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QTP e CUC QUAN LY DUQC Poc 1ap - Tu do - Hanh phiic

S6: 981 /QP-QLD Ha Ngi, ngay 02 thang11ndm 2026

QUYET PINH

Vé viéc ban hanh danh muc 39 thuéc nhip khau dwoc cap, gia han gidy
dang ky luu hanh tai Viét Nam - D¢t 130 bo sung 2

CUC TRUONG CUC QUAN LY DUQC

Can cwe Ludt Duoc ngay 06/04/2016, Ludt siva doi, bo sung mot s6 diéu
cua Ludt Duoc ngay 21/11/2024;

Can cir Nghi dinh s6 31 3/2026/ND-CP ngay 08/08/2026 cua Chinh phu
quy dinh chirc nang, nhiém vy, quyén han va co cdu t6 chirc ciia BS Y té;

Can cir Nghi dinh s6 163/2025/ND-CP ngay 29/06/2025 ciia Chinh phi
quy dinh chi tiét mét s6 diéu va bién phdp dé t6 chirc, hwdng dan thi hanh Ludt
Duwoc;

Can cit Théng tw s6 32/2026/TT-BYT ngay 29/07/2026 ciia Bé trucng Bo
Y té quy dinh viéc dang ky lew hanh thuée, nguyén liéu lam thudc;

Can cit Quyét dinh so6 2386/QOD-BYT ngay 22/07/2025 ciia BY truéng B
Y té quy dinh chitc néing, nhiém vu, quyén han va co cau té chire ciia Cuc Qudn
Iy Duwoc thujc Bo Y té;

Can cir két ludn cia Hoi dong tw van cdp gidy dang ky lwu hanh thudc,
nguyén liéu lam thudc - BY Y té cdac dot 119 tai Cong vin sé 28/HDTV-VPHD
ngay 04/04/2024; dot 120 tai Cong vin sé 48/HPTV-VPHP ngay 22/05/2024;
dot 121 tai Cong van so 70/HDTV-VPHD ngay 17/07/2024; dot 123 tai Cong
van s6 92/HPTV-VPHD ngay 24/10/2024, dot 124 dwoc liéu tai Cong van sO
102/HPTV-VPHP ngay 06/12/2024; dot 124 héa dwoc phién 2 tai Cong vin so
02/HDTV-VPHP ngay 09/01/2025; dot 125 (DM TT89) phién 2 tai Céng vin sé
36/HPTV-VPHD ngday 14/05/2025; dot 125 (DM TT90) tai Céng vin sé
45/HPTV-VPHD ngay 17/06/2025; dot 126 phién 1 tai Céng vin sé 60/HDTV-
VPHP ngay 23/09/2025; dot 126 phién 2 tai Céng vin sé 61/HPTV-VPHD
ngay 01/10/2025; dot 127 tai Cong vin sé6 63/HDTV-VPHP ngay 09/10/2025;
dot 129 gia han tai Cong van s6 08/HPTV-VPHP ngay 02/04/2026; dot 129 cdp
moi tai Cong van so 15/HDTV-VPHD ngay 19/05/2026; dot 130 tai Cong van
s6 30/HPTV-VPHP ngay 20/08/2026 ciia Vin phong Héi dong tw vin cdp
GPKLH thudc, nguyén liéu lam thudc;

Theo dé nghi ciia Truéng phong Pang ky thuoc - Cuc Quan 1y Durgc.

QUYET PINH:

l?i‘éu 1. Ban hanh kem theo Quyét dinh nay danh muc 39 thué)g nhap khau
dl{qc cap, gia han giay dang ky luu hanh tai Viét Nam - Pot 130 bd sung 2, cu
thé:

1. Danh myc 25 thudc nhap khau dugc cap gidy ding ky luu hanh hiéu luc
05 nam - Dot 130 bo sung 2 (tai Phu luc I kem theo).
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2. Danh myc 11 thuéc nhap khau duoc gia han gidy ding ky luu hanh hiéu
luc 05 ndm - Dot 130 b6 sung 2 (tqi Phu luc Il kem theo).

