BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUANLY DUQC Poc 1ap - Tw do - Hanh phuc
S6: 370 /QP-QLD Ha Noi, ngay 26 thang05nam 2023
QUYET PINH

V& viéc ban hanh danh muc 50 thudc nwéc ngoai
dugc cap, gia han giay dang ky luu hanh tai Viét Nam - D¢t 111 bo sung

CUC TRUONG CUC QUAN LY DUQC
Can cir Ludt Dwoc s6 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh churc nang, nhiém vu, quyén han va co cau to chirc cua Bo Y té;
 Can cir Thong tu s6 08/2022/TT. -BYT ngay 05/09/2022 cua Bo truong Bo Y
té quy dinh viéc dang ky luu hanh thuoc, nguyén lieu lam thuoc;

Can cir Quyét dinh s6 1969/0P- BYT ngay 26/4/2023 cua Bj truong Bo Y té

quy dinh chirc nang, nhiém vy, quyén han va co cau té chirc ciia Cuc Quan 1y
Duoc thuée Bo Y té;

Can cir y kién cia Hoi dong tw van cdp gidy dang ky luu hanh thudc,
nguyén liéu lam thuéc - Bo Y té;

Theo dé nghi cia Trieong phong Pang ky thuéc - Cuc Quan 1y Duege.
QUYET PINH:

Diéu 1. Ban hanh kem theo Quyét dinh nay danh muc 50 thué(; nuoc
ngoai duoc cap, gia han gidy dang ky luu hanh tai Viét Nam - Dot 111 b6 sung,
bao gom:

1. Danh muc 41 }huéc nudc ngoai duoc cip gidy dang ky luu hanh hiéu
lyc 05 ndm - Dot 111 b sung (tai Phu luc I kem theo).

2. Danh muc 01 }huéc nuée ngoai duoc cip gidy dang ky luu hanh hiéu
luc 03 ndm - Dot 111 b sung (tai Phu luc Il kem theo).

3. Danh muc 07 thuég nudc ngoai duoge gia han gidy dang ky luu hanh
hiéu luc 05 nam - Pot 111 bo sung (tai Phu luc 11l kem theo).

4. Danh myc 01 thuéc nudc ngoai duoc gia han gidy dang ky luu hanh

dén 31/12/2025 - bBot 111 b6 sung (tai Phu luc IV kem theo).

Piéu 2. Co s& san xudt va co s¢ ding ky thude ¢ trach nhiém:

1. Cung cap thudc vao Viét Nam theo dung cac hé so tai liGu da dang ky
vo1 BO Y t€ va phai in hodc dan s6 dang ky duoc B9 Y t€ cap 1én nhan thudc.

2. Chép hanh day du phap luat ciia nuéc CHXHCN Viét Nam va céc quy
dinh cua BQ Y t€ vé nhap khau thude va luu he‘mh thudc tai Viét Nam, néu co6 bat
cir thay doi gi trong qua trinh luu hanh thuée ¢ nudc so tai va ¢ Viét Nam thi



phai béo céo ngay cho Cuc Quan 1y Duoc - Bo Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuan chat lugng cua thudc theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truong Bo Y & quy
dinh vé chat lugng thuoc, nguyén lié¢u lam thudec.

4. Cap nhat nhin thudc va t& hudng dan sir dung thude theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 ciia Bo truong Bo Y té quy dinh
ghi nhan thudc, nguyén liéu lam thudc va to hudng dan st dung thudc theo hinh
thirc thay doi, bo sung gidy dang ky luu hanh thudc quy dinh tai Thong tu
08/2022/TT-BYT ngay 05/9/2022 ctia B6 truong Bo Y té d6i voi thude chua cap
nhat ndi dung nhin thudc, t& huéng din st dung thudc theo quy dinh tai Thong
tw 01/2018/TT-BYT ngay 18/01/2018 ciia Bo truong BO Y té, cu thé nhu sau:

a) Pdi vé6i thude thude danh muc thude doc va nguyén liéu doc lam thube
theo quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 cua B¢ trudéng Bo
Y té vé viéc ban hanh danh muc thube doc va nguyén li€u doc lam thubc: chi
duoc luu hanh sau khi cép nhat theo quy dinh tai diém b Khoan 1 Piéu 37
Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 ciia Bo truong Bo Y té quy dinh
ghi nhin thudc, nguyén liéu 1am thude va t& huéng dan st dung thude.

b) Df)i v6i cac thube ,khéc’ phai thuc hién viéc cdp nhat nay trong thoi han
12 thang ké tir ngay duoc cap gidy dang ky luu hanh.

