500mg
24.2. Co s& san xuét: Drogsan llaclari San. Ve Tic. A.S. (Pia chi: Esenboga Merkez Mah. Cubuk
Cad. No:31 Cubuk — Ankara, Turkiye)
37 Amgifer Flurbiprofen Viénnén | Hop 1vix | USP 36 868110039126 1
100mg bao phim | 15 vién 2023 (VN-21594-18)
25. Co s& ding ky: Cong ty TNHH Dwoc pham Kién Phat (Dja chi: Phong 201, Lau 2, Tda nha
City View, s6 12 Mac Pinh Chi, Phwong Pa Kao, Qudn 1, Thanh phé Hé Chi Minh, Viét Nam)
25.1. Co sé san xuat: Penmix Ltd. (Pja chi: 33, Georimak-gil, Jiksan-eup, Seobuk-gu, Cheonan-si,
Chungcheongnam-do, Republic of Korea)
38 Tabaxin for | Piperacillin (dugi | Thubc Hop 10lo | NSX 24 880110039226 1
Injection dang héon hop bot pha (VN-22351-19)
2.259 Piperacillin natri | tiém
va Tazobactam
natri) 2 gam,
Tazobactam (dudi
dang hén hop
Piperacillin natri
va Tazobactam
natri) 0,25 gam
26. Co s¢ diang ky: Cong ty TNHH Dwoc pham Quang Anh (Pja chi: 834 Hoa Hung, Phirong 12,
Qugn 10, Tp. HCM, Viét Nam)
26.1. Co sé san xuit: Atlantic Pharma — Producdes Farmacéuticas, S.A (Pja chi: Rua da Tapada
Grande, no 2, 2710-089 Sintra, Portugal)
39 Qapanto Pantoprazole Viénnén | Hop 2 vix | NSX 36 560110039326 1
sodium khang 14 vién; (VN-19076-15)
sesquihydrate dichda | HOop 6 vi x
45,11mg tuong day 10 vién
duong
Pantoprazole
40mg
27. Co sé ding ky: Cong ty TNHH Duwoc pham va TBYT Phwong Lé (Pja chi: L6 D3/D6 KPT
méi Cau Gidy, Phuwong Dich Vong, Qudn Cau Gidy, Thanh pho Ha Ngi, Viét Nam)
27.1. Co sé san xuit: Incepta Pharmaceuticals Ltd (Pja chi: Dewan Idris Road, Bara Rangamatia,
Zirabo, Ashulia, Savar, Dhaka-1341, Bangladesh)
40 Ropias Ondansetron Dung Hoplvix | USP 48 894110039426 1
(dudi dang dich tiém | 5 6ng, mdi | hién (VN-22102-19)
Ondansetron ong 4ml hanh
hydrochlorid
9,977mgQ)

8mg/4ml
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27.2. Co sé san xuét: Square Pharmaceuticals Ltd (Bja chi: Kaliakoir, Gazipur, Bangladesh)

41 Regurgex Domperidon Vién nén | Hop 10 vi BP 24 894110039526 1
(dudi dang bao phim | x 10 vién hign (VN-21399-18)
Domperidon hanh
maleat) 10mg (BP

2022)
28. Co s6 dang ky: Cong ty TNHH Dwoc Tam Pan (Pia chi: A4.4 KDC Everich 3, Duong Phu
Thudn, Phiong Tan Phad, Qudn 7, Thanh phd Ho Chi Minh, Viét Nam)
28.1. Co sé san xuat: Vianex S.A. - Plant D' (bja chi: Industrial Area Patron, Agios Stefanos, Patra,
Axaia, 25018, Greece)

42 Septax Ceftazidim (dudi | Botpha | Hop1lo NSX 24 520110039626 1
dang bot hon hop | dung (VN-20467-17)
vO khuan dich
ceftazidim tiém/
pentahydrat va tiém
natri carbonat) 1 | truyén
gam tinh

mach
28.2. Co sé san xuat: Vianex S.A.- Nha may A (Dja chi: 12th km National Road, Athinon-Lamias,
Metamorphosi Attiki, 14451, Greece)

43 Milrixa Clindamycin Dung Hop gém NSX 24 520110039726 1
(duéi dang dich tiém | 1 6ng x (VN-18860-15)
clindamycin bap hoac | 4ml
phosphate) tiém tinh
600mg/4ml mach

29. Co sé diing Ky: Cong ty TNHH Eisai Viét Nam (Pja chi: Tang 8, toa nha Sai Gon Gidi Phong,
s6 436-438 Nguyeén Thi Minh Khai, phirong 05, qudn 3, thanh phé Hé Chi Minh, Viét Nam)
29.1. Co sé san xuat ban thanh pham: Bushu Pharmaceuticals Ltd. Misato Factory (Pja chi: 950,
Hiroki, Ohaza, Misato-machi, Kodama-gun, Saitama-ken, Japan)
Co s6 dong goi: Interthai Pharmaceutical Manufacturing Ltd. (Pja chi: 1899 Phaholyothin
Road,Ladyao, Chatuchak, Bangkok 10900, Thailand)
44 Aricept Donepezil Viénnén | Hop 2 vix | NSX 36 499110039826 1
Evess 5 mg | hydrochloride phan tan | 14 vién (VN-22775-21)
5mg trong
miéng
29.2. Co sé san xuat: Eisai Manufacturing Limited (Pja chi: European Knowledge Centre,
Mosquito Way, Hatfield, Hertfordshire AL10 9SN, United Kingdom)

