Ky boi

oY

A\ LYDUOC

& | Coqua
F] Nga yky 10-07-

H

i: CUC QUAN
n: BQ Y TE

BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap - Tu do - Hanh phuc
Sb: 556 /QP-QLD Ha Ngi, ngay 10 thang7 ndm?2026
QUYET PINH

Vé viéc ban hanh danh muc 76 thudc nhap khau dwoc cip, gia han gidy
dang ky luu hanh tai Viét Nam - D¢t 129 bo sung

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwoc ngay 06 thang 4 nam 2016; Ludt sira doi, bé sung mot sé
diéu cia Ludt Duoc ngay 21 thang 11 nam 2024;

Can cir Nghi dinh s6 42/2025/ND-CP ngay 27/02/2025 ciia Chinh phii quy dinh
chirc nang, nhiém vy, quyén han va co cdu t6 chirc ciia Bo Y té;

Can cit Nghi dinh s6 163/2025/NP-CP ngay 29/06/2025 cia Chinh phii quy
dinh chi tiét mot so diéu va bién phap dé 16 chirc, hudng dan thi hanh Ludt Duoc;

Can cir Théng tw so6 12/2025/TT-BYT ngay 16/05/2025 ciia B truong B Y té
quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thuéc;

Can cir Quyét dinh so 2386/QP-BYT ngay 22/07/2025 ciia Bé truéng B Y té
quy dinh chirc ning, nhiém vu, quyén han va co cdu té chirc ciia Cuc Qudn Iy Dugc
thuc BY Y té;

Can cir két ludn cia Hoi dong tw van cap gidy dang ky luu hanh thuéc, nguyén
liéu lam thuéc - Bé Y té cac dot 119 tai Cong van so 28/HPTV-VPHP ngdy
04/04/2024; dot 120 tai Cong vin s6 48/HPTV-VPHP ngay 22/05/2024, dot 121 tai
Céng van sé6 70/HPTV-VPHPD ngay 17/07/2024; dot 123 tai Céng van sé 92/HPTV-
VPHP ngay 24/10/2024; dot 124 dwoc liéu tai Cong van sé 102/HPTV-VPHP ngay
06/12/2024, dot 124 héa dwoc phién 2 tai Céng vin so 02/HPTV-VPHP ngdy
09/01/2025; dot 125 (DM TT89) phién 2 tai Céng vin sé6 36/HPTV-VPHP ngay
14/05/2025; dot 125 duoc li¢u tai Cong van s6 44/HPTV-VPHD ngay 17/06/2025; dot
125 (DM TT90) tai Cong van s6 45/HPTV-VPHD ngay 17/06/2025; dot 126 phién !
tai Cong van so 60/HDTV-VPHD ngay 23/09/2025; dot 126 phién 2 tai Cong van s
61/HPTV-VPHD ngay 01/10/2025; dot 127 tai Cong van so 63/HDTV-VPHD ngay
09/10/2025; dot 128 duoc liéu tai Cong van s6 78/HPTV-VPHP ngay 24/1 2/2025; dot
129 gia han tai Cong van s6 08/HPTV-VPHD ngay 02/04/2026; dot 129 cdp moi 1qi
Céng vin sé 15/HDTV-VPHD ngay 19/05/2026 cua Van phong Hoi dong tw vdn cdp
GPKLH thudc, nguyén liéu lam thudc;

Theo dé nghi ciia Truéng phong Pang ky thudc - Cuc Quan 1y Duoc.

QUYET PINH:
) Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 76 thude nhap khau dugc
cap, gia han giay dang ky luu hanh tai Viét Nam - Dot 129 bo sung, cu thé:
1. Danh myc 52 thudc nhap khau duoc cép gidy dang ky luu hanh hiéu luc 05
nam - Pot 129 bd sung (tai Phu luc I kem theo).
2. Danh muc 01 thudc nhap khau duogc cip gidy dang ky luu hanh hiéu Iyc 03
nam - Dot 129 bo sung (tai Phu luc Il kem theo).
3. Danh myc 21 thudc nhap khiu dugc gia han gidy dang ky luu hanh hiéu luc
05 nam - Dot 129 bo sung (tai Phu luc 11l kem theo).
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4. Danh myc 02 thudc nhap khau dugc gia han gidy dang ky luu hanh hiéu luc
03 nam - Dot 129 bo sung (tai Phu luc IV kem theo).

Piéu 2. Co so diang ky, co sé san xudt thude, nguyén liéu lam thude phai tuan
thu cac quy dinh hi¢n hanh vé dang ky luu hanh thuoc, nguyén li€u lam thudc va cac
quy dinh phép luat khéac c6 lién quan.

Diéu 3. Quyét dinh c6 hiéu lyc ké tir ngay ky ban hanh.

Diéu 4. Giam ddc S¢' Y té cac tinh, thanh phd tryc thudc Trung wong, giam ddc
co s¢ san xuat va co s¢ dang ky c6 thuoc, nguyén li¢u lam thudc tai Diéu 1 chiu trach
nhiém thi hanh Quyét dinh nay./.

Noi nhn: . KT. CUC TRUONG
- Nhu Diéu 4; A H.C

B totme (18 bl o m CUC TRUONG
- Thi truéng Nguyép Tri Thire ((;Ié b/c); 7 C
- Cuc truong Vi Tuan Cuong (dé b/c); o
- Cuc Quany - Bo Qudc phong, Cuc Y té - B Cong| ~
an; Cuc Y t¢ GTVT - Bo Xay dung; \}\ A\

- B Tai chinh: Cyc Hai quan; Bao hiém Xa hoi Vlet\\_ \
Nam; R

-Bo Y té Vu PC; Cuc QLYDCT; Cuc QLKCB; . N guyen Thanh Lam
Trung tdm mua sim tap trung thude quoc gia, Van

phong HPTV cip GPKLH thudc, NLLT;

-~ Vién KN thuée TU, Vién KN thuéc TP, HCM;

- Tong Cong ty Duoc VN-CTCP;

- Cac Bénh vién & Vién cé givong bénh truc thudc

BYT;

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

Cuc; Website Cuc QLD;

- Luu: VT, BKT (02b).




