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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc 1ap - Tu do - Hanh phiic
Sé: 798 /QP-QLD Ha Ngi, ngay 18 thdng9 ndm 2026
QUYET PINH

Vé viéc ban hanh danh muc 198 thudc nhap khau dwoc cap gidy diang ky
lwu hanh tai Viét Nam - Dot 130

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Diwrgc ngay 06/04/2016, Ludt sira doi, b6 sung mét sé diéu
cua Ludt Duoc ngay 21/11/2024;

Can cir Nghi dinh s6 313/2026/ND-CP ngay 08/08/2026 cua Chinh phu
quy dinh churc nang, nhiém vu, quyén han va co cau to chirc cua Bo Y té;

Can cir Nghi dinh Sé 163/2025/ND-CP ngay 29/06/2025 cua Chinh phu
quy dinh chi tiét mot so diéu va bién phap dé to chuc, huong dan thi hanh Ludt
Duwoc;

~ Can cir Thong te s 12/2025/TT-BYT ngay 16/05/2025 cuia Bo truong Bo
Y te quy dinh viéc dang Ky luu hanh thuoc, nguyén liéu lam thuoc;

Can cir Quyét dinh sé 2386/QD-BYT ngay 22/07/2025 cia Bo truong Bo

Y té quy dinh chitc nang, nhiém vy, quyen han va co cdu t6 chire ciia Cuc Qudn
ly Duroc thuée B Y té;

Can cit két ludn cia Héi dong tw van cdp gidy dang Ky lwu hanh thuéc,
nguyén liéu lam thuéc - Bo Y té dot 130 hop ngay 16/07/2026 va ngay
21/07/2026 tai Céng vin sé 30/HBTV-VPHD ngay 20/08/2026 ciia Van phong
Hoi dong tir vin cdp GPKLH thuéc, nguyén liéu lam thudc;

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

QUYET PINH:
9 Piéu 1 Ban hanh kém theo Quyét dinh nay danh muc 19§ thudc nhap

khau dugc cap giay dang ky luu hanh tai Viét Nam - Dot 130, cu thé:

1. Danh muc 182 thudc nhap khau duoc cap gidy dang ky luu hanh hiéu
luc 05 nam - Dot 130 (tai Phu luc | kém theo).

2. Danh myc 16 thudc nhap khau duoc cip gidy dang ky luu hanh hiéu luc
03 nam - Dot 130 (tai Phu luc 11 kém theo).

Piéu 2. Co s¢ ding ky, co 8O’ san xut thude, nguyén li¢u lam thudc phai
tudn thu cac quy dinh hién hanh v€ dang ky luu hanh thudc, nguyén liéu lam
thudc va cac quy dinh phép luat khac cé lién quan.



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

Picu 4. Giam dbc S Y té cac tinh, thanh phd truc thude Trung wong,
gidm doc co so san xuat va co s¢ dang ky c6 thudc, nguyén liéu lam thuoc tai
Dbicu 1 chiu trach nhi€m thi hanh Quyét dinh nay./.

Noi nhin: _—XKT. CUC TRUONG
- Nhu Diéu 4; P A [@f}(‘ TRUON

- B trudmg (4 blc); 7 e e UC TRUONG
- Thir truéng Nguyeén Tri Thice (d€ b/c); // C

- Cyc trudng Vi Tuan Cuodng (d€ b/c); i ‘3 0 “_,

- Cyc Quan y - B6 Quéc phong, Cuc Y té - B6 Cong |\ ~ k

an; Cuc Y t& GTVT - B Xay dung; \x\
- B6 Tai chinh: Cuc Hai quan; Bao hiém Xa hoi Viét
Nam; LY
- B§ Y t& Vu PC; Cuc QLYDCT; Cuc QLKCB; ~ Nguyén Thanh Lam
Trung tam mua sim tap trung thudc quoc gia, Van

phong HDTV cap GPKLH thubc, NLLT;

~Vién KN thube TU, Vién KN thube TP. HCM;

- Téng Cong ty Dugc VN-CTCP;

- Cac Bénh vién & Vién c6 giwong bénh tryc thude

BYT;

- Cuc QLD: QLGT, QLKDD, QLCLT, PCHN, VP

Cuc; Website Cuc QLD;

- Luu: VT, BKT (02b).



Phu luc |

DANH MUC 182 THUOC NHAP KHAU PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 130

(Kém theo Quyét dinh sé ...798...../0D-QLD, ngay 18./9.../2026.ciia Cuc Quan 1y Duroc)

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

1. Co sé dang ky: A. Menarini Singapore Pte. Ltd. (bja 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. (Pja chi: Via Sette
Santi, 3 50131 Firenze, Italy)

256,23mg
Levofloxacin
hemihydrate)
250mg

1 Fastum Gel Ketoprofen 2,5% Gel boi Tuyp nhdm NSX 60 800100183626
wiw (2,59 ngoai da | mém chta
ketoprofen/100g 10g, 20g,
gel) 30g, 509
hoac 100g
gel. Tuyp
nhya phan
licu chura
50g hoac
100g gel
2. Co sé dang ky: Abbott Laboratories (Singapore) Private Limited (Pja chi: 3 Fraser Street, #23-
28 DUO Tower, Singapore 189352, Singapore)
2.1. Co sé san xuit: Saneca Pharmaceuticals a.s. (Pia chi: Nitrianska 100, 920 27 Hlohovec,
Slovakia)
2 Rivacryst Rivaroxaban 10mg | Vién nén Hop 1 vi x NSX 36 858110183726
bao phim 10 vién
3. Co so dang ky: Acme Generics Private Limited (Pja chi: Plot No.132, 2nd Floor Sector 82,
JLPL, Mohali, Mohali, Punjab, India, 140308, India)
3.1. Co sé san xuit: Acme Generics Private Limited (Pja chi: Plot No.115, Industrial Area, Village
Davni, Tehsil Nalagarh, Dist Solan Himachal Pradesh, 174101, India)
3 Thyrobest 25 | Levothyroxine Vién nén Hop chuia 3 NSX 24 890110183826
Sodium 25pg khong bao | vi x 10 vién
(mcg)
4. Co sé dang ky: Actavis Export PTC Limited (Pja chi: No.4 SQAQ Tal-gidi Off Valletta Road,
Luga, LQAG000, Malta)
4.1. Co s& san xuit: Actavis Ltd (Pja chi: BLB015-016, Bulebel Industrial Estate, Zejtun ZTN3000,
Malta)
4 Levofloxacin | Levofloxacin Vién nén Hoplvix7 | NSX 36 535115183926
Teva 250mg (twong duong bao phim vién
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512,46mg
Levofloxacin
hemihydrate)
500mg

STT | Teénthuéc | Hoatchéatchinh— | Dangbao | Quycach | Tiéu Tubi S6 ding ky
Ham lwong ché doéng goi chuén tho
(thang)
1) 2) (©), (4) ©) (6) @) (8)
5 Levofloxacin | Levofloxacin Vién nén Hoplvix7 | NSX 36 535115184026
Teva 500mg (twong duong bao phim vién

5. Co sé dang ky:

Actavis International Limited (Pia chi: No.4 SQAQ Tal-gidi Off Valletta Road,
Luga, LQA 6000, Malta)
5.1. Co sé san xuét: Norton (Waterford) Limited (Bja chi: Unit 27/35, 14/15 and 301 Ida Industrial
Park Cork Road, Waterford, X91 WK68, Ireland)

(wWiv)

6 DuoResp MJi liéu phong Thudc bot | Hopchtal | NSX 36 539110184126
Spiromax thich (liéu qua dau | dung dé hit | éng hit 120
ngam) chia: (dung liéu
Budesonide 160ug | trong thiét
(mcg), Formoterol | bi hit cé
fumarate dihydrate | phan liéu)
4,519 (mcg)
5.2. Co sé san xuét: Pliva Croatia Limited (Pja chi: Prilaz baruna Filipoviéa 25, 10000 Zagreb,
Croatia)
7 Lenalidomide | Lenalidomide Viénnang | Hop3vix7 | NSX 24 385114184226
Teva 25mg (dudi dang cang vién
Lenalidomide
hydrochloride
hydrate) 25mg
6. Co sé dang ky: Akums Drugs and Pharmaceuticals Limited (Pia ch:: 304, Mohan Place. L.S.C.,
Block C, Saraswati Vihar, New Delhi, 110034, India)
6.1. Co sé san xuat: Malik Lifesciences Pvt. Ltd (Pja chi: Plot No.16, Vardhman Industrial Estate,
Vill.- Bahadarpur Saini, N.H. 58, Haridwar- 247667, India)
8 Akudinir 125 | Cefdinir 125mg Bot pha Hop 1 chai USP 24 890110184326
hdn dich 30ml + céc hién
udng dong 10ml hanh
7. Co sé diang ky: Albios Lifesciences Private Limited (Pja chi: A1/802, Palladium, Corporate
Road, B/h Divyabhaskar, Off S.G Highway, Makarba, Ahmedabad, Ahmedabad, Gujarat — GJ,
380015, India)
7.1. Co sé san xuat: Coral Laboratories Limited (Pja chi: Plot No.57/1 (16), Bhenslore, Dunetha,
Nani Daman-396210, India)
9 Hynasal XL Xylometazoline Dungdich | Hop 1lo x NSX 36 890100184426
Drops hydrochloride 0,1% | nho mii 15ml

8. Co s6 dang ky: Ambica International Corporation (Pja chi: No. 9 Amsterdam Extension,
Merville Park Subdivision, Paranaque City, Philippines)
8.1. Co s¢ san xuit: Private Joint Stock Company “Technolog” (Pja chi: Building 8, Stara
Prorizna Street, Uman city, Cherkasy region, 20300, Ukraine)
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STT | Teénthuéc | Hoatchéatchinh— | Dangbao | Quycach | Tiéu Tudi S6 ding ky
Ham lwong ché doéng goi chuan tho
(thang)
) (2) 3 4 5) (6) (7 (8
10 No-Ziung Desloratadine 5mg | Vién nén Hop 1 vi x NSX 24 482100184526
bao phim 10 vién;
Hop 3 vi X
10 vién

9. Co sé dang ky: Anvo Pharma Inc. (Pbja chi: 2544 Advanced Avenue London ON N6M OE1,

Canada)

9.1. Co sé san xuat: Apotex Inc. (Bja chi: 150 Signet Drive, Toronto, Ontario, MIL 1T9, Canada)
Co sé dong géi: Apotex Inc. (Pja chi: 4100 Weston Rd., Toronto, Ontario, MOL 2Y6, Canada)

11

Apo-
gliclazide MR

Gliclazide 60mg

Vién nén
giai phdng
c6 kiém
soat

Chai 100
Vién

NSX

18

754110184626

9.2. Co s san xu

at: Douglas Manufacturing Ltd (Pja chi: Corne

Drive, Lincoln, Auckland 0601, New Zealand)

r Te Pai P

lace and Central Park

12

Estelle-35

Cyproterone
acetate 2mg,
Ethinylestradiol
0,035mg

Vién nén
bao phim

Hop 1 vi X
21 vién

NSX

36

940110184726

10. Co sé dang ky: Anvo Pharma Inc. (Dja chi: 2544 Advanced Avenue London ON N6M 1E1,

Canada)

10.1. Co sé san xuat: Laboratérios Basi- IndUstria Farmcéutica, S.A. (Pia chi: Parque Industrial
Manuel Lourenco Ferreira, Lotes 8, 15 & 16, 3450-232 Mortagua, Portugal)

13

Anvo-
Ibuprofen 20
mg/ml

Ibuprofen 20mg/mi

(2% (wiv))

Hon dich
uong

Hop 1 Chai
X 100ml va
dung cu
phan liéu
(6ng tiém
c6 dung tich
5ml, ¢
vach chia ¢
mdi 0,25ml
hoac thia
dong co
dung tich
5ml, cé
vach chia ¢
cac muc
1,25ml;
2,5ml;
3,75ml;
5ml)

NSX

36

560100184826
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11. Co sé dang ky: Aurobindo Pharma Limited (bia ch:: Plot No.2, Maithrivihar, Behind Maithri
Vanam Ameerpet, Hyderabad, India)
11.1. Co sé san xuat: Aurobindo Pharma Limited (Pja chi: Unit - 111, Sy.No.313 and 314,
Bachupally village, Bachupally Mandal, Medchal-Malkajgiri District, Pincode 500090, Telangana

State, India)

14

Aroxicam 15

Meloxicam 15mg

Vién nén
khong bao

Hop 3 vi X
10 Vién

BP
2018

24

890110184926

11.2. Co sé san xuét: Aurobindo Pharma Limited (Pbia chi: Unit VII, SEZ, TSIIC, Plot No. S1,
Survey Nos: 411/P, 425/P, 434/P, 435/P 458/P, Green Industrial Park, Polepally Village, Jedcherla
Mandal, Mahaboobnagar District, Telangana State, India)

15

Fibgal 145

Fenofibrat 145mg

Vién nén
bao phim

Hop 10 vi x
10 vién

USP
hién
hanh

24

890110185026

RIICO Ind. Area,

11.3. Co s¢ san xuét: Eugia Pharma

Specialities Limited (Pja chi: Unit 2, A -1128 & B-1127,
Phase 11, Bhiwadi, Dist. Khairthal -Tijara-301019 Rajasthan, India)