3. Danh muc 03 thuéc nhap khau duoc gia han gidy ding ky luu hanh hiéu
luc 03 ndm - Pot 130 bo sung 2 (tai Phu luc 11l kem theo).

Piéu 2. Co s¢ dang ky, co so san xuat thude, nguyén lidu 1am thudc phai
tuan thu cac quy dinh hién hanh vé ding ky luu hanh thudc, nguyén liu lam
thudc va cac quy dinh phép luat khac cé lién quan.

Piéu 3. Quyét dinh co6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam doc So Y té cac tinh, thanh phé tryc thudoc Trung uvong,
giam doc co sé san xuat va co s¢ dang ky co thuoc, nguyén li¢u lam thuoc tai
Dbicu 1 chiu trach nhi€m thi hanh Quyét dinh nay./.

Noi nhin: _KT, CUC TRUONG
- Nhu Diéu 4; 2 .

- Bo truong (déNb/c); i Y&
- Thir truéng DO Xuan Tuyén (d€ b/c); Jf/\c_; //

- Cyc truong Vit Tuan Cudng (d€ b/c); 5] e
- Cuc Quany - Bo Qudc phong, Cuc Y té - Bo Cong!\ o W
an; Cuc Y té GTVT - By Xay dung; Lo\ QUC
- B0 Tai chinh: Cyc Hai quan; Bao hiém X3 hoi Viét N\
Nam; N
- BO Y t& Vu PC; Cuc QLYDCT; Cuc QLKCB; SN guyen Thanh Lam
Trung tam mua sim tap trung thude quoc gia, Van

phong HPTV cip GPKLH thubc, NLLT;

- Vién KN thuéc TU, Vién KN thubc TP. HCM;

- Téong Cong ty Dugc VN-CTCP;

- Cac Bénh vién & Vién c6 giuvong bénh truc thudc

BYT;

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

Cuc; Website Cuc QLD;

- Luu: VT, BKT (02b).




Phu luc I

DANH MUC 25 THUOC NHAP KHAU DPUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 130 BO SUNG 2

(Kém theo Quyét dinh s6 ...981...../0D-OLD, ngay 02./11..2026.ciia Cuc Qudn Iy Duwoc)

STT | Ténthudc | Hoatchitchinh— | Dangbao | Quycach | Tiéu Tudi S6 ding ky
Ham lwgng ché dong goi chuin tho
(thang)
1) 2) 3) ) 6) (6) (N (8)

1. Co sé dang ky: Ambica International Corporation (Dia chi: No. 9 Amsterdam Extension,
Merville Park Subdivision, Paranaque City, Philippines)
1.1. Co sé san xuét: Sunglow Lifescience Private Limited (Pia chi: S. No. 208/14, 208/2A41B,
220/3B, Nelvoy Thirumukkoodal Road, Kattankulam Village, Uthiramerur Taluk, Kancheepuram Dist.
Pin- 631606, Tamil Nadu, India)

Neurolev

Levetiracetam
500mg

Vién nén

bao phim

Hop 1 vix
10 vién

NSX

36

890110211826

2. Co s¢ dang ky: Aryabrat International Pte., Ltd. (Dja chi: House No. 184 Street.500, Phum 1,
Sangkat Phsar Daeum Thkov, Khan Chamkar Mon, Phnom Penh, Cambodia)
2.1. Co s& san xuit: Sunglow Lifescience Private Limited (Pia chi: S. No. 208/14, 208/2A1B,
220/3B, Nelvoy Thirumukkoodal Road, Kattankulam Village, Uthiramerur Taluk, Kancheepuram Dist.
Pin- 631606, Tamil Nadu, India)