Phu luc I

DANH MUC 52 THUOC NHAP KHAU DPUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 129 BO SUNG

(Kém theo Quyét dinh s6 ..556....../0D-OLD, ngay 10./1.../2026.ciia Cuc Qudn Iy Duwoc)

STT Tén thudc Hoat chit chinh | Dang Quy cach | Tiéu Tudi S6 ding ky
— Ham luwgng bao ché dong goi chuin tho
(thang)
1) (2) 3) “4) 6) (6) (N (8)

1. Co sé diang ky: Cadila Pharmaceuticals Limited (Pia chi: Cadila Corporate Campus, Sarkhej
Dholka Road, Bhat Ahmedabad, Gujarat — 382210, India)

1.1. Co sé san xuit: Cadila Pharmaceuticals Limited (Pia chi: 1389, Trasad road, Dholka -
382225, District: Ahmedabad, Gujarat, India)

1 Onsett Ondansetron (duéi | Dung dich | Hop 5 éngx | USP 36 890110130326
Injection dang ondansetron | tiém 2ml
hydroclorid)
4mg/2ml
2. Co sé ding ky: Chi nhanh Céong ty C6 phin Dugc phim Trung Uong Codupha Ha Noi (Pia chi:
S6 16, O C2/NO, Khu Nam T rung Yén, Phuong Trung Hoa, Qudn Céu Gicfy, Thanh phé Ha Noi, Viét Nam)
2.1. Co s¢ san xuat: Nipro Pharma Corporation Kagamiishi Plant (Bja chi: 428, Okanouchi,
Kagamiishi-machi, Iwase-gun, Fukushima, Japan)
2 Imatinib Imatinib mesylate | Vién nén Hop 2 vix NSX 36 499114130426
tablets 100mg | (twong duong bao phim 10 vién
100mg Imatinib)
119,5mg
3. Co s& dang ky: Cipla Limited (Pia chi: Cipla House, Peninsula Business Park, Ganpatrao Kadam
Marg, Lower Parel, Mumbai - 400013, Maharashtra, India)
3.1. Co sé san xuat: Cipla Limited (Pia chi: S-103 to S-105, S-107 to S-112, L-147, L-147/1 to L-
147/3, L-138 & L-147/A, Verna Industrial Estate Verna, Goa, India)
3 Lenalidomide | Lenalidomide Viénnang |Hop1lvix7 | NSX 24 890114130526
capsules 25 mg | (khan) 25mg cung vién
3.2. Co sé san xuat: M/s Cipla Ltd. (Pja chi: S-103 to S-105, S-107 to S-112, L-147, L-147/1 to L-
147/3, L-138 & L-147/A, Verna Industrial Estate Verna, Goa, India)
4 Lenalidomide | Lenalidomide Viénnang |Hop1vix7 | NSX 24 890114130626
capsules 5 mg | (khan) Smg cung vién
4. Co s¢ dang ky: Cipla Ltd (Dia chi: Cipla House, Peninsula Business Park, Ganpatrao Kadam
Marg, Lower Parel, Mumbai - 400013, Maharashtra, India)
4.1. Co s& san xuit: Cipla Limited (Dja chi: Plot No 9 & 10, Indore Special Economic Zone, Phase
11, Pithampur, District Dhar, Madhya Pradesh, IN- 454775, India)
5 Budesonide Budesonide Hén dich Hop 6 Taix | NSX 24 890110130726
Inhalation (micronised) khi dung 5 Ong x
Suspension 0,5mg/2ml 2ml, moi tii
0.5mg /2ml chira mot
khay, moi
khay dung 5
ong




STT Tén thubc Hoat chit chinh — | Dang bao | Quy céch Tiéu Tudi S6 ding ky
Ham lwgng ché dong goi chuén tho
(thang)
@ 2 3 (C)) (6] () ) ®

5. Co s¢ ding ky: Cong ty C6 phan Dwoc phadm Generic (Pia chi: Cum 9, xd Duyén Thdi, Huyén
Thirong Tin, Thanh pho Ha Néi, Viét Nam)
5.1. Co sé san xuét: Eirgen Pharma Ltd (Pia chi: Westside Business Park, Old Kilmeaden Road,
Waterford, Ireland)

6 TemozolomideMG| Temozolomide Viénnang | Hop 5 Géix | NSX 24 539114130826
100mg cung 1 vién
6. Co sé diang ky: Cong ty c6 phan Dwge Pham Quén 3 (Pia chi: 243 Hai Ba Trung, Phwong 6,
Qudn 3, TP. Ho Chi Minh, Viét Nam)
6.1. Co s6 san xuat: FDC Limited (Dia chi: B-8, MIDC Industrial Area, Waluj, Aurangabad 431136,
Maharashtra State, India)
7 Bactigen Eye | Gentamicin (du¢i | Dungdich | Hop 1 lo x BP 24 890110130926
Ear Drops dang gentamicin nho Sml 2020
sulphate) 3mg/ml mat/nho tai
8 Vanmycetin Chloramphenicol Dung dich | Hop 1 chai BP 24 890115131026
Eye Drops 0,5% (w/v) nhd mat x 10ml 2019
7. Co sé ding ky: Cong ty Co phan Dwoc pham Quén 3 (Dja chi: 243 Hai Ba Trung, Phuong Vo
Thi Séu, Qudn 3, thanh phé Ho6 Chi Minh, Viét Nam)
7.1. Co s6 san xuat: FDC Limited (Pja chi: B-8, MIDC Industrial Area, Waluj, Aurangabad 431136,
Maharashtra State, India)
9 Ocudor Dorzolamid Thubc nho | Hop 1 chai BP 24 890110131126
hydroclorid mat x 5ml 2018
22,26mg tuong
duong dorzolamid
20mg/ml
8. Co s& ding ky: Cong ty c6 phan Dwoc Pham Vipharco (Pja chi: S6 67, Ngé 68 duwong Ngoc
Thuy, phuwong Ngoc Thuy, qudn Long Bién, Ha Noi, Viét Nam)
8.1. Co s san xuit: Laboratoria QUALIPHAR N.V./S.A. (Pia chi: Rijksweg 9, 2880 Bornem,
Belgium)
10 Winho Throat | Mdi lo 30ml chira: Dung dich | Hop 1 lo NSX 36 540110131226
Spray Chlorhexidine xit hong 30ml
Menthol digluconate
solution 20%
0,3ml; Lidocaine
hydrochloride
15mg
9. Co s¢ ding ky: Cong ty Co phan Thwong mai va Phat trién Ha Lan (Pja chi: Lé A2 CN7 Cum
cong nghiép Tir Liém, phwong Minh Khai, qudn Bdc Tir Liém, Ha Néi, Viét Nam)
9.1. Co sé san xuit: Ahlcon Parenterals (India) Ltd. (Dja chi: SP 917-918, Phase III, Industrial
Area, Bhiwadi-301019, Distt- Alwar, Rajasthan, India)
11 Nitamert Mbi 100ml chua Dung dich | Hop 1 chai USP 36 890115131326
Metronidazole truyén tinh | 100ml hién
500mg mach hanh