45 Fycompa Perampanel 8mg | Viénnén | Hop 2 vi x | NSX 60 500110035123 2

8mg bao phim | 14 vién

30. Co s& dang ky: Cong ty TNHH GlaxoSmithKline Hang Tiéu Dung va Cham Soc Swc Khée
Viét Nam (Pja chi: Tang 16, tda nha Metropolitan, sé 235 duwong Pong Khei, Phiong Bén Nghé,
Qugn 1, Thanh phé Hé Chi Minh, Viét Nam)
30.1. Co s san xuat: Haleon CH SARL (Pia chi: Route de I’Etraz 2, 1260 Nyon, Switzerland)
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46 Otrivin Xylometazoline Thuoc Hop 1lox | NSX 36 760100040026 1
hydrochloride Xit mii 10ml (VN-22706-21)
0,5mg/ml c6 phan

lidu

47 Otrivin Xylometazoline Dung Hop 1lox | NSX 36 760100040126 1
hydrochloride dichnho | 10ml (VN-22705-21)
0,5mg/ml mii

31. Co sé diang ky: Cong ty TNHH Mét thanh vién An Phat (bja chi: 1923 Nguyén Héiu Canh,
phirong 19, qudn Binh Thgnh, TP. Ho Chi Minh, Viét Nam)

31.1. Co sé san xuat: Ind-Swift Limited (Pja chi: Off. NH-21, Village Jawaharpur, Tehsil
Derabassi, District SAS Nagar (Mohali) Punjab 140507, India)

48 Ivaswift 7.5 | Ivabradin (dudi Viénnén | Hop4vix | NSX 24 890110040226 1
dang Ivabradin bao phim | 14 vién (VN-22119-19)
oxalat) 7,5mg

32. Co sé diang ky: Cong ty TNHH mét thanh vién Dwoc pham Nam Tién (Pja chi: 37 Lé Trung
Nghia, Phwong 12, Qudn Tan Binh, Tp. Ho Chi Minh, Viét Nam)
32.1. Co sé san xuat: Remedica Ltd (Pia chi: Aharnon Street, Limassol Industrial Estate, 3056
Limassol, Cyprus)
49 Clavurem Amoxicillin Viénnén | Hop2vix | BP 24 529110040326 1
625 trihydrate (twong | bao phim | 10 vién 2015 (VN-19523-15)
duong
Amoxicillin
500mg) 578mg,
Diluted potassium
clavulanate(tuong
duong Clavulanic
acid 125mgq)
300mg
33. Co sé dang ky: Cong ty TNHH Nam Dwoc (Dia chi: L6 M13 (C4-9), Khu cong nghiép Hoa Xa,
phuong My Xa, tp. Nam Dinh, tinh Nam Dinh, Vi¢t Nam)
33.1. Co sé san xuat: Novocol Pharmaceutical of Canada, Inc. (Pia chi: 25 Wolseley Court
Cambridge, Ontario N1R 6X3, Canada)

50 Isocaine 3% | M&i ong 1,8ml Dung Hop 50 NSX 36 754110040426 1
chtra: Mepivacain | dich gay | 6ng x (VN-17023-13)
hydroclorid 54mg | té nha 1,8mi

khoa
51 Octocaine MJdi 6ng 1,8ml Dung Hop 50 NSX 24 754110040526 1
100 chira: Lidocain dich tiém | 6ng x (VN-17694-14)
hydrochlorid gay té 1,8mi
36mg, Epinephrin | nha khoa
(dudi dang
epinephrin

bitartrat) 0,018mg
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52 Posicaine Moi ong 1,7ml Dung Hop 50 NSX 24 754110040626 1

100 chura: Articain dich tiém | ong x (VN-17024-13)
hydrochlorid dung 1,7mi
68mg, Epinephrine | trong nha
bitartrat (trong khoa
duong 0,017mg
Epinephrine)
0,031mg
53 Posicaine Mai 6ng 1,7ml Dung Hop 50 NSX 24 754110040726 1
200 chira; Articain dich tiém | dng x (VN-17025-13)
hydrochlorid dung 1,7ml
68mg, Epinephrine | trong nha
bitartrat (trong khoa
duong 0,0085mg
Epinephrine)
0,015mg
34. Co sé ding ky: Cong ty TNHH Nam Han (Bja chi: 50 Nguyén Thurong Hién, Phwong 1, Qudn
GO Vdp, thanh phd Ho Chi Minh, Viét Nam)
34.1. Co sé san xuit: Hovid Berhad (Pja chi: Lot 56442, 7 % Miles, Jalan Ipoh /Chemor, 31200
Chemor, Perak, Malaysia)

54 Dryfix Azithromycin Viénnén | Hop 1 vix | NSX 36 955110040826 1
tablet (duéi dang bao phim | 6 vién; (VN-22125-19)
250mg Azithromycin Hop 5 vi x

dihydrat) 250mg 6 vién;
Hop 10 vi
X 6 vién
35. Co sé diang ky: Cong ty TNHH Reliv Healthcare (Pia chi: 94-96 Nguyén Vin Kinh, phwong
Thanh My Lei, quén 2, thanh phé Ho Chi Minh, Viét Nam)
35.1. Co sé san xuat: Cipla Limited (Pja chi: Plot No. L-139 to L-146, Verna Industrial Estate,
Verna Goa, India)
55 Lomac-20 | Omeprazol 20mg | Vién Hop1lLox | NSX 36 890110040926 1
nang 14 vién; (VN-20920-18)
chtra vi Hop 10 vi x
hat bao 10 vién, vi
tan trong | nhdm/nhd
ruot m; Hop 10
vix 10
vién, vi
nhém/PVC
; HOp 6 vi X
10 vién, vi
nhom/nhd
m; Hop 10
Hop x 1 Lo

