UY BAN NHAN DAN CONG HOA XA HQI CHU NGHIA VIET NAM

THANH PHO HO CHI MINH Poc 1ap — Tw do — Hanh phic
SOY TE
Sé: 7093 /SYT-NVD Thanh phé Ho6 Chi Minh, ngay 17 thang 11 nam 2025

V/v trién khai danh myc thudc nhép
khau duogc gia han giay dang ky

TRUNG TAM YT KHU VUCTHUAN AN

luu hanh tai Viét Nam - Dot 127 - /.[.:7{ .................................
. < it i ASLAA.
(2o Kinh gii: Nghy 86 o
: ;1 (LD - Co s0 kham bénh, chtra bénh cong lap;
B v - Co s6 kham bénh, chtra bénh ngoai cong 1ap;
3 - Uy ban nhan dan phuong, xa, dac khu.

LS

SO A4 le S¢' Y té nhan duge Quyét dinh s6 645/QD-QLD ngay 04/11/2025 cua Cuc
\ o [ " Quan ly Duge - B0 Y té vé& viéc ban hanh danh muc 107 thude nhap khau duoc
/" _gia han gidy dang ky luu hanh tai Viét Nam - Dot 127.

J(IJ

&

Pé dam bao viéc lua chon, st dung thudce phu hgp, So' Y té dé nghi:

1. Pbi voi cac co sé kham bénh, chita bénh:

Ra soat, cap nhat thude nhap khau duge gia han giéy dang ky luu hanh tai
Viét Nam - Dot 127 dé lam co s& lya chon thude tai don vi (Danh muc cu thé tai
Phu luc kém theo Quyét dinh sé 645/QD-QLD ngay 04/11/2025 cta Cuc Quén
ly Dugc).

2. Béi véi Uy ban nhén dan phuong, x4, dic khu:

Trién khai Quyét dinh s6 645/QD-QLD ngay 04/11/2025 ctia Cuc Quan ly
Dugc - BO Y té dén cdc co so kinh doanh dugce trén dia ban dé dam bao viéc
kinh doanh duge ding quy dinh.

Trong qua trinh thyc hién néu c6 khé khin, vudng méc, cac don vi bao cdo
vé Phong Nghiép vu Dli'o'c -So Y té dé téng hop bdo cao Cuc Quan ly Dugc.

SO Y té thong bao cho cac don vi biét va thuc hién.

Dinh kém: Quyét dinh s6 645/0D-OLD ngay 04/11/2025 ciia Cyc Quan Iy
Dugc - Bg Y té./ -

Noi nhén: o KT GIA\'I DOC

- Nhu trén;

- Ban Gidm ddc (dé bdo cdo);

- Luu: VT, NVD (NTHD)
VTKQ.
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o Ky bai: CLCQL AN
L LY DUGC

! (‘ o qusn: SBOYTE

3 i BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
~ CUCQUANLYDUQC Doc 1ap - Ty do - Hanh phiic
Sé: 645  /QP-QLD Ha Noi, ngay 04 thang11nam?2025
QUYLT DPINH

Vé viée ban hanh danh muc 107 thude nhip khau
duwoc gia han giay ding ky lwu hanh tai Viét Nam - Dot 127

CUC TRUONG CUC QUAN LY DUQC

Can cir Luat Diege ngay 06 thang 4 nam 2016, Ludt sira déi, b6 sung mot s6
diéu ciia Ludt Duroe ngay 21 thang 11 nam 2024;

Can cie Nghj dinh SO 42/2025/ND-CP ngay 27/02/2025 cua Chinh phu quy dinh
chire ndng, nhiém vu, quyén han va co cdu té chire ciia BY Y té,

Can cir Nghi dinh s6 163/2025/NP-CP ngay 29/06/2025 ciia Chinh phii quy
dinh chi tiét mot sé diéu va bién phap dé t6 chire, hiedng dan thi hanh Ludt Diwoc;

Cén cir Théng tie 6 12/2025/TT-BYT ngay 16/05/2025 ciia B trieong B Y té
quy dinh viec dang ky lheu hanh thuée, nguyén liéu lam thuéc;

Can cir Quyet dinh sé 2386/QD-BYT ngav 22/07/2025 cua B¢ truong Bo 'Y té
quy dinh chire nang, nhiém vy, quyén han va co cau t6 chire cia Cuc Quan Iy Diroc
thuoc Bo 'Y té

Cén cir két lugn cua Hoi dong tie van cdp gidy dang ky lew hanh thude, nguyén
ligu lam thuée - B3 Y té dot 127 hop ngay 28/08/2025 tai bién ban hop kem theo Cong
van s6 63/HPTV-VPHP ngay 09/10/2025 ciia Van phong Hpi dong te vin cap
GDKLH thude, nguyén liéu lam thudc;

Theo dé nghi cia Truong phong Pdng ky thuoc - Cuc Quan Iy Dirge.

QUYLT PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 107 thudc nhap khau
dugc gia han gidy ding ky luu hanh tai Viét Nam - Dot 127, cu thé:

1. Danh muc 90 thude nhap khau duoc gia han giéy dang ky luu hanh hiéu lyc
05 nam - Bot 127 (tai Phu luc [ kem theo).

2. Danh myc 14 thudc nhap khau duoc gia han gidy ding ky luu hanh hiéu lyc
03 nam - Bot 127 (tai Phu luc II kem t!zeo)

3. Danh muc 03 thudc nhap khau duoc gia han gidy ding ky luu hanh dén hét
ngay 31/12/2025 - Dot 127 (tai Phu luc 11l kem theo).

Pidu 2. Co s& san xudt va co s& dang ky thude ¢o trach nhiém:

1. San xudt, cung cdp thudc vao Viét Nam theo diing céc hé so, tai lidu di ding
ky v6i BO Y té va phai in hodc dan sb ding ky duge By Y té Viét Nam cap [én nhin
thude.

2. Chap hanh day du phap ludt cua Viet Nam va cac quy dinh cia Bo Y té vé
san xudt, nhap khau thudc va luu hanh thude tai Viét Nam, néu c6 bat cir thay ddi gi
trong qua trinh luu hanh thude & nude so tai va & Viét Nam thi phdi bo cdo ngay cho
Cuc Quan Iy Dugc -Bo Y té Viét Nam.

3. Thyc hién viéc cap nhat tiéu chudn chit lwong cua thude, nguyén liéu lam
thude theo quy dinh tai Thong tu s6 30/2025/TT-BYT ngay 01/07/2025 cua Bo trudng
Bo Y té huéng dan ap dung tiéu chuén chét luong, kiém nghiém thude, nguyén liéu



lam thude va thu hdi, xt 1y thude vi pham.

4. Thudc dugce gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cap nhit ngi dung nhan thude, to huéng dan st dung thude theo quy dinh
ctia Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 cua B truéng BO Y té quy dinh
ghi nhan thudc, nguyén li¢u lam thude va to huéng dan str dung thude duge sira ddi,
bd sung tai Thong tu s 23/2023/TT-BYT ngay 30/1 1/2023 thi phai thyc hi¢n cip nhat
theo quy dinh tai diém b Khoan 1 Bleu 37 Thong tu s6 01/2018/TT-BYT trong thoi
han 12 thang ké tir ngdy dugc gia han gidy dang ky lwu hanh.

5. Sau 12 thang ké tr ngay ky ban hanh Quyét dinh nay, cac thudc duwoc gia han
glay dang ky luu hanh theo Quyet dinh nay c6 thay ddi vé noi dung hanh chinh (bao
gdm ¢4 mau nhin va t& hudng dan s dung thuoc) phai san xuat, nhdp khau va lwu
hanh v6i cac noi dung da duge phé duyét thay ddi trong hd so gia han.

6. Phéi hop véi cac co s didu trj dé thuc hién theo dung cac quy dinh hi¢n
hanh vé thudc ké don, theo ddi an toan, hi€u qud, téc dung khong mong mudn cua
thude trén nguoi Viét Nam va téng hop, bdo céo theo quy dinh tai Piéu 10 Thong tu s6
12/2025/TT-BYT ngay 16/5/2025 ctia B trudng BO Y té quy dinh viée dang ky luu
hanh thudc, nguyén lidu lam thudc. dbi véi cac thude thude Danh muc tai Phy luc 11
ban hanh kém theo Quyét dinh nay.

7. Co s¢ dang ky thude phai dam bao duy tri diéu kién hoat déng trong thdi gian
hiéu lyc cua giay déng ky luu hanh thude, nguyén lidu lam thude. Trong truong hop
khong con dap tmg du didu kién hoat dong, co s¢ dang ky phai ¢6 trach nhi¢m thye
hién thay ddi co s& dang ky theo quy dinh tai Thong tu s6 12/2025/TT-BYT ngay
16/5/2025 ciia Bo truong Bo Y té trong thoi han 30 ngay ké tir ngay co s¢ ding ky
khéng con du diéu kién hoat dong.

Piéu 3. Cac thude duogc gia han gidty dang ky luu hanh tai Quyet dinh nay duoc
tiép tuc su dung 50 dang ky da cap trude khi gia han trong thoi han toi da 12 thang ké
tr ngay dugc cap sé ding ky gia han theo quy dinh tai Phu luc V ban hanh kém theo
Théng tur s& 12/2025/TT-BYT.