9.2. Co s& san xuit: Ahlcon Parenterals (India) Ltd. (Pja chi: SP-917-918, Phase - III, RIICO
Industrial area, Bhiwadi, Dist. Alwar (Rajasthan), 301019, India)




STT Tén thubc Hoat chét chinh — Dang bao Quy cach Tiéu Tudi S6 dang ky
Ham lwgng ché dong goi chuén tho
(thang)
@ (2) 3) ) (&) (6) () ®

12 Hinomo Timolol maleate Dung dich | Hop 1 lo BP 36 890110131426
tuong duong nho mat Sml 2020
Timolol 0,5%
(W/v)

13 Konfixin Mobi 100ml chtra Dung dich | Hop 1 chai | USP 43 36 890115131526
Ciprofloxacin truyén tinh | 100ml
200mg mach

10. Co sé diing ky: Cong ty C6 phan Xuit Nhap Khau Y té Tp. Ho Chi Minh (Pia chi: 181 Nguyén

Dinh Chiéu, Phuong Vé Thi Sdu, Qudn 3, Thanh pho Ho Chi Minh, Viét Nam)

10.1. Co sé san xuét: Chia Tai Tianqing Pharmaceutical Group Co., Ltd. (Pia chi: No. 369, South
Yuzhou Rd., Lianyungang, Jiangsu Province, China)

14 | Fulveskal 1 6ng bom tiém Dung dich | Hop 2 dng NSX 36 690114131626
dong san (SmL): tiém bom tiém
Fulvestrant 250mg dong san x
SmL/bom
tiém va 2
kim tiém vo
trung
11. Co s6 diing ky: Cong ty Co phan Y Dwoe LS (Dja chi: Km 22, Quéc 16 5, phuong Ban Yén Nhan,
thi xa My Hao, tinh Hung Yén, Viét Nam)
11.1. Co sé san xuat: Able Medical Company Limited (Dia chi: 111 Moo 9, Nongson, Chiangyuen,
Mahasarakham 44160, Thailand)
15 Acycloven- Acyclovir (dudi Bot pha Hop 1 lo; USP 36 885110131726
250 dang Acyclovir dung dich | Hop 5 lo; hién
natri) 250mg tiém truyén | Hop 10 lo; hanh
Hop 20 lo;
Hop 25 lo;
Hop 50 lo;
Hop 100 Io
12. Co sé dang ky: Cong ty TNHH Binh Viét Dire (Dia chi: 62/36 Truong Cong Dinh, Phuong 14,
Qudn Téan Binh, Thanh phé Ho6 Chi Minh, Viét Nam)
12.1. Co'sé san xuit: Laboratérios Basi - Indistria Farmacéutica, S.A. (Dia chi: Parque Industrial
Manuel Lourengo Ferreira, Lotes 8, 15 & 16, 3450-232 Mortagua, Portugal)
16 Promethazine | Mdi ml dung dich | Dung dich | Hop 50 éng | NSX 30 560110131826
Basi chua: tiém x 2ml
Promethazine (dudi
dang Promethazine
hydrochloride
28,22mg) 25mg
17 Tramadol Basi | M&i 6ng 2ml dung | Dung dich | Hop 50 éng | NSX 36 560111131926
dich chura: tiém X 2ml
Tramadol
hydrochloride

100mg




STT Tén thubc Hoat chit chinh — | Dang bao | Quy céch Tiéu Tudi S6 ding ky
Ham lwgng ché dong goi chuén tho
(thang)
@ 2 3 (C)) (6] () ) ®

13. Co sé ding ky: Cong ty TNHH DKSH Pharma Viét Nam (Bja chi: S6 23 Pai 16 Béc Lip, Khu
cong nghiép Viét Nam-Singapore, Phwong Binh Hoa, Thanh phé Thudn An, Tinh Binh Duong, Viét
Nam)

13.1. Co sé san xuit: Nang Kuang Pharmaceutical Co., Ltd. (Pia chi: No.1001, 1001-1, Zhongshan
Rd., Xinhua Dist., Tainan City, Taiwan)