16

Ertapik

Ertapenem sodium
tuong duong vai
Ertapenem 1000mg

Bot dong
kho pha
tiém

Hop 1 Lo

NSX

24

890110185126

12. Co sé dang ky: B. Braun Medical Industries Sdn. Bhd. (Pja ch:: Bayan Lepas Free Industrial
Zone, 11900 Bayan Lepas, Pulau Pinang, Malaysia)
12.1. Co sé san xuit dang bao ché: B. Braun Medical AG (Pja chi: Seesatz 17, 6204 Sempach,

Switzerland)

Co sé xuat xwéng 16: B. Braun Melsungen AG (Pia chi: Am Schwerzelshof 1, 34212 Melsungen,

Germany)
17 Braunol Mbi 500ml chira Dung dich | Hop 20 chai NSX 36 760100185226
Povidone iodine dung ngoai | nhya x
voi 10% iodine tuy | da 500ml; Hop
do (trong luong 10 chai nhya
phan tir trung binh x 1000ml;
40 000) 38,429 Cannhyab
lit
13. Co sé dang ky: Belarusian-Dutch Joint Venture *"Pharmland™ Limited Liability Company
(Pia chi: 124-3, Leninskaya Street, Nesvizh, 222603, Minsk Region, Belarus)
13.1. Co sé san xuat: Farmaprim Ltd (Pja chi: 5 Crinilor street, Village Porumbeni, Criuleni reg.,
MD-4829, Moldova)
18 Estriol 0,5mg, | Estriol 0,5mg Vién dan Hop3vix5| NSX 36 484110185326
Pessaries dat am dao | vién
14. Co sé dang ky: Bliss Pharma Distribution and Consultancy Corp. (Pja chi: A2, 236 San Jose
street, Barangay 2, Carmona Cavite, Philippines)
14.1. Co sé san xuat: Makcur Laboratories Ltd. (Pja chi: 46/4-7, Dehgam Road, Zak Village, Tal.
— Dehgam, Dist.: Gandhinagar, Gujarat State, India)
19 Baceletel Furosemide 20mg | Dung dich | Hop 10 dng BP 24 890110185426
tiém x 2ml 2022
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STT | Teénthuéc | Hoatchéatchinh— | Dangbao | Quycach | Tiéu Tubi S6 ding ky
Ham lwong ché doéng goi chuén tho
(thang)
1) ) (©), (4) ©) (6) @) (8)
14.2. Co sé san xuat: S Kant Healthcare Ltd. (Pja chi: Plot No. 1802-1805, G.1.D.C., Phase llI,
Vapi — 396 195, District Valsad, Gujarat, India)
20 Senafrect Sildenafil citrate Vién nén Hop 30 hop | USP + 36 890110185526
142,1mg tuong bao phim nho x Lvix | NSX
duong Sildenafil 4 vién
100mg

15. Co sé dang ky: Brawn Laboratories Limited (Pja chi: C-64 Lajpat Nagar-1, Second Floor, New
Delhi Delhi South Delhi DL110024, India)
15.1. Co sé san xuét: Brawn Laboratories Limited (Pja chi: 13, NIT, Industrial Area, Faridabad-
121001, Haryana, India)

21

Nefiaso

Ceftriaxone (dudi
dang ceftriaxone
natri vo khuan
1,217g) 1g, Nudc vo
khuan pha tiém 5ml

Bot pha
tiém truyén
tinh
mach/tiém
bap

Hop 1 lo
bot + 1 6ng
nudc vo
khuan pha
tiém 5ml

USP 42

24

890110185626

16. Co sé dang ky: Brawn Laboratories Limited (Pja chi: C-64, Lajpat Nagar-1, Second Floor New
Delhi Delhi South Delhi DL 110024 — IN, India)
16.1. Co sé san xuét: Brawn Laboratories Limited (Pja chi: 13, NIT, Industrial Area, Faridabad-
121001, Haryana, India)

22

Pannefia-40

Pantoprazole (dudi
dang pantoprazole
natri) 40mg

Vién nén
bao tan
trong ruot

Hop 3 vi X
10 vién

USP
hién
hanh

36

890110185726

17. Co sé¢ dang ky: Brawn Laboratories Limited (Dia chi: Delhi Stock Exchange Building, 4/4b

Asaf Ali Road, New Delhi-110002, India)

17.1. Co sé san xuat: Brawn Laboratories Limited (Bja chi: 13, NIT, Industrial Area, Faridabad-
121001 Haryana, India)

23

Dom
Suspension

Domperidon
Img/mi

Hon dich
uong

Hop 1 chai
x 60ml

NSX

36

890110185826

18. Co sé dang ky: Brooks Laboratories Limited (Dja chi: Village Kishanpura Nalagarh Road,
Baddi Nalagarh HP, 174101, India)
18.1. Co sé¢ san xuat: Brooks Steriscience Limited (Pja chi: Village: Manglej, Nareshwar Road
Off.N.H.NO. -8, TA. —Karjan, City — Manglej, Dist. — Vadodara — 391210, Gujarat State, India)

24

Dorbrooks

Doripenem (dudi
dang Doripenem
monohydrat)
500mg

Bot dé pha
dung dich
truyén tinh
mach

Hop 1 lo,
Lo thay tinh
trong sudt
20ml USP
loai 1 ¢6 ¢b
20mm, nat
kin bang nut
cao su
bromobutyl
20mm, nap
ngoai bang
nhém

NSX

24

890110185926
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STT | Teénthuéc | Hoatchéatchinh— | Dangbao | Quycach | Tiéu Tubi S6 ding ky
Ham lwong ché doéng goi chuén tho
(thang)
) (2) 3 4 5) (6) (7 (8

19. Co sé¢ diang ky: Cadila Pharmaceuticals Limited (Pja chi: Cadila Corporate Campus, Sarkhej
Dholka Road, Bhat Ahmedabad, Gujarat -382210, India)
19.1. Co sé san xuat: Cadila Pharmaceuticals Limited (Bja chi: 1389, Trasad Road, Dholka — 382
225, District: Ahmedabad, Gujarat, India)

25 Olvas 20 Olmesartan Vién nén Hop 3 vi x USP + 24 890110186026
medoxomil 20mg | bao phim 10 vién NSX

26 Olvas 40 Olmesartan Vién nén Hop 3 vi x USP + 24 890110186126
medoxomil 40mg | bao phim 10 vién NSX

20. Co sé diang ky: Cong ty Co phan Dwoc pham Bén Tre (Pja chi: S 6A3, Quéc 16 60, Phuong
Pha Tan, Tinh Vinh Long, Viét Nam)

20.1. Co sé san xuat: Hanlim Pharm. Co., Ltd (Pja chi: 2-27, Yeongmun-ro, Cheoin-gu, Yongin-si,
Gyeonggi-do, Republic of Korea)

27

Protan Eye Latanoprost Dungdich | Hop 1 lo x NSX 36 880110186226

Drops 0,05mg/ml nhé mit 2,5ml

21. Co sé ding ky: Cong ty cé6 phan dwec pham Duy Tan (Pja chi: Tang 11, Toa nha Intan, 97
Nguyén Vin Tréi, Phiong 11, Qudn Pha Nhugn, TP.HCM, Viét Nam)

21.1. Co sé san xuit: Magistra C&C S.r.l. (Pja chi: B-dul Aurel Vlaicu, nr. 82A, Municipiul
Constanta, Judetul Constanta, cod postal 900055, Romania)

28

Levatam 400 | Piracetam 400mg Vién nén Hop 6 vi x NSX 24 594110186326

mg 10 vién

22. Co sé ding ky: Cong ty Co phan Dwgc pham LV pharma (Pja chi: 40/27 Hoang Bdr Pat,
Phuong 15, Qudn Tan Binh, Thanh phé Hé Chi Minh, Viét Nam)

22.1. Co sé san xuat: Indasi Lifescience Private Limited (Piachi: Plotno. 73to 77, Silver Industrial
Estate, Bhimpore, Daman-396210, India)

29 Bigecycline Tigecyclin 50mg Bot dong Hop chira 1 USP 24 890110186426
kho pha lo 2023
tiém
23. Co s¢ diing Ky: Cong ty Co phan Dwoc pham Nhat Tién (bja chi: 220/54/7 Au Co, Phwong 9,
Qudn Tan Binh, Thanh phs Ho Chi Minh, Viét Nam)
23.1. Co sé san xuit: M/s Laurus Labs Limited (Unit-I1) (Pja chi: Plot No. 19, 20 & 21, Western
Sector, APSEZ, Atchutapuram Mandal, Visakhapatnam District- 531011, Andhra Pradesh, India)
30 Tenofovir Tenofovir Vién nén Chai 30 NSX 24 890110186526
Disoproxil disoproxil fumarat | bao phim Vvién
Fumarate (twong duong
Tablets 300 tenofovir
mg disoproxil 245mq)
300mg

23.2. Co sé san xuat: Sparsh Bio-tech Pvt. Ltd. (Pja chi: Plot No. 1; Survey No. 242/243/244,
Lakhabavad, Jamnagar-361 006, Gujarat, India)
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STT | Teénthuéc | Hoatchéatchinh— | Dangbao | Quycach | Tiéu Tubi S6 ding ky
Ham lwong ché doéng goi chuén tho
(thang)
1) ) (©), (4) ©) (6) @) (8)
31 Sparshclav- Amoxicillin (dudi | Vién nén Hop 1vix | USP 43 24 890110186626
625 dang Amoxicillin bao phim 10 vién

trihydrat) 500mg,
Acid clavulanic
(dudi dang Kali
clavulanat phdi hop
véi cellulose vi tinh
thé theo ti 1¢ 1:1)
125mg

24. Co sé ding ky: Cong ty Co phan Dwoc pham Trung wong Codupha (Pja chi: 262L Lé Vin Sp,
Phurong 14, Qugn 3, Thanh phé Hé Chi Minh, Viét Nam)
24.1. Co sé san xuat: Laurus Labs Limited (Bja chi: Unit 11, Plot No. 19, 20 & 21, Western Sector,
APSEZ, Gurajapalem Village, Rambilli Mandal, Anakapalli District- 531011, Andhra Pradesh, India)

32

Dolutegravir,
Lamivudine
And
Tenofovir
Disoproxil
Fumarate
Tablets 50
mg/300
mg/300 mg

Dolutegravir (dudi
dang Dolutegravir
natri) 50mg,
Lamivudine
300mg, Tenofovir
Disoproxil
Fumarate (tuong
duong Tenofovir
Disoproxil 245mg)
300mg

Vién nén
bao phim

Lo 30 vién;
lo 90 vién

NSX

24

890110186726

24.2. Co sd san xuat: Laurus Labs Limited (Unit-11) (Dja chi: Plot No. 19, 20 & 21, Western Sector,
APSEZ, Gurajapalem Village, Rambilli Mandal, Anakapalli District- 531011, Andhra Pradesh, India)

33 Efavirenz, Efavirenz 600mg, | Vién nén Lo 30 vién; NSX 24 890110186826
Lamivudine Lamivudin 300mg, | bao phim lo 90 vién
and Tenofovir | Tenofovir
Disoproxil Disoproxil Fumarat
Fumarate (twong duong
Tablets 600 Tenofovir
mg/300 Disoproxil 245mg)
mg/300 mg 300mg

25. Co sé diang ky: Cong ty c6 phan Dwoc pham va Thiét biy té C.A.T (Pja chi: Thén Trang, x&
Thanh Liét, huyén Thanh Tri, thanh pho Ha Ngi, Viét Nam)
25.1. Co s& san xuat: Lincoln Pharmaceuticals Ltd. (Pja chi: Trimul Estate, Khatraj, Tal.-Kalol,

City-Khatraj, Dist.-Gandhinagar, Gujarat state, India)

34

Vast-40

Atorvastatin (dudi
dang Atorvastatin
calcium) 40mg

Vién nén
bao phim

Hop 3 vi X

10 vién; hop

10 vi x 10
Vién

NSX

36

890110186926

26. Co s& ding ky: Cong ty cé phan Gigapharm (Pia chi: Sé 41, ngé 57 dwong Thanh Liét, x&
Thanh Liét, huyén Thanh Tri, thanh phé Ha Ngi, Viét Nam)
26.1. Co sé san xuat: Natur Produkt Pharma Sp. Z 0.0. (Pia chi: ul. Podstoczysko 30, 07-300
Ostrow Mazowiecka, Poland)
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35 | Optihepan G6i (5g) cém pha | Cdmpha | Hop 10 g6i; | NSX 24 | 590110187026
dung dich ubng dung dich | hop 20 goi;
chira: L-ornithine | udng hop 30 goi

L-aspartate 39

27. Co sé ding Ky: Cong ty Cé phan kinh doanh thwong mai Skyline (Pja chi: Tang 5,56 1, 16 O
1, khu nha & bdn ddo Linh Pam, phirong Hoang Liét, qudan Hoang Mai, thanh phé Ha Ngi, Viét Nam)
27.1. Co sé san xuat: AC Helcor S.r.l. (Pia chi: Str. Dr. Victor Babes nr. 62, Loc. Baia Mare,
Municipiul Baia Mare, Jud. Maramures, cod 430083, Romania)

36 Sitagliptin Sitagliptin (dudi Vién nén hop 3 vi x NSX 24 594110187126
Helcor 100mg | dang Sitagliptin bao phim 10 vién
phosphate
monohydrate)
100mg
37 Sitagliptin Sitagliptin (dudi Vién nén Hop 3 vi X NSX 24 594110187226
Helcor 50mg | dang Sitagliptin bao phim 10 vién

phosphate
monohydrate)
50mg

27.2. Co s& san xuit: Sofarimex - Indlstria Quimica e Farmacéutica, S.A. (Pja chi: Av. das
Inddstrias — Alto do Colaride, Cacém, 2735-213, Portugal)

38

Tramadol
Azevedos

Tramadol
hydrochloride
50mg

Vién nang
cung.