2 Sijan-50 Sitagliptin Vién nén Hop 1 vix BP 24 890110211926
phosphate bao phim 10 vién 2021
Monohydrate
64,24mg tuong
duong voi
Sitagliptin 50mg
3 Sutag-100 Sitagliptin Vién nén Hop 1 vix BP 24 890110212026
phosphate bao phim 10 vién 2021
Monohydrate
128,48mg tuong
duong voi
Sitagliptin 100mg
3. Co sé ding ky: Cong ty TNHH Duwoc pham Kién Phat (Dja chi: Phong 201, Lau 2, Toa nha City
View, s6 12 Mac Dinh Chi, Phuwong Pa Kao, Qudn 1, Thanh phé Ho Chi Minh, Viét Nam)
3.1. Co sé san xuit: Auskorea Pharm. Co., Ltd. (Dja chi: 252, Munmakgongdan-gil, Munmak-eup,
Wonju-si, Gangwon-do, Republic of Korea)
4 Ashexol 300 | Mdi ml chira Dung dich | Hop x 10 USP 36 880110212126
Inj. Iohexol 647mg tiém hop x lo 2025
(twong duong véi 100ml
300mg iod hiru co)

4. Co s¢ dang ky:

Cong ty TNHH Dwoc pham U.N.I Viét Nam (Bja chi: Phong 1216, toa nha CT
4C-X2, Bic Linh Pam, Phuwong Hodng Liét, Quin Hoang Mai, Thanh pho Ha Ngi, Viét Nam)

4.1. Co sé san xuit: Pharmadax (Foshan) Co., Ltd. (Pia chi: Dachong Industrial Zone, Lishui
Town, Nanhai District, Foshan City, Guangdong 528244, China)




STT | Tén thudc Hoat chit chinh — | Dang bao | Quy cach Tiéu Tudi S6 ding ky
Ham lwgng ché dong goi chuén tho
(thang)
) 2) 3) “) ) (6) @) )
5 Amtiloc Zok | Metoprolol succinat | Viennén | Hop2 Taix | USP 36 690110212226
25mg 23,75mg tuong gidi phong | 2 vix 7 hién
duong Metoprolol kéo dai vién. hanh
tartrat 25mg
6 Amtiloc Zok | Metoprolol succinat | Viennén | Hop2 Taix | USP 36 690110212326
50mg 47,5mg tuong duong | gidi phéng | 2 vix 7 vién | hién
Metoprolol tartrat kéo dai hanh
50mg

5. Co sé diing Ky: Cong ty TNHH Y Té Canh Cira Viét (Dja chi: 788/2B Nguyén Kiém, Phuong 3,

Qudn Go Vap, TP Ho Chi Minh, Viét Nam)

5.1. Co sé san xuit: Maiva Pharma Private Limited (Dja chi: No. 32, Sipcot Industrial Complex,

Phase-I, Hosur, Tamil Nadu, 635 126, India)

(w/w), Neomycin
sulfate (twong
duong voi
Neomycin 0,35%
w/w) 0,5% (W/w)

7 Clocinol Levetiracetam Dung dich | Hop 10 1o x NSX 36 890110212426
500mg/5ml dam dic dé | 5ml
pha dung
dich truyén
tinh mach
6. Co'sé dang ky: Contract Manufacturing & Packaging Services Pty Ltd (Pia chi: 20 Long Street,
Smithfield NSW 2164, Australia)
6.1. Co sé san xuat: KCK Pharmaceutical Industries Sdn. Bhd. (Pia chi: Plot 61, Bayan Lepas
Industrial Park Phase 4, Lintang Bayan Lepas 1, 11900 Bayan Lepas, Pulau Pinang, Malaysia)
8 Mili Mobi Sml hon dich | Hondich | Hop 01 chai | NSX 36 955100212526
Suspension chtra Paracetamol | uéng x 60 ml,
250mg/5ml 250mg kém cdc
dong phan
liéu
9 Rexom Mdi 5ml chira Dung dich | Hop 01 chai | NSX 36 955100212626
Bromhexine Bromhexine ubng x 60 ml,
Elixir hydrochloride 4mg kém cdc
4mg/5ml dong phan
liéu
7. Co s¢ dang ky: Glenmark Pharmaceuticals Ltd. (Pia chi: B/2, Mahalaxmi Chambers, 22
Bhulabhai Desai Road, Mumbai - 400 026, India)
7.1. Co s6 san xuat: Glenmark Pharmaceuticals Ltd. (Pia chi: Plot No. E-37, 39, D-Road, MIDC,
Satpur, Nashik 422007, Maharashtra State, India)
10 Flucort-N Fluocinolone Kem béida | Hop 1 Tuyp | USP 39 36 890110212726
acetonide 0,025% x 15 gam