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

Diéu 5. Giam dbc So Y té céc tinh, thanh pho trwe thude Trung wong, giam dde
co sO san xudt va co sd diang ky ¢ thude tai Picu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhén: £ CUC TRUONG
- Nhu Piéu 5; L ND i

- Bo truong (dé b/c) Py

- Thir trwomg Nguyén Tri Thie (dé blc); /= , J (/V A /

- Cuc Quan Y - Bo Quéc phong, Cuc Y té - B Cong! 3 ap = / 5 554 4

Cuc Y t¢ GTVT - B¢ Xay dung; //

- B9 Tai chinh: Cuc Hai quau Bao hiém Xi hoi VIL*“ C_,,/ ’

Nam,; e ¥ .
-B§ Y té&: Vu PC, Cuc QLYDCT, Cyc QLKCB, Trung Vil Tuén Cu‘o’ng

tdm mua sim tap trung thude qudc gia, Van phong HDTV
cap GPKLH thude, NLLT;

- Vién KN thude TU, Vién KN thude TP. HCM:;

- Téng Cong ty Duge VN-CTCP;

- Cédc Bénh vién & Vién c6 givong bénh truc thudc BYT;
- Cuc QLD: QLGT, QLKDD, QLCLT, PCHN, VP Cuc;
Website Cuc QLD;

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



Phu Iuc 1

DANH MUC 90 THUOC NHAP KHAU ]—)U(JC GIA HAN GIAY DANG KY LUU HA\TH
TAI VIET NAM HIEU LUC 5 NAM - DQT 127

(Kém theo Quyét dinh s6: ..645..... /OP-QLD, ngay 04./11.2025.cua Cuc Qudn ly Dugc)

STT | Tén thudc | Hoat chAtchinh | Dang | Quycdch | Tidu | Tudi Sé dangky | S6
~Ham lwgng | baoché | doénggéi | chudn| the giahan - | lin

(thang) | (Sodangky | gia

di chp) han

(1) (2) 3 4) (5) (6) (7 8 )

1. Co s& diang ky: Akums Drugs and Pharmaceuticals Ltd. (Dja chi: 304, Mohan Place, L. S C
Block C, Saraswati Vihar, New Delhi- 110034, India)

1.1. Co s& san xudt: Akums Drugs and Pharmaceuticals Ltd. (Dja chi: Plot No. 2,34 & 5 Sector-
6B, IIE, SIDCUL, Ranipwr, Haridwar- 249403, Uttarakhand, India)

1 Plenmoxi Mdi Im! dung Dung Hop Llox | USP 24 890115441925 01
dich chia dich nho | Sml hién (VN-21169-18)
Moxifloxacin mat hanh S
(dudi dang
moxifloxacin
hydroclorid) Smg

2 Co s& diing ky: Albios Lifesciences Private Limited (Dia chi: AI/802 Palladium, Coz pomte
Rouad, B/h Divyabhaskar, Off S.G Highway, Makarba, Ahmedabad, Ahmedabad, Gujarat-GJ, 380015,
India) '

2.1. Co sé san xuit: Coral Laboratories Limited (Pia chi: P!otNo 57/1 (16), Bhenslore, Dunetlza
Nani Daman-396 210, India}

2 Funspor Fluconazol Vién | Hop 1 vix | NSX 36 890110442025 | 0l
200 200mg nang 4 vién (VN-22055-19)
cling

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

3.1. Co s& san xuit: Amanta Healthcare Ltd. (Dia chi: 876, NH No. 8, Vill. Hariyala, Tal. Matar,
Dist. Kheda-387411, Gujarat, India)

3 Cipazy Ciprofloxacin Dung Hop | chai | USP 36 890115442125 0l
(dudi dang dich tiém 44 (VN-20128-16)
Ciprofloxacin truyén
hydrochloride)
200mg/100ml

4. Co s& diing ky: APC Pharmaceuticals and Chemical Limited (Dja chi: Flat/RM 1003, [0/F,
Bank of East of Asia Harbowr View Centre, 36 Gloucester Road, Wan Chai, Hong Kong)

4.1. Co s& san xuit: Amanta Healthcare Limited (Pia chi: 876, NH No. 8, Vill. Harivala, Tal.
Matar, Dist. Kheda-387411, Gujarat, India)

4 Sodium Sodium chloride | Dung Hop 50 BP 36 890110442225 01
Chloride 0,9% (w/v) dich tiém | dng x 2021 (VN-20375-17)
[njection 10ml '

BP (0.9%
W/V)




STT | Tén thube | Hoat chatchinh | Dang | Quycdch | Tiéu | Tudi | S8 dingky S6
~Ham lugng | baoché | dénggéi | chudn| tho “gia han Iin

(thdng) | (SO dingky | gia

' a3 chp) han

(1 (2) 3) (4) (5) (6) (7 (8) 9

5. Co st ding ky: APC Pharmaceuticals and Chemical Ltd. (Pja chi: Flat/Rm 2203, 22/F Bank oj

East Asia Harbour View, Centre 56 Gloucester Road, Wanchai, Hong Kong)

5.1. Co' s& san xuét: Mylan Laboratories Limited (Pia chi: F4-FI12, MIDC Malegaon T al Smn(u

Nashik 422113 Maharashtra State, India)

cung

5 Lamivudine | Lamivudine Viénnén | Hop 1 lo NSX 36 890110442325 | 01
Tablets 150mg bao phim | 60 vién (VN-20650-17) '
150mg

6. Co s& ding ky: APC Pharmaceuticals and Chemical Ltd. (Pia chi: Flat/RM 2203, 22/1* Bank
of East, Asia Harbour View Centre, 56 Gloucester Road, Wan Chai, Hong Kong)

6.1. Co s& sin xuit: Mylan Laboratories Limited (Pja chi: Plot No. H-12 & H-13, M]DC Wahg
Aurangabad — 431136, Maharashtra State, India)

6 Tenofovir Efavirenz 600mg, | Viénnén | Hop 1 chai | NSX 36 8901 10442425 01
Disoproxil | Lamivudine bao phim | 30 vién (VN2-373-135)
Fumarate, 300mg, Tenofovir
Lamivudine | Disoproxil
and Fumarate 300mg
Efavirenz -

Tablets

300mg/300

mg/600mg _
7. Co sor diing ky: Aryabrat International Pte., Ltd. (Dja chi: House No 33 Street 24BT Group Nol
Phum Tnout Chruom, Sangkat Boeung Tumpun 2, Khan Meanchey, Phnom Penh, Cambodia)
7.1. Co s& san xuat: Baroque Pharmaceuticals Pvt, Ltd (Dia chi: 192/2 & 3,190/1 and 202/9,
Sokhada — 388 620, Tal. - Khambhat, Dist.- Anand, Gujarat state, India)

7 Ociple 500 | Levofloxacin Viénnén | Hop 10vi | USP 36 390115442525 | 01
(dudi dang bao phim | x 10 vién 38 (VN-21261-18)
hemihydrates)
tuong duong véi
levofloxacin
500mg

8. Co s6 ding ky: Aurobindo Pharma Limited (Pia chi: Plot No.2, Maithrivihar, Behind Maithri
Vanam Ameerpet, Hyderabad, India)

8.1. Co sé sdn xuit: Aurobindo Pharma Limited (Pja chi: Unit VII, SEZ, TSIC, Plot No. S, Survey
No's: 411/P, 425/P, 434/P, 435/P & 458/P, Green Industrial Park, Polepally Villuge, Jedcherla
Mandal, Mahaboobnagar District, Telangana State, India)

8 M-Kast 10 | Montelukast Viénnén | Hop 3 vix | NSX 24 890110442625 0l
(dudi dang bao phim | 10 vién (VN-21673-19)
Montelukast
natri) 10mg

9 Pegaset |50 | Pregabalin 150mg | Vién Hép 4 vix | NSX 36 890110442725 01

nang 7 vién (VN-22291-19)




STT

Tén thude Hoat chit chinh ‘Dang Quy cach | “Tién Tubi So diing ky - S6
— Ham lwgng bao ché | déng géi | chudn tho gia han lin
(thang) (SH dang ky gia
i cip) ! han
(1) 2 (3) 4) (%) (6) () (8) &)
10 Pegaset 75 | Pregabalin 75mg | Vién Hop 4 vix | NSX 24 890110442825 | 0l
I nang 7 vién (VN-22292-19)
clng

8.2. Co' s& san xuat: Aurobindo Pharma Limited - Unlt VII (Pia chi: SEZ, TSIIC, Plot No. S,
Survey Nos: 411/P, 425/P, 434/P, 435/P & 458/P, Green Industrial Park, Polepally Vz![age Jedchez la
Mandal, Mahaboobnagar District, Telangana State, India)

11 Rofast 10 Rosuvastatin Viénnén | Hop 3 vix | NSX 36 890110442925 01
(dudi dang bao phim | 10 vién (VN-21674-_19)
Rosuvastatin -
calct) 10mg o
9. Co sé diang ky: Belarusian-Dutch Joint Venture "Pharmland" Limited Liability Company
(Dia chi: 124-3, Lenmskaya Street, Nesvizh, 222603, Minsk Region, Belarus)
9.1, Co s& san xudt: Farmaprim Ltd (Dja chi: 5 Crinilor street, Village Porumbeni, Cr utlem reg.,
MD-4829, Moldova) : o
12 Genbay Clotrimazole Viéndan | Hop 2 vix | NSX 36 484100443025 01
o 100mg datam . | 6 vien (VN-16987-13)
dao '

. 10. Co s& dang ky: Besins Healthcare (Thailand) Co., Ltd (Dia chi: No. 283/92 Homeplace
Building, 18th floor, Sukhumvit 55 Road, Klongton Nua Sub-district, Vadhana District, Bangkok
Metropolis 10110, Thmland)

10.1. Co s& san xuét: Besins Manufacturing Belgium (Dja chi: Groot - Bijgaardenstraat 128 1620,
Drogenbos, Belgium) _
13 Progestogel | Progesterone 1% | Gel hip | Hop | NSX 36 5401 10443 125 | 0l
1% {(wiw) thuqua | tuyp 80g (VN-15147-12)
da va thudc
do chia
lidu
11. Co sé dang ky: Boehringer Ingelheim International GmbH (Pia chi: Binger Strafle 173, 53216
Ingelheim am Rhein, Germany)
11.1. Co s& san xudt: Boehringer Ingelheim Pharma GmbH & Co.KG (Pia chi: Binger Str. 173,
535216 Ingelheim am Rhein, Germany)
& Giotrif Afatinib (dudi Viénnén | Hop 4 vix | NSX 36 400110443225 0t
dang Afatinib bao phim | 7 vién (VN2-603-17)
dimaleate) 40mg ,
15 Giotrif Afatinib (dudi Vidnnén | Hop 4 vix | NSX 36 400110443325 01
dang Afatinib bao phim | 7 vién (VIN2-602-17)
dimaleate) 30mg

12. Co sé diang ky: Cadila Pharmaceuticals Limited (Dja chi: Cadila Corporate Campus, Sarkhej
Dholka Road, Bhat Ahmedabad, Gujarat - 382210, India)