Hop 2 vi X
10 vién

NSX

36

560111187326

28. Co s& diing ky: Cong ty Cé phan Medcomtech (Pja chi: Sé 293 dwong Ngb Gia Ti, Phuong
Susi Hoa, Thanh phé Bdc Ninh, Tinh Bac Ninh, Viét Nam)
28.1. Co sé san xuat: Remedica Ltd (Building 10-Antineoplastic & Immunomodulating
products) (Pja chi: Aharnon Street, Limassol Industrial Estate, Limassol, 3056, Cyprus)

39

Gefitinib
250mg

Gefitinib 250mg

Vién nén
bao phim

Hop 3 vi X
10 vién

NSX

48

529114187426

29. Co sé ding ky: Cong ty Co phan Pharmatopes Viét Nam (Dja chi: So 5, phé Nguyén Truong
T6, phwong Trac Bach, qudn Ba Pinh, Thanh phé Ha Ngi, Viét Nam)

29.1. Co sé san xuit: Sam Young Unitech Co., Ltd (Pja chi: 33, Techno 11-ro, Yuseong-gu,
Daejeon, Republic of Korea)

40

UNITECH
Sodium lodide
(1311)
Solution

Sodium lodide
(1311) Solution 1-
200 mCi/ml (37 -
7400 MBg/ml)

Dung dich
uong

100mCi - <
2000mCi/1
lo thuy tinh
10ml;
2000mCi -
<4000mCi/
1 lo thuy
tinh 20ml;
4000mCi -
10000mCi/1
lo thuy tinh
50ml

USP
hién
hanh

880116187526
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30. Co sé ding ky: Cong ty Cé phan TAVO Pharma (Pja chi: 32 Cdu Xéo, phirong Tan Quy, qudn
Tan Phd, thanh phé Ho Chi Minh, Viét Nam)
30.1. Co' s& san xuat: Immacule Lifesciences Private Limited (Pja chi: Ropar Road, Village
Thanthewal, Nalagarh, 174101, India)

41 Anvo- Sugammadex (dudi | Dung dich | Hop chira NSX 36 890110187626
Sugammadex | dang Sugammadex | tiém 10 lo thuay
200 sodium) 100 mg/ml tinh 2ml
(10% kl/tt)
42 Anvo- Sugammadex (dudi | Dung dich | Hop chira NSX 36 890110187726
Sugammadex | dang Sugammadex | tiém 10 lo thuy
500 sodium) 100mg/ml tinh 5ml
(10% Kl/tt)
43 Sugammadex | Sugammadex (duéi | Dung dich | Hop chtra NSX 36 890110187826
100 mg/ml dang Sugammadex | tiém 10 lo thuay
sodium) 100 mg/ml tinh 2ml
(10% kl/tt)

31. Co sé ding ky: Cong ty Cé phan Xuat nhap khau Y té Viét Nam (Pja chi: 138 Gidng Va,
phuwong Kim M@, qudn Ba Pinh, Ha Néi, Viét Nam)
31.1. Co sé san xuat: ACS Dobfar S.p.A. (Pia chi: Via A. Fleming, 2 — 37135 Verona (VR), Italy)

44

Cefmex

Ceftriaxone (tuong
duong ceftriaxone
natri 2,399) 29

Bot pha
dung dich
tiém hoac
tiém truyén

Hop1Lo

NSX

36

800110187926

32. Co sé diang ky: Cong ty Co phan Y Dwoc LS (Pja chi: Sé 84 dwong Nguyén Van Linh, Km 22,

Quéc 16 5, phuong My Hao, tinh Hung Yén, Vigt Nam)

32.1. Co 86 san xuit: Myungmoon Pharm. Co., Ltd. (Pia chi: 26 Jeyakgongdan 2—gil. Hyangnam—

eup, Hwaseong-si, Gyeonggi—do, Republic of Korea)

45

Roprodium
Tab.

Natri loxoprofen
(dudi dang Natri
loxoprofen hydrat
68,1mg) 60mg

Vién nén

Hop 3 vi X
10 vién

NSX

36

880110188026

33. Co s& ding ky: Cong ty TNHH AMV Pharmaceutical (Pja chi: Sé 47 ngd 205 ngach 323/83

dong Xudn Pinh, Phirong Xudn Pinh, Qudn Bdc Tir Liém, Thanh phé Ha Ngi, Viét Nam)

33.1. Co sé san xuit: Lotus Pharmaceutical Co., Ltd. Nantou Plant (Pja chi: No. 30, Chenggong

1st Rd., Sinsing Village, Nantou City, Nantou County 54066, Taiwan)

46

Tamos
capsules 20mg

Temozolomide
20mg

Vién nang
cung

Hop 5 goi x
1 vién

NSX

24

471114188126

34. Co'sé ding ky: Cong ty TNHH Dwoc pham Bach Viét (Dja chi: S6 nha 146, ngé 230 Pinh Cong
Thuong, phuong Pinh Cong, quan Hoang Mai, Ha Ngi, Viét Nam)
34.1. Co sé san xuit: Synthon Hispania, S.L. (Pia chi: ¢/ Castelld, 1, 08830 Sant Boi de Llobregat
(Barcelona), Spain)

47

Clozapine 100
mg

Clozapin 100mg

Vién nén

Hop 3 vi X
10 vién

NSX

24

840110188226
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35. Co sé diang ky: Cong ty TNHH Dwoc pham Do Ha (Pia chi: Sé 30 tap thé Tran Pha, ngd 105,
dwong Nguyén Phong Sdc, té 16 phirong Dich Vong Hdu, qudn Cau Gidy, thanh phe Ha Ngi, Viét
Nam)

35.1. Co sé san xuét: JSC “Farmak” (Pja chi: 74, Kyrylivska str., Kyiv, 04080, Ukraine)

48

Cholin alfoscerat | Dung dich | Hop56ngx | NSX 24
250mg/mi tiém 4ml

Gliaton 482110188326

35.2. Co sé¢ san xuét: Polipharm Co., Ltd. (Pia chi: 109 Soi Wat Bang Phli Yai Nai, Bangna-Trad
Road, Moo 12, Bang Phli Yai, Bang Phli, Samut Prakan 10540, Thailand)

49

Ketvet Cream | Ketoconazol 2% Kem bbida | Hop 1 Tuyp | NSX 36 885100188426

(wiw) x 5 gam

36. Co sé diang ky: Cong ty TNHH Dwoc pham Helios (Pja chi: Vian phong B.6.02, Toa thép B,
Tang 6, Toa nha Millennium, sé 132 Bén Vin Pon, Phwong Khanh Hgi, Thanh phé Ho Chi Minh, Viét
Nam)

36.1. Co sé san xuat: Sri Krishna Pharmaceuticals Limited (Bja chi: Unit - 11, A-34 and A-35, IDA,
Nacharam, Nacharam (V), Uppal (M), Medchal - Malkajgiri (Dist.) — 500076, Telangana, India)

50

Amiodarone Amiodaron Vién nén Hop 2vix | BP hién 24 890110188526
Hydrochloride | hydroclorid 200mg 14 vién hanh

Tablets

200mg

36.2. Co s¢ san xuat: USV Private Limited (Pja chi: H-13, 16, 16A, 17, 18, 19, 20, 21 & E-22,
OIDC, Mahatma Gandhi Udyog Nagar, Dabhel, Daman, IN-396 210, India)

o1

Ticalios 90 Ticagrelor 90mg Vién nén Hop 6 vi X NSX 24 890110188626

bao phim 10 vién

37. Co sé diing ky: Cong ty TNHH Dwogc pham Kién Phat (bja chi: Phong 201, Lau 2, Toa nha
City View, s 12 Mac Pinh Chi, Phwong Pa Kao, Qudn 1, Thanh phé Ho Chi Minh, Viét Nam)

37.1. Co sé san xuit: Hanlim Pharm. Co., Ltd. (Pja chi: 2-27, Yeongmun—ro, Cheoin-gu, Yongin—
si, Gyeonggi-do, Republic of Korea)

52

Hylurad Eye | Natri Hyaluronat Dung dich | Chai 5ml NSX 36 880100188726

Drops 5mg/5ml nho mat

37.2. Co sé san xuat: Myungmoon Pharm. Co., Ltd. (Pja chi: 26, Jeyakgongdan 2-gil, Hyangnam-
eup, Hwaseong-si, Gyeonggi-do, Republic of Korea)

53

Rocuron Inj. Rocuronium Dung dich | Hop 10 lo x NSX 36 880114188826

bromide 50mg/5ml | tiém 5ml

38. Co s& ding ky: Cong ty TNHH Dwoc pham New Far East (Pja chi: S6 011 Cao Oc HI dwong
Hoang Diéu, Phirong 9, Qudn 4, thanh phé Hé Chi Minh, Viét Nam)

38.1. Co s& san xuat: Leben Life Sciences Pvt. Ltd. (Pja chi: Plot. No. C-20/1, C-21, Phase-II,
MIDC, Akola — 444104 TQ: Akola, Akola 444104 Maharashtra State, India)

54

Paramol 650 Paracetamol Vién nén Hop 10 vi x | BP hién 36 890100188926

650mg 10 vién hanh

38.2. Co sé san xuit: Polifarma ila¢ San. ve Tic. A.S. (Pia chi: Vakiflar OSB Mahallesi, Sanayi
Caddesi, No:22/1, Ergene, Tekirdag, TUrkiye)
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55 Polinoksid 2 Linezolid 2mg/ml Dung dich | G6i nhdm x NSX 24 868110189026
mg/ml tiém truyén | 1 tdi PP
tinh mach | 300ml

38.3. Co sé san xuat: Unison Pharmaceuticals Pvt. Ltd. (Pja chi: Plot No - C/6, Steel Town, Opp
Nova Petro, AT & Post - Moraiya, Tal - Sanand, City - Moraiya - 382 213, Dist.-Ahmedabad, Gujarat

State, India)
56 Glimison-2 Glimepirid 2mg Vién nén Hop3vix |USPhién| 36 890110189126
10 vién hanh
57 Glimison-4 Glimepirid 4mg Vién nén Hop3vix |USPhién| 36 890110189226
10 vién hanh

38.4. Co sé san xuat: Unison Pharmaceuticals Pvt. Ltd. (Pja chi: Unit-11l, C-7, 8, 9, Steel Town,
Opp. Nova Petro, Moraiya, Tal-Sanand, City- Moraiya, Dist.-Ahmedabad - 382 213, Gujarat State,

India)

58

Tgson-90

Ticagrelor 90mg

Vién nén
bao phim

Hop 2 vi X
14 vién

NSX

24

890110189326

39. Co s& ding ky: Cong ty TNHH Dwoc pham Nhat Anh (Pja chi: 102-102A Nguyén Vin Pdu,
phurong Gia Pinh, Tp. Hé Chi Minh, Viét Nam)
39.1. Co s& san xuat ban thanh pham: Rommelag CDMO GmbH (Pja chi: Bahnhofstrasse 20,

73453 Abtsgmiind,

Germany)

Co s& déng g6i cap 1: Rommelag CDMO GmbH (Pja chi: Bahnhofstrasse 18, 74429 Sulzbach-

Laufen, Germany)

Co s dong géi cAp 2: biosyn Arzneimittel GmbH (Bja chi: Eberhardstr. 64, 70736 Fellbach, Germany)
Co so xuit xwéng: biosyn Arzneimittel GmbH (Bja chi: Schorndorfer Str. 32, 70734 Fellbach, Germany)

59

Selesyn 100
mcg Oral
Solution

Selen (dudi dang
natri selenit
pentahydrat
0,333mgQ)
100mcg/2ml

Dung dich
uong

Hop 20 6ng
x 2ml

NSX

36

400115189426

40. Co sé¢ ding ky: Cong ty TNHH Dwoc pham Nhit Anh (Pja chi: Sé 11 Hoang Diéu, Phuong 10,

Qugn Phi Nhugn, Thanh phé Hé Chi Minh, Viét Nam)

40.1. Co s& san xuéat: Remedica Ltd (Pja chi: Aharnon Street, Limassol Industrial Estate, 3056

Limassol, Cyprus)

60

Ferrous
Fumarate

Sét fumarat (Luong
sat fumarat thuc té
dugc diéu chinh
tuy ham lugng
duoc chit va ham
am cua 16 duoc
chat st dung. St
fumarat 200mg
tuong duong voi
65mg sit ion)
200mg

Vién nén
bao phim

hop 10 vi x
10 vién

NSX

48

529110189526
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41. Co sé dang ky: Cong ty TNHH Dwoc Pham Quang Anh (Pia chi: 83a Hoa Hung, Phuong 12,
Qugn 10, Tp. HCM, Viét Nam)
41.1. Co sé san xuat: Laboratorios Serra Pamies, S.A (Pia chi: Carretera Castellvell, 24 43206