X 14 vién
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36. Co s& diang ky: Cong ty TNHH RV Group Viét Nam (Dja chi: Sé 94-96, dwong Nguyén Vin
Kinh, Phirong Thanh My Loi, Thanh phd Thu Pirc, Thanh phé Ho Chi Minh, Viét Nam)
36.1. Co sé san xuit: Amanta Healthcare Limited (Pja chi: 876, NH No. 8, Vill. Hariyala, Tal.
Matar, Dist. Kheda-387411, Gujarat, India)
56 Febramol Paracetamol Dung Hop 1 NSX 24 890110041026 1
10mg/ml dich tiém | Chai x (VN-17825-14)
truyen 100ml
tinh
mach
37. Co sé ding ky: Cong ty TNHH TM-XNK Thién Kim (Pja chi: 40 dwong sé 19, Phwong Binh
Tri Péng B, Qudn Binh Tan, Thanh phd Ho Chi Minh, Viét Nam)
37.1. Co sé san xuit: Kotra Pharma (M) Sdn. Bhd. (Pia chi: No. 1, 2 & 3, Jalan TTC 12, Cheng
Industrial Estate, 75250 Melaka, Malaysia)

57 Axcel Miconazole nitrat | Kem Hop 1 NSX 36 955100041126 1
Fungicort 2,0% (w/w), tuyp x 5 (VN-22530-20)
Cream Hydrocortison gam; hop

1,0% (w/w) 1 tuyp x
15 gam
38. Co sé¢ diing ky: Cong ty TNHH thwong mai Nam Péng (Pja chi: S¢ nha 2 ngd 164/117, pho
Vuong Thira Vii, phuwong Khwong Trung, Quan Thanh Xuén, Thanh phé Ha Noi, Viét Nam)
38.1. Co sé san xuat: KRKA, d.d., Novo mesto (Pia chi: Smarjeika cesta 6, 8501 Novo mesto,
Slovenia)

58 Diflazon Fluconazole Viénnang | Hop 1 vix | NSX 60 383110041226 1
150 mg 150mg cung 1 vién (VN-22563-20)
39. Co sé dang ky: Cong ty TNHH Viatris Viét Nam (Dja chi: Toa nha Friendship Tower, 31 dwong

Lé Dudn, Phwong Bén Nghé, Qudn 1, Thanh pho Ho Chi Minh, Viét Nam)
39.1. Co sé san xuat: Pfizer Manufacturing Deutschland GmbH (Pja chi: Mooswaldallee 1, 79108
Freiburg Im Breisgau, Germany)

59 Caduet Amlodipine (dudi | Viennén | Hop 3vix | NSX 36 400110041326 1
dang Amlodipine | bao phim | 10 vién (VN-21934-19)
besylate) 5mg,

Atorvastatin (dudi
dang Atorvastatin
calcium trihydrate)
20mg
40. Co s& diang ky: Cong ty TNHH Xuit nhap khau va phan phéi dwoc pham Ha Néi (Pja chi:
S6 23 phé Vieong Thira Vii, Phirong Khwong Mai, Qudn Thanh Xuan, Thanh phs Ha Ngi, Viét Nam)
40.1. Co sé san xuat: Rivopharm SA (Pja chi: Centro Insema — 6928, Manno, Switzerland)
60 Rivomoxi Moxifloxacin Viénnén | Hop Lvix | NSX 36 760115041426 1
400mg (dudi dang bao phim | 5 vién (VN-22564-20)
Moxifloxacin

hydrochlorid)
400mg
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41. Co sé diang ky: Cong ty TNHH Y té Canh Cira Viét (Dja chi: 842/1/2 Nguyén Kiém, Phurong 3,
Qudn Go Vdp, Thanh phé Ho Chi Minh, Viét Nam)
41.1. Co sé san xuat: Ind-Swift Limited (Dja chi: Off. NH-21, Village Jawaharpur, Tehsil Dera
bassi, District S.A.S. Nagar (Mohali), Punjab In-140507, India)
61 Esoswift 20 | Esomeprazol Viénnén | Hop 3vix | NSX 24 890110041526 1
(dudi dang bao tan 10 vién (VN-21604-18)
Esomeprazol trong
magie trihydrat) rudt
20mg
42. Co s& ding ky: Cong ty Trach nhiém hitu han Mét thanh vién Vimepharco (Pja chi: O sé 6
tang 5, Toa nha D2 Giang V8, Qudn Ba Dinh, Thanh phé Ha Ngi, Viét Nam)
42.1. Co s& san xuit: Minskintercaps, Production Republican Unitary Venture (tén viét tat:
Minskintercaps U.V) (Pia chi phap ly: 26 Inzhenernaya str., 220075, Minsk, Céng hoa Belarus. Dia
chi san xudt: Building 2, 26/3 Inzhenernaya str., 220075, Minsk, Céng hoa Belarus)
62 Gynocaps Miconazol nitrat | Viéennang | Hop 2 vix | NSX 24 481115041626 1
100mg, mémdat | 5 vién (VN-22017-19)
Metronidazol am dao
100mg
43. Co so dang ky: Dr. Reddy's Laboratories Ltd. (Pia chi: 8-2-337, Road No. 3, Banjara Hills,
Hyderabad, Telangana - 500034, India)
43.1. Co sé san xuat: Dr. Reddy’s Laboratories Ltd. (Pja chi: Formulation Unit -6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan, HP 173205, India)
63 Histalong-L | Levocetirizine Viénnén | Hop 02 vi | NSX 24 890100041726 1
dihydrochloride bao phim | x 10 vién (VN-22214-19)
Smg
64 Omez Insta | Omeprazole 20mg, | Bot pha | Hop 10 NSX 24 890110041826 1
Sodium bicarbonate h?;n dich | G6i x 5,9 (VN-21852-19)
1680mg uong gam
43.2. Co sé san xuat: Dr. Reddy's Laboratories Ltd. (Pia chi: Formulation Tech Ops Il, Survey No
42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri
District — 500090, Telangana State, India)
65 Omez Omeprazole Viénnang | Hop 02 vi | NSX 24 890110041926 1
(dang vi hatbao | cung chia | x 10 vién, (VN-21275-18)
tan trong ruot) vihatbao | vi bam;
20mg tantrong | Hop 02 vi
rudt x 10 vién,
vi xé