12.1. Co s& sin xuét: Cadila Pharmaceuticals Ltd. (Dia chi: Plot No. 1389, Trasad Road, Dholka,
City: Dholka- 3822235, Dist. Ahmedabad, Gujarat State, India)




STT | Tén thudc | Hoat chit chinh Dang Quy cach | Tiéu Tuoi Sb ding ky Sb
— Ham lwong bao ché | déng géi | chuén tho ia han lAn

(thang) (So dang ky gia

da cép) han

) (2) A3) 4 (5) (6) @) () ®)

16 Rabeloc Rabeprazole natri | Bt dong | Hop Ol lo | NSX 36 890110443425 01
ILV. 20mg khd pha (VN-16603-13)

tiém
13. Co'sé diing ky: Cong ty C6 phan Dwgc - Thiét bj Y t& Pa Ning (Bja chi: 02, Phan Pinh Phimng,
Phirong Hai Chau 1, Quan Hai Chéu, Tp. Pa N(fng, Viet Nam)
13.1. Co s& sin xuét: Ying Yuan Chemical Pharmaceutical Co., Ltd. (Dja chi: No. 26 Shin Chong
Road, Tainan, Taiwan)

17 Broncomine | Brompheniramine | Vién nén | Chai 200 NSX 48 471100443525 0l
Tablets maleate 4mg vién (VN-18120-14)
"Honten"

14. Co sé diing ky: Cong ty ¢6 phan Dwge Nam Thién Phiic (Pia chi: S6 8, phé Hong Phiie, phieong
Nguyén Trung Triee, quin Ba Pinh, Thanh phé Ha Ngi, Viét Nam)
14.1. Co s& san xuit: Joint Stock Company “Lekhim-Kharkiv” (Dia chi: Ukraine, 61115, Kharkiv
region, Kharkiv, Severyna Pototskoho street, building 36, Ukraine)
18 Bunchen Diclofenac natri Viéndan | Hop 2 vix | NSX 24 482110443625 01
100mg dattrye | 5 vién (VN-18216-14)
trang
15. Co s¢ diing ky: Cong ty ¢d phin dwge phdm Minh Ky (Dia chi: 1-3 Lo C, Cur xa Lac Long
Quan, P.5, Q.11, TP. Hé Chi Minh, Viét Nam)
15.1. Co s& san xuat: Nobel Ilac Sanayii Ve Ticaret A.S. (Pia chi: Sancaklar 81100 DUZCE,
Tiirkiye)
19 Ultrox Rosuvastatin Viénnén | Hop 2 vix | NSX 36 868110443725 | 0l
10mg (dudi dang bao phim | 14 vién (VN-21190-18)
Rosuvastatin
calci) 10mg
16. Co sé diing ky: Cong ty ¢ phin dwge phim Ngan Lic (Bia chi: S6 26 duong 320 Béng Sao,
phuweong 3, quan 8, Tp.HCM, Viét Nam)
16.1. Co s& san xudt: One Pharma Industrial Pharmaceutical Company Societe Anonyme, tén
goi khiac One Pharma S.A. (Dia chi: 60th km N.N.R. Athinon-Lamias, Sximatari Voiotias, 32009,
Greece)
20 [rbefort Hydrochlorothiazide | Vién nén | Hop 3 vix | NSX 36 520110443325 01
Plus 12,5mg, 10 vién (VN-22500-20)
[rbesartan 150mg
21 [rbefort [rbesartan 75mg Viénnén | Hop2 vix | NSX 36 520110443925 01
tablet 14 vién (VN-22502-20)

17. Co'sé diing ky: Cong ty Co phiin Dwge phim Tenamyd (Dia chi: Lé Y01-024 dieong Tdn Thudgn,
khu cong nghiép/khu ché xudt Tan Thudgn, phieong Tan Thudn Péng, quén 7, thanh phé H6 Chi Minh,
Viét Nam)
17.1. Co sé san xuit: KRKA, d. d., Novo mesto (Dia chi: §mmje§ka cesta 6, 8301 Novo mesto,
Slovenia)




STT

Tén thube | Hoat chét chinh Dang Quy cach | Tiéu Tudi S6 ding ky S6
—Ham lugng bdo ché | déng goi chuin tho gia han lin
(thang) (SO diing ky gia
di cip) han
(1) (2) 3 4 6) (6) () 8) 9)
22 Roticox 30 | Etoricoxib 30mg | Viénnén | Hop 3 vix | NSX 36 383110444025 | 01
mg film- bao phim | 10 vién ' (VN-21716-19)
coated
tablets
18. Co sé diing ky: Cong ty Co phin Duoe phim Viét An (Dja chi: S6 9, ngé 18, phé Luwong Ngoc
Quyén, phieong Vin Quan, quin Ha Dong, thanh phé Ha Noi, Viét Nam)
18.1. Co sé san xuét: Rafarm S.A (Pja chi: Thesi Pousi Xatzi Agiou Louka, Paiania, 190 02, Greece)

23 Melocox Meloxicam 15mg | Viénnén | hop 3 vix | NSX 36 520110444125 01

10 vién (VN-21772-19)
19. Co sé diing ky: Cong ty cb phin diu tw qudc té Hoang Gia (Dia chi: S6 524 diong Nguyen
Trdi, TP. Bic Ninh, Tinh Bdc Ninh, Viét Nam)
19.1. Co s& san xuét: Patheon Italia S.p.A. (Dja chi: 2° Trav. SX Via Morolense, 5-03013 Ferentino
(FR), Italy)

24 [opamiro lod (dudi dang Dung Hop | chai | NSX 60 800110444225 01
iopamidol dich tiém | 50ml (VN-18199-14)
612,4mg/ml) 300 | vao
mg/ml khoang

ndi tuy,
dong
mach,
tinh
mach

25 [opamiro [od (dudi dang Dung Hop 1 chai | NSX 60 800110444325 0l
iopamidol dich tiém | 50ml (VN-18200-14)
755,3mg/ml) 370 | vao
mg/ml khoang

ndi ty,

dong

mach,

tinh

mach
20. Co s& diing ky: Cong ty ¢b phin thiét bi T&T (Bia chi: S6 43, lien ké 23, Khu dé thi Viin Khé,
Phicong La Khé, Quan Ha Dong, Thanh pho Ha Néi, Viét Nam)
20.1. Co s& san xuit: Gracure Pharmaceuticals Ltd. (Pia chi: E-1105 RIICO Industrial Area, Phase
lI, Bhiwadi, Alwar. (Rajasthan.), India)

26 Desbebe Desloratadin Sird Hop | Lo NSX 36 890100444425 01
30mg/60ml x 60ml (VN-20422-17)

21. Co sé diing ky: Cong ty Co phin Dugc phim va Thiét bi Y t& C.A.T (Pia chi: Thén Trang, xd

Thanh Liét, huyén Thanh Tri, thanh pho Ha Noi, Viét Nam)

21.1. Co' sé& san xuit: S.C Infomed Fluids S.R.L (Pia chi: 50 Theodor Pallady Blvd., Sector 3,

Bucharest, Romania)
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Bl Oradays Ciprofloxacin Dung Hop 10 tai | BP 24 594115444525 01

200mg/100ml dich nhdm x 01 | hi¢n (VN-21248-18)
truyen tai truyén | hanh
tinh PYC x
mach 100ml
22. Co s& ding ky: Cong ty C6 phin Dwoe phim Viét An (Pia chi: S6 9 ngo 18 phé Licong Ngoc
Quyén, phicomg Van Quan, quéin Ha Péng, thanh phé Ha Ngi, Viét Nam)
22.1. Co s& sdn xuat: Farmalabor Produtos Farmacéuticos, S.A (Fab.) (Pia chi: Zona Industrial
de Condeixa-a-Nova, 3150-194 Condeixa-a-Nova, Portugal)
28 Bosviral Acyclovir 800mg | Viénnén | Hop 6 vix | NSX 36 560110444625 01
10 vién (VN-20730-17)

29 Goldprofen | Ibuprofen 400mg | Vién nén | Hop 6 vix | NSX 36 560100444725 0l

bao phim | 10 vién (VN-20987-18)

30 Goldzovir | Aciclovir 50mg/g | Kem boi | Hop | NSX 24 560100444825 | 0l

da Tuyp 10 (VN-21247-18)
gam
23. Co s¢ diang ky: Cong ty TNHH Daiichi Sankyo Viét Nam (Dia chi: Tang 6, Toa nha Havana,
S6 132 Prurong Ham Ng/u Phieong Bén Thanh, Qudn 1, Thanh phé Ho Chi Minh, Viét Nam)
23.1. Co s& san xuit: Daiichi Sankyo Europe GmbH (Dia chi: Luitpoldstrafe 1, 85276
Pfaffenhofen, Germany)

31 Jasugrel Prasugrel (dudi Viénnén | Hop 2 vix | NSX 24 400110444925 0l
dang prasugrel bao phim | 14 vién (VN3-416-22)
hydroclorid) Smg

24, Co' s& diing ky: Cong ty TNHH Duge phidm Bich Viét (Pja chi: Lé ddt sé6 01, CNS Cum Céng
nghiép Tir Liém, phieong Minh Khai, quén Bde Tir Liém, thanh phé Ha Néi, Viét Nam)
24.1. Co s sin xuit, déng goi so cé‘ip: Oncomed manufacturing a.s. (Pja chi: Kardsek 2229/1b,
budova 02, 621 00 Brno-Reckovice, Czech Republic)
Co s& déng géi thir cAp: GE Pharmaceuticals Ltd (Pia chi: Industrial Zone, “Chekanitza-South”
area, 2140 Botevgrad, Bulgari)
Co so xuit xwong: Synthon B.V. (Bja chi: Microweg 22, Nijmegen, 6545 CM, Ha Lan)
32 Bortezomib | Bortezomib (dudi | Bét dong | Hop | lo NSX 36 859114445025 01
Biovagen dang Bortezomib | kho pha (VN3-274-20)
mannitol boronic | dung
ester) lmg dich tiém
tinh
mach

25. Co sé dang ky: Cong ty TNHH Duygc phim DO HA (Bja chi: 56 30 fap thé Tran Phii, ngd 105,
dieong Nguyén Phong Sdc, t6 16 phirong Dich Vong Hdu, qudn Céu G:av thanh phé Ha Néi, Viét
Nam)