Reus. Tarragona, Spain)
61 Qacolmyl Atropine sulfate Dung dich | Hop 100 NSX 36 840114189626
1mg/ml tiém ong
42. Co sé ding ky: Cong ty TNHH Dwoc pham U.N.I Viét Nam (Bja chi: Phong 1216, toa nha CT
4C-X2, Bdc Linh Pam, Phirong Hoang Liét, Qudn Hoang Mai, Thanh phé Ha Ngi, Viét Nam)
42.1. Co s& san xuéat: Macarthys Laboratories Limited T/A Martindale Pharma (bia chi:
Bampton Road, Harold Hill, Romford, RM3 8UG, United Kingdom)
62 Dolophine Morphin sulfat Dung dich | Hop 10 6ng | BP/EP 36 500111189726
10mg/ml tiém x iml hién
hanh
43. Co sé ding ky: Cong ty TNHH Dwoc pham Viét - Phap (Pia chi: L6 dat s6 01-CN8 cum cdng
nghiép Tir Liém, phwong Xudn Phwong, thanh pho Ha Ngi, Viét Nam)
43.1. Co sé san xuat: Joint Stock Company “Farmak” (Pja chi: 74 Kyrylivska str., Kyiv, 04080,
Ukraine)
63 Zipelor Benzydamine Dung dich | Hop 1 Chai NSX 36 482100189826
hydrochloride xit hong x 15ml;
1,5mg/ml Hop 1 Chai
x 30ml
44. Co s& diang ky: Cong ty TNHH Dwoc pham Y-Med (Pja chi: Sé 1-3, Puwong sé 45, Phuong
Khanh Hgi, TP. Ho Chi Minh, Viét Nam)
44.1. Co sé san xuat: Amneal Pharmaceuticals Pvt. Ltd. (Pia chi: Survey No. 168/1/1, Village-
Pipan, Tal.-Sanand, Dist.-Ahmedabad-382 110, Gujarat, India)
64 Aepisetem Levetiracetam Dung dich | Hop 10 Lo USP 24 890110189926
500mg/5ml dam dac dé | x 5ml 2022
pha dung
dich‘tiém
truyen
45. Co sé dang ky: Cong ty TNHH Dwgc Tam Pan (Pja chi: A4.4 KDC Everich 3, Puong Phu
Thudn, Phwong Tan Phl, Qudn 7, Thanh phé Ho Chi Minh, Viét Nam)
45.1. Co sé san xuit: Delorbis Pharmaceuticals Ltd. (Pja chi: 17 Athinon Street, Ergates Industrial
Area, 2643 Ergates, P. O. Box 28629, 2081 Lefkosia, Cyprus)
65 CoRycardon Irbesartan 300mg, | Vién nén Hop 3 vi x NSX 24 529110190026
300/12,5mg Hydrochlorothiazide | bao phim 10 vién
12,5mg
45.2. Co sé san xuat: Vuab Pharma a.s (Pja chi: Vltavské 53, 252 63 Roztoky, Czech Republic)
66 Hydrocortison | Hydrocortison Bot dong Hop 1 lo NSX 36 859110190126
Vuab 100 mg | hydrogensuccinat kho pha
127,6mg tuong tng | dung dich
véi Hydrocortison tiém‘, tiém
100mg truyen
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46. Co sé diing ky: Cong ty TNHH Dwoc va vat tu y té Kién Pan (Pja chi: 22 Bis Lam Son, Phirong

2, Qudn Tan Binh, Thanh phé Hé Chi Minh, Viét Nam)

46.1. Co sé san xuit: Bioindustria Laboratorio Italiano Medicinali S.p.A. (Pia chi: Via De
Ambrosiis, 2/6 - 15067 Novi Ligure (AL), Italy)

67

Midazolam
Bioindustria
L.ILM.5
mg/1ml
solution for
injection

Midazolam(dudi
dang Midazolam
HCI 5,6mgq)
5mg/ml

Dung dich
tiém

Hop 10 6ng
Iml

NSX

36

800112190226

47. Co sé ding ky: Cong ty TNHH Pau Tw Thwong Mai Dwoc pham Vigt Tin (Pja chi: S6 01 -
L6 O1 Khu nha ¢ ban ddo Linh Pam, Phwong Hoang Liét, Qudn Hoang Mai, Thanh pho Ha Ngi, Viét

Nam)

47.1. Co sé san xuat: Chanelle Medical Unlimited Company (Pia chi: Dublin Road, Loughrea,
H62 FH90, Ireland)

68

\V/T-Carbo

Carbocisteine
375mg

Vién nang
cung

Hop 8 vi x
15 vién

NSX

36

539100190326

48. Co s diang ky: Cong ty TNHH Ferring Pharmaceuticals (Pja chi: Tang 20, tda nha
Flemington, 182 Lé Pai Hanh, phuong 15, qudn 11, thanh ph Hé Chi Minh, Viét Nam)
48.1. Co sé san xuat, déng géi so cap va xuat xwéng: Ferring GmbH (bja chi: Wittland 11, 24109

Kiel, Germany)

Co s& déng goi thir cap: Ferring International Center SA (Pja chi: Chemin de la Vergognausaz
50, 1162 Saint- Prex, Switzerland)

69

Tractocile

Atosiban (dudi
dang atosiban
acetate)
6,75mg/0,9ml

Dung dich
tiém tinh
mach

Hop 1 lo
0,9ml

NSX

48

400110190426

49. Co sé¢ ding ky: Cong ty TNHH Héng Phic Bao (Pja chi: So 232/8 quéc 16 13, phuwrong 26, qudn
Binh Thanh, Thanh Phé Hé Chi Minh, Viét Nam)
49.1. Co sé san xuét: Biodeal Pharmaceuticals Ltd. (Pja chi: Vill. Sainimajra, Nalagarh-Ropar
Road, Nalagarh, Distt. Solan (H.P.), India, 174101, India)

70

Nasocort-100

MJdi liéu xit chua
Budesonide 100ug
(mcg)

Hon dich
Xit miii

Hop 1 Lo x
15ml (twong
ung véi 150
lidu xit)

NSX

24

890100190526

50. Co s6 diang ky: Cong ty TNHH Johnson & Johnson (Viét Nam) (Bja chi: Tang 12, tda nha
Vietcombank, sé 5 Céng truong Mé Linh, phwong Bén Nghé, qudn 1, thanh phé Hé Chi Minh, Viét

Nam)

50.1. Co s& san xuat: Lusomedicamenta Sociedade Técnica Farmacéutica, S.A. (Fab.) (Pia chi:
Estrada Consiglieri Pedroso, 69 - B - Queluz de Baixo, 2730-055 Barcarena, Portugal)

71

Motilium Tab

Domperidone
10mg

Vién nén
bao phim

Vi 10 vién,
10 vi

NSX

36

560110190626
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51. Co sé ding ky: Cong ty TNHH Medfatop (Pia chi: 34C Puwong sé 22, Khu phé 23, Phwong Binh
Hung Hoa, TP. Ho Chi Minh, Viét Nam)

51.1. Co sé san xuét: Orion Corporation (Pja chi: Orionintie 1, 02200 Espoo, Finland)

Co sé chiu trach nhiém xuit xwéng: Orion Corporation (Pia chi: Joensuunkatu 7, Salo, 24100,

Finland)

72

Valprovell

Sodium valproate
500mg

Vién nén
bao phim
phong
thich kéo
dai

Hop 1 chai
X 100 vién

NSX

36

640114190726

73

Valprovell
300 mg

Sodium valproate
300mg

Vién nén
bao phim
phong
thich kéo
dai

Hop 1 chai
X 100 vién

NSX

36

640114190826

51.2. Co sé san xuat: Santa Farma ila¢ San. A.S. (Dja chi: Gebkim Kimya lhtisas Organize Sanayi

Bolgesi, Cerkesli Yolu Uzeri, Erol Kiresepi Cad. No:8, 41455 Dilovasi-Kocaeli, Turkiye)

74 Lev-end Levetiracetam Vién nén Hop 5 vi x NSX 36 868110190926
250mg 250mg bao phim 10 vién

75 Lev-end Levetiracetam Vién nén Hop 5 vi x NSX 36 868110191026
500mg 500mg bao phim 10 vién

52. Co sé diang ky: Cong ty TNHH Mét thanh vién An Phat (bja chi: 1923 Nguyén Héizu Canh,
phirong 19, qudn Binh Thgnh, TP. Ho Chi Minh, Viét Nam)
52.1. Co s& san xuit: Laboratorios Liconsa, S.A. (Pia chi: Avda. Miralcampo, 7, Pol. Ind.
Miralcampo, Azuqueca de Henares, 19200 Guadalajara, Spain)

76

Telmisartan/ Telmisartan
Hydrochlorothiazide| 80mg,
80mg/25mg Hydroclorothiazid
Tablets 25mg

Vién nén

hop 3 vi X
10 vién

NSX

36

840110191126

52.2. Co sé san xuat: Lee Pharma Limited (Pia chi: Plot No. V, Phase-ll, VSEZ, Duvvada,
Sabbavaram (M), Visakhapatnam District, Andhra Pradesh, 530049, India)

77

Vildagliptin/
Metformin
Hydrochloride
Tablets
50/850

Vildagliptin 50mg,
Metformin
hydrochlorid
850mg

Vién nén
bao phim

Hop 03 vi x
10 vién

NSX

36

890110191226

53. Co sé diang ky: Cong ty TNHH Mét thanh vién An Phat (bja chi: 1923 Nguyén Héizu Canh,
Phirong Thanh My Tay, TP. Ho Chi Minh, Viét Nam)

53.1. Co sé san xuat: Deva Holding Anonim Sirketi (Pja chi: Cerkezkdy Organize Sanayi Bélgesi
Karaaga¢ Mahallesi Fatih Bulvar:t No: 26 Kapakli - TEKIRDAG, Turkiye)

78

Hydmoxia Hydroxycarbamid NSX
500 mg Hard | 500mg
Capsule

Vién nang 24 868114191326

cung

Hop 10 vi x
10 vién
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53.2. Co' sé san xuat: Genepharm S.A. (Pja chi: 18th Km Marathonos Avenue, Pallini, 15351,
Greece)
79 Linagliptin, Linagliptin 5mg Vién nén Hop 2 vi x NSX 36 520110191426
Film Coated bao phim 15 vién
Tablets, 5
mg/Tab

54. Co sé ding ky: Cong ty TNHH M@t thanh vién Dwoc pham PV Healthcare (Pia chi: 4/5 Khu
Ddn Cu Van Xudn Pdt Viét, Puong Sé 5, Phurong Binh Hung Hoa, Qudn Binh Tan, TPHCM, Viét

Nam)

54.1. Co sé san xuit: S Kant Healthcare Ltd. (Pja chi: Plot No. - 1802 - 1805, G.I.D.C. Phase III,
VAPI City - VAPI - 396 195, Dist. - Valsad, Gujarat state, India)

80 | Cotrikant M&i 5ml hén dich | Hondich | Hop 1 chai NSX 36 890110191526
udng chua: udng 100ml kém
Sulfamethoxazol 1 cbc phan
200mg, licu
Trimethoprim
40mg

81 D-Absorb Desloratadine Dung dich | Hop 1 chai NSX 24 890100191626
0,5mg/ml udng x 60ml

82 Ibuprofen Oral | lbuprofen Hon dich Hop 1 chai | BP hién 36 890100191726

Suspension BP | 100mg/5ml udng x 100ml hanh

100 mg/5ml

55. Co sé diing ky: Cong ty TNHH Mét thanh vién Dwgc pham Viét Tin (Pja chi: Tang 2 - 3, 83
16 L dwong s6 2 Khu dén cwe Phii My, phwong Pha My, Qudn 7, thanh phd Hé Chi Minh, Viét Nam)
55.1. Co sé san xuat: Nobel llac Sanayii Ve Ticaret A.S. (Pja chi: Sancaklar Mah. Eski Akcakoca,

Cad. No: 299 81100 DUZCE, Tirkiye)

83

Ticasa 90mg

Ticagrelor 90mg

Vién nén
bao phim

Hop 4 vi X
14 vién

NSX

36

868110191826

56. Co s¢ diing ky: Cong ty TNHH M@t thanh vién Dwoc pham Viét Tin (Pja chi: Tang 2 - 3, s6
8316 L dwong 6 2 khu dédn cwe Phii My, phwong Tan My, thanh phé Ho Chi Minh, Viét Nam)
56.1. Co sé san xuit: Nobel llac Sanayii Ve Ticaret A.S. (Pja chi: Sancaklar Mah. Eski Akcakoca

Cad. No: 299 81100 DUZCE, Turkiye)

84

Lordes 2.5
mg/ 5 ml
Syrup

Desloratadin
2,5mg/5ml

Sird

Hop 1 chai
150ml +1
thia dong
5mi

NSX

24

868100191926

57. Co sé diang ky: Cong ty TNHH Novartis Viét Nam (Pja chi: Phong 1001, ldu 10, Centec Tower,
72-74 Nguyén Thi Minh Khai, Phwong V8 Thi Sau, Qudn 3, Thanh phé Hé Chi Minh, Viét Nam)
57.1. Co sé san xuat: Lek S.A (Pja chi: ul. Podlipie 16, 95-010 Strykow, Poland)

85

Atorvastatin
Sandoz 10mg

Atorvastatin (dudi
dang Atorvastatin
calci trihydrat
10,825mg) 10mg

Vién nén
bao phim

Hop 3 vi X
10 vién;
Hop 10 vi x
10 vién

NSX

24

590110192026
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86 Atorvastatin | Atorvastatin (dudi | Vién nén Hop 3 vi X NSX 24 590110192126
Sandoz 20mg | dang Atorvastatin | bao phim 10 vién;
calci trihydrat Hop 10 vi x
21,65mg) 20mg 10 vién
57.2. Co sé san xuat: Sandoz GmbH (Pja chi: Biochemiestrafe 10, 6250 Kundl, Austria)
87 Amoksiklav | Amoxicillin (duéi | Viénphan | Hop2vix7 | NSX 36 900110192226
Quicktabs dang amoxicillin tan Vién
1000 mg trihydrat
1004,592mg)
875mg; Acid
clavulanic (dudi
dang kali
clavulanat
148,987mg) 125mg
88 Amoksiklav | Amoxicillin (duéi | Viénphan | Hop2vix7 | NSX 36 900110192326
Quicktabs 625 | dang amoxicillin tan vién

mg

trihydrat
574,053mgQ)
500mg; Acid
clavulanic (dudi
dang kali
clavulanat
148,987mg) 125mg