STT | Tén thudc Hoat chit chinh — | Dang bao | Quy cach Tiéu Tudi S6 ding ky
Ham lwgng ché dong goi chuén tho
(thang)
@ 2 (€)] (C)) (6] () ) ®

8. Co'sé diang ky: Healol Pharmaceuticals Sdn. Bhd. (Pja chi: 74-3, Jalan Wangsa Delima 6 KLSC,
Wangsa Maju, 53300 Kuala Lumpur, Malaysia)
8.1. Co s& san xuat: Pharose Remedies Limited (Pia chi: 22 Milestone, NH-1, Patli Morh, Tarore,
Bari-Brahmana, Jammu, J&K, India)

11 K-GO Calcium Bot udng Hop 10 goi NSX 24 890110212826
Polystyrene
Sulfonate 5000mg
9. Co sé dang ky: Medispharm Co. Ltd. (Pia chi: 415, 3, Dangsan-ro 44 gil, Yeongdeungpo-gu,
Seoul, Republic of Korea)
9.1. Co sé san xuit: Auskorea Pharm. Co., Ltd. (Dja chi: 252, Munmakgongdan-gil, Munmak-eup,
Wonju-si, Gangwon-do, Republic of Korea)
12 Levox Mdi ml chira Dung dich | Hop gidy JP 17 24 880115212926
Injection Levofloxacin tiém chira 10 hop
750mg hemihydrate nhé x 1 1o
5,1246mg (tuong 150ml
duong levofloxacin
anhydrous basis
Smg)
10. Co sé dang ky: Mega Lifesciences Public Company Limited (Dia chi: 384 Soi 6, Bangpoo
Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samutprakarn 10280, Thailand)
10.1. Co s& san xuat: MSN Laboratories Private Limited (Pja chi: Formulation Division, Unit-II,
Sy. No.1277 & 1319 to 1324, Nandigama Village, Nandigama Mandal, Ranga Reddy District, Pincode
509228, Telangana State, India)
13 Bravifo 100 Paclitaxel Dungdich | Hop 1 Lo x USP 24 890114213026
100mg/16,7ml dam dac 16,7ml 2024
pha tiém
truyén
14 Bravifo 30 Paclitaxel Dung dich | Hop 1 Lo x USP 18 890114213126
30mg/5ml dam dac Sml 2024
pha tiém
tmyén
15 Bravifo 300 Paclitaxel Dungdich | Hop 1 Lo x USP 24 890114213226
300mg/50ml dam dac 50ml 2024
pha tiém
truyén
16 Ferasiro 180 Deferasirox 180mg | Vién nén Hop 3 vix NSX 36 890110213326
bao phim 10 vién
17 Ferasiro 360 | Deferasirox 360mg | Vién nén Hop 3 vix NSX 36 890110213426
bao phim 10 vién
18 Ferasiro 90 Deferasirox 90mg | Vién nén Hop 3 vix NSX 36 890110213526
bao phim 10 vién




STT | Tén thudc Hoat chit chinh — | Dang bao | Quy cach Tiéu Tudi S6 ding ky
Ham lwgng ché dong goi chuén tho
(thang)
@ 2 (€)] (C)) (6] () ) ®

11. Co's6é dang ky: MSN Laboratories Private Limited (Dja chi: MSN House, Plot No. C 24, Sanath

Nagar Industrial Estate, Sanath Nagar Hyderabad, TG 500018, India)