25.1. Co' 56 sian xuit: PharmaEstica Manufacturing OU (Bja chi: Vanapere tee 3, Pringi kula,
Viimsi vald, Harju maakond 74011, Estonia)
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33 Abbsin 200 | Acetylcystein Viénnén | Hop 1 6ng | NSX 24 474100445125 ]
' 200mg siibot | x 20 vién; (VN-20441-17) '
Hf)plf)ilg AR
x 10 vién

26. Co s¢ dang ky: Cong ty TNHH Duge Phim Huy Cwo’ng (Pja chi: 37 Tran Nhat Duat P Tan
BPinh, Qudn 1, TP.HCM, Viét Nam)

26.1. Co s& san xuat: LDP Laboratorios Torlan S.A (Pia chi: Ctra. De Barcelona, 135—B 08290
Cerdanyola Del Valles (Barcelona), Spain)

34

Ceftriaxone | Ceftriaxone 2g Botpha | Hop 10 lo | NSX 36 840110445225 01
LDP Tortan tiém 2g (VN-22512-20)

27, C0’ s& ding ky: Cong ty TNHH Dwge phim Lamda (Bia chi: 27/6 Ly Thai T8, piurcrng Thac
Gidn, qudn Thanh Khé, thanh phé Pa Ning, Viét Nam)

27.1. Co s& san xuét ban thanh phdm: Valpharma International S.p.a (Dia chi: Via G Mmgagm
2-47864 Pennabilli (RN) Italy)

Co st dong goi va xuét xwong: Lamp San Pr 0spero SPA (Dm chi: V:a De[!a Pace, 25/A- 41 030 San _

- Prospero (MO), Italy)

35

Goldesome | Esomeprazole Vién nén | Hop 4 vix | NSX 24 800110445325 01
magnesi dihydrat | bao tan 7 vién (VN-19112-15)
trong dwrong trong
Esomeprazol rudt
20mg ‘

28. Co sé ding ky: Cong ty TNHH Dwgc Phém Lién Hep (Bja chi: 480C Nguyén Thi Thap, Phicong
Tan Quy, Qudn 7, Tp. HCM, Viet Nam)

28.1. Co s& san xuit: Replek Farm Ltd. Skopje (Pia chi: Kozle 188, Skopje, 1000, North

Macedonia)

36

Assimicin Azithromycin Viénnén | Hop { vix | NSX 36 531110445425 | 01
(dudi dang bao phim | 3 vién (VN-22093-19)
Azithromycin
dihydrat) 500mg

29. Co sé diang ky: Cong ty TNHH Duoc Pham Rdng Vang (Pia chi: Phong 44, Ting 4, téa nha
Séng Ba 1, Ngé 165 dzrm:g Cdu Gidy, Phieong Quan Hoa, Qudn Céu Gidy, Ha Ngi, Viét Nam)

29.1. Co sé san xuit: Precise Chemipharma Pvt, Ltd. (Dia chi: Gut No. 215/1 & 215/2, Khatwad
Phata, At Post Talegaon, Taluka Dindori, Nashik 422202 Maharashtra State, India)

37 Fexogold Febuxostat 40mg | Viénnén | hop | vix | NSX 24 890110445525 | 01
40 bao phim | 10 vién (VN3-386-22)
30. Co s& ding ky: Coéng ty TNHH Dwoc Phim Y-Med (Bia chi: $6 1-3 Pwong so 45, Phiong 6,
Qudn 4, TP. Ho Chi Minh, Viét Nam)
30.1. Co s& san xuit: Fourrts (India) Laborateries Pvt., Ltd. (Dja chi: Vandalur road,
Kelambakkam — 603 103, Tamil Nadu, India)
38 Fildilol 25 | Carvedilol 25mg | Viénnén | Hop3 vix | USP 24 890110445625 01
L0 vién 41 (VN-22109-19)
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31. Co s& ding ky: Céng ty TNHH Dwgce Tam Dan (Pia chi: A4.4 KDC Everich 3, Bzrng P/m
Thugn, Phieong Tan Phit, Qudn 7, Thanh phd Hé Chi Minh, Viét Nam)
31.1. Co' s& sin xuét: Bioindustria Laboratorio Italiano Medicinali S. p.A (Blomdustrla L I \I)
(Pia chi: Via De Ambrosiis, 2/6 - 15067 Novi Ligure (Alessandria), Italy) SRR
39 | Octreotide | Octreotide (dudi | Dung Hop 10 NSX 36 800114445725 | o1
Bioindustria | dang octreotide dich tiém éng lml (VN-I9_094-15) '
L.IM acetate) 0,lmg/ml | hodc FER TN
dung
dich dam
dic dé
pha tiém
tmyen ORENE
32. Co sé ding i{y Cong ty TNHH Glamsmlthkllne Hang tiéu diing va Chiim sée sire khoe \’1¢t
Nam (Dia chi: Ting 16, tda nha Metropolitan, sé 235 dwong Pong Khai, Phiréng Bén Nghe Quan 1
Thanh phé Ho Chi Minh, Viét Namy)
32.1. Co s san xudit: Haleon CH SARL (Dja chi: Route de I'Etraz 2, 1260 Nyon, Switze land)
40 Otrivin Xylometazoline Thudc Hop 1 lox | NSX 36 760100445825 01
hydrochloride X1t miit 10ml (VN-22704-21)
Img/ml cd phan
liéu
33. Co s& diing ky: Céng ty TNHH M4t thanh vién Dwoe phdm Nam Tién (Pia chi: 37 Lé Trung
Nghia, Phirong 12, Qu(m Tén Binh, Tp. H6 Chi Minh, Viét Nam) '
33.1. Co s& san xudt: Pharmathen S.A (Pja chi: 6, Dervenakion Str., 15351 Pallini, Attiki, Greece)
41 Nirdicin Levofloxacin Viénnén | Hop 1 vix | NSX 48 520115445925 Ot
250mg {dui dang bao phim | 10 vién (VN-18715-15)
levofloxacin
hemihydrate)
250mg
42 Nirdicin Levofloxacin Viénnén | Hop I vix { NSX 48 520115446025 01
500mg (dudi dang bao phim | 10 vién (VN-18716-15)
levofloxacin
hemihydrate)
500mg
34. Co sé diing ky: Cong ty TNHH Mt thanh vién dwge phim PV Healthcare (Bia chi: 4/5 Khu
Dén Cie Van Xudn Ddr Viér, Duong S6 5, Phuong Binh Himg Héa, Qudn Binh Tan, TPHCM, Viér
Nam)
34.1. Co s& sin xuit: Efroze Chemical Industries (Pvt) Ltd. (Dja chi: 146/23 Korangi Industrial
Area, Karachi, Pakistan)
43 PVFLOX Levofloxacin Viénnén | Hop 1 vix | USP 36 896115446125 | 01
500mg (dudi dang bao phim ; 10 vién; hién (VN-21818-19)
Levofloxacin Hép 3 vix | hanh
hemihydrat) 10 vién

500mg
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35. Co sé diing ky: Cong ty TNHH Philavida (Dia chi: Mot phan Tang trét, Lau 3, PP]A d‘zrmrg Ba

Vi, phicong 15, quan 10, Thanh phé H6 Chi Minh, Viét Nam)

35.1. Co s san xuit: Samchundang Pharm. Co., Ltd. (Pja chi: 71, Jeyakgongdan 2-gzl Hyangnam-
eup, Hwaseong-si, Gyeonggi-do, Republic of Korea)

44 Blueye Dextran 70 Dung Hép 1lox | NSX 24 ‘380100446225 01
15mg/15ml, dichnho | 15ml (VN-17140- 13) '
Hypromellose mat
45mg/15ml .
36, Co sé ding ky Cong ty TNHH Seamed Ptk (Bm chi: 61 To Ngoc Vin, phicong Qu(moAn qu(m
Téy Ho, thanh phé Ha Néi, Viét Nam)
36.1. Co sé sén xu#t ban thanh pham, dong goi so cap, kiém soat chét lugng (vat ly, hoa hoc),
xuiit xwéng 16: Rompharm Company SRL (Bja chi: Str. Eroilor, nr.14, Oras Otopeni, Judetulﬂfov
cod postal 075100, Romania - cladiri Romphaz m 1 si Rompha} ‘m 2, Romania) :
Co s& chiu trach nhiém dong goi thir chp, kiém sodt chit hwgng (chi tiéu vi sinh); Romphal m
Company SRL (Pja chi: Str. Eroilor, nr. 1 C, Oras Otopem Judetul Hjov cod posml 0751 00 Romanm
- cladire Rompharm 7, Romania) : R . -
45 Algesin-N | Ketorolac. Dung H(f)p 10 NSX 36 5941 10446_32_5 01
trometamol dich tiém | ong Iml (VN-21533-18_)
30mg/ml
37 Co sé ding ky: Cong ty TNHH Thu’oug mai Dwge pham Pong Phuong (Dia chi: 5 1, Puwong
s6 30, Phurong Tén Phong Oudn 7, Thanh phé Hé Chi Minh, Viét Nam)
37.1. Co s& sin xuét: Healthcare Pharmaceuticals Limited (Dja chi: Gazariapara, Rajendi ‘apur,
Gazipur-1703, Bangladesh)
46 Atorcal Atorvastatin Viénnén | Hop 3 vix | NSX 36 894110446425 01
Tablet (duéi dang bao phim | 10 vién {(VN-18282-14)
Atorvastatin _
calci) 10mg
47 Vestar MR | Trimetazidine Vignnén | Hop 3 vix | NSX 24 894110446525 | 0l
Tablet Hydrochloride giai 10 vién (VN-21408-18)
35mg phong
kéo dai
38. Co siv diing ky: Cong ty TNHH thwong mai Nam Déng (Pia chi: So nha 2 ngé 164/117, phé
Vieong Thiea Vi, phteong Khieong Trung, Quan Thanh Xudn, Theanh phé Ha Ngi, Viét Nam)
38.1. Co s& sin xuat;: KRKA, d. d., Novo mesto (Pia chi: S'mmjes'ka cesta 6, 8501 Novo mesto,
Stovenia)
48 Gastevin Lansoprazole Vién Hop 2 vix | NSX 36 383110446625 | 0!
30mg 30mg nang 7 vién (VN-18275-14)
cung
chira
pellet
khang
dich da

day




10

STT | Ténthuoe | Hoat chit chinh | -Dang Quy cach | Tiéu |- 'Tu(x)i So dﬁng kj" 1 Sb
— Ham lwgng bio ché déng g6i | chudn tho gla han lin
(thdng) | (So dang ky gia
da cap) han
(1) 2 3 C)) (5) (6) )] (8) (€3]
39. Co sér diing ky: Céng ty Trach nhiém hitu han Mt thanh vién Vimepharco (Pia clu O 50 6
tang 3, toa nha D2 G;ang V6, phiromg Gidng V5, Ba Dinh, Ha Ngi, Viét Nam) . RERETE
39.1. Co s& san xuit: Republican unitary production enterprise "Belmedpreparaty" : Ten v1et
tit: Belmedpr eparaty RUE (Dja chi dang ky: 30 Fabritsius St., 220007 Minsk, Cong hoa Belm us,;
Dia chi san xudt: Workshop 18: 19/8 Kachana St., Lida, 231286, Grodno region, Céng héa Bela: us)