58. Co s& ding ky: Cong ty TNHH Novell (Pja chi: So 151, Puong Sé I, Khu Din Cuw Conic, Xa

Binh Hung, TP Ho Chi Minh, Viét Nam)

58.1. Co sé san xuat: Deva Holding A.S. (Pja chi: Cerkezkoy Organize Sanayi Bolgesi, Karaagagc
Mahallesi, Fatih Bulvart No: 26, Kapakli/Tekirdag, Turkiye)

89

Etopex 100
mg/5 mL

Etoposide
100mg/5ml

Dung dich
dam dac

pha truyén
tinh mach

Hop 1 lo x
5ml

NSX

36

868114192426

59. Co sé diang ky: Cong ty TNHH Tai Nguyén Vang (Pia chs: 70 V6 Thi Sdu, Phuwong Tan Dinh,

Thanh phé Ho Ch

i Minh, Viét Nam)

59.1. Co s& san xuit: Uniza Lifecare Pvt.Ltd. (Pja chi: Sr. No. 919/7, (Old Sr. No. 404), Kadi-Detroj
Road, Balasar, Tal. Kadi, Dist. Mehsana, Gujarat- 382715, India)

90

Ketzol

Ketoconazole 2%
(kI/KI)

Kem boi da

Hop 1 tuyp
x 15 gam;
hop 1 tuyp
x 30 gam

BP hién
hanh

36

890100192526

60. Co sé ding ky: Cong ty TNHH Thai Nakorn Patana Viét Nam (Bja chi: 636 Nguyén Tat Thanh,
Phwong 9, Thanh phé Tuy Hoa, Tinh Phi Yén, Viét Nam)
60.1. Co s¢' san xuat: Thai Nakorn Patana Co., Ltd (Pja chi: 14 Soi Ngamwongwan 8,
Ngamwongwan Road, Bangkhen, Mueang, Nonthaburi 11000, Thailand)
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91 D-Prazol Omeprazole (duéi | Viennang | HOop2vix7| NSX 36 885110192626
dang pellet cang chira | vién
Omeprazol pellet bao
231,5mg) 20mg khang dich
Vi
92 Oracortia Triamcinolone Bot nhéo Hop 50 tai NSX 36 885110192726
acetonide 1mg/1g x 1g; Hop
(0,1 % (w/w)) 12hopx 1
tuyp x 59

61. Co sé ding ky: Cong ty TNHH Thuwong mai Dich va Ky thuat Pic Viét (Pia chi: So 1, ngéach
26/31 Nguyén Hong, phwong Lang Ha, Qudn Pong Pa, Ha Ngi, Viét Nam)
61.1. Co sé san xuét ban thanh pham, déng goi so' cap va thir cip, kiém soat chat hrong: S.M.
Farmaceutici S.R.L. (Pia chi: Zona Industriale, 85050 Tito (PZ), Italy)
Co sé xuit xwong: Panpharma GmbH (Pia chi: Bunsenstrasse 4, 22946 Trittau, Germany)

93

Metronidazole
Panpharma
500 mg

Metronidazole
500mg/100ml

Dung dich
truyén tinh
mach

Hop 10 chai

X 100ml

USP
hién
hanh

36

800115192826

62. Co sé diing ky: Cong ty TNHH Thwong mai Dwoc pham Pai Thanh (Pja chi: Sé 16B, ngéch
362/37, ngd 362 phé Nam Du, t6 7, phwong Tran Phu, qudn Hoang Mai, Thanh phé Ha Ngi, Viét Nam)
62.1. Co s san xuit: Pell Tech Health Care Pvt.Ltd (Pja chi: Plot No 20B, Tansa farm Estate,
Village Met, Gonsai, Bhiwandi-wada, Palghar 421312, Maharashtra State, India)

94

Tamilan

Tadalafil 20mg

Vién nén
bao phim.

Hoplvix4

vién

USP hién
hanh

36

890110192926

63. Co sé ding ky: Cong ty TNHH Thuwong Mai Duwgc Pham Minh Nguyén (Pja chi: SE Puong
212, phwong Phuéc Long A, Thanh phé Thi Puic, Thanh phé Ho Chi Minh, Viét Nam)
63.1. Co sé san xuét: Polipharm Co., Ltd. (Pja chi: 109, Soi Wat Bang Phli Yai Nai, Bangna-Trad
road, Moo 12, Bang Phli Yai, Bang Phli, Samut prakan 10540, Thailand)

95

Clozepam 2.0

Clonazepam 2mg

Vién nén

Hop 10 vi x
10 vién

NSX

24

885112193026

64. Co sé ding ky: Cong ty TNHH Thuong mai Dwgc phim Phwong Linh (Pja chi try sé: Sé 3,
ngd 24, phé Phan Vin Trwong, Phwong Dich Vong Hdu, Qudn Cau Gidy, Thanh pho Ha Ngi, Viét
Nam; Pja chi kinh doanh: Sé 58, nha E, khu dé thi Pai Kim, Phirong Binh Cong, Qudn Hoang Mai,
Thanh pho Ha Ngi, Viét Nam)
64.1. Co sé san xuat: Help Abee/ Help S.A. (Pia chi: Pedini loanninon, loannina, 45500, Greece)

96

Yenlip

Clindamycin
phosphate (twong

duong Clindamycin

100mg) 119mg

Vién dan
dat am dao

Hop chua 7
vién

NSX

36

520110193126

65. Co sé dang ky: Cong ty TNHH Viatris Viét Nam (Dja chi: Toa nha Friendship Tower, 31 duong
L& Dudn, phwong Bén Nghé, Qudn 1, Thanh phd Ho Chi Minh, Viét Nam)
65.1. Co s& san xuit: Pfizer Ireland Pharmaceuticals Unlimited Company (Bja chi: Little Connell,
Newbridge, W12, HX57, Ireland)
Co sé déng géi va xuit xwong: Pfizer Manufacturing Deutschland GmbH (Pia chi:
Mooswaldallee 1, 79108 Freiburg Im Breisgau, Germany)
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97 Efexor XR Venlafaxine (dudi | Viénnang | Hop 2 vi X NSX 36 539110193226
dang Venlafaxine | cing giai 14 vién
HCI) 75mg phong kéo
dai

66. Co sé ding ky: Cong ty TNHH xuét nhap khau va phan phéi dwgc pham Ha Néi (Pja chi: Sé
23 phé Vicong Thira Vi, Phirong Khwong Mai, Qudn Thanh Xuan, Thanh phs Ha Ngi, Viét Nam)
66.1. Co sé' san xuit: Deva Holding A.S. (Pia chi: Cerkezkdy Organize Sanayi Bolgesi, Karaaga¢

Mah., Atatiirk Cad., No:32 Kapakli-Tekirdag, Turkiye)

98 Daplig 10 mg | Dapagliflozin Vién nén Hop 2 vi x NSX 24 868110193326
10mg bao phim 14 vién
66.2. Co'sé san xuat: SAG manufacturing, S.L.U (Pja chi: Carretera Nacional I, Km. 36 28750 San
Agustin de Guadalix, Spain)
99 Alma-Gel Almagate 1500mg H§n dich Hop 16 goi NSX 36 840100193426
1500mg uong x 15ml
100 | Alma-Tab Almagate 500mg Vién nén Hop3vix8 | NSX 36 840100193526
500mg nhai vién; Hop 6
Vi X 8 vién

67. Co sé ding ky: Cong ty TNHH xuit nhap khau va phan phéi dwgc pham Ha Néi (Pja chi: Sé
23 phé Vicong Thira Vi, Phurong Phirong Liét, Thanh pho Ha Néi, Viét Nam)
67.1. Co sé san xuat: SAG Manufacturing, S.L.U. (Pja chi: Carretera Nacional 1, Km. 36 28750
San Agustin de Guadalix (Madrid), Spain)

101

Eu-Colinz
1000mg

Mbi g6i 10ml dung
dich udng c6 chira:
Citicoline (dudi
dang citicoline
natri 1045mg)
1000mg

Dung dich
uong

Hop 10 goi
X 10ml

NSX

24

840110193626

68. Co s¢ ding ky: Cong ty TNHH Xc tién Thwong mai Dwoc pham va dau tu TV (Pja chi: Sé
72 Binh Gid, Phirong 13, Qudn Tan Binh, Thanh phé Ho Chi Minh, Viét Nam)

68.1. Co s& san xuit: Atlantic Pharma Producoes Farmaceuticas S.A. (Pia chi: Rua De Tapada
Grande 2, Abrunheira, Sintra, 2710-228, Portugal)

102

Cidafil 20

Tadalafil 20mg

Vién nén
bao phim.

Hoplvix4
Vién

NSX

36

560110193726

69. Co s& ding ky: Cong ty TNHH Y-Med Healthcare (Pja chi: 1-3, Puong sé 45, Phirong Khanh
Héi, Thanh Phé Hé Chi Minh, Viét Nam)

69.1. Co sé san xuiat: S Kant Healthcare Ltd. (Pja chi: Plot No. 1802-1805, G.1.D.C., Phase I,
Vapi 396195, Gujarat State, India)

103

Nyska Nystatin 500.000 Vién nén Hop 10 vi x USP 36 890110193826
U bao phim 10 vién hign
hanh +
NSX
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70. Co sé ding ky: Cong ty trach nhiém hitru han Héa Chat Dwgc Pham Chau Ngoc (Pja chi: S6
50, dwong sé 10, Phuwong Tan Thudn, Thanh phd Ho Chi Minh, Viét Nam)
70.1. Co sé san xuét: Biolab Co., Ltd (Pia chi: 625 Soi 7A Bangpoo Industrial Estate, Sukhumvit
Road, Moo 4, Prakasa, Muang, Samutprakarn 10280, Thailand)

104

Sucee

Cyproterone
acetate 2mg;
Ethinylestradiol
0,035mg

Vién nén
bao duong

Hop 1 vi X
21 vién

NSX

60

885110193926

71. Co sé dang ky: Daewon Pharm. Co., Ltd. (Pia chi: 386, Cheonho-daero, Seongdong-gu, Seoul,

Republic of Korea)

71.1. Co sé san xuat: Daewon Pharm. Co., Ltd. (Dja chi: 24, Jeyakgongdan 1-gil, Hyangnam-eup,
Hwaseong-si, Gyeonggi-do, Republic of Korea)

105

Wonfol

Propofol 10mg/ml

Nhil tuong
tiém

Hop 5 Lo X
20ml; Hop
1 Lo x 50ml

NSX

24

880114194026

72. Co s6 dang ky: Daewoong Pharmaceutical Co., Ltd. (bia chi: 35-14, Jeyakgongdan 4-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Republic of Korea)
72.1. Co sé san xuat: Ahngook Pharmaceutical Co., Ltd. (Pja chi: 40, Jeyakgongdan 1-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Republic of Korea)
Co sé déng goi so cap va thir cAp: Daewoong Pharmaceutical Co., Ltd. (Pja chi: 35-14,

Jeyakgongdan 4-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Republic of Korea)

106

Gombica

Alfuzosin
hydrochloride
10mg

Vién nén
bao phim
giai phéng
kéo dai

Hop 3 vi X
10 vién

NSX

24

880110194126

73. Co s6 dang ky: Delorbis Pharmaceuticals Ltd. (Dia chi: 17 Athinon Street, Ergates Industrial

Area, 2643 Ergates, P.O. Box 28629, 2081 Lefkosia, Cyprus)

73.1. Co sé san xuat: Delorbis Pharmaceuticals Ltd. (Dja chi: 17 Athinon Street, Ergates Industrial

Area, 2643 Ergates, P. O. Box 28629, 2081 Lefkosia, Cyprus)

107 | Naxat 10 mg | Rivaroxaban 10mg | Vién nén Hop 3vix | EP hién 36 529110194226
bao phim 10 vién hanh
108 | Naxat 15 mg | Rivaroxaban 15mg | Vién nén Hop 3vix | EP hién 36 529110194326
film-coated bao phim 10 vién hanh
tablets
109 | Naxat20 mg | Rivaroxaban 20mg | Vién nén Hop 3vix | EP hién 36 529110194426
bao phim 10 vién hanh

74. Co s¢ diang ky: DKSH Singapore Pte., Ltd. (Pja chi: 47 Jalan Buroh, # 09-01 Singapore
(619491), Singapore)

74.1. Co sé san xuat: Biocodex (Pja chi: 1, Avenue Blaise Pascal, 60000 Beauvais, France)

110

Stresam

Etifoxine
hydrochloride
50mg

Vién nang
cung

Hop 3 vi X
20 vién

NSX

30

300110194526
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75. Co s6 diang ky: Dr. Reddy's Laboratories Ltd. (bia chi: 8-2-337, Road No. 3, Banjara Hills,

Hyderabad, Telangana - 500034, India)

75.1. Co sé san xuat: Dr. Reddy’s Laboratories Limited (Pja chi: Formulation Tech Ops 11, Survey
No 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri
District — 500090, Telangana State, India)

111

Cuberec-S
100

Sacubitril/\Valsartan
dang acid tu do
100mg (48,6mg
Sacubitril va
51,4mg Valsartan
tuong duong vai
113,1mg mubi
phuc
Sacubitril/Valsartan
trisodium
Hemipentahydrate)