11.1. Co s& san xuat: MSN Laboratories Private Limited (Dia chi: Formulation Division, Unit-II,
Sy. No.1277 & 1319 to 1324, Nandigama Village, Nandigama Mandal, Ranga Reddy District, Pincode
509228, Telangana State, India)

19 Apreclo 2.5 Apixaban 2,5mg Vién nén Hop 3 vix NSX 36 890110213626
bao phim 10 vién
20 Supagrel 60 Ticagrelor 60mg Vién nén Hop 1 vix NSX 24 890110213726
bao phim 14 vién;
Hop 2 vix
14 vién;
Hop 3 vix
14 vién;
Hop 6 vi x
14 vién
12. Co sé dang ky: Saint Corporation (Dia chi: Academy Tower, Rm #718, 719, 118, Seongsui-ro,
Seongdong-gu, Seoul, Korea)
12.1. Co sé'san xuat: Haver Trakya ilag¢ Sanayi ve Ticaret Anonim Sirketi (Pia chi: Ulag Organize
Sanayi Béolgesi D100 Caddesi No:28/1 Ergene 2 OSB Ergene Tekirdag, Tiirkiye)
21 Metylsol Methylprednisolon | Bot dong Hopllova | NSX 24 868110213826
natri succinat kho pha 1 ng dung
53,04mg (dudi tiém moi 2ml
dang 54,68mg
methylprednisolon
natri succinat
(buffered)) twong
duong
methylprednisolon
40mg
13. Co sé dang ky: SRS Life Sciences Pte. Limited (Pia chi: 71 Robinson Road, #14-01, Singapore
(068895), Singapore)
13.1. Co' s& san xuit: Zeiss Pharma Limited (Pia chi: Unit Il IGC Phase II, Samba, Jammu &
Kashmir, 184121, India)
22 Cefotaxime Cefotaxime Sodium | Bt pha Hop 1 lo; USP 24 890110213926
1000 mg USP tuong duong | ti€ém hop 10 1o 2023
Cefotaxime 1000mg
23 Cephalothin Cephalothin Sodium | B4t pha Hop 1 1o; NSX 24 890110214026
1000 mg (Hon hop vo khuan | tiém hop 10 lo
cua Cephalothin

Sodium va Sodium
bicarbonate) tuong
duong véi
Cephalothin
1000mg




STT Tén thubc Hoat chit chinh — | Dang bao | Quy cich Tiéu Tudi S6 ding ky
Ham lwgng ché dong goi chuén tho
(thang)
) 2) 3) “) ) (6) @) )
24 Cephalothin Cephalothin Bot pha Hop 1 lo; NSX 24 890110214126
2000 mg Sodium (Hon hop | tiém hop 10 1o
v6 khuan ciia
Cephalothin

Sodium va Sodium
bicarbonate) tuong
duong voi
Cephalothin
2000mg

13.2. Co s& san xuat: Maxim Pharmaceuticals Pvt. Ltd. (Pia chi: Plot No. 11&12, Gat No. 1251-
1261, Alandi- Markal Road, Markal Khed, Pune 412105, Maharashtra State, India)

25 Cefixime Cefixime 200mg Vién nén Hop I vix USP 24 890110214226
Tablets USP (dudi dang bao phim 10 vién 2024
200 mg Cefixime trihydrate
USP 224mg)
Ghi chu:

1. Cach ghi tiéu chudn chat lwong thudc tai cot (6):
- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co so (TCCS), In-house co y
nghia twong dwong nhau, la tiéu chudn chdt lwong thudc do co sé san xudt xdy dung va déu cé thé
dwege ghi trén nhan thuoc.
- Cdch viét tat cdc tiéu chuan chat lwong duoc dién: Duoc dién Viét Nam (DDVN), Duoc dién Anh
(BP), Dugc dién My (USP), Duwoc dién Nhdt Ban (JP), Dugc dién Trung Quoc (CP), Duogc dién Chdu
du (EP), Duoc dién Quoc té (IP)...