49 Fixibest Ceftriaxon (duéi | Bot pha | Hop 01 BP 24 481110446725 | 01
dang Ceftriaxon | dung Lo Hép | 2007 (VN-17012-__13):5
natri) lg dich tiém | 10 Lo; RPN

Hép 40 Lo

40. Co st diing ky: Delorbis Pharmaceuticals Ltd, (Pja chi: 17 Arlunon Street, Efgates ]ndusn ml
Area, 2643 Ergates, P.O. Box 28629, 2081 Lefkosia, Cyprus) .
40.1. Co sé san xudt: Delorbis Pharmaceuticals Ltd. (Dia chi: 17 Athmon Sﬂ eet, ki gates Indusu ral
Area, 2643 Ergates, P. O. Box 28629, 2081 Lefkosia, Cypms) '

50

Usp 36 529110446825 01
2023 (VN-2239]-19)

Vién nén
bao phim

Rycardon Irbesartan 300mg Hop 3 vix

10 vién

41. Co so diing ky: DKSH Singapore Pte. Ltd (DPiachi: 47 Jalan Bu oh #09-01 Smoapme 61 9491
Singapore)

41.1. Co s& san xuit: Mundipharma Pharmaceuticals Ltd. (Dia chi: 13-15 Othellos Street, D!mlz
Industrial Area, Nicosia, Cyprus, 2540, Cyprus)

529110446925 | 01

51 Povidone Povidone lodine | Dung Hop | chai | NSX 36
lodine 10% | 10% (w/v) dich x 8ml (VN-21627-18)
solution dung ' e
ngoai
42. Co's¢ ding ky: Dr. Reddy's Laboratories Limited (Pia chi: 8-2-337, Road No. 3, B(H?j(lia Hills,
Hyderabad, Te/angana 500034, India)
42.1. Co'sé sin xudt: Dr. Reddy's Laboratories Limited (Dia chi: Formulation Tech Ops II, Survey
No 42p, 43, 44p, 43p, 46p, 53, 54 & 83, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri
District - 500090, Telangana State, India)
52 Rivaxored | Rivaroxaban Viénnén | Hop 1 vix | NSX 36 390110447025 01
10mg bao phim | 10 vién; (VN-22641-20)
Hop 1 vix
14 vién
53 Rivaxored | Rivaroxaban Viénnén | Hop 1 vix | NSX 36 350110447125 01
15 15mg bao phim | 10 vién; (VN-22642-20)
Hop [ vix
14 vién
54 Rivaxored | Rivaroxaban Viégnnén | Hop I vix | NSX 36 890110447225 01
20 20mg bao phim | 10 vién; (VN-22643-20)
Hop 1 vix
14 vién

42.2. Co' sér san xuit: Dr. Reddy's Laboratories Ltd. (Dia chi: FTO-SEZ, Process Uit 01, Survey
No; 57 to 59, 60, 62 & 72, Sector No; 9 to 14 & 17 to 20, Devunipalavalasa (V), Ranasthalam (M),
Srikakulam District-532 409, Andhra Pradesh, India)
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55 Sevelamer | Sevelamer Viénnén | 1 chal - NSX 24 890110447325 | 01
carbonate carbonate 800mg | bao phim | chira 270 (VN3-422~22) |
tablets .. | vién Bt
800mg S
43. Co s& diang ky: Egis Pharmaceutlcals Private Limlted Companv (Bia chi: 11 06 Budape&t
Kereszturi ut 30-38, Hung(u ) L
43.1. Co s& san xuit: Egis Pharmaceuticals Private Lnnlted Company (Pia chi: 11 65 Budapest
Bokeényfoldi ut 118-120., Hungary)

56 Aripegis Aripiprazole Viénnén | Hop2vix | NSX 36 599_11_044_7_42_5 101

[Smg | 14 vien (VN3-149-19) .|
44, Co so dang ky: Emcure Pharmacenticals Limited (Dja chi: Ploi No.P-1 & P-2, IT- -BT Pafk,
Phase-1I, M.1.D.C, DU‘b:‘eclz Park (Hinjavvadi), Pune, Pune City, Maharashtra, India, 411057, Ina’fd)
44.1. Co s& san xuit: Emcure Phar maceutlcals Ltd. (Pia chi: Lane No.3, Phase-][ S]DCO
Industrial Comple\ Bari-Brahmana, Jammu (J&K) - 181133, India) :

57 Infen-25 Dexketoprofen Viénneén | Hop lén x | NSX 24 8901 1044_7_525 01
(dudi dang bao phim | 10 hop o h (VN-21279-18) .
Dexketoprofen nho x 1 vi AR
trometamol) x 10 vién
25mg o .

45, Co s& ding ky: Euro Healthcare Pte Ltd (Pia chi: | North Bridge roaa’, #19-04/05, High Streer
Center, Singapore (] 79094), Singapore)

45.1. Co sé san xut: Arena Group S.A (Pia chi: Bd. Dundirii nr.54, Oras Voluntari, Jud. Iljov cod
077190, Romania)

58 Etrix 10mg | Enalapril maleate | Viénnén | Hop 3 vix | NSX 36 594110447625 | 01
10mg 10 vién (VN-19109-15)

46, Co st ding k)":'Gedeou Richter Ple. (Dia chi: Gyomrdi ut 19-21., Budapest, 1103, Hungary)
46.1. Co so sian xuit: Gedeon Richter Ple. (Dia chi: Gyomrdi nt 19-21., Budapest, 1103, Hungary)

59 Lisonorm Amlodipine (dudi | Vién nén | Hop 3 vix | NSX 36 599110447725 | 0l
dang Amlodipine 10 vién (VN-22644-20)
besilate) Smg,

Lisinopril (dudi

dang Lisinopril

dihydrate) 10mg
47. Co s& diing ky: Getz Pharma (Private) Limited (Dja chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)
47.1. Co s sin xuit: Getz Pharma (Private) Limited (Pia chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)

60 Fexet Fexofenadin HCl | Viénnén | Hop 2 vix | NSX 36 896110447825 01
Tablets 120mg 10 vién; (VN-11037-10)
120mg Hop 2 vix