Vién nén
bao phim

Hop 3 vi X
10 vién

NSX

24

890110194626

112

Cuberec-S
200

Sacubitril/Valsartan
dang acid tu do
200mg (97,2mg
Sacubitril va
102,8mg Valsartan
tuong duong vai
226,2mg mudi
phuc
Sacubitril/\Valsartan
trisodium
Hemipentahydrate)

Vién nén
bao phim

Hop 3 vi X
10 vién

NSX

24

890110194726

76. Co sé dang ky: Euro Healthcare Pte. Ltd. (Pja chi: 1 North Bridge road, #19-04/05, High Street

Centre, Singapore (179094), Singapore)

76.1. Co s& san xuit: Navana Pharmaceuticals Ltd. (Pja chi: Rupshi, Rupganj, Narayanganj,

Bangladesh)

113

Eurofast 120
mg

Fexofenadine
hydrochloride
120mg

Vién nén
bao phim

Hop 5 vi X
10 vién

USP
hién
hanh

24

894100194826

77. Co sé dang ky: Gedeon Richter Plc. (DPja chi: Gyomrdi ut 19-21., Budapest, 1103, Hungary)

77.1. Co sé san xuat va dong goi: Gedeon Richter Polska Sp. z o.0. (Pja chi: ul. Graniczna 35, 05-
825 Grodzisk Mazowiecki, Poland)
Co s& kiém nghiém va xuat xwéng 16: Gedeon Richter Polska Sp. z 0.0. (Pja chi: ul. Ks. J.
Poniatowskiego 5, 05-825 Grodzisk Mazowiecki, Poland)

114 | Cataron 60 Ticagrelor 60mg Vién nén Hop 4 vi X NSX 24 590110194926
mg bao phim 14 vién

115 | Cataron 90 Ticagrelor 90mg Vién nén Hop 4 vi x NSX 24 590110195026
mg bao phim 14 vién
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77.2. Co sé san xuat: Gedeon Richter Plc. (Pia chi: Gyomréi it 19-21, Budapest, 1103, Hungary)
116 | Restigulin 10 | Aripiprazol 10mg | Vién nén Hop 3 vi X NSX 24 599110195126
mg 10 vién;
HOp 6 vi X
10 vién

78. Co sé dang ky: Getz Pharma (Private) Limited (Dia chi: Plot No. 29-30, Sector 27, Korangi

Industrial Area, Karachi, Pakistan)

78.1. Co sé san xuat: Getz Pharma (Private) Limited (Bja chi: Plot No. 29-30, Sector 27, Korangi

Industrial Area, Karachi, Pakistan)

117 | Apixaget Apixaban 2,5mg Vién nén Hop 3 vi X NSX 24 896110195226
Tablets 2.5mg bao phim 10 vién
118 | Apixaget Apixaban 5mg Vién nén Hop 3 vi x NSX 24 896110195326
Tablets 5mg bao phim 10 vién
119 | Getzome Omeprazole (dudi | Viennang | Hop2vix7 | NSX 36 896110195426
Capsules dang vi hat bao tan | cang chira | vién
20mg trong ruot vi hat bao
omeprazole 8,5%) | tan trong
20mg ruot
120 | Soliget Solifenacin Vién nén Hop 1 vi x NSX 24 896110195526
Tablets 10mg | succinat 10mg bao phim 10 vién

79. Co sé dang ky: Glenmark Pharmaceuticals Ltd. (Pja chi: B/2, Mahalaxmi Chambers, 22
Bhulabhai Desai Road, Mumbai - 400 026, India)
79.1. Co sé san xuét: Glenmark Pharmaceuticals Ltd. (Bja chi: Plot No. B-25, M.1.D.C, Shendra
Aurangabad 431154 Maharashtra State, India)

121

Powercort E Clobetasol

Foam Propionate
(Micronized)
0,05% (w/w)

Nhil twong
tao bot

Hop 1 Binh
x 50 gam;
Hop 1 Binh
x 100 gam

NSX

24

890110195626

79.2. Co sé san xuit: Glenmark Pharmaceuticals Ltd. (Pja chi: Plot No. B-25, M.I1.D.C, Shendra
Chhatrapati Sambhajinagar 431154 Maharashtra State, India)

122

Lenalidomide
25mg

Glenalidom
25 mg

Vién nang
cung

Hop 3vix7
Vién

NSX

24

890114195726

80. Co s6 dang ky: Haw Par Healthcare Limited (Pja chi: 401 Commonwealth Drive #03-03, Haw

Par Techno Centre Singapore (149598),

Singapore)

80.1. Co sé san xuit: Tiger Balm (M) SDN BHD. (Bbja chi: Plo 95, No. 6, Jalan Firma 1/1 Tebrau

Indstrial Estate 81100 Johor Bahru, Johor, Malaysia)

123

Tiger Balm Camphor 3,0%

active muscle | (w/w), Menthol

rub 5,0% (w/w),
Methyl salicylate
15,0% (w/w)

Kem boi
ngoai da

Hop 1 tuyp
X 5 gam;
Hop 1 tuyp
X 60 gam,
12 hop chaa
tuyp 60g
trong 1 hop

NSX

Quy cach
dong goi
tuyp 5g:
24 thang;
Quy cach
dong goi
60g: 36
thang

955100195826
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81. Co sé dang ky: Hetero Labs Limited (Pja ch:: 7-2-A2, Hetero Corporate Industrial Estate,
Sanathnagar Hyderabad TG 500018, India)
81.1. Co sé san xuat: Hetero Labs Limited (Pja chi: Unit-111, 22-110, I.D.A, Jeedimetla, Hyderabad,
Telangana State, India)

124 | Ezole 20 Esomeprazole Viénnang | Hop 1 lo X NSX 24 890110195926
Magnesium chua pellet | 30 vién
Trihydrate bao tan
22,25mg tuong trong ruot
duong vai
Esomeprazole
20mg
125 | Lamivudine Lamivudine Dung dich | Hop 1 chai NSX 24 890110196026
Oral solution | 10mg/ml uéng X 240ml
10mg/ml
126 | Letram Levetiracetam Dung dich | Hop 1 chai NSX 36 890110196126
100mg/ml 100mg/ml uéng x 150ml, va
1 bom dinh
lidu 3ml

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

India)

127

Palbis 75

Palbociclib 75mg

Vién nang
cung

Hop 3 vi X
10 vién

NSX

24

890110196226

81.3. Co sé san x

a, India)

uat: Hetero Labs Limited (Pja chi: Unit-VI, Sy.No.410 - 411, TSIIC Formulation
SEZ, Polepally Village, Jadcherla Mandal, Mahaboobnagar District, Telangan

128

Paclitero 300

Paclitaxel
300mg/50ml

Dung dich
tiém

Hop 1 lo X
50ml

NSX

24

890114196326

82. Co s¢ dang ky: HOE Pharmaceuticals Sdn. Bhd. (Pbja ch:: Lot 10, Jalan Sultan Mohamed 6,
Bandar Sultan Suleiman, 42000 Port Klang, Selangor, Malaysia)
82.1. Co sé san xuit: HOE Pharmaceuticals Sdn. Bhd. (Pia chi: Lot 10, Jalan Sultan Mohamed 6,
Bandar Sultan Suleiman, 42000 Port Klang, Selangor, Malaysia)

129 | Hoebeprosalic | Betamethasone Dung dich | Chai 30ml NSX 36 955110196426
dipropionate dung ngoai
0,064% (w/v),
Salicylic Acid 2%
(wiv)
130 | Hoecloderm Clobetasol Kem boi Tuyp nhdm NSX 36 955110196526
cream propionate ngoai da 5¢, 159
0,0568% (w/w)
(twong duong
clobetasol 0,05%)
131 | T3 Mycin Clindamycin Gel boi Tuyp 259 NSX 36 955110196626
phosphate 1,2% ngoai da

(wiw)
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83. Co s¢ dang ky: Il-yang Pharm Co., Ltd (Pia ch:i: (Hagal-dong), 110, Hagal-ro, Giheung-gu
Yongin-si, Gyeonggi-do, Republic of Korea)
83.1. 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)

132

Nometan

Losartan kali
100mg

Vién nén
bao phim

Hop 8 vix 7
vién; Hop 4
vi X 14 vién

NSX

36

560110196726

84. Co sé dang ky: Inventia Healthcare Limited (Pja ch:: Suite No 1 and 2, 7th Floor, Oberoi Commerz
1, Oberoi Garden City, Goregaon East, Mumbai, Goregaon East, Maharashtra, 400063, India)

84.1. Co s& san xuat: Inventia Healthcare Limited (bia chi: F1-F1/1-F75/1, Additional Ambernath
M.1.D.C., Ambernath (East), Thane 421506, Maharashtra State, India)

133 | Telmisartan Telmisartan 40mg | Vién nén Hop 10 vi X USP 36 890110196826
Tablets USP 10 vién 2024
40 mg

134 | Telmisartan Telmisartan 80mg | Vién nén Hop 10 vi X USP 36 890110196926
Tablets USP 10 vién 2024
80 mg

85. Co sé diang ky: Inventia Healthcare Limited (Pja chi: Unit 703 and 704, 7th floor, Hubtown
Solaris, N S Phadke Marg, Andheri (East), Mumbai Mumbai City 400069, India)
85.1. Co'sé san xut: Inventia Healthcare Limited (Pja chi: F1-F1/1-F-75/1, Additional Ambernath
M.1.D.C., Ambernath (East) — Thane 421 506, Maharashtra State, India)

135 [Telmisartan and | Telmisartan Vién nén Hop 3 vi x NSX 24 890110197026
Hydrochlorothiazide| 40mg, 10 vién
Tablets USP Hydrochlorothiazide
40/12.5 mg 12,5mg

136 [Telmisartan and | Telmisartan Vién nén Hop 3 vi x NSX 24 890110197126
Hydrochlorothiazide| 80mg, 10 vién
Tablets USP Hydrochlorothiazide
80/12.5 mg 12,5mg

86. Co so dang ky: Laboratoire Aguettant (Dia chi: 1 rue Alexander Fleming, Lyon, 69007, France)
86.1. Co s& san xuit: Laboratoire Aguettant (Pja chi: Lieu-dit Chantecaille, Champagne, 07340,

France)
137 | Phenylephrine | Phenylephrine Dung dich | Hop 10 NSX 36 300110197226
Aguettant 50 | (dudi dang tiém trong | bom tiém x
micrograms/ml | phenylephrine bom tiém | 10ml
hydrochloride dong san

0,609mg)
0,5mg/10ml

87. Co sé dang ky: Lloyd Laboratories Inc. (Pia chs: #10 Lloyd Avenue, First Bulacan, Industrial
City, Tikay, Malolos, Bulacan, Philippines)
87.1. Co sé san xuit: Steril-Gene Life Sciences (P) Limited (Pia chi: No. 45, Mangalam Main Road,

Mangalam Village, Villianur Commune, Puducherry - 605110, India)

138

Suntel-80

Telmisartan 80mg

Vién nén
khong bao

Hop 3 vi X
10 vién

USP 40

24

890110197326
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88. Co s¢ dang ky: Lotus International Pte. Ltd. (Pia chi: 9 Raffles Place, #26-01 Republic Plaza,
Singapore (048619), Singapore)

88.1. Co sé san xuat: Lotus Pharmaceutical Co., Ltd. Nantou Plant (Bja chi: No. 30, Chenggong
1st Rd., Sinsing Village, Nantou City, Nantou County 54066, Taiwan)

139

Truzoma Temozolomide Viénnang | Hop5g06ix | NSX 24 471114197426
Capsules 20mg cang 1 vién
20mg

89. Co sé dang ky: Macleods Pharmaceuticals Limited (Dia chi: 304, Atlanta Arcade, Marol
Church Road, Andheri (East) Mumbai, Maharashtra 400059, India)

89.1. Co sé san xuat: Macleods Pharmaceuticals Ltd. (Pja chi: Block N-2, Village Theda, Post
Office Lodhimajra Tehsil Baddi, Distt. Solan, Himachal Pradesh - 174101, India)

140

Regabin 150 | Pregabalin 150mg | Viénnang | Hop 3 vi x NSX
cang 10 vién

36 890110197526

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

90.1. Co sé san xuit: Macleods Pharmaceutical Ltd. (Pja chi: Block N-2, Village Theda, Post Office
Lodhimajra, Tehsil Baddi, Distt. Solan, Himachal Pradesh 174101, India)

141

Ticagrelor Ticagrelor 90mg Vién nén Hop1vix7 | NSX 48 890110197626

Tablets 90 mg bao phim vién

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

91.1. Co s& san xuat: Inventia Healthcare Limited (Pbia chi: F1-F1/1-F75/1, Additional Ambernath
M.1.D.C. Ambernath (East), Thane 421506, Maharashtra State, India)

142

Panfor PR- Metformin Vién nén Hop 10vix | NSX 24 890110197726
750 Hydrochloride phong 10 vién
750mg thich kéo
dai

92. Co sé dang ky: MI Pharma Private Limited (Pja chi: Unit No. 402-403, Viva Hub Town,
Shankarwadi, Jogeshwari, Mumbai, Mumbai City Maharashtra - MH 400060, India)

92.1. Co sé san xuat: MSN Laboratories Private Limited (Pja chi: Formulations Division, Plot No.
42, ANRICH Industrial Estate, Bollaram, Sangareddy District — 502 325, Telangana, India)

143

Safeesem 5 S-amlodipine (dudi | Vién nén Hop 3 vi x NSX 24 890110197826
dang S-amlodipine 10 vién
besylate 6,934mg)
5mg