18 Fe-Back Mbi 5ml chira: Dung dich | Hop 25 éng | USP 35 24 471110132026
Injection 2% | Phuc hop sat (III) | tiém x 5ml —NF
“N.K.” hydroxyd sucrose 30
(trong dwong sit
(III) 100mg)
2000mg
19 Fe-Back Mdi 2ml chira: Dung dich | Hop 25 dng | USP 35 24 471110132126
Injection 2% | Phuc hop sat (III) | tiém x 2ml - NF30
“N.K.” hydroxyd sucrose
(trong duong sat
(IIT) 40mg) 800mg
20 Thioccan Thioctic acid Dung dich | Hop 50 6ng | NSX 24 471110132226
Injection Smg/ml tiém x Sml
“N.K.”
14. Co sé diang ky: Cong ty TNHH Dwge My pham HTM (Pja chi: Lau 3-4, s6 101 An Binh,
Phuwong 06, Qudn 5, thanh phé’ Hé Chi Minh, Viet Nam)
14.1. Co sé san xuit: 4Care Lifescience Private Limited (Dja chi: Survey No. 23/3P & 24, Opp.
Jeans Factory, Daduram Vistar, Village - Bagdol, Tal. - Kathlal, Dist. - Kheda - 387 630, Gujarat,
India)
21 Axan 2.5 Apixaban 2,5mg Vién nén Hop 3 vix NSX 36 890110132326
bao phim 10 vién
22 Axan 5 Apixaban Smg Vién nén Hop 3 vix NSX 36 890110132426
bao phim 10 vién
15. Co sé diing ky: Cong ty TNHH Dwge Pham Y-Med (Bja chi: S6 01-03, Puong s6 45, Phirong
Khanh Héi, TP. Ho Chi Minh, Viét Nam)
15.1. Co s6 san xuit: Indchemie Health Specialities Pvt. Ltd (Pia chi: Vill. Thana, Baddi, Distt.
Solan, (H.P.), India)
23 Ecocef 200 Cefixime (dudi Vién nén Hop 16n USP 36 890110132526
dang Cefixime bao phim chua 10 hop | 2023
trthydrate) 200mg x1vix10
vién
16. Co sé diang ky: Cong ty TNHH Dwgc Tam Pan (Dia chi: A4.4 KDC Everich 3, Duong Phu
Thudn, Phirong Tdan Phii, Qudn 7, Thanh pho Ho Chi Minh, Viét Nam)
16.1. Co' s& san xuit: Bioindustria Laboratorio Italiano Medicinali S.p.A. (Pia chi: Via De
Ambrosiis, 2/6 - 15067 Novi Ligure (AL), Italy)
24 | Baclofene M&i 6ng 5ml chira: | Dung dich | Hop 5 dngx | NSX 36 800110132626
Bioindustria Baclofen 10mg tiém hoac | Sml
L.IM. truyén tiy
song




STT Tén thubc Hoat chit chinh — | Dang bao | Quy céch Tiéu Tudi S6 ding ky
Ham lwgng ché dong goi chuén tho
(thang)
@ 2 3 (C)) (6)) () ) ®

17. Co sé ding ky: Cong ty TNHH Dugc va Vit tu y té Kién Pan (Pia chi: 22 Bis, dwong Lam

Son, Phwong 2, Qudn Tan Binh, Thanh phé Ho Chi Minh, Viét Nam)

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

25

Dobutamina
Bioindustria
L.I.M. 250
mg/ 20 ml

Mbi 1o 20ml dung
dich chura:
Dobutamin
hydrochlorid
280,20mg tuong
duong Dobutamin
250mg

Dung dich
dam dac
pha tiém
truyén

Hop 1 lo,
20ml

NSX

24

800110132726

18. Co sé ding ky: Cong ty TNHH Medfatop (Pia chi: 34C Puong sé 22, Khu phé 23, Phuwong Binh

Hung Hoa A, Qudn Binh Tan, Tp. Ho Chi Minh, Viét Nam)

18.1. Co sé san xut: S.C. Laropharm S.r.l. (Dja chi: Alexandriei Street no. 145 A, Bragadiru, Ilfov,

Romania)
26 Laroxetam Piracetam 400mg Vién nén Hop 2 vix NSX 24 594110132826
400mg 10 vién

19. Co s6 diing ky: Cong ty TNHH Medfatop (Pja chi: 34C Puong s6 22, Khu phé 23, Phwong Binh

Hung Hoa, TP Hé Chi Minh, Viét Nam)

19.1. Co ¢ san xuat: S.C. Laropharm S.r.l. (Pia chi: Sos. Alexandriei nr.1454, Oras Bragadiru,

Jud. Ilfov, cod 077025, Romania)

27 Acetilaro Acetylcysteine Viénnang | HOp 2 vix NSX 36 594100132926
200mg 200mg cung 10 vién
28 Acevitae Acetylsalicylic acid | Vién nén Hop 2 vix NSX 24 594110133026
75mg 75mg bao phim 20 vién
khang dich
da day

20. Co sé ding ky: Cong ty TNHH Mt thanh vién An Phat (Pja chi: 1923 Nguyén Hiru Cinh,
phuong 19, qudn Binh Thanh, TP. Hé Chi Minh, Viét Nam)
20.1. Co sé san xuat: Evertogen Life Sciences Limited (Pja chi: Plot No. S8 S9 S13/P S14/P TSIIC,

Pharma SEZ Green Industrial Park, Polepally, Jadcherla, Mahbubnagar, 509301, India)

29 Levotogen Levofloxacin (dudi | Vién nén Hop 1 vix5 | NSX 24 890115133126
500 mg dang Levofloxacin | bao phim vién
Hemihydrat
512,45mg) 500mg
20.2. Co s¢ san xuidt: Genepharm S.A. (Pia chi: 18th km Marathonos Avenue, Pallini, 15351,
Greece)
30 Avomin Anastrozol 1mg Vién nén Hop 2 vix NSX 36 520114133226
bao phim 14 vién

20.3. Co sé san xuét: Labiana Pharmaceuticals, S.L.U. (Dja chi: ¢/Casanova, 27 — 31, Corbera de
Llobregat, Barcelona, 08757, Spain)




STT Tén thudc Hoat chit chinh — | Dang bao | Quy cach Tiéu Tubi S6 diang ky
Ham lwgng ché dong goi chuén tho
(thang)
@ 2) 3) “4) ) (6) )] )
31 Fosmol Mbi goi chira Cém pha Hop 1 goi; NSX 36 840110133326
Fosfomycin dung dich | Hop 2 goi
trometamol 5,631g | ubng

tuong duong voi
Fosfomycin 3g

20.4. Co sé san xuit: Lee Pharma Limited (Dia chi: Plot No. V, Phase-II, VSEZ, Duvvada,
Sabbavaram (M), Visakhapatnam District, Andhra Pradesh, 530049, India)

32

Esmazol 20

Esomeprazol
magnesi trihydrat
tuong duong
Esomeprazol
20mg

Vién nén
khang dich
da day

Hop4vix7
vién

NSX

36

890110133426

21. Co sé¢ ding ky: Cong ty TNHH M6t thanh vién Dwoc pham Viét Tin (Pia chi: Tang 2 - 3, s6
8316 L, dwong s6 2, Khu ddn cu Phit My, phieong Phii My, Qudn 7, thanh phé Ho Chi Minh, Viét Nam)
21.1. Co sé san xuit: Windlas Biotech Limited (Pia chi: Plant-2, Khasra No. 141 to 143 & 145,

Mohabewala Industrial Area, Dehradun-248110, Uttarakhand, India)