44. Co so dang ky: Egis Pharmaceuticals Private Limited Company (Pja chi: 1106 Budapest,

44.1. Co sé san xuat: Egis Pharmaceuticals Private Limited Company (Pia chi: 1165 Budapest,

Keresztari ut 30-38, Hungary)

Bokényfoldi at. 118-120., Hungary)

Co s& dong goi va xuit xwéong: Egis Pharmaceuticals Private Limited Company (Pia chi: 9900

Kdérmend, Matyas kiraly ut 65., Hungary)
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66 Milurit Allopurinol Viénnén | Hop Llox | NSX 36 599110042026 1
300mg 30 vién (VN-21853-19)
45. Co s6 dang ky: Getz Pharma (Private) Limited (Pia ch:: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)
45.1. Co sé san xuat: Getz Pharma (Private) Limited (Pja chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)

67 Miuraget Cholecalciferol Dung Hop54ng | NSX 24 896110042126 1
Injection (twong tng 200 dich tiem | Iml; Hop (VN-22525-20)
Smg/ml 000 1U) 5mg/mi bap 1 6ng 1ml

46. Co sé dang ky: Hetero Labs Limited (Pja chi: 7-2-A2, Hetero Corporate Industrial Estate,
Sanathnagar Hyderabad TG 500018, India)

46.1. Co s& san xuat: Hetero Labs Limited (Bja chi: Unit-V, Sy.No. 439, 440, 441 & 458, TSIIC
Formulation SEZ, Polepally Village, Jadcherla Mandal, Mahaboobnagar District, Telangana State,
India)

68 Temotero Temozolomide Vién Hop 1lox | NSX 24 890114042226 1
20 20mg nang 5 vién (VN3-405-22)

cung
47. Co sé dang ky: ll-yang Pharm Co., Ltd (Pja ch:: (Hagal-dong), 110, Hagal-ro, Giheung-gu
Yongin-si, Gyeonggi-do, Republic of Korea)
47.1. Co sé san xuat: Medinfar Manufacturing S.A (Pja chi: Parque Industrial Armando Martins
Tavares, Rua Outeiro Da Armada No 5, Condeixa-A-Nova 3150-194 Sebal, Portugal)
69 Promaquin | Ciprofloxacin Viénnén | Hop 2 vix | NSX 36 560115042326 1
hydrochloride bao phim | 8 vién (VN-19568-16)
tuong duong voi
ciprofloxacin
500mg
48. Co sé dang ky: Korea United Pharm. Inc. (Pja chi: 25-23, Nojanggongdan-gil, Jeondong-
myeon, Sejong-si, Korea)
48.1. Co sé san xuat: Korea United Pharm. Inc. (Pja chi: 107, Gongdan-ro, Yeonseo-myeon,
Sejong-si, Republic of Korea)
70 Kupepizin | Epirubicin Bot dong | Hop 1 Lo KP 24 880114042426 1
hydrochloride kho pha hién (VN3-126-19)
50mg tiém hanh
48.2. Co sé san xuat: Korea United Pharm. Inc. (Pja chi: 25-23, Nojanggongdan-gil, Jeondong-
myeon, Sejong-si, Republic of Korea)
71 Tamiselvir | Oseltamivir (dudi | Vién Hoplvix | USP 36 880110042526 1
dang oseltamivir | nang 5 vién; 41 (VN3-350-21)
phosphat) 75mg cung hop 1 vi x
10 vién

49. Co sé dang ky: Kusum Healthcare Private Limited (Pja chi: D-158/A, Okhla Industrial Area,
Phase-1, New Delhi 110 020, India)

49.1. Co sé san xuat: Kusum Healthcare Pvt. Ltd. (Pja chi: SP-289(A), RIICO Industrial Area,
Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India)
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72 Kataria Sodium citrate 4g | Com Hop 6 Goi | NSX 36 890100042626 1
Granules x 5,6 gam (VN-17233-13)
50. Co s¢ dang ky: Lifepharma S.p.A (Pia chi: Via dei Lavoratori, 54 — 20092 Cinisello Balsamo -
Milan, Italy)
50.1. Co sé san xuit: Italfarmaco S.A. (Pia chi: C/San Rafael, 3, Pol. Ind. Alcobendas, Alcobendas,
28108, Madrid, Spain)
Co sé san xuit nip vin chira thuéc: ABC Farmaceutici S.p.A (Bjia chi: Via Cantone Moretti, 29
(loc. Localita' San Bernardo) -10015 Ivrea (TO), Italy)

73 Ferplex Fol | Mdi lo chira: Acid | Dung Hop 1010 | NSX 24 840100042726 1
folinic (dudi dang | dich don lieu (VN-16315-13)
Calci folinat uong Vai nap
pentahydrat van chira
0,235mg) thudc
0,185mg, Sat -
protein
succinylate
(twong ung 40mg
ion Fe 111+)
800mg