Phu luc IT

DANH MUC 11 THUOC NHAP KHAU DPUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 130 BO SUNG 2

(Kém theo Quyét dinh s6: ..981....../OP-OLD, ngay 02../11./2026.ciia Cuc Qudn Iy Durgc)

STT | Tén thudc | Hoat chit chinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6

— Ham luwgng bao ché | dong géi | chuin tho gia han lan

(thang) | (SO dingky | gia

da cip) han

1) 2) 3) “) 3 (6) @) ) (&)
1. Co s& dang ky: Atco Laboratories Ltd. (Pja chi: B-18, S.I.T.E, Karachi 75700, Pakistan)

[

.1. Co s& san xuat: Atco Laboratories Ltd. (Dia chi: B-18, S.I.T.E, Karachi, Pakistan)

1 Bralcib Eye | Tobramycin (dudi | Dung Hop 1 lox | NSX 36 896110214326 01
Drops dang Tobramycin di(;h nhé | Sml; Hop (VN-15214-12)
sulfate) 3mg/ml mat 1lox
10ml
2. Co sé ding ky: Cong ty C6 phan Dwoc pham Minh Ky (Pia chi: 1-3 L6 C, Cu xé Lac Long
Qudn, P.5, Q.11, TP. Ho Chi Minh, Viét Nam)
2.1. Co sé san xuat: Lainco, S.A. (Dia chi: Poligon Industrial Can Jardi, Avgda. Bizet 8-12, 08191
Rubi, Barcelona, Spain)
2 Epirosa Glycerol Dung Hop 6 NSX 24 840110214426 01
Enfants 1,8ml/2,5ml dich thut | tuyp x (VN-21706-19)
truc 2,5ml
trang
3. Co sé diang ky: Cong ty c6 phan Dwoc pham Tenamyd (Pja chi: Lé Y01-024 dwong Tan Thudn,
khu cong nghiép/khu ché xuat Tan Thudn, phwong Tan Thudn Péng, qudn 7, thanh phoé H6 Chi Minh,
Viet Nam)
3.1. Co s6 san xuat: Medopharm (Dja chi: No. 34-B, Industrial Area, Malur-563 160, Kolar District,
Karnataka, India)
3 Medofadin | Famotidine 40mg | Viénnén | Hop 10 vi | USP 36 890110214526 01
40 bao phim | x 10 vién 42 (VN-20085-16)

4 Medovigor | Sildenafil (dudi Viénnén | Hop 1 vix | NSX 36 890110214626 01
dang Sildenafil bao phim | 1 vién (VN-21721-19)
citrate) 50mg

3.2. Co s& san xuat: Medopharm Private Limited (Pja chi: No. 50, Kayarambedu Village,
Guduvanchery - 603 202, Tamil Nadu, India)
5 Cledomox | Acid Clavulanic | Viénnén | Hop 1 vix | BP 24 890110214726 01
1000 (dudi dang Kali bao phim | 6 vién; 2019 (VN-20863-17)
clavulanate) Hop 2 vix
125mg, 7 vién