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

93.1. Co sé san xuat: Micro Labs Limited (Pja chi: 92 Sipcot Industrial complex, Hosur-635 126,
Tamil Nadu, India)

144

Angizaar - 25 | Losartan Potassium | Vién nen Hop 3 vi x NSX 36 890110197926

25mg bao phim 10 vién

93.2. Co sé san xuat: Micro Labs Limited (Pja chi: No. 92, Sipcot Industrial Complex, Hosur-635
126, Tamil Nadu, India)
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145 | Carvisan-MR | Trimetazidine Vién nén Hop 10vix | NSX 36 890110198026
Hydrochloride bao phim 10 vién
35mg giai phdng
bién doi
146 | Herperax - Aciclovir 800mg Vién nén Hop 2 vi X NSX 36 890110198126
800 10 vién

93.3. Co s& san xuat: Micro Labs Limited (Dja chi:

Area, Bommasandra Bengaluru — 560 099, India)

Plot No. 113-116, Phase IV, KIADB Industrial

147 |Sumiglan eye | Bimatoprost 0,03% | Dungdich | Hop 1 lo x NSX 24 890110198226
drops 0.03% wiv | (w/v) nhé mit 5ml
93.4. Co sé san xuit: Micro Labs Limited (Pja chi: Plot No. S-155 to S-159 & N1, Phase 111 & IV,
Verna Industrial Estate, Verna Salcette Goa 403 722, India)
148 | Supixa Apixaban 2,5mg Vién nén Hop 2 vi x NSX 24 890110198326
bao phim 15 vién;
Hop 3 vi x
10 vién
149 | Supixa Apixaban 5mg Vién nén Hop 2 vi x NSX 24 890110198426
bao phim 15 vién;
Hop 3 vi X
10 vién

94. Co sé dang ky: MSN Laboratories Private Limited (Pja chi: MSN House, Plot No. C 24, Sanath
Nagar Industrial Estate, Sanath Nagar Hyderabad, TG 500018, India)
94.1. Co sé san xuat: MSN Laboratories Private Limited (Bja chi: Formulation Division, Unit-11,
Sy. No.1277 & 1319 to 1324, Nandigama (Village & Mandal) Rangareddy-District - 509228,
Telangana State, India)

150 | Oselow 75

Oseltamivir (dudi
dang oseltamivir
phosphat 98,5mg)
75mg

Vién nang
cung

Hop 1 vi X USP
10 vién; hién
Hop 3 vi x hanh
10 vién;

Hop 10 vi x

10 vién

36

890110198526

94.2. Co sé san xuit: MSN Laboratories Private Limited (Pja chi: Formulation Division, Unit-11,
Sy. N0.1277 & 1319 to 1324, Nandigama Village, Nandigama Mandal, Ranga Reddy District, Pincode
509228, Telangana State, India)

151 | Oselow 45

Oseltamivir (dudi
dang Oseltamivir

Phosphat 59,1mgq)
45mg

Vién nang
cung

Hop 1 vi x USP
10 vién; hién
Hop 3 vi X hanh
10 vién;

Hop 10 vi x

10 vién

36

890110198626

95. Co sé dang ky: Novartis (Singapore) Pte Ltd (Pja ch:: 20, Pasir Panjang Road, #10-25/28,
Mapletree Business City, Singaporel17439, Singapore)
95.1. Co sé san xuat, xuat xwéng: Lek S.A. (Pja chi: ul. Podlipie 16, 95-010 Strykéw, Poland)
Co sé dong géi: Lek S.A. (Dja chi: ul. Domaniewska 50c, 02-672 Warszawa, Poland)
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152 | Canzeal 4mg | Glimepiride 4mg Vién nén Hop 3 vi x NSX 24 590110198726
10 vién

96. Co sé dang ky: Omnicals Pharma Private Limited (Pja ch:: Flat-C-210, Plot 63 To 65&73 to

75, Sect-44A Nerul, Navi Mumbai Thane, Maharashtra, India, 400706, India)

96.1. Co sé san xuit: Kamla Lifesciences Ltd (Pja chi: Plot No G-84/1, Tarapur MIDC, Boisar,
Palghar 401506, Maharashtra State, India)

153

Nueofer

Mbi ml chua
Elemental Iron
(dudi dang Ferric
Hydroxide trong
phuac hop véi
Sucrose 404mg)
20mg

Dung dich
tiém

Hop 5 6ng x
5ml

NSX

24

890110198826

96.2. Co s&¢ san
Bangladesh)

xuit: The Acme Laboratories Ltd. (Pja chi: Dhulivita, Dhamrai, Dhaka,

154

Deslormed
Tablet

Desloratadine 5mg

Vién nén
bao phim

Hop 10 vi x
10 vién

USP
hién
hanh

24

894100198926

97. Co sé¢ dang ky: Paradigm Pharma (Thailand) Co., Ltd (Pia chi: No.87, M Thai Tower 15th
Floor, All Seasons Place, Wireless Road, Lumphini Sub-District, Pathum Wan District, Bangkok
Metropolis, Thailand)
97.1. Co sé san xuat: Apotex Inc. (Pja chi: 150 Signet Drive, Toronto, Ontario, Canada M9L 1T9,

Canada)

Co s6 dong goi: Apotex Inc. (Dja chi: 4100 Weston Road, Toronto, Ontario, MIL 2Y6, Canada)

155 | Bertinib Imatinib (twong Vién nén Hop 3 vi X NSX 24 754114199026
duong Imatinib bao phim 10 vién
mesylat 119,5mg)
100mg
98. Co sé dang ky: Polfarmex S.A. (Pia chi: 9 Jbzefow Street, 99-300 Kutno, Poland)
98.1. Co s¢ san xuat: Polfarmex S.A. (Pja chi: 9 Jozefow Street, 99-300 Kutno, Poland)
156 | Vinpoven Vinpocetine 10mg | Vién nén Hop 1 vi x NSX 36 590110199126
forte 30 vién;
Hop 2 vi X
30 vién;
Hop 3 vi X
30 vién

99. Co s6 dang ky: Pharmaceutical Works Polpharma S.A. (Dia chi: 19, Pelplinska Street, 83-200
Starogard Gdanski, Poland)
99.1. Co sé san xuat: Pharmaceutical Works Polpharma S.A. (Pja chi: 83-200 Starogard Gdanski,
19 Pelplinska Street, Poland)

157

Sumamigren

Sumatriptan (dudi
dang Sumatriptan
succinate) 50mg

Vién nén
bao phim

Hop 1lvix 2
vién

NSX

36

590110199226
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100. Co sé dang ky: Pharmaunity Co., Ltd. (Pia chi: 74, Sejong-daero, Jung-gu, Seoul, Republic of

Korea)

100.1. Co sé san xuat: Beworld Pharm. Co., Ltd. (Bja chi: 872-23 Yeojunam-ro, Ganam-eup, Yeoju-
si, Gyeonggi-do, Republic of Korea)

158 | Jufax Glutathione (dudi | Bot dong Hop 10 lo NSX 36 880110199326
Injection dang Reduced) kho pha
600mg tiém
100.2. Co s& san xuat: Myungmoon Pharm.Co., Ltd. (Pja chi: 26, Jeyakgongdan 2-gil, Hyangnam-
eup, Hwaseong-si, Gyeonggi-do, Republic of Korea)
159 | Midacum Midazolam Dung dich | Hop 5 6ng x | BP hién 36 880112199426
15mg/3ml 15mg/3ml tiém 3ml hanh
(BP
2024)
160 | Midacum Midazolam Dung dich | Hop 10 éng | BP hién 36 880112199526
5mg/sml 5mg/sml tiém x 5ml hanh
(BP
2024)

101. Co so dang ky: Phil International Co., Ltd. (Pja ch:i: 17, Nonhyeon-ro 99-gil, Gangnam-gu,
Seoul, Republic of Korea)
101.1. Co sé san xuat: Hanlim Pharm. Co.,Ltd. (Pja chi: 2-27, Yeongmun-ro, Cheoin-gu, Yongin-
si, Gyeonggi-do, Republic of Korea)

161

Cosodium

Mdi lo 10ml chira:
Potassium iodide
30mg, Sodium
iodide 30mg

Dung dich
nho mat

Hop 1 lo x
10ml

NSX 24

880110199626

101.2. Co s& san xuat: Samchundang Pharm. Co., Ltd. (Pja chi: 71, Jeyakgongdan 2-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Republic of Korea)

162

Sotredine

Olopatadin (dudi
dang Olopatadin
HCI) 0,2% (w/v)

Dung dich
nho mat

Hop 1 lo x
3ml

USP
2024 +
NSX

24

880110199726

102. Co s& dang ky: Saifen Drugs Philippines Inc. (bia chi: Unit B3, G/F Padilla Building, F.
Ortigas Jr. Road, Ortigas Center, San Antonio, Pasig City, Metro Manila, Philippines)
102.1. Co s& san xuit: Steril-gene Life Sciences (P) Ltd. (Pja chi: No. 45, Mangalam Main Road,
Mangalam Village, Villianur Commune, Puducherry, 605 110, India)

163

Segonied 2mg

Dienogest (dang vi
hat) 2mg

Vién nén
khong bao

Hop 1 vi X
28 vién

NSX 24

890110199826

103. Co sé diang ky: Saint Corporation (Dia chi: Academy Tower, Rm #718,719, 118, Seongsui-ro,
Seongdong-gu, Seoul, Republic of Korea)
103.1. Co sé san xuat: Aju Pharm Co., Ltd. (Pja chi: 23, Sandan-ro 121 beon-gil, Pyeongtaek-si,
Gyeonggi-do, Republic of Korea)

164

Neuforce
Hard Capsule

Pregabalin 75mg

Vién nang
cung

Hop 6 vi X
10 vién

NSX 36

880110199926
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103.2. Co sé san xuat: Myungmoon Pharm. Co., Ltd. (Pja chi: 26, Jeyakgongdan 2-gil, Hyangnam-

eup, Hwaseong-Si, Gyeonggi-Do, Republic of Korea)

165 | Derotard Rebamipid 100mg | Vién nén Hop10vix | JP 17 36 880110200026
bao phim 10 vién
166 | Sislyum-4 Montelukast natri | Vién nén Hop4vix7 | NSX 24 880110200126
(twong duong 4mg | nhai Vién
montelukast)
4,16mg

104. Co sé dang ky: SRS Life Sciences Pte. Limited (bia chi: 71 Robinson Road, #14-01, Singapore
(068895), Singapore)
104.1. Co sé san xuat: Immacule Lifesciences Private Limited (Bja chi: Village Thanthewal, Ropar

Road, Nalagarh, District Solan, Himachal Pradesh, IN 174101, India)

167 | Imaz Azithromycin Bot dong Hop 1 lo Lo bot: | Lobot | 890110200226
dihydrate twong kho pha botvaléng | NSX; dong
duong voi tiém dung moi Ong | kho pha
Azithromycin dung tiém:
500mg moi 24

pha théng;
tiém: Ong
BP dung
2013 | mdi pha
tiém:
36
thang

168 | Prasocare Esomeprazole natri | Bot dong Hopllova | Lobdt: | Lobot | 890110200326
tuong duong voi kho pha 16ng Natri | NSX; | déng
Esomeprazole tiém clorid 5ml Ong | kho pha
40mg dung tiém:

moi 24
pha thang;
tiém: Ong
BP dung

2013 | moi pha

tiém:

36
thang

105. Co sé diang ky: Standard Chem. & Pharm. Co., Ltd. (bja chi: No. 6-20, Tuku, Tuku Village,
Sinying District, Tainan City 73055, Taiwan)
105.1. Co sé san xuat: 2nd Plant, Standard Chem. & Pharm. Co., Ltd. (Pja chi: No. 154, Kaiyuan
Road, Sinying District, Tainan City 73055, Taiwan)

169

Ivaccom F.C.
Tablets 5mg
“Standard”

Ivabradine
Hydrochloride
(twong duong
Ivabradine 5mg)
5,39mg

Vién nén
bao phim

Hop 4 vi X
14 vién

NSX

24

471110200426
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106. Co sé ding ky: Sun Pharmaceutical Industries Limited (Pia chi: UB Ground, 5 & AMP, 6th

floors, Sun House, CTS No. 201 B/1, Ram Nagar, Western Express Highway, Goregaon East, Mumbai,
400063, Maharashtra, India)

106.1. Co sé san xuit: Sun Pharmaceutical Industries Limited (Pja chi: Industrial Area No. 3,

A.B. Road, Dewas - 455001 (M.P.), India)

170

Zosert 100

Sertraline (dudi
dang Sertraline
hydrochloride
111,920mg) 100mg

Vién nén
bao phim

HOp 5 vi X
10 vién

BP
2019

36

890110200526

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

Paonta Sahib-173025, District Sirmour, Himachal Pradesh, India)

171 | Etrobax 120 Etoricoxib 120mg | Vién nén Hoplvix7 | NSX 24 890110200626
bao phim vién
106.3. Co sé san xuat: Sun Pharmaceutical Industries Ltd. (Pja chi: Halol - Baroda Highway,
Halol - 389 350, Dist. Panchmahal, Gujarat State, India)
172 | Octride 100 Mbi ml chira: Dungdich | Hop5dngx | NSX 36 890114200726
Octreotide (dudi tiém dudi | 1ml
dang Octreotide da hoac
acetate) 100pug pha tiém
(mcg) truyén tinh
mach
173 | Ovugani Mbi bom tiém Dung dich | Hop 1 bom NSX 24 890114200826
dong sian 0,5ml tiém trong | tiém x
chtra: Ganirelix bom tiém | 0,5ml
base (dudi dang dong san
ganirelix acetate)
0,25mg
174 | Sunoxiplat 50 | Oxaliplatin 50mg Bot dong Hop 1 lo USP 39 36 890114200926
kho pha
tiém