51. Co sé dang ky: Medochemie Ltd. (bja chi: 1-10 Constantinoupoleos street, 3011 Limassol,
Cyprus)
51.1. Co s& san xuit: Medochemie Ltd - Central Factory (Pja chi: 1 - 10 Constantinoupoleos street,
3011 Limassol, Cyprus)

74 Meloxicam | Meloxicam 7,5mg | Viénnén | Hop 10 vi | NSX 24 529110042826 1

7.5mg x 10 vién (VN-17742-14)

52. Co sé ding ky: Mega Lifesciences Public Company Limited (Pja ch:: 384 Soi 6, Bangpoo
Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samutprakarn 10280, Thailand)
52.1. Co'sé san xuat: Rafarm S.A. (Pja chi: Thesi Pousi Xatzi Agiou Louka, Paiania, 190 02, Greece)

75 Maxlen-70 | Alendronic acid Viénnén | Hop 1vix | NSX 36 520110042926 1
(dudi dang Natri 4 vién (VN-21626-18)
alendronat
trihydrat) 70mg

53. Co s6 dang ky: MI Pharma Private Limited (Pia chi: Unit No. 402 & 403, Viva Hub Town,
Shankar Wadi, Village Mogra, Jogeshwari East, Mumbai — 400060, India)
53.1. Co sé san xuit: Mylan Laboratories Limited [OTL] (Pia chi: Plot No. 284B, Bommasandra
- Jigani Link Road, Industrial area, Anekal Taluk, Bangalore - 560 105, India)
76 Bendamustine | Bendamustine Bot dong | Hop 1 lo NSX 24 890110043026 1
Mylan Hydrochloride kho pha (VN3-375-21)
100mg tiém
77 Bendamustine | Bendamustine Bot dong | Hop 1 lo NSX 24 890110043126 1
Mylan Hydrochloride kho pha (VN3-339-21)
25mg tiém
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54. Co sé dang ky: Micro Labs Limited (Pja chi: No. 31, Race Course Road, Bengaluru - 560 001,
Karnataka, India)
54.1. Co sé san xuét: Micro Labs Limited (Bja chi: 92, Sipcot Industrial Complex, Hosur - 635 126,
Tamil Nadu, India)
78 Destidin Desloratadine Viénnén | Hop6vix | NSX 48 890100043226 1
5mg bao phim | 10 vién (VN-19504-15)
79 Omicap-20 | Omeprazole Viénnang | Hop 10 vi | NSX 36 890110043326 1
(dang hat bao tan | cangchira | x 10 vién (VN-22176-19)
trong rugt) 20mg | pellet bao
tan trong
rudt
55. Co sé¢ dang ky: Noble Wellness Private Limited (Pja ch:: DTJ 810, 8th Floor, DLF Tower-B,
DDA District Centre, Jasola, New Delhi, Delhi-110025, India)
55.1. Co s& san xuat: Mepro Pharmaceuticals Pvt. Ltd. (Pja chi: Unit 11, Q Road, Phase IV GIDC,
Wadhwan, Surendranagar, Gujarat, 363 035, India)
80 Cloviracinob | Acyclovir 200mg | Viénnén | Hop 10 vi | USP 24 890110043426 1
200 bao phim | x 10 vién; | hi¢n (VN-16207-13)
Hop 5vix | hanh
10 vién
81 Lediceti Levocetirizine Viénnén | Hop 10 vi | NSX 24 890100043526 1
(dudi dang bao phim | x 10 vién (VN-16997-13)
Levocetirizine
dihydrochloride)
Smg
82 Risperinob- | Risperidone 2mg | Viénnén | Hop 10 vi | NSX 24 890110043626 1
2 bao phim | x 10 vién (VN-16998-13)
56. Co sé dang ky: Novartis (Singapore) Pte Ltd (Pja chi: 20, Pasir Panjang Road, #10-25/28,
Mapletree Business City, Singapore (117439), Singapore)
56.1. Co sé san xuit: Fareva Unterach GmbH (Pia chi: Mondseestrasse 11, 4866 Unterach am
Attersee, Austria)
83 Oxaliplatin | Oxaliplatin Dung Hop 1 lo NSX 24 900114035623 2
"Ebewe" 5mg/ml dich dam | 100mg/
100mg/20ml dacpha | 20ml
dung
dich tiém
truyén
57. Co sé dang ky: Panpharma (bia chi: ZI du Clairay Luitré, 35133 Luitre-Dompierre, France)
57.1. Co sé san xuat: Panpharma (Pja chi: Z.1. du Clairay, 35133 Luitré, France)
84 Vietcef 1g | Ceftriaxone (dudi | Botpha | Hop 2510 | NSX 36 300110043826 1
dang Ceftriaxone | dung (VN-21752-19)
natri) 1 gam dich tiém
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58. Co sé dang ky: PT. Novell Pharmaceutical Laboratories (Dja chi: JL. Pos Pengumben Raya
No. 8, Sukabumi Selatan, Kebon Jeruk, Jakarta Barat 11560, Indonesia)
58.1. Co sé san xuit: PT. Novell Pharmaceutical Laboratories (Dja chi: JI. Wanaherang No. 35,
Tlajung Udik, Gunung Putri, Bogor 16962, Indonesia)

85 Cholinaar Citicolin (dudi Dung Hop54ng | NSX 24 899110043926 1
dang Citicolin dich tiém | x 4ml (VN-20855-17)
natri) 500mg/4ml