Amoxicillin (dudi
dang Amoxicillin
trihydrate) 875mg




Telmisartan 40mg

STT | Tén thudc | Hoat chét chinh Dang Quy ciach | Tiéu Tubi S6 ding ky S6
— Ham luwgng bao ché | déng géi | chuin tho gia han lin
(thang) (S6 dang ky gia
di cp) han
(0] 2 Q) “) 3 () @) ® (&)
6 Cledomox | Mo6i Sml hon dich | Bétpha | Hop 11lox | USP 24 890110214826 01
228.5 chua Acid hon dich | 30ml 2022 (VN-22316-19)
Clavulanic (dudi
dang Kali
Clavulanate)
28,5mg;
Amoxicillin (dudi
dang Amoxicillin
Trihydrate)
200mg
7 Cledomox | Acid Clavulanic | Viénnén | Hop 1 vix | BP 24 890110214926 01
625 (dudi dang Kali bao phim | 6 vién; 2019 (VN-21116-18)
clavulanate) Hop 2 vi x
125mg, 7 vién
Amoxicillin (dudi
dang Amoxicillin
trihydrate) S00mg
4. Co sé diang ky: Cong ty TNHH Y té Canh Cira Viét (Dja chi: 788/2B, Nguyén Kiém, phirong 3,
qudn Go Vap, thanh phé Ho Chi Minh, Viét Nam)
4.1. Co sé san xuat: Ciron Drugs & Pharmaceuticals Pvt. Ltd (Dja chi: N-118, 118/1, 119, 119/1,
119/2, 113 M.1.D.C., Tarapur, Boisar, Palghar 401506, Maharashtra State, India)
8 Pantonova | Pantoprazole natri | Bt dong | Hop 1 lo, NSX 24 890110215026 01
v sesquihydrate kho pha | 1 ong (VN-18530-14)
(lyophilized) tiém tinh | dung moi
tuong duong mach pha tiém
Pantoprazole NaCl
40mg 0,9% 10ml
5. Co sé dang ky: Gencor Pacific Organics India Private Limited (Dia chi: New No, 12, Old No,
29, Plot No. 14/1B, Ground Floor, Back portion, Ranjith Road, Kotturpuram, Chennai-85, India)
5.1.Co sé san xuit: Medopharm Private Limited (Dia chi: 50, Kayarambedu Village,
Guduvanchery - 603 202, Tamil Nadu, India)
9 Tenamox Amoxicillin (duéi | Vién Hop 10 vi BP 36 890110215126 01
250 dang Amoxicillin | nang x 10 vién 2022 (VN-21114-18)
trihydrat) 250mg | cing
10 Tenamox Amoxicillin (dudi | Vién Hop 10 vi BP 36 890110215226 01
500 dang Amoxicillin | nang x 10 vién 2022 (VN-21115-18)
trihydrat) 500mg | cing
6. Co s¢ dang ky: Lotus International PTE. LTD. (Dja chi: 80 Robinson Road, #02-00, Singapore
(068898), Singapore)
6.1. Co sé san xuat: Alembic Pharmaceuticals Limited (Pia chi: Panelav, Tal-Halol, Dist.
Panchmahal, India)
11 Telmotens | Hydrochlorothiazi | Viénnén | Hop 3 vix | NSX 36 890110215326 01
Plus de 12,5mg; 10 vién (VN-20436-17)




Ghi chu:

1. Cdch ghi tiéu chudn chat lirong thude tai cét (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (T CNSX), Tiéu chudn co so (TCCS), In-house ¢ y
nghia twong dwong nhau, 1a tiéu chudn chdt lwong thudc do co sé san xudt xdy dung va déu cé thé
dugc ghi trén nhan thuéc.

- Cdch viét tdt cde tiéu chuan chdt lwong duoc dién: Duoc dién Viét Nam (DDVN), Duoc dién Anh
(BP), Dugc dién My (USP), Dugc dién Nhét Ban (JP), Duoc dién Trung Quoc (CP), Dugc dién Chdu
du (EP), Duoc dién Quéc té (IP)...

2. S6 dang ky tai cot (8):

- S6 ddang ky gia han la s6 ding ky duoc cdp theo quy dinh tai Phy luc V Thong tw 32/2026/TT-BYT
ngay 29/07/2026 cua Bo truong Bo Y té quy dinh viéc dang ky luu hanh thuoc nguyén liéu lam thudc.
- S6 dang ky da cdp (dwoc ghi trong ngodc don) la s6 dang ky da dwoc cdp trude khi thuée dwoc gia
han theo quyét dinh nay.