33

Winflox

Ofloxacin 200mg

Vién nén
bao phim

Hop 10 vi x
10 vién

USP
hién
hanh

36

890115133526

22. Co sé ding ky: Cong ty TNHH Thwong mai Dich vu Ky thuit Dire Viét (Pia chi: S6 1, ngdch
26/31 Nguyén Hong, phwong Lang Ha, Qudn Pong Pa, Ha Néi, Viét Nam)
22.1. Co s& san xuat: Haupt Pharma (Pja chi: 1 rue Comte de Sinard, Livron Sur Drome, 26250,

France)
34 Oxytocin Mdi ml ¢6 chira Dung dich | Hop 10 éng | NSX 36 300114133626
Panpharma 10 | Oxytocin 10 TU tiém x 1ml

1.u./ml
Solution for
injection

23. Co sé diing ky: Cong ty TNHH Xiic tién Thwong mai Duwge phidm va diu tw TV (Dja chi: S6

72 Binh Gid, Phwong 13, Qudn Téan Binh, Thanh phé Ho Chi Minh, Viét Nam)

23.1. Co sé san xuét: Jiangsu Hansoh Pharmaceutical Group Co., Ltd. (Pia chi: No. 5, Dongjin
Road, Economic and Technical Development Zone, Lianyungang, Jiangsu, China)

35

Pemetrexed
Disodium for
Injection

Pemetrexed (dudi
dang Pemetrexed
Disodium
Hemipentahydrate
120,8mg) 100mg

Bot dong
kho pha
tiém

Hop 1 Lo

NSX

36

690114133726

24. Co sé ding ky: Cong ty TNHH Y-med Healthcare (Pia chi: 1-3 Puong sé 45, Phwong Khanh

Hoi, Thanh Phé Ho Chi Minh, Viét Nam)

24.1. Co sé san xuét: Synmedic Laboratories (Pja chi: SP-3-5, A and C, RIICO Industrial Area,
Keshwana, Kotputli, Jaipur-303108 (Rajasthan), India)

36

Majegra 50

Sildenafil (dudi
dang Sildenafil
citrate) 50mg

Vién nén
bao phim

Hop 1vix4
vién

NSX

36

890110133826




STT Tén thubc Hoat chét chinh — Dang bao Quy cach Tiéu Tudi S6 dang ky
Ham lwgng ché dong goi chuén tho
(thang)
@ (2) 3) ) (&) (6) () ®
37 Majegra-100 Sildenafil (dudi Vién nén Hop 1 vix4 | NSX 36 890110133926
dang Sildenafil bao phim vién
citrate) 100mg

25. Co sé diang ky: Cong ty Trach nhiém hiru han Mét thanh vién Vimepharco (Pia chi: O sé 6,
tang 5, toa nha D2 Gidng Vo, phwong Giang Vo, qudn Ba Pinh, thanh phé Ha Noi, Viét Nam)

25.1. Co sé san xuét: United Biotech (P) Ltd. (Dia chi: Bagbania, Baddi-Nalagarh, Road, Distt.
Solan (H.P.) 174 101, India)

38

Flunaz 150 Fluconazole 150mg | Vién nén 01 vix 01 USP- 24 890110134026
vién NF
2023

26. Co'sé dang ky: Dr. Reddy's Laboratories Limited (Dia chi: 8-2-337, Road No. 3, Banjara Hills,
Hyderabad- 500034, Telangana, India)

26.1. Co sé san xuat: MSN Laboratories Private Limited (Pia chi: Formulation Division, Unit-II,
Sy. No. 1277 & 1319 to 1324, Nandigama Village, Nandigama Mandal, Rangareddy District Pincode
509228, Telangana State, India)

39 Jedoxred 250 | Deferasirox 250mg | Vién nén Hop 1 vix7 | NSX 36 890110134126
phan tan vién

40 Jedoxred 500 | Deferasirox 500mg | Vién nén Hop 1 vix7 | NSX 36 890110134226
phan tan vién

27. Co s¢ dang ky: Hetero Labs Limited (Dia chi: 7-2-A2, Hetero Corporate Industrial Estate,
Sanathnagar Hyderabad TG 500018, India)

27.1. Co sé 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)

41

Erlonib 100 Erlotinib (dudi Vién nén Hop 3 vix NSX 24 890114134326
dang Erlotinib bao phim 10 vién
Hydrochloride
109,267mg) 100mg

28. Co sé dang ky: MI Pharma Private Limited (DPia chi: Unit No. 402&403, Viva Hub Town,
Shankar Wadi, Village Mogra, Jogheswari East, Mumbai - 400060, India)

28.1. Co s& san xuit: Natco Pharma Limited (Pja chi: Pharma Division, Kothur (CT) Village,
Kothur Mandal, Ranga Reddy District, Pincode 509228, Telangana State, India)

42

Anzonat Anastrozole 1mg Vién nén Hop 3 vix NSX 36 890114134426
bao phim 10 vién

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

29.1. Co sé san xuit: PT CKD Otto Pharmaceuticals (Pja chi: Kawasan Industri Delta Silicon 3,
JI Kapuk Timur Blok F23 No 17, Lippo Cikarang, Kelurahan Cicau, Kecamatan Cikarang Pusat,
Kabupaten Bekasi, Provinsi Jawa Barat, 17530, Indonesia)

43

Kemotaxel Méi ml chira: Dung dich | Hop 1 lo x USP 41 24 899114134526
20mg/ml Docetaxel (duoi tiém truyén | 1ml

dang Docetaxel

trithydrate

21,34mg) 20mg




STT Tén thubc Hoat chit chinh — | Dang bao | Quy céch Tiéu Tudi S6 ding ky
Ham lwgng ché dong goi chuén tho
(thang)
) 2) 3 “) ) (6) @) )
44 Kemotaxel Mdi ml chia: Dung dich | Hop 1 1o x USP 41 24 899114134626
80mg/4ml Docetaxel (duoi tiém truyén | 4ml

dang Docetaxel
trihydrate
21,34mg) 20mg

30. Co s& dang ky: SRS Life Sciences Pte. Limited (Pia chi: 71 Robinson Road, #14-01, Singapore

(068895), Singapore)