59. Co sé dang ky: Pharmaceutical Works POLPHARMA S.A. (bia chi: ul. Pelplinska 19, 83-200
Starogard Gdanski, Poland)

59.1. Co' s& san xuat, déng goi, kiém soat 16: Pharmaceutical Works POLPHARMA S.A ;
Medana Branch in Sieradz (Pia chi: 57 Polskiej Organizacji Wojskowej St, 98-200 Sieradz, Poland)
Co sé xuat xwdng 16: Pharmaceutical Works POLPHARMA S.A.; Medana Branch in Sieradz
(Pia chi: 10 Wiadystawa Lokietka St, 98-200 Sieradz, Poland)

86 | Pirolam Mbi gam chira Hon dich | Hop 1 NSX 24 590100044026 1
Ciclopirox dung tuyp 20g (VN-21631-18)
olamine 10mg ngoai

60. Co sé dang ky: Pharmachem Co., Ltd (Pja chi: 17, Baekjegobun-ro 12 gil, SongPa-ku, Seoul,
Korea (Jamsil-dong, 3rd Floor), Korea)

60.1. Co sé san xuat: MG Co., Ltd. (Pja chi: 27, Yongso 2-gil, Gwanghyewon-Myeon, Jincheon-gun,
Chungcheongbuk-Do, Republic of Korea)

87 MG-TNA Mbi 100ml hon Dung Tui NSX 24 880110044126 1
hop dung dich dich tiém | 1026ml (VN-21334-18)
chaa: Dich A: truyen

Glucose 19%
51,3ml (dudi dang
glucose
monohydrate)
10,72 gam; Dich
B: Amino acid
11,3% 29,2ml bao
gom L-alanine
0,47 gam; L-
arginine 0,33 gam;
L-aspartic acid
0,099 gam; L-
glutamic acid 0,16
gam; Glycine 0,23
gam; L-histidine
0,20 gam; L-
isoleucine 0,16
gam; L-leucine
0,23 gam; L-lysine
HCI 0,33 gam; L-
methionine 0,16
gam,; L-
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phenylalanine 0,23
gam; L-proline
0,20 gam; L-serine
0,13 gam; L-
threonine 0,16
gam; L-tryptophan
0,056 gam; L-
tyrosine 0,007
gam; L-valine 0,21
gam; Calcium
chloride 0,029
gam; Sodium
glycerophosphate
0,15 gam;
Magnesium sulfate
0,096 gam;
Potassium chloride
0,17 gam; Sodium
acetate 0,24 gam;
Dich C: Lipid
emulsion 20%
19,5ml (Purified
soybean oil 3,90
gam)

61. Co sé dang ky: Rusan Pharma Limited (Pia chi: 58-D, Government Industrial Estate Charkop,
Kandivali West Mumbai-400 067, Maharashtra, India)

61.1. Co s& san xuit: Rusan Pharma Limited (Pja chi: Khasra No. 122 MI, Central Hope Town,
Selaqui, Distt. Dehradun Uttarakhand, India)

88

Bisocar 2.5 | Bisoprolol Viénnén | Hop 10vi | USP 36 890110044226
fumarate 2,5mg bao phim | x 10 vién (VN-20083-16)

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

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

89

Onconib Erlotinib (dudi Viénnén | Hop 3vix | NSX 24 890114018423
150mg dang Erlotinib bao phim | 10 vién

Hydrochloride)

150mg

63. Co sé dang ky: Tedis (Dia chi: 9 avenue d’Ouessant, 91140 Villebon-sur-Yvette, France)
63.1. Co sé san xuat: Zentiva SA (Pja chi: B-dul Theodor Pallady nr.50, sectorul 3, Bucuresti, cod
postal 032266, Romania)

90

Colchicine | Colchicine 1mg Viénnén | Hop 1vix | NSX 48 594115044426
Capel 1mg 20 vién (VN-22201-19)

64. Co sé diang ky: TTY Biopharm Co., Ltd. (bia ch:: 3F., No.3-1 Park st., Nangang Dist., Taipei
City 11503, Taiwan)

64.1. Co s& san xuat: TTY Biopharm Company Limited Chungli Factory (Pja chi: 838, Chung
Hwa Rd, Sec 1, Chungli Dist., Taoyuan City, 32069, Taiwan)
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91 Asadin Arsenic trioxide Dung Hop 1 lo NSX 24 471114044526 1
1mg/ml 1mg/ml dich dam | 10ml dung (VN-22687-20)
dic dé dich dung
pha dung | trong lo
dich tiém | thay tinh
truyén trong suét
64.2. Co'sé san xuat: TTY Biopharm Company Limited Lioudu Factory (Bja chi: No.5, Gongjian
W.Rd., Qidu district, Keelung, Taiwan, R.O.C, Taiwan)
92 Folina Acid folinic (dudi | Viennén | Hop 10vi | NSX 36 471100044626 1
Tablets dang calcium x 10 vién (VN-22797-21)
15mg folinat) 15mg
65. Co sé¢ dang ky: U Square Lifescience Private Limited (Pja chi: A-1101, 1102, 1103 Solitaire
Corporate Park, B/s Divya Bhaskar Press, S.G. Highway, Sarkhej Tal Sarkhej, Ahmedabad II
Ahmedabad, GJ 380051 IN, India)
65.1. Co sé san xuat: Yash Medicare Pvt. Ltd (Pia chi: Near Sabar Dairy, Talod Road, Po. Hajipur,
Tal: Himatnagar, City: Hajipur-383006, Dist: Sabarkantha, Gujarat, India)
93 Azalovir Aciclovir 5% Kem bdi | Hopcod 1 BP 36 890110044726 1
(w/iw) ngoai da | tuyp chtra | hién (VN-19367-15)
5¢. Hop hanh
c6 1 tuyp
chira 10g
66. Co sé dang ky: Young Il Pharm. Co., Ltd. (bia ch:: 6-1, Munhwa 12-gil, Jincheon-eup,
Jincheon-gun Chungcheongbuk-do, Republic of Korea)
66.1. Co' s& san xuat: Jeil Pharmaceutical Co., Ltd. (Pja chi: 18-29, Seongseo-ro, Dalseo-gu,
Daegu, Republic of Korea)
94 Trenzamin | Mdi 5ml chira: Dung Hop co6 10 BP 36 880110044826 1
500mg Inj. | Acid tranexamic | dich tiém | ng tiém 2022 (VN-21975-19)
500mg (5ml/ong
x 10 6ng)
Ghi chu:

1. Céch ghi tiéu chuan cha lwgng thuac tai gt (6):

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

- Céch viét tdt cac tiéu chuan chdt liong dige dién: Duge dién Viét Nam (DPVN), Duwoc dién Anh
(BP), Durgc dién My (USP), Duoc dién Nhit Ban (JP), Dugc dién Trung Quéc (CP), Dugc dién Chau
du (EP), Dugc dién Quac té (IP)...

2. S6 dang ky tai cét (8):

- S6 dang ky gia han & sé ding ky duwoc cap theo quy dinh tai Phy luc V Théng tw 12/2025/TT-BYT
ngay 16/05/2025 cua Bé trieong BE Y té quy dinh viée dang ky luu hanh thuéc, nguyén liéu 1am thuac.
- S6 ddang ky di cdp (dwoc ghi trong ngodc don) la s6 dang ky da dwoc cap truée khi thude dwoc gia
han theo quyér dinh nay.
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1. Co sé ding ky: Belarusian-Dutch Joint Venture ""Pharmland™ Limited Liability Company
(Pia chi: 124-3, Leninskaya Street, Nesvizh, 222603, Minsk Region, Belarus)
1.1. Co sé san xuit: Farmaprim Ltd (Bja chi: 5, Crinilor street, Village Porumbeni, Criuleni reg.
MD-4829, Moldova)

1 Metronidazole | Metronidazole Viéndat | Hop 2vix | NSX 36 484115044926 1
225mg + 225mg, amdao | 5vién (VN3-300-21)
Chloramphenicol| Chloramphenicol
100mg + 100mg, Nystatin
Nystatin 75mg,
75mg + Dexamethasone
Dexamethasone acetate 0,5mg
Acetate 0.5mg,

Pessaries
2. Co sé dang ky: Biopharm Chemicals Co., Ltd (Pia chi: No.55, Soi Sukhumvit 39, Khlong Tan
Nuea Sub-District, Vadhana District, Bangkok, Thailand)
2.1. Co sé san xuat: Biolab Co., Ltd (Pja chi: 625 Soi 7A Bangpoo Industrial Estate, Sukhumvit
Road, Moo 4, Prakasa, Muang, Samutprakarn 10280, Thailand)
2 Calvin Plus |Calci carbonat Viénnén | Hop 1lox | NSX 36 885100006423 1
1500mg (twong bao phim | 60 vién;
duong 600mg Calci); Hop 1 lo x
Mangan sulfat 30 vién;
6,65mg (twrong duong Hop 10 vi
1,8mg Mangan); X 6 Vién;
Magnesi oxid 80mg Hop 20 vi
(twong duong 40mg X 6 vién
Magnesi); Kém oxid
11,2mg (twong duong
7,5mg Kém); Bong
(I oxid 1,5mg
(tuong duong 1mg
Dong);
Cholecalciferol
(vitamin D3) 3mg
(loai 100 000 1U/g,
tuong duong 200 TU
Cholecalciferol);
Natri borat 4mg
(tuong duong 250 pg
Boron)
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3. Co sé ding ky: Cong ty Cé phan Dwoc pham PhaNo (Pia chi: Tang 3, Ma Can 34, 42/5 Nguyeén
Van Tréi, Phuong 15, Quan Phi Nhugn, TP.HCM, Viét Nam)
3.1. Co sé san xuat: Laboratorios Normon, S.A. (Pia chi: Ronda de Valdecarrizo, 6, 28760 Tres
Cantos (Madrid), Spain)
3 Pecabine Capecitabin Viénnén | Hop6vix | NSX 30 840114045126 2
150mg 150mg bao phim | 10 vién (VN3-115-19)
4. Co sé ding ky: Cong ty cé phan thwong mai Happypharm Viét Nam (Bja chi: Sé 63 pho
Khirong Thirong, Phwong Trung Liét, Qudn Pong Pa, Thanh phé Ha Ngi, Viét Nam)
4.1. Co sé san xuat: Laboratorio Italiano Biochimico Farmaceutico Lisapharma S.P.A (Pja chi:
Via Licinio, 11-22036 Erba (Como), Italy)