5 vién
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48. Co' siv ding ky: Glenmark Pharmaceuticals Ltd (Dia chi: B/2, Mahalaxmi C!zambe:s 22
Bhulabhai Desai Road, Mumbai - 400 026, India) '
48.1. Co s& sin xudt: Glenmark Pharmaceuticals Ltd. (Pja chi: Plot No. 2, Phase 11, P/zmma Zone '
SEZ, Pithampur, District Dhar, Madhya Pradesh, IN 454 775, India) ‘ - S
61 Etohope Etoricoxib 120mg | Viénnén | hop3vix | NSX 24 890110447925 101
120 bao phim | 10 vién ' (VN 22404-19) |
62 Glenosartan | Olmesartan Viénnén | Hop Svix | NSX 24 890110448025 101
40 Medoxomil 40mg | bao phim | 10 vién (VN-22405- 19) 1.
63 Telma 80 H | Hydrochlorothiazide | Vién nén | Hop 1n NSX 36 890110448125 | 01
Plus 25mg, chira 10 ' (VN-22406-19) |
Telmisartan 80mg hdp nho x L
' Lvix 10 .
| ovién S S .
64 Telma H Hydrochlorothiazide | Vién nén | Hop 1én NSX 36 890110448225 | 0t
12,5mg, [ chita 10 (VN-22407-19) |
Telmisartan 40mg | hdp nho x RS
Ivix 10
vién
49. Co s& ding ky: Hetero Labs Limited (Dja chi: 7-2-A2, Hetero Cor po; ate Industy m! Estate
Sanathnagar Hyderabad TG 500018, India)
49.1. Co s sin xuit: Hetero Labs Limited (Dia chi: Unit-11I, 22-11 0, 1D, A Jeedimetla, Hydei abad
Telangana, India) o
65 Eltvir Efavirenz 600mg, | Viénnén | Hop 1 lo NSX 24 8901 10448325 01
[ amivudin bao phim | 30 vién; (VN-22541-20)
300mg, Tenofovir Lo 90
disoproxil vién; Lo
fumarat 300mg 100 vién
49.2. Co s& san xuit: Hetero Labs Limited (Dia chi: Unit-V, Sy. No. 439, 440, 441 & 458 TSIIC
Formulation SEZ, Polepally Villuge, Jadcherla Mandal, Mahaboobnagar District, Telangana State,
India)
66 Aripiprazole | Aripiprazole Viénnén | Hop 3 vix | NSX 24 390110448425 0l
tablets 10mg 10 vién (VN2-502-16)
10mg
67 Aripiprazole | Aripiprazole Vignnén | Hop 3 vix | NSX 24 890110448525 T
Tablets 15 15mg 10 vién (VIN2-503-16)
mg
63 Hypolip-10 | Atorvastatin Viénnén { Hop 3 vix | NSX 24 890110448625 | 01
(dudi dang bao phim | 10 vién (VN-21293-18)
Atorvastatin
Calcium
Trihydrate) 10mg
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50. Co s& ding ky: Korea United Pharm. Inc. (Dja chi: 23-23, No;anggongdan—gtl Jeondong
myeon, Sejong-si, Repubhc of Korea) SR
50.1. Co' s& san xuit: Korea United Pharm. Inc. (B:a cln 107, Gongdan ro, Yeonseo-myeon
Sejong-si, Republic of Korea) : -
69 | Allipem Pemetrexed (dudi | Botdéng | Hop 1 19 NSX 36 3301 1_44__4_8725' 101
500mg dang Pemetrexed | khd pha o (VN-22157__ 191
dinatri 2,5 tiém RS
hydrate) 500mg
51. Co s& dang ky: Lupin Limited (Pja chi: Kalpataru Inspue 3rd F[oor Ojf Westem Exp)ess
Highway, Santacruz (East), Mumbai 4000535, India) o
51.1. Co sé san xuit: Mepro Pharmaceuticals Private Limited (Dia chi: Unit H Q Road Pl:ase IV
GIDC, Wadhwan, Surendranagar, Gujarat, 363 0335, India) R : =
70 Etogeric 60 -| Etoricoxib 60mg Viénnén | Hép 10 vi | NSX 24 890110448825 01
bao phim | x 10 vién {VN-19229- 15) '
52. Co s& dang ky: Medexport Italia- Societa' A Responsablhta Limitata (Bta c/u Rome (RM)
Via Raimondo Da Capua 5.Cap 00153, ]taly) :
52.1. Co s& san xuét: Laboratotio Farmaceutlco C.T.s.r.l. (Bia chi: Via Dante Ahm’uen 71 18038
Sanremo (IM), Italy) o
71 Sciotmir Thiocolchicoside Dung Hop 6 6ng NSX 36 8001 l0448925 0l
2mg/ml dich tiém | 2ml (VN-16109-13)
53. Co s& diang ky: Medley Pharmaceuticals Limited (Dia chi: Medley House, D-2, MIDC Area,
16th Road, Andheri (E) Mumbai - 400 093, India)
53.1. Co s& san xuat: Medley Pharmaceuticals Limited (Pia chi: Lane No.3, P/mse-[, SIDCO
Industrial Complex, Bari Brahmana, Jammu-181133, India) _
72 Nevol 2.5 Nebivolol (duéi Viégnnén | Hop 10 vi | NSX 24 390110449025 | 01
Tablets dang Nebivolol x 10 vién (VN-22433-19)
hydrochloride)
2,5mg
54, Co s& ding ky: Medochemie Ltd. (Dia chi: 1-10 Constantinoupoleos street, 3011 Limassol,
Cyprus)
54.1. Co'sé san xuit: Medochemie Ltd - Central Factory (Dia chi: I - 10 Constantinotupoleos street,
3011 Limassol, Cyprus)
73 Medoxasol | Levofloxacin Viénnén | Hop chura NSX 24 529115449125 0!
250¢g hemihydrate bao phim | 1 vix 7 (VN-22659-20)
trong duong vii vién; Hop
Levofloxacin chira | vi
250mg x 10 vién
54.2. Co so san xuit: Medochemie Ltd — Factory C (Dja chi: 2 Michael Erakleous Street, Agios
Athanassios Industrial Area, 4101 Agios Athanassios, Limassol, Cvprus)
74 Medaxetine | Cefuroxime axetil | Vién nén | Hop chita | NSX 36 529110449225 01
250 mg trong duong voi | bao phim | 1 vix 10 {(VN-22657-20)
Cefuroxime 250mg vién
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55, Co s& dang ky: MI Pharma Private Limited (Dja chi: Unit No. 402 & 403, Vzva Hub T own,

Shankar Wadi, Vzllage Mogra, Jogeshwari East, Mumbai —

400060, India)

55.1. Co si sin xuat: Amanta Healthcare Limited (Dia chi: 876, NH No. §, V:H Hauyala Ta]
Matar, Dist. Kheda-387411, Gujarat, India) : .

75 Levotrot Levofloxacin 1 Dung ‘Hop 1 chai | NSX 24 89()115_449325 2ol
(dusi dang dich tiém | x 100ml (VN-18685-15) |
Levofloxacin truyén ' S
hemihydrat) tinh
500mg/100ml | mach
56. Co s& diing ky: MI Pharma Private Limited (Dja chi: Unit No. 402-403, Viva Hub Town
Shankarwadi, Joges}zwan Mumbai, Mumbai City Maharashtra - MH 400060, India) R :
56.1. Co s& san xuit: Bharat Parenterals Limited (Pia chi: Survey No. 144-4, Jarod Samlaya Road
Village: Haripura, Tal- Savli, Dist. - Vadodara, 391 520, Gujarat State, India) E SR
76 Fdnir Cefdinir 300mg | Vién Hop 10 vi § USP 24 890110449425 1 01
nang x l0vién; | 39 (VN-22439-19)
cung Hép 10 - A
hop x 1 vi
x 10 vién;
Hép | vix
10 vién
57, Co i ddng ky: Micro Labs Limited (Pia chi: No. 31, Race Course Road, Bengaluru - 560 001,
Karnataka, India)
57.1. Co s san xuét: Micro Labs Limlted (Dia clu 92, Sipcot lndusn m! Complex, Hosur - 635 126,
Tamil Nadu, India)
77 Raxnazole Tiraconazole Vién Hop 3 vix | NSX 24 890110449525 0t
100mg nang 10 vién; (VN-20820-17)
cimng Hop 1 vix S
10 vién
58. Co sé diing ky: Noble Wellness Private Eimited (Pia chi: DTJ810, 8th Floor, DLF Tower-8,
DDA District Centre, Jasola, New Delhi, Delhi, India-1100235, India)
58.1. Co s& san xuit: Mepro Pharmaceuticals Pvt. Ltd. (Dja chi: (Unit-1l), O Road, Phase - 1V,
GIDC., Wadhwan-3630335, India)
78 Atoronobi | Atorvastatin Viénnén | Hop 10vi | NSX 24 890110449625 01
20 (dudi dang bao phim | x 10 vién (VN-16656-13)
atorvastatin calci) '
20mg
79 Risperinob- | Risperidone 4mg | Viénnén | Hop 10 vi | NSX 24 890110449725 | 0Ol
4 bao phim | x 10 vién (VN-16999-13)

59. Co s& ding ky: Novartis (Singapore) Pte Ltd (Dja chi: 20, Pasir Panjang Road, #10-25/28,
Mapletree Business City, Singapore 117439, Singapore)

59.1. Co s& sin xuit: Salutas Pharma GmbH (Dia chi: Otto-von-Guericke-Allee I, 39179 Barfeben,
Germany)
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80 Bicalutamide | Bicalutamid Viénnén | Hop 4 vix | NSX 24 400114449825 | 01
FCT 50mg | 50mg bao phim | 7 vién N (VN-21324- 18)

60. Co sé ding ky: PT. Novell Pharmaceutical Laboratories (Pja chi: JIL. Pos Pengumben Raya
No. 8, Sukabumi Selatan, Kebon Jeruk, Jakarta Barat 11560, Indonesia)

60.1. Co s sin xuit: PT. Novell Pharmaceutical Laboratories (Bja chi: JI. Wanaher ang No 35
Tlajung Udik, Gunung Putri, Bogor 16962, Indonesia) =

81 Zonaxson Eperison Viennén | Hop 3 vix | NSX 48 8991 10449925_._. 01
hydrochlorid bao phim | 10 vién (VN-20343-1 7)
50mg

61. Co so ding ky: Pharmaceutical Works POLPHARMA S.A. (Dia chi: ul. Pelplinska ]9 83 200
Starogard Gdanski, Po!and)

61.1. Co s& sian xuét: Pharmaceutical Works Polpharma S.A. (Bja chi: Duc/m:ce 28/30
Ozarowska Str., 05-8350 Ozarow Mazowreckl Poland) . o

32 Biofumoksym | Cefuroxime (dudi | Botpha | Hop 01 lo | NSX 24 590110450025 | 01
dang Cefuroxime | dung . (VN-19304-15)
sodium) 750mg dich

hodc hén

dich tiém
62, Co s ding ky: Pharmaunity Co., Ltd. (Dia c¢/hi: 74, Sejong- dae}o Jung-gu, Seoul, Republrc of
Korea)
62.1. Co si san xudt: Hankook Korus Pharm. Co., Ltd (Pia chi: 30, Gangjeo-ro, Jecheon -81,
Chungcheongbuk-do, Republic of Korea)

33 Korucin Ofloxacin 200mg | Viéunén | Hop 10 vi | USP 36 | 880115450125 | 0l
Tab. bao phim | x 10 vién 38 (VN-21948-19) |

63. Co sé ding ky: SRS Life Sciences Pte, Limited (Pia chi: 71 Robinson Road, #14-01, Singapore
(068895), Singapore)
63.1. Co s& san xuit: Makeur Laboratories Ltd. (Dia chi: 46/4-7, Dehgam Road, Zak Village, Tal.-
Dehgam, Dist. Gandhinagar, Gujarat State, India)

84 Atendex Lincomycin Dung Hop 1010 | USP 36 890110450225 | 01
hydrochloride dich tiém | x 2ml 41 (VN-21963-19)

USP twong duong
Lincomycin
600mg

64. Co 86 diing ky: Tarchominskie Zaklady Farmaceutyczne "Polfa" Spolka Akcyjna (Pia chi:
Ul Aleksandra Fleminga 2, 03-176, Warszawa, Poland)