30.1. Co sé san xuit: Beta Drugs Ltd. (Dia chi: Kharuni- Lodhimajra Road, Vill. Nandpur Baddi,

Distt. Solan (H.P.), India)

45 Linamid 10 Lenalidomide Viénnang | Hop 1 lox NSX 24 890114134726
10mg ciing 10 vién

46 Linamid 25 Lenalidomide Vién nang | Hop 1 lo x NSX 24 890114134826
25mg cing 10 vién

47 Linamid 5 Lenalidomide 5Smg | Viénnang | Hop 1 lo x NSX 24 890114134926

cung 10 vién

48 Mexif 100 Imatinib Mesilate | Vién nén Hop 1 vix NSX 24 890114135026
BP tuong duong bao phim 10 vién
v&i Imatinib
100mg

49 Mexif 400 Imatinib Mesilate Vién nén Hop 1 vix NSX 24 890114135126
BP tuong duong bao phim 10 vién
v6i Imatinib
400mg

31. Co sé dang ky: Sun Pharmaceutical Industries Limited (Dia 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)
31.1. Co sé san xuit: Sun Pharmaceutical Medicare Limited (Dja chi: Survey No. 22 & 24, Village
— Ujeti, Post - Baska, Tal - Halol - 389 350, Dist. Panchmahal, Gujarat State, India)

50

Milflox

Moxifloxacin (dudi
dang Moxifloxacin
hydrochloride)
S5mg/ml

Thuoc nho
mat

Hop 1 Lo x
Sml

USP 36

24

890115135226

32. Co'sé dang ky: Windlas Biotech Limited (Dia chi: 40/1 Mohabewala, Industrial Area, Dehradun
- 248110, Uttarakhand, India)
32.1. Co s& san xuat: Windlas Biotech Limited (Dja chi: Plant-2, Khasra No. 141 to 143 & 145,
Mohabewala Industrial Area, Dehradun-248110, Uttarakhand, India)

51 Khavetri Levocetirizin Vién nén Hop 10 vi x USP 36 890100135326
Dihydroclorid 5mg | bao phim 10 vién hién
hanh
52 Levofloxacin | Levofloxacin Vién nén Hop 1 vix USP + 36 890115135426
500 mg hemihydrat twong | bao phim 10 vién NSX
duong voi
Levofloxacin
500mg




Ghi chu:

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

- Nha sdn xudt (NSX), Tiéu chudn nha san xudt (T CNSX), Tiéu chudn co so (TCCS), In-house co y
nghia twong dwong nhau, la tiéu chudan chat lwong thuoc do co sé san xudt xdy dung va déu cé thé
dwoc ghi trén nhén thuoc.

- Cdch viét tat cdc tiéu chudn chat lwong dwoc dién: Duoc dién Viét Nam (DDVN), Duoc dién Anh
(BP), Duwoc dién My (USP), Duoc dién Nhdt Ban (JP), Duoc dién Trung Quéc (CP), Duge dién Chéu
du (EP), Duoc dién Quéc té (IP)...



Phu luc II

DANH MUC 01 THUOC NHAP KHAU DPUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - POT 129 BO SUNG

(Kém theo Quyét dinh s6: .239......./OP-OLD, ngay 10./1.../2026.ciia Cuc Quan 1y Duwrgc)

STT Tén thudc Hoat chit chinh | Dang Quy cach | Tiéu Tudi S6 ding ky
— Ham luwgng bao ché dong goi chuin tho
(thang)
1) (2) 3) “4) 6) (6) (N (8)

1. Co sé dang ky: F. Hoffmann - La Roche Ltd (Dia chi: Grenzacherstrasse 124, CH-4070, Basel,
Switzerland)

1.1. Co sé san xuit: Shionogi Pharma Co., Ltd., Settsu Plant (Dja chi: 5-1, Mishima 2-chome,
Settsu, Osaka 566-0022, Japan)

Co sé dong goi: Sharp Packaging Services, LLC (Dia chi: 22-23 Carland Road, Conshohocken, PA
19428, USA)

Co s& xuit xudéng: F. Hoffmann-La Roche AG (Dia chi: Grenzacherstrasse 124, 4058 Basel,
Switzerland)

40mg Hop 2 vién

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 tdt cdc tiéu chudn 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), Duoc dién Chdu
du (EP), Duoc dién Quoc té (IP)...

Xofluza® Baloxavir Marboxil | Vién nén Hop 1 vién, NSX 24 499110135526




Phuy luc III

DANH MUC 21 THUOC NHAP KHAU DPUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 129 BO SUNG

(Kém theo Quyét dinh s6.: 336 /OP-QLD, ngay 10../1.../2026.cua Cuc Quan ly Duoc)

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

2) 3) ) () (6) @) (8) 9)

1. Co sé dang ky: Cipla Ltd (Dia chi: Cipla House, Peninsula Business Park, Ganpatrao, Kadam
Marg. Lower Parel, Mumbai - 400013, Maharashtra, India)

1.1. Co sé san xuét: Cipla Ltd (Pia chi: Plot no 9 & 10, Pharma zone, Phase II, Indore SEZ,
Pithampur (MP) 454775, India)

Duolin M&i 6ng 2,5ml Dung Hop 4 thi NSX 18 890115135626 01
Respules chua: Ipratropium | dich khi | x 1 khay (VN-22303-19)
bromide 0,5mg, dung chua 5
Salbutamol (dudi ong x
dang Salbutamol 2,5ml
Sulphate) 2,5mg

2. Co sé¢ ding ky: Cong ty TNHH Dwoc pham Viét - Phap (Pia chi: L6 ddt sé 01 - CN8 Cum cdong
nghiép Tir Liém, phieong Minh Khai, qudn Bdc Tir Liém, thanh pho Ha Néi, Viét Nam)

2.1. Co sé san xuat: S.M.B Technology SA (Pja chi: Zoning Industriel - Rue du Parc Industriel 39,
Marche-en-Famenne 6900, Belgium)

Co s san xudt ban thanh pham Paracetamol-Povidone (Compap PVP3): SpecGx LLC (Pia chi:
100 Louis Latzer Drive, Greenville, IL 62246, USA)

Algotra Paracetamol Viénnén | Hop 1 NSX 18 540111135726 01
37,5mg/ 325mg, Tramadol | st tuyp x 20 (VN-20977-18)
325mg hydrochlorid vién