107. Co sé dang ky: Tedis (bia chi: 9 avenue d’Ouessant, 91140 Villebon-sur-Yvette, France)
107.1. Co sé san xuat: Catalent Italy S.p.A (Pia chi: Via Nettunense Km 20, 100, 04011 Aprilia

(LT), Italy)
175 | Lomexin Fenticonazole Viénnang |Hoplvix2| NSX 36 800110201026
nitrate 600mg mém dat vién
am dao

108. Co sé dang ky: Torrent Pharmaceuticals Limited (Pja ch:: Torrent House, Off Ashram Road,

Ahmedabad -380 009, Gujarat, India)

108.1. Co sé san xuit: Torrent Pharmaceuticals Limited (Pja chi: Indrad - 382 721, Tal.- Kadi,
District: Mehsana, India)

176

Nebicard-5

Nebivolol
hydrochloride
tuong duong voi
Nebivolol 5mg

Vién nén

Hop 3 vi X
10 vién

NSX

36

890110201126
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177 | Telmisartan Telmisartan 80mg | Vién nén Hop 3 vi x NSX 36 890110201226
Tablets 80mg 10 vién

109. Co sé dang ky: Troikaa Pharmaceuticals Limited (Dia chi: Commerce House-1, Opp Rajvansh
Apartment Judges, Bungalow Road, Ahmedabad GJ 380054, India)
109.1. Co sé san xuit: Troikaa Pharmaceuticals Ltd. (Pja chi: C-1, Sara Industrial Estate, Selaqui,

Dehradun - 248197, Uttarakhand, India)

178

Troysetron

Ondansetron (dudi
dang Ondansetron
Hydrochlorid

Dihydrat) 2mg/ml

Dung dich
tiém

Hop 5 6ng x
gml; hop 5
ong x 4ml

BP hién
hanh

36

890110201326

110. Co sé dang ky: XL Laboratories Private Limited (Pja chi: DSM 430-431 DLF Tower Shivaji
Marg New Delhi DL 110015, India)
110.1. Co s& san xuat: XL Laboratories Private Limited (Pja chi: E-1223, Phase | Extn. (Ghatal),
RIICO Industrial Area, Bhiwadi, Rajasthan, 301019, India)

179

Fungiact

Metronidazole
500mg, Neomycin
Sulfate 65000 IU,

Vién nén
dat am dao

Hop 1 vi X
10 vién, 1
dung cu dat

NSX

24

890115201426

Nystatin 200000 1U

111. Co sé dang ky: Y.s.p. Industries (M) Sdn. Bhd. (bia chi: Level 22, Menara LGB No. 1 Jalan
Wan Kadir Taman Tun Dr. Ismail Kuala Lumpur Wilayah Persekutuan, Malaysia)

111.1. Co s& san xuit: Y.s.p Industries (M) Sdn.Bhd (Pja chi: Lot 3, 5, 7, 12 & 14, Jalan P/7,
Section 13, Kawasan Perindustrian Bandar Baru Bangi, 43000 Kajang, Selangor, Malaysia)

180

YSPPoro Paracetamol Vién dat Hop 1 vi x USP 36 955100201526
suppository 250mg hau mén 10 vién; hién
250mg Hop 10vix | hanh

10 vién

112. Co sé dang ky: Y.s.p. Industries (M) Sdn. Bhd. (bia chi: Level 22, Menara LGB, No. 1, Jalan
Wan Kadir Taman Tun Dr. Ismail, 60000 Kuala Lumpur Wilayah Persekutuan, Malaysia)

112.1. Co sé san xuit: Y.s.p. Industries (M) Sdn. Bhd. (Pja chi: Lot 3, 5, 7 12 & 14, Jalan
P/7,Section 13, Kawasan Perindustrian Bandar Baru Bangi,43000 Kajang, Selangor, Malaysia)

181

YSPPoro Paracetamol Vién dat Hop 1 vi X USP 36 955100201626
suppository 125mg hau mén 10 vién; hién
125 mg Hop 10 vix | hanh

10 vién

113. Co sé dang ky: Young Il Pharm. Co., Ltd. (bja chi: 6-1, Munhwa 12-gil, Jincheon-eup,
Jincheon-gun, Chungcheongbuk-do, Republic of Korea)

113.1. Co sé san xuat: Penmix Ltd. (Dja chi: 33, Georimak-gil, Jiksan-eup, Seobuk-gu, Cheonan-si,
Chungcheongnam-do, Republic of Korea)

182

Penmix Zoledronic acid Dungdich | Hop1llo NSX 36 880110201726
Zoledronic monohydrate tiém truyén | 100ml
acid Injection | (twong duong
5mg/100mL Zoledronic acid
5mg) 5,33mg




31

Ghi cha: ,

1. Cach ghi tiéu chudan chd lwgng thudc tai gt (6):

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

- Céch viét tat cac tidu chuan chdt lirong dwoc dién: Duoc dién Viét Nam (DPVN), Duge dién Anh
(BP), Duoc dién My (USP), Duoc dién Nhdt Ban (JP), Duoc dién Trung Quéc (CP), Durge dién Chau
du (EP), Duoc dién Quac té (IP)...



Phu luc 11

DANH MUC 16 THUOC NHAP KHAU PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - PQT 130

(Kém theo Quyét dinh sé: ....798..../0P-QLD, ngay .18./9.../2026.ciia Cuc Qudn 1y Duroc)
STT Tén thuéc Hoat chat chinh | Dang | Quycach | Tiéu Tuoi S6 ding ky
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(thang)
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1. Co sé dang ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
1.1. Co s& san xuat: Abbott Biologicals B.V. (Pja chi: Veerweg 12, 8121 AA Olst, The Netherlands)

1 Femoston 17B-estradiol (as Vién nén Hop 1 vi x NSX 36 870110201826
conti 0.5/2.5 hemihydrate), bao phim 28 Vién
mg micronized 0,5mg;
Dydrogesterone,
micronized 2,5mg
2. Co sé diing ky: Cong ty TNHH AstraZeneca Viét Nam (Pja chi: Tang 18, Toa nha A&B, Sé 76,
Puwong Lé Lai, Phirong Bén Thanh, Qudn 1, TP Ho Chi Minh, Viét Nam)
2.1. Co sé san xuat: AstraZeneca AB (Pja chi: Gartunavagen 152 57 Sodertalje, Sweden)
2 Trugap Capivasertib Vién nén HOp 4 vi X NSX 48 730110201926
160mg bao phim 16 vién
3 Trugap Capivasertib Vién nén Hop 4 vi x NSX 48 730110202026
200mg bao phim 16 vién
3. Co sé dang ky: Cong Ty TNHH Bayer Viét Nam (Pja chi: 118/4 Khu céng nghiép Long Binh
hién dai (Amata), Phurong Long Binh, Thanh phé Bién Hoa, Tink Pong Nai, Viét Nam)
3.1. Co sé san xuit: Bayer AG (Pja chi: Kaiser-Wilhelm-Allee, 51368 Leverkusen, Germany)
4 Firialta Finerenone 20mg Vién nén Hop 1 vi x NSX 36 400110202126
bao phim 14 vién;
Hop 2 vi X
14 vién
5 Firialta Finerenone 10mg | Vién nén Hop 1 vi x NSX 36 400110202226
bao phim 14 vién;
Hop 2 vi X
14 vién
4. Co sé ding ky: Cong ty TNHH Dwoc pham Viét - Phap (Pja chi: Tang 20, toa nha ICON 4,
2434 Pé La Thanh, phwong Lang Thiong, qudn Péng Pa, Ha Ngi, Viét Nam)
4.1. Co sé san xuit: Farmak JSC (Pja chi: Kyrylivska street 74, Kyiv, 04080, Ukraine)
6 Progecta Vasopressin 20 Dung dich | Hop 10 dng NSX 24 482110202326
IU/mi tiém x 1ml

5. Co sé diang ky: Cong ty TNHH Novartis Viét Nam (Pja chi: Phong 1001, lau 10, Centec Tower,
72-74 Nguyén Thi Minh Khai, Phwong V6 Thi Sau, Qudn 3 Thanh phd Ho Chi Minh, Viét Nam)
5.1. Co s¢ san xuit: Novartis Pharma Stein AG (Pja chi: Schaffhauserstrasse, 4332 Stein,

Switzerland)

Co s& dong géi va xudt xwéng: Novartis Pharmaceutical Manufacturing LLC (Pja chi:
Verovskova Ulica 57, Ljubljana, 1000, Slovenia)
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7 Bacrelba Asciminib (twong | Vién nén Hop 1 lo x NSX 24 760110202426
40mg duong vai bao phim 60 vién
Asciminib
hydrochloride
43,24mg) 40mg

6. Co sé diang ky: Cong ty TNHH Pfizer (Viét Nam) (Pia chi: Tang 17, Phong 1701, Friendship
Tower, 31 L& Dudn, Phwong Bén Nghé, Qudn 1, Thanh pha Ho Chi Minh, Viét Nam)
6.1. Co sé san xuét: Hospira Australia Pty Ltd (Pja chi: 1-5, 7-23 and 25-39 Lexia Place, Mulgrave
Vic 3170, Australia)
Co so xuat xwéng: Pfizer Service Company BV (bja chi: Hermeslaan 11, Zaventem, 1932, Belgium)

8 Emblaveo Aztreonam (dudi Bot pha Hop 10 lo NSX 24 930110202526
dang aztreonam dung dich
beta) 1,50; dam dic dé
Avibactam (dudi pha dung
dang natri dich tiém
avibactam) 0,5¢g truyén
7. Co s6 dang ky: Dr. Reddy's Laboratories Limited (Dja chi: 8-2-337, Road No. 3, Banjara Hills,
Hyderabad, Telangana - 500034, India)
7.1. Co sé san xuat: Dr. Reddy’s Laboratories Limited (Pja chi: Formulation Unit-VII, Plot Nos.
P1 to P9, Phase — I, VSEZ, Duvvada, Visakhapatnam District - 530046, Andhra Pradesh, India)
9 Carfilzomib Carfilzomib 60mg | Bot dong Hop 01 Lo NSX 24 890110202626
for Injection kho pha
60 mg/vial dung dich
tiém truyén
8. Co s¢ dang ky: Inventia Healthcare Limited (Pja chi: Unit 703 and 704, 7th Floor, Hubtown
Solaris, N S Phadke Marg, Andheri (East), Mumbai Mumbai City MH 400069, India)
8.1. Co sé san xuat: Inventia Healthcare Limited (Pja chi: F1-F1/1-F75/1, Additional Ambernath
M.1.D.C., Ambernath (East), Thane 421506 Maharashtra State, India)
10 Iskreete 2 Tolterodin Tartrat | Viénnang | Hop 10vix | NSX 24 890110202726
2mg cang chta | 10 vién
vi hat
phong
thich kéo
dai
11 Iskreete 4 Tolterodin Tartrat | Viennang | Hop10vix | NSX 24 890110202826
4mg cang chra | 10 vién
vi hat
phéng
thich kéo
dai

9. Co sé dang ky: Lifepharma S.p.A (Dia chi: Via dei Lavoratori, 54 — 20092 Cinisello Balsamo,

Milan, Italy)

9.1. Co sé san xuit: Italfarmaco S.A. (Pja chi: C/ San Rafael, 3, Pol. Ind. Alcobendas, Alcobendas,
28108 Madrid, Spain)




STT | Teénthuéc | Hoatchatchinh— | Dangbao | Quycach | Tiéu Tudi S6 ding ky
Ham lwong ché déng géi | chuan tho
(thang)
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12 Teglutik Riluzole 5mg/ml Hon dich Hop 1 Lo NSX 36 840110202926
uéng 300ml hén

dich thudc
dong goi
cung vai
bom tiém
nhua phan
lidu

10. Co sé dang ky: Pharmaunity Co., Ltd. (Pja chi:
Korea)
10.1. Co s& san xuat: Kukje Pharma Co., Ltd. (Pja chi: 47, Sanseong-ro, Danwon-gu, Ansan-si,
Gyeonggi-do, Republic of Korea)

74, Sejong-daero, Jung-gu, Seoul, Republic of

13

Quirow Inj.

Cefotetan 1g

Bot dong
kho pha
tiém

Hop 10 Lo

NSX

18

880110203026

United States)

11. Co sé dang ky: Zuellig Pharma Pte. Ltd. (Pia chi: 15 Changi North Way, #01-01, Singapore
(498770), Singapore)
11.1. Co sé san xuat: AbbVie Ireland NL B.V (Pja chi: Manorhamilton Road Sligo, Ireland)

Co sé dong go6i va xuit xwéng: AbbVie Inc. (Dja chi: 1 N Waukegan Road, North Chicago, IL 60064,

14 Venclexta Venetoclax 50mg | Vién nén Hop 1 TUix | NSX 24 539110203126
bao phim 1vix7vién
15 Venclexta Venetoclax 100mg | Vién nén Hop 1 Tuix | NSX 36 539110203226
bao phim 1vix7
vién; Hop 1
Tai x 1 vix
14 vién;
Hop 1 Lo X
120 vién
16 Venclexta Venetoclax 10mg | Vién nén Hop 1 Tuix | NSX 24 539110203326
bao phim lvix 14
vién
Ghi chu:

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