64.1. Co' s& sin xudt: Tarchomin Pharmaceutical Works “Polfa” S.A. (Bia chi: 2, 4. Fleminga
Str., 03-176 Warsaw, Poland)
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85 | Taromentin | M&i Smlhdn dich | Bot pha | Hop 1 chai | NSX 36 590110450325 |- 01
457mg/5ml | chira: Amoxicillin h(‘jm dich | 6,3g bjt (VN-22547-20)
(dudi dang uong | tuong TP
amoxicillin duong
trihydrate) 35ml hén
400mg, dich; hdp
Clavulanic acid 1 chai
(dudi dang Kali 12,6g bt
clavulanate) tuong
57mg duong
70ml hén
dich; hop
! chai
125,28 bot
twong
duong
| 140ml hén
o dich - S
65. Co s6 ding ky: Tedis (Dia chi: 9 avenue d'Ouessant, 91140 Villebon-sur-Yvette, France)
65.1. Co s& san xudt: Pharmaster (Dia chi: Zone Industrielle de Krafft, 67 130 Erstein, France)
86 Polydexa Mai 100ml chira; Dung Hop llo | NSX 24 300110450425 01
Dexamethasone | dichnho | 10,5ml (VN-22226-19)
sodium tai ‘ o
metasulphobenzo
ate 0,100g,

Neomycin sulfate
lg twong duong
650.000 U,
Polymyxin B
sultate 1.000.000
19}

60. Co s& dang ky: U Square Lifescience Private Limited (Dja chi: A-1101, 1102, 1103 Sofitaire
Corporate Park, B/s Divyva Bhaskar Press, S.G. Highway, Sarkhej Tal Sarkhej, Ahmedabad II
Ahmedabad, G.J 380051 IN, India)

66.1. Co s& san xuat: Yash Medicare Pvt. Ltd. (Bia chi: Near Sabar Dairy, Talod Road, Po. Hajipur,
Tal: Himatnagar, City: Hajipur — 383006, , Dist: Sabarkantha, Gujarat, India)

890110450525 01

37 Tacrohope | Tacrolimus Thudc Hép chita | NSX 24
Monohydrate md I tuyp Sg; (VN-21354-18)
0,1% (w/w) Hdp chira
I tuyp 10g

67. Co so ding ky: Y.S.P. Industries (M) Sdn. Bhd. (Dia chi: Level 22, Menara LGB No. 1 Jalan
Wan Kadir Taman Tun Dr. Ismail Kuala Lumpur Wilavah Persekutuan, Malaysia)

67.1. Co s san xufit: Y.S.P. Industries (M) Sdn. Bhd. (Dia chi: Lot 3, 5 & 7, Jalan P/7, Section 13,
Kawasan Perindustrian Bandar Baru Bangi, 43000 Kajang, Selangor, Malaysia)
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88 Swecon Hydrotalcit Hg‘m dich | Hop 1 tox | NSX 36 0955110450625 01
Suspension | 100mg/ml uong 100mi (VN-20880-17) |
100mg/ml o
68. Co s& dang ky: Zuellig Pharma Pte. Ltd. (Dja chi: 15 Changi North Way, #01-01, Singapore
498770, Singapore)
68.1. Co s¢' san xuat: AbbVie Deutschland GmbH & Co. KG (Pia chi: Knolistrasse, 67061
Ludwigshafen, Germany) _
89 Aluvia Lopinavir 200mg; | Viénnén | Hop | lo x | NSX 48 400110450725 01
Ritonavir 50mg bao phim | 120 vién (VN-17801-14)
68.2. Cosé san xuit: AstraZeneca Pharmaceutical Co. Ltd. (Pja chi: No. 2 Huangshan Roaa‘ Wi,
Jiangsu, CN-214028, China)
90 Zestril Lisinopril {dudi Viennén | Hop 2 vix | NSX 48 690110450825 01
10mg dang Lisinopril 14 vién (VN-17246-13)
dihydrat) 10mg
Ghi chi:

1. Cach ghi tiéu chudn chét lirong thudc tai cot (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tieu chudn co so (TCCS), In-house cd y
nghia tiwong dicong nha, 1a tiéu chudn chit lieong thude do co so san xudt xdy ding va déu cé thé
dwgc ghi trén nhan thuoe.

- Cdch viét tit ede tiéu chudn chit liepng dieoe dién: Duoe dién Viét Nam (DDVN), Durge dren Anh
(BP), Dirpe dién My (USF), Durge dién Nhét Ban (JP), Duge dién Trung Quéc (CP), Dipe dién Chéu
du (EP), Duge dién Quéc 1é (IP)...

2 So dang ky tai cot (8):

- 86 ding ky gia han la 56 dang ky duge cdp theo quy dinh tai Phu luc V Thong te 12/2025/TT-BYT
ngay 16/05/2025 ciia B triweong B ¥ té quy dinh viéc dang ky leu hanh t}moc nguyén ligu lam thuéc.
- 86 déng ky di cdp (deoe ghi trong ngodc dow) la sé dang ky da duoe cdp trede khi thudce duoe gia
han theo quyer dinh nay.




Phu luc II

DANH \‘IUC 14 THUOC NHAP KHAU BU'GC GIA HAN GIAY DANG KY LUU HAN H
TAI VIET NAM HILU LUC 3 NAM - POT 127

(Kém theo Quyét dinh s6: ..645...... /OD-QLD, ngay 04./11./2025ctia Cuc Quan Iy Dugc)
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da cip) han

(1) (2) 3) (4 5) (0 (N @ ®

L. Co st ding ky: Belarusian-Dutch Joint Venture “Pharmland” Limited Liability Company
(Pia chi: 124-3, Lenmskaya streel, Nesvizh, 222603, Minsk region, Belarus)

1.1. Co s& sin xuét: Farmaprim Ltd (Pia chi: § Crinilor sireet, Village Porumbeni, Cr. u:lem reg.,
MD-4829, Moldova)

| Lacves Clotrimazol Viéndan | Hop 2 vix | NSX 24 484115450925 01
150mg, dat am 5 vién (VN3-308-21)
Metronidazol dao :
500mg,

Neomycin sulphat
(nrong duong véi
136000 1U)
200mg

2. Co sty dang ky: Cong ty TNHH Duge phdm Do Ha (DPia chi: 56 30 mp thé Tran Phii, ngd 1053,
dieong Nguyén Phong Sdc, 16 16 phiromg Dich Vong Héu, quén Ciu Gidy, thanh phé Ha Ngi, Viét

Nam)

2.1. Co s& sdn xudt: Delta Pharma Limited (Dja chi: Pakundia, Kishoreganj, Bangladesh)

2 Marinusa

Kém nguyén &
(dudi dang kém
sulphat
monohydlat)
0,2% (w/v)

Sivd

Hop 1 Lo,
100ml

USP

36

894110451025
(VN-16203-13)

01

3. Co so dang ky: Cong ty TNHH Duwge phidm T Uyén (Dia chi: 182-1824 Lé Thi Bach Cat,

Phieong 11, Quén 11, TP. Ho Chi Minh, Viét Nam)

3.1. Co sé san xuit: Eskayef Pharmaceuticals Limited (Dja chi: 400 Squibb Road, Tongi Industrial

Area, Tongi, Gazipur 1711, Bangladesh)

3 Eskafolvit
capsule

Ascorbic Acid
50mg, Dried
Ferrous Sulfate
150mg, Folic
Acid 0,5mg,
Nicotinamide
10mg, Pyridoxine
Hydrochloride
Img, Riboflavin
2mg, Thiamine
Mononitrate 2mg

Vién
nang bao
tan trong
rudt

Hép 15 vi
X 6 vién

NSX

24

894100451125
(VN-16693-13)

01
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4, Co sd ding k)’f Cong ty TNHH Dwge Pham Y-Med (Pia chi: $3 01-03, Purcmg s6 45, Phirong 6,
Qudn 4, TP. Ho Chi Minh, Vit Nam)
4.1. Co s& san xuit: M/s Akums Drugs & Pharmaceuticals Ltd. (Pja chi: Plot No. 2, 3, 4 & 5,
Sector-6B8, ITE, SIDCUL, Ranipur, Harichvar-249403, India)
4 Methicowel | Mai Iml chira Dung Hop 5 éng | NSX 24 890110451225 01
1500 Methylcobalamin | dich tiém | x lml (VN-21239-18)
1500meg
5. Co s dang ky: Cong ty TNHH SRS Life Sciences Viét Nam (Pja chi: Phong 06, tang 3B, toa
nha Horison Tower, s6 40 Cét Linh, Phiecmg Cat Linh, Quén Dong Pa, Thanh phd Hea Noi, Viét Nam)
5.1. Co s& san xuit: Gelnova Laboratories (India) Private Limited (Pia chi: C-125, TTC Industrial
Area, Mahape, Navi Mumbai Thane 400703, Maharashtra State, India)

5 Girlvag Clindamycin Vién Hop 1 vix | NSX 24 890110451325 0l
phosphate twrong | nang 7 vién (VN-12795-11)
duong véi mém dat
Clindamycin am dao
100mg,

Clotrimazole

100mg
6. Co s& diing ky: Cong ty TNHH Thwong mai Dwge phdm Béng Phwong (Pia chi: 51, Preong sé
30, Phuong Tan Phong, Qudn 7, Thanh phé H6 Chi Minh, Viét Nam)
6.1. Co s& sdn xuit: Healthcare Pharmaceuticals Limited (Dja chr: Gazaviapara, Mirzapur Bazar,
Rajendrapur, Gazipur-1703, Bangladesh)

6 Rolxexim Cefpodoxim Vién Hop 4 vix | NSX 24 394110451425 | 0l
capsule (duoi dang nang 4 vién (VN-18283-14)
100mg Cefpodoxim cang

proxetil) 100mg
7. Co s¢ dang ky: Getz Pharma (Private) Limited (Pia chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)
7.1. Co s& sin xudt: Getz Pharma (Private) Limited (Pja chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)

7 Getzome Omeprazole (dudi | Vién Hop 2 vix | NSX 36 896110451525 | 0l
Capsules dang vi hat nang 7 vién (VN-11046-10)
20mg omeprazole 8,5%) | cing

20mg chia vi
hat bao

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

Satpur, Nashik — 422 007, Maharashtra State, India)
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8 Saferon St nguyén td Dung Hop 1 lox | NSX 30 890110451625 01
© | (duéi dang St dich 15ml (VN-16272-13)
(111) Hydroxid udng
Polymaltose dang nhé
Complex) giot
50mg/ml

9. Co sé ding ky: Gracure Pharmaceuticals Limited (Pja chi: 251-254, IInd Floor, DLF Tower,

15 Shivaji Marg, New Delhi, West Delhi DL 1100135, India)

9.1. Co sé san xuit: Gracure Pharmaceuticals Limited (Dia chi: E-1105 RIICO Industrial Area,

Phase I1l, Bhiwadi, Alwar, (Rajasthan), India)