37,5mg

3. Co sé ding ky: Cong ty TNHH Dwoc Pham Y-Med (Pia chi: S6 1-3, Puong sé 45, Phirong 06,
Qudn 4, TP. Ho Chi Minh, Viét Nam)

3.1. Co s6 san xuat: Globela Pharma Pvt. Ltd. (Pja chi: 357 & 358, GIDC, Sachin, City: Surat-394
230. Dist: Surat, India)

Pringlob 5 | Lisinopril (dudi Viénnén | Hop 10 vi | NSX 36 890110135826 01
dang Lisinopril x 10 vién (VN-21026-18)
USP) 5mg

4. Co s¢ dang ky: Cong ty TNHH Dwgc Song Sang (Dja chi: 68 Lé Van Luong, Phuong Tan Hung,
Qudn 7, Thanh Phé Hé Chi Minh, Viét Nam)

4.1. Co s6 san xuit: Leopard Medical Brand Co., Ltd. (Dja chi: 19/5 Moo 1, Petchkasem Road,
Thaphaya, Nakornchaisri, Nakornphathom, 73120, Thailand)

LeoPovidone | Povidone-iodine | Dung Hop 1 chai | NSX 60 885100135926 01

tuong duong lod | dich 15ml; Hop (VN-20463-17)
twdo 1 % dung 1 chai
(W/v)/10 % (w/v) | ngoai 30ml;

Chai

180ml;




Chai
450ml;
Chai
1000ml;
Chai
2000ml

5. Co s6 diang ky: Cong ty TNHH Mot thanh vién Dwoc pham Viét Tin (Pja chi: Tang 2-3, 83 L6
L dwong sé 2 khu ddn cw Phit My, Phuong Phit M, Qudn 7, TP. Ho Chi Minh, Viét Nam)

5.1. Co s& san xuat: Windlas Biotech Limited (Pia chi: Plant-2, Khasra No. 141 to 143 & 145,
Mohabewala Industrial Area, Dehradun-248110, Uttarakhand, India)

5 Aszolzoly- | Atorvastatin Viénnén | Hop 3 vix | NSX 36 890110136026 01
10 (dudi dang bao phim | 10 vién; (VN-20989-18)
atorvastatin Hop 10 vi
calcium) 10mg x 10 vién
6 Aszolzoly- | Atorvastatin Viénnén | Hop 3 vix | NSX 36 890110136126 01
20 (dudi dang bao phim | 10 vién; (VN-20990-18)
atorvastatin Hop 10 vi
calcium) 20mg x 10 vién
7 Calcergy Colchicine Img Viénnén | Hop 10 vi BP 36 890115136226 01
khong x 10 vién; | 2018 (VN-21821-19)
bao Hop chura
10 hop
nho x 1 vi
x 10 vién
8 Choncylox | Levofloxacin Viénnén | Hop 1 vix | NSX 36 890115136326 | 01
(dudi dang bao phim | 10 vién (VN-18839-15)
levofloxacin
hemihydrat)
500mg
9 Levtrang Levocetirizin Viénnén | Hop 10 vi | NSX 24 890100136426 | 01
hydroclorid 5mg | bao phim | x 10 vién (VN-17866-14)
10 Locobile- Celecoxib 100mg | Vién Hop3vix | NSX 36 890110136526 | 01
100 nang 10 vién (VN-21252-18)
cung
11 Locobile- Celecoxib 200mg | Vién Hop3vix | NSX 36 890110136626 | 01
200 nang 10 vién (VN-21822-19)
cung
12 Lorakam-8 | Lornoxicam 8mg | Vién nén | Hop 3 vi, NSX 24 890110136726 01
bao phim | 10 vix 10 (VN-21824-19)
vién
13 Protomac- | Pantoprazol (du¢i | Viennén | Hop 3 vix | USP 36 890110136826 01
40 dang Pantoprazol | bao tan 10 vién 43 (VN-19044-15)
natri trong
sesquihydrat) rudt
40mg
14 Rosiduc-10 | Rosuvastatin Viénnén | Hop 3 vix | NSX 24 890110136926 01
(dudi dang bao phim | 10 vién (VN-19046-15)
Rosuvastatin
calci) 10mg




STT | Ténthudc | Hoat chit chinh Dang Quy cach | Tiéu Tudi S6 ding ky S6
— Ham lwgng bao ché | déng géi | chuin tho gia han lan
(thang) (SH dang ky gia
da cap) han
(0] 2 (€)] “) 3 () @) ® (&)
15 Wilsergy Celecoxib 400mg | Vién Hop 3 vix | NSX 36 890110137026 01
nang 10 vién (VN-21253-18)
cing

16 B-Hist 16 Betahistin Vién nén | Hop 10 vi BP 24 890110137126 01
dihydroclorid x 10 vién 2022 (VN-22126-19)
lémg

6. Co sé ding ky: Cong ty TNHH Thwong mai Dwoc pham Pong Phwong (Pia chi: 51, Puong s6
30, Phuong Tan Phong, Qudn 7, Thanh phé Ho Chi Minh, Viét Nam)
6.1. Co sé san xuét: Healthcare Pharmaceuticals Limited (Pia chi: Gazariapara, Mirzapur Baza,
Rajendrapur, Gazipur-1703, Bangladesh)
17 Atorcal Atorvastatin Viénnén | Hop 1 vix | NSX 24 894110137226 01
tablet 20 (dudi dang bao phim | 10 vién; (VN-18880-15)
mg Atorvastatin Hop 3 vix
calci) 20mg 10 vién
7. Co sé dang ky: Medley Pharmaceuticals Limited (Pia chi: Medley House, D-2, MIDC Area, 16th
Road, Andheri (E), Mumbai - 400 093, India)
7.1. Co s6 san xuit: Medley Pharmaceuticals Limited (Dja chi: Plot No. 18 & 19, Survey No. 378/7
& 8, 379/2 & 3, Zari Causeway Road, Kachigam, Daman -396210, India)

18 Vazortan 50 | Losartan Viénnén | Hop 10 vi | USP 36 890110137326 01
Potassium 50mg | bao phim | x 10 vién (VN-22436-19)