4 Calco Salmon calcitonin | Dung Hop 56ng | NSX 24 800110045226 1

50 1U/ml dich tiém | x 1ml (VN-5473-10)
5. Co sé diang ky: Cong ty TNHH Dwoc pham Viét Phi (Pja chi: 132/2 Vwon Chudi, Phwong 4,
Qugn 3, TP. Hé Chi Minh, Viét Nam)
5.1. Co s& san xuat: Unique Pharmaceutical Laboratories (A Division of J. B. Chemicals &
Pharmaceuticals Ltd.) (bia chi: Plot No. 304-308, G.1.D.C. Industrial Area , Panoli: 394 116,
Gujarat State, India)
5 Metrogyl Metronidazole Gel boi Hop co 1 NSX 36 890115045326 1
denta benzoate 16mg/g | nha khoa | tuyp 10g. (VN-17797-14)
tuong duong Hop 1
Metronidazole tuyp 20g.
10mg/g
6. Co'sé dang ky: Cong ty TNHH Dwoc Tam Pan (Dia chi: A44.4 KDC Everich 3, Puong Pha Thudn,
Phuwong Tan Pha, Qudn 7, Thanh phé Hé Chi Minh, Viét Nam)
6.1. Co sé san xuit: Noucor Health, S.A. (Pia chi: Avda. Cami Reial, 51-57, 08184 Palau - Solita i
Plegamans, Barcelona, Spain)

6 Glumanda | Memantine (dudi | Viénnén | Hop 8 vix | NSX 36 840110045426 1
dang Memantine | bao phim | 14 vién (VN3-387-22)
hydrochlorid
10mg) 8,31mg

6.2. Co s& san xuat: Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A. (Pja chi:
Building A and B, 14th Km Athina Lamia National Road 1, Kifissia, 14564, Greece)

7 Apotel Paracetamol Dung Hop 34ng | NSX 36 520110045526 1

1000mg/6,7ml dich (VN-15157-12)
truyen
tinh
mach

7. Co sé ding ky: Cong ty TNHH SRS Life Sciences Viét Nam (Bja chi: Phong 06, tang 3B, toa
nha Horison Tower, s¢ 40 Cat Linh, Phwong Cét Linh, Qudn Déng Pa, Thanh phé Ha Ngi, Viét Nam)
7.1. Co sé san xuat: Acme Formulation Pvt. Ltd. (Pia chi: Ropar Road, Nalagarh, Distt. Solan,

(H.P.), India)
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8 Panecox-60 | Etoricoxib 60mg | Viénnén | Hop 1vix | NSX 24 890110045626 1
bao phim | 10 vién (VN-11431-10)
8. Co s& dang ky: Exeltis Healthcare S.L. (Dia chi: Avenida Miralcampo 7, Poligono Industrial
Miralcampo, 19200, Azuqueca De Henares Guadalajara, Spain)
8.1. Co sé san xuit: Exeltis llac San.Ve tic.A.S (Pja chi: Cerkezkoy Organize Sanayi Bolgesi
Gaziosmanpasa Mahallesi Fatih Bulvari No: 19/2 Cerkezkoy — Tekirdag, Tirkiye)
9 Miko- Miconazole Viéndat | Hop 1vix | NSX 36 868110045726 1
Penotran nitrate 1200mg amdao | 1vién (VN-14739-12)
9. Co'sé dang ky: Healol Pharmaceuticals Sdn. Bhd. (Pja chi: 74-3, Jalan Wangsa Delima 6 KLSC,
Wangsa Maju, 53300 Kuala Lumpur, Malaysia)
9.1. Co sé'san xuat: Venus Remedies Limited (Pja chi: Hill Top Industrial Estate, Jnarmajari, EPIP
Phase-I (Extn), Bhatoli Kalan, Baddi, Distt. Solan, Himachal Pradesh, 173205, India)

10 Docet 20 Docetaxel (dudi Dung Hop1lLo | NSX 24 890114045826 1
dang Docetaxel dich dam | x 0,5ml (VN3-97-18)
trihydrat) dac pha
20mg/0,5ml tiém

10. Co sé diang ky: Ipca Laboratories Limited (Pia chi: 48, Kandivli Industrial Estate, Kandivli
(West) Mumbai 400 067, India)
10.1. Co s& san xuat: Ipca Laboratories Limited (Pja chi: Plot No. 255/1, Village - Athal, Silvassa
396230, Union Territory of Dadra & Nagar Haveli and Daman & Diu, India)

11 Simlo-10 Simvastatin 10mg | Viénnén | Hop 02 vi | NSX 24 890110045926 1

bao phim | x 14 vién (VN-15066-12)

Ghi cha:

1. Céch ghi tiéu chudan chr luong thudc tai cot (6):

- Nha san xuat (NSX), Tiéu chudn nha sdn xudt (TCNSX), Tiéu chudn co so (TCCS), In-house c6 y nghia tuong
dwong nhau, la tiéu chudn chdt hieong thude do co sé san xudt xay dung va deu c6 thé duroc ghi trén nhan thuac.
2. S6 dding ky tai cét (8):

- S6 ddang ky gia han 1a so dang ky dwot cdp theo quy dinh tai Phu luc V Théng tw 12/2025/TT-BYT ngay
16/05/2025 cua Bé triwong BG Y té quy dinh viée dang ky lwu hanh thuoc, nguyén liéu lam thuoc.

- S6 dang ky da cdp (dwoc ghi trong ngodc don) la sé dang ky da duwoc cap truéce khi thude duroc gia han theo
quyér dinh nay.

3. Céc thuoc so thir ti 1, 2, 5, 9 tai Phu luc nay: sau khi hét han glay dang ky luu hanh, trong ho so gia han
phdi bé sung dzz lieu 1am sang chiing minh an toan hiéu qud cua thudce dé Hgi dong tur van cdp gidy dang ky luu
hanh thuac, nguyén li¢u 1am thudc xem xét viéc gia han GDKLH.

4. Cac thudc s6 thiz twr 4, 7, 8, 11 tai Phy luc nay: sau khi hét han gidy ding ky liu hanh, khéng tiép tuc gia han
do hé so ding ky lan dau chwa bién soan theo mau ACTD.
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