9 Grazincure | Kém sulfat Dung Hop | UseP 36 890110451725 0l
monohydrat dich Chai x hién (VN-16776-13)
27,449mg twong | udng 60ml; Hép | hanh
duong vai Kém I Chai x
[Omg 100ml

10. Co so ding ky: Korea United Pharm. Inc. (Pia chi: 25-23, No;anggmwdan-gz! Jeondono—
myeon, Sefong-si, Repubizc of Korea)

10.1. Co s& sin xuit: Korea United Pharm. Inc. (Pia chi: 107, Gongdan -ro, Yeonseo-myeon,
Sejong-si, Republic of Korea)

10 Tezomin Bortezomib Botdong | Hop 1 lo NSX 36 380114451825 01
trimer (Tuong khé pha (VN3-238-19)
duong tiém
Bortezomib
3,5mg) 3,3mg

11. Co st diang ky: Organon Hong Kong Limited (Pja chi: Unit 48- 136, 48/F, Lee Gar den One, 33
Hysan Avenue, Causeway Bay, Hong Kong)

11.1. Co s& san xudt: MSD International GmbH (Puerto Rico Branch) LILC (Dja chi: Pridco
Industrial Park, State Road 183, 00771 Las Piedras, Puerto Rico)

Co s¢ sdn xuit ban thanh phfim (cdm ezetimibe va cdm atorvastatin): MSD International GmbH
(Singapore Branch) (Dja chi: 70 Tuas West Drive, Singapore 638414, Singapore)

Co s¢ dong géi va xuit xwong: Merck Sharp & Dohme B.V. (Dja chi: Waarderweg 39, Haarlem,
2031 BN, The Netherlands)

11 Atozet Atorvastatin Viénnén | Hop 3 vix | NSX 24 001110451925 01
f0mg/40mg | (dudi dang bao phim | 10 vién (VIN3-385-22)
Atorvastatin calci
trihydrat
crystalline) 40mg,

Ezetimibe (dudi
dang micronized)
[Omg

12. Co s& ding ky: Raptakos, Brett & Co., Ltd. (Dja chi: 233, Dr. Annie Besant Road, Worli
Colony., Mumbai-400030, India)

12.1. Co' s&' sdn xuat: Raptakos, Brett & Co., Ltd. (Dja chi: 100/2, Dhatav, M.ID.C, Roha, Raigad
402116, Maharashtra State, India)




STT | Tén thudc | Hoat chit chinh Dang | Quycach | Tiéu | Tudi | 86 dingky S6
' - ~Hamlwgng | baoché | dénggéi | chudn! the gia han lin
| (thang) (S6 ding ky gia
: di cAp) han
(1) 2 () C)) (3 (6) ) (8) &)
12 Neopeptine | Alpha Amylase Vién Hép3vix | NSX 24 890110452025 | 01
(Fungal 1:800) nang 10 vién; | (VN-17152-13)
100mg, Papain cling Hop 10 vi '
100mg, x 10 vién
Simethicone
30mg
13. Co s& déng ky: Torrent Pharmaceuticals Limited (Dja chi: Torrent House, Off Ashmm Road,
Ahmedabad - 380 009 Gujarat, India)
13.1. Co & sin xudit: Torrent Pharmaceuticals Ltd (Dia chi: Vill Bhud & Makhnu Maﬂa Baddz—
173205, India) _
13 Nikoran-10 | Nicorandil 10mg | Viénnén | Hop 1 vix | NSX 18 8901 1045_2_125 0l
41ox20 (VN-13405-11)
vién
14. Co s& ding ky: U Square Lifescience Private Limited (Pja chi: A-1101,1102, 1103 Solitaire
Corporate Park, Beside Divya Bhaskar Press, S.G.Highway, Sarkhej, Ahmedabad Ahmedabad GJ
380051, India)
14.1. Co s& sian xudit: M/s Yash Medicare Pvi. Ltd. {Ba chi: Nr. Saba: Dcm v, Ta!od Road Po.
Hajipur, Ta. Himatmagar — 383006, Gujarat, India)
14 Vertucid Adapalene 0,1% | Gel ding | Hop chita | NSX 36 890110452225 01
(wiw), ngoai I tuyp (VN-20877-17)
Clindamycin 10g; Hop
Phosphate Twong chira |
duong vaoi tuyp 15g
Clindamycin 1%
{w/w)
Ghi ehii:

1. Cach ghi tiéu chudn chat liwgng thudc tai cot (6):

- Nha san xudt (NSX), Tiéu Chuau nha san xudt (TCNS) Y) Tidu chudn co 5o (TCCS), In-house co y nghia tirong
dwong nhau, la tiéu chudn chdt luomg thude do co 56 san xudt xdy dung va déu o thé dieoc ghi trén nhin thude.
- Cdch viét tdt cdc tiéu chudn chat leong dige dién: Dugc dién Viét Nam (DDVN), Duge dién Anh (BP), Diegc
dién My (USP), Dirge dién Nhét Ban (JP), Dwgc dién Tr ung Quoc (CP), Dugc dien Chdu du (EP), Dirge dién
Quoc té (IP)...

2. 56 dang ky tai ¢t (8):

- 86 ding ky gia han la s8 dang ky dwoc cdp theo quy dinh tai Phy luc V' T hong fie 12/2025/TT-BYT ngay
1640372023 cua Bo trwong Bo ¥ té quy dinh viéc dang ky lew hanh thuéc, nguyen liéu lam thude.

-5 dang ky: da edp (dirge ghi trong ngodge don) ld sé dang ky da dwoc cap triede khi thuoe dweve gia han theo
quyét dink nay.

3. Cée thude sé thirtie 1, 2, 3,4, 5.6, 9, 12, 14 tai Phy luc nay: sau khi hét han Ula}f ddng ky hew hanh, trong l'ro
so gia han phai b6 sung du lieu lam sang ching minh an toan hi¢u qua cia thude dé Hei dong te van cap gidy
dang ky hew hanh thude, nguyén lidu lim thudc xem xét viéc gia han GDKLH.

4. Cdc thude s6 thie e 7, 8, 13 1gi Phy luc nay: sau khi het han gidy déing ky leu hanh, khéng 1iép tuc gia han
do ho so diing kvt lan diu chica bién soan theo miu ACTD.




Phu luc i

DAVH MUC 03 THUOC NHAP KHAU BUO’C GIA HAN GIAY BAN G KY LUU HANH
TAI VIET NAM DEN HET NGAY 31/12/2025 - POT 127

(Keém theo Quyét dinh so: .643..... /QD-QLD, ngay 04./11..2025 ciia Cyc Qudn ly Duge)

STT | Tén thubc | Hoat chét chinh Dang Quy cich | Titu | Tuoi So diing ky S6
- Ham hrong bao ché | déng g6i chuin tho gia han lin

(thang) (86 ding ky gia

di cip) han

(1) (2) 3 (4) (3) (6) (7 @ 19

1. Co s& ding ky: Paradigm Pharma (Thalland) Co., Ltd (Pia chi: No. 87, M Thai Tower ]5!/:
Floor, All Seasons Place, Wireless Road, Lumphini Sub-District, Pathum Wan District, Bangkok
Metropolis, Tha:land)

1.1. Co s& san xudt: Medveich Limited (Dia chi: Unit I, 12th Mile, Old Madras Road, Vugonagai
Bengaluru, 560049, India)

| Amoxicillin | Acid clavulanic Viénnén | Hop I vix | NSX 24 890110452325 01
& {(dudi dang bao phim | 10 vién; (VN-18370-14)
Clavulanate { Clavulanat kali) Hop 10 vi
Potassium {25mg, x 10 vién;

Tablets Amoxicillin (dudi Hop 2 vix
1000mg dang Amoxicillin Tvién
trihydrat) 875mg
2. Co sér ding ky: SRS Life Sciences Pte. Limited (Dia chi: 71 Robinson Road, #14-01, Singapore
(068893), Singapore)
2.1, Co sé san xuit: Maxim Pharmaceuticals Pvt. Ltd. (Pia chi: Plot No. 11 & 12, Gat No. 1251-
1261, Alandi-Markal Road, Markal Khed, Pune 412 105, Maharashtra State, India)

2 Zexif 200 |Cefpodoxime Vién Hop 1 vix | NSX 24 | 890110452425 01
proxetil wong nang 10 vién; (VN-18088-14)
duong Cefpodoxime|-cliing Hép 2 vix :
200mg 10 vién

3. Co s¢ ddng ky: SRS Pharmaceuticals Private Limited (Pia chi: 504, 3th Floor, Marathon Max
BLDG, No.2, Mulund Goregaon Link RD, L.B.S Marg, Miudund (W), Mumbai-400080, India)

3.1. Co s& san xuit: Maxim Pharmaceuticals Pvt. Led. (Pia chi: Plot No. 11 & 12, Gat No. 1231-
1261, Alandi-Markal Road, Markal Khed, Pune 412 105, Maharashtra State, India)

3 Lucass 200 NSX 24 890110452525 | 01
(VN-19358-15)

Vién
nang
cling

Cefpodoxime
proxetil fuong
duong Cefpodoxime
200mg

Hop 2 vix
10 vién

Ghi chie:

1. Cach ghi tiéu chudn chat lieong thude tai ¢ot (6):

- Nhé sdn xudt (NSX), Tiéu clman nha sdn xudt (TCNSX), Tiéu chudn co so (TCCS), In-house c6 y
nghia neong dwong nhau, la tiéu chudn chdt lheong thude do co so san xudt xdy ding va déu cd thé
dwoc ghi trén nhan thude.

2. Sd ding ky tai cot (8):

- 86 ding ky gia han la s6 ding ky diege cdp theo quy dinh tai Phu luc V' T hong e 12/2025/TT-BYT
ngay 16/05/2025 cua By tricong Bo ¥ 1€ quy dinh viée dang ky liew hanh fhuoc nguyén ligu lam thuéc.
- S6 dang ky da cap (dirpe ghi trong ngodc don) la 56 ding ky di dwoc cdp triede khi thude diepe gia
han theo quyé} dinh nay.