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

8.1. Co s& san xuat: MSN Laboratories Private Limited (Dia chi: Formulations Division, Plot No.
42, Anrich Industrial Estate, Bollaram, Sangareddy District - 502325, Telangana, India)

19 Safebo 62,5 | Bosentan (dudi Viénnén | Hop 1 vix | NSX 24 890110137426 01
dang Bosentan bao phim | 10 vién (VN-16118-13)
monohydrate)
62,5mg

9. Co s¢ dang ky: PT. Dexa Medica (Pia chi: JI. Jend. Bambang Utoyo No. 138 Palembang,
Indonesia)
9.1. Co sé san xuat: PT. Dexa Medica (Pja chi: JI. Jend. Bambang Utoyo No. 138 Palembang,
Indonesia)

20 Sporacid Itraconazole Vién Hop3vix | NSX 36 899110137526 01
(dudi dang nang 4 vién (VN-22669-20)
Itraconazole cung
pellets 22%)
100mg

10. Co sé dang ky: Windlas Biotech Limited (Dia chi: 40/1 Mohabewala Industrial Area, Dehradun

— 248110 Uttarakhand, India)

10.1. Co sé san xuét: Windlas Biotech Limited (Pia chi: Plant-2, Khasra No. 141 to 143 & 145,
Mohabewala Industrial Area, Dehradun-248110, Uttarakhand, India)




STT | Tén thubc Hoat chét chinh Dang Quy cach | Tiéu Tudi S6 dang ky S6
— Ham lwgng bao ché dong goi chuén tho gia han lan
(thang) (Sf) dang ky gia
da c?ip) han
1) (2) 3) ) &) (6) (@) 8) 9)
21 Certrang Diacerein 50mg Vién Hop 3 vix | NSX 24 890110137626 01
nang 10 vién; (VN-19582-16)
cung Hop 10 vi
x 10 vién
Ghi chu:

1. Cach ghi tiéu chudn chat lrong thude tai cét (6):

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

dwoc ghi trén nhén thudc.

- Cdch viét td’tvcdc tiéu chuan chat lwong duoc dién: Duoc dién Viét Nam (DBVN), Duoc dién Anh
(BP), Duoc dién My (USP), Duoc dién Nhat Ban (JP), Duoc dién Trung Quoc (CP), Duoc dién Chdu

au (EP), Dugc dién Quoc té (IP)...
2. 80 dang ky tai cot (8):

- 86 déng ky gia han la sé dang ky dugc cdp theo quy dinh tai Phu luc V Thong tw 12/2025/TT-BYT
ngay 16/05/2025 cua Bo truong Bo Y té quy dinh vi¢c dang ky luu hanh thuoc nguyén liéu lam thuoc.
- 86 dding ky da cdp (dwoe ghi trong ngodc don) la sé dang ky da dwoc cap triede khi thude dwoc gia

han theo quyét dinh nay.




Phu luc IV

DANH MUC 02 THUOC NHAP KHAU DPUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - PQT 129 BO SUNG

(Kém theo Quyét dinh s6: ..536....../OP-OLD, ngay 10./1..../2026.ctia Cuc Quan 1y Duwrgc)

STT

@

Tén thuéc | Hoat chdt chinh | Dang | Quycach | Tiéu | Tudi S6 ding ky
— Ham luwgng bao ché | dong géi | chuin tho gia han
(thang) | (S6 ding ky
da cip)
2) 3) ) () (6) @) (8)

S6
lan
gia
han

(€]

1. Co sé dang ky: Flamingo Pharmaceuticals Limited (Dja chi: 7/1, Corporate Park, Sion-Trombay
Road, P.O. Box No.: 27257, Chembur, Mumbai-400071, India)

1.1. Co sé san xuit: Flamingo Pharmaceuticals Limited (Pia chi: R-662, T.T.C Industrial Area,
MIDC, Rabale, Navi Mumbai Thane 400701, Maharashtra State, India)

1 Doxycycline | Doxycycline Vién Hop 10 vi BP 36 890110137726 01

Capsules (dudi dang nang x 10 vién 2020 (VN-16036-12)

BP 100mg | Doxycycline cing
Hyclate) 100mg

2. Co s¢ dang ky: Healol Pharmaceuticals Sdn. Bhd. (Dia chi: 74-3, Jalan Wangsa Delima 6 KLSC,
Wangsa Maju, 53300 Kuala Lumpur, Malaysia)

2.1. Co sé san xuit: T.P. Drug Laboratories (1969) Co., Ltd. (Dia chi: 98 Soi Sukhumvit 62 Yak 1,
Phra Khanong Tai, Phra Khanong, Bangkok 10260, Thailand)

Trivit-B Mdi 3ml chira Dung Hop 10 NSX 24 885110137826 01
Cyanocobalamin | dich tiém | éng x 3ml (VN-19998-16)
1000mcg,

Pyridoxine
hydrochloride
50mg, Thiamine
hydrochloride
100mg

Ghi chi:

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

- Nha sdn xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tieu chudn co s¢ (TCCS), In-house co y nghia tuwong
dwong nhau, la tiéu chudn chdt heong thudce do co sé san xudt xdy dung va deu cé thé dwge ghi trén nhén thudc.
2. §6 dang ky tai cét (8):

- S6 ding ky gia han la s6 dang ky dwoc cap theo quy dinh tai Phu luc V Théng tw 12/2025/TT-BYT ngay
16/05/2025 ciia Bé truong Bo Y té quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thudc.

-S6 dang ky da cdp (dwoe ghi trong ngodc don) la s6 dang ky dé dwoc ccfp truede khi thuoc dwoe gia han theo
quyét dinh nay.

3. Thuée s6 thir tie 1 tai Phu luc nay: sau khi hét han gidy dang ky heu hanh, khéng tiép tuc gia han do ho so
dang ky lan dau chuea bién soan theo mau ACTD.

4. Thudc sé thir tie 2 tai Phy luc nay: sau khi hét han glay dang ky luu hanh, trong ho so gia han phdi bé sung
dit liéu lam sang chitng minh an toan hiéu qua cua thuoc dé Hoi dong tw vin cdp gidy dang ky heu hanh thuoc,
nguyén liéu lam thuéc xem xét viéc gia han GPKLH.
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