Phuy Iyc 111

DANH MUC 03 THUOC NHAP KHAU DUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - POQT 130 BO SUNG 2

(Kém theo Quyét dinh sé: 981...... /OP-QLD, ngay 02.A.1../2026.ciia Cuc Qudan Iy Duoc)
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1. Co'sé diang ky: Cong ty TNHH Novell (Pia chi: S6 151, Puong sé6 1, Khu dédn cw Conic, Xda Phong
Phii, Huyén Binh Chdnh, Thanh phé Ho Chi Minh, Viét Nam)

1.1. Co sé san xuét: Eskayef Pharmaceuticals Limited (Pia chi: 400, Tongi Industrial Area, Squibb
Road, Tongi, Gazipur, Bangladesh)

1 Xinc Syrup | K&m nguyén to Syro Hop 1 chai | NSX 48 894100215426 01
(dudi dang Zinc x 100ml (VN-21814-19)
sulphate
monohydrate)
200mg/100ml

2. Co s¢ dang ky: Raptakos, Brett & Co., Ltd. (Dia chi: 253, Dr. Annie Besant Road, Worli Colony.,
Mumbai-400030, India)

2.1. Co sé san xuét: Raptakos, Brett & Co., Ltd. (Dja chi: 1 st Pokhran Road, Shastri Nagar, Thane
400 606, Maharashtra State, India)

2 Minigadine | Mdi Sml chira: Sir6 Hop 1 chai | NSX 24 890100215526 | 01
Calcium 120ml (VN-19323-15)
Lactobionate
(twvong duong
35mg Calcium)

700mg, Ferric
Ammonium Citrate
(twrong duong 3mg
Sét nguyén td)
15mg, Zinc
Sulphate (tuong
duong 5 mg Kém)
22,5mg,
Magnesium
Chloride
Hexahydrate
(twong duong Smg
Magnesium)
42,5mg,
Manganese
Sulphate
Monohydrate
(twong duong 2mg
Manganese) 6mg,
Iodised Peptone
(twong duong
50mcg lodine)
0,5mg
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3. Co sé dang ky: Raptakos, Brett and Company, Limited (Dia chi: 253, Dr. Annie Besant Road,
Worli Colony., Mumbai-400030, India)
3.1. Co'sé san xuit: Raptakos, Brett & Co., Ltd. (Pia chi: I st Pokhran Road, Shastri Nagar, Thane
400 606, Maharashtra State, India)
Norash Dimethicone-20 Kembo6i | Hop 1 NSX 36 890110215626 01
20% (w/w), Zinc | ngoai tuyp 20g (VN-16360-13)

Oxide 7,5%
(w/w), Calamine
1,5% (w/w),
Cetrimide 1,125%
(W/w)

Ghi chi:

1. Cach ghi tiéu chudn cht lrong thuéc tai cot (6):

- Nha sdn xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tié iéu chudn co s¢ (TCCS), In-house c6 y nghia tuong
dwong nhau, la tiéu chudn chdt hegng thudce do co sé san xudt xdy dung va déu cé thé dwoe ghi trén nhén thuéc.

2. §6 ddang ky tai cét (8):

- 86 dang ky gia han la sé dang ky dwoc cdp theo quy dinh tai Phu luc V Thong tw 32/2026/TT-BYT ngay
29/07/2026 ciia B treong Bé Y té quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thudc.

- S6 dang ky da cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cap truée khi thude dwoe gia han theo
quyét dinh nay.

3. Thuoc s6 thir tw 1, 2 tai Phu luc nay: sau khi hét han glay dang ky luu hanh, trong ho so gia han phdi bo sung
dit liéu lam sang chitng minh an toan hiéu qua cua thuoc dé Hoi dong tw van cap gidy dang ky heu hanh thuoc,

nguyén liéu lam thudc xem xét viéc gia han gidy dang ky lieu hanh.

4. Thuée s6 thir tw 3 tai Phu luc nay: sau khi hét han gidy dang ky heu hanh, khong tiép tuc gia han do ho so
ddang ky lan dau chua thue hién theo mau ACTD.