5. Sau 12 thang ké tir ngdy ky ban hanh Quyét dinh nay, cac thudc dugc
gia han gidy dang ky luu hanh theo Quyét dinh nay c6 thay d6i vé noi dung hanh
chinh (bao gom cd mau nhan va to hwéng dan si dung) phai nhap khau, luu
hanh véi cac ndi dung da duoc phé duyét thay doi trong hd so ding ky gia han.

6. Phdi hop véi cac co so diéu tri dé thuc hién theo dung cic quy dinh
hién hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong
mudn cia thudc trén nguoi Viét Nam va tong hop, bao cdo theo quy dinh tai
Diéu 5 Thong tu sd 08/2022/TT-BYT ngay 05/9/2022 cua Bo truong B Y té
quy dinh viéc ding ky luu hanh thube, nguyén liéu lam thude ddi voi cac thude
thudc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay.

7. Co s& dang ky phai dam bao duy tri diéu kién hoat dong cta co so ding
ky trong thoi gian hiéu lyc cia gidy ding ky luu hanh thudc, nguyén lidu lam
thudc. Trong truong hop khong con dap tng du diéu kién hoat dong, co sé dang
ky phai co trach nhiém thyc hién thay d6i co s& dang ky theo quy dinh tai Thong
tu s6 08/2022/TT-BYT ngay 05/9/2022 cua Bo truong Bo Y té trong thoi han 30
ngay ké tir ngay co s dang ky khong con di diéu kién hoat dong.

8. Co so dang ky thuoc phai bao cao Bo Y té vé cap nhat tinh trang dap
tmg Thuc hanh tot san Xuat cua co SO san xuat thudc, nguyén liéu lam thude.
Truong hop co s¢ san xudt bi thu hoi gidy phép san xuat hodc khong dap tmg
Thuc hanh tot san xuat thude, nguyén liéu 1am thudc & nudc so tai, co s& phai
thuc hién viéc béo cdo trong thoi han 15 ngay ké tir ngay c6 thong bao cua co
quan quan 1y ¢6 thim quyén nudc sé tai theo quy dinh tai diém d khoan 1 Diéu



100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi

tiét mot sé diéu va bién phap thi hanh Luat Duoc.

Dleu 3. Céc thuoc duoc gia han glay dang ky luu hanh tai Quyét dinh nay
duoc tiép tuc str dung sd dang ky da cap trudc khi gia han trong thoi han tbi da
12 thang ké tir ngay duoc cip sb dang ky gia han theo quy dinh tai Phu lyc VI
ban hanh kém theo Thong tu so6 08/2022/TT-BYT ngay 05/09/2022 cua B
truong BO Y té quy dinh viéc ding ky luu hanh thudc, nguyén liéu lam thudc.

Piéu 4. Quyét dinh c6 hiéu luc ké tir ngdy ky ban hanh.

Piéu 5. Giam ddoc S¢' Y té cac tinh, thanh phd truc thudc trung wong, gidm
doc nha san xuat va co s¢ dang ky co6 thudc tai Pi€u 1 chiu trach nhi¢m thi hanh

Quyét dinh nay./.

Noi nhdn:

- Nhu Diéu 5;

- B§ truong (d€ b/e);

- TTr. 6 Xuan Tuyén (de b/c);

-CycQuan Y - Bo Quéc phong, Cuc Y té - Bo Conh
an; Cuc Y t& GTVT - Bo Giao thong van tai; Tong\.;_\ e\ MY

Cuc Hai quan - B§ Tai chinh;

- Bao hiém Xa hoi Viét Nam;

- B6 Y té& Vu PC, Cuc QLYDCT, Cuc QLKCB,
Thanh tra B9.

- S6'Y té cac tinh, thanh phd truc thudc Trung wong;
- Vién KN thude TU, Vién KN thuéc TP. HCM;

- Téng Céng ty Dugec VN-CTCP; Cac Cong ty XNK
duoc pham;

- Cac Bénh vién & Vién co giwong bénh truc thude
BYT;

- Cac phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (10b).

—_CUC TRUONG

//

Vii Tuin Cudng



Phu lucl

DANH MUC 41 THUOC NUOGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 111 BO SUNG

(Ban hanh kém theo quyét dinh so. ..310...../OP-OLD, ngay26.../05./2023.ctia Cuc Quan 1y Duoc)

STT Tén thudc Hoat chit chinh — | Dangbiao | Quy cach Tiéu Tubi S6 ding ky
Ham lwong ché dong goi chuén tho
(thang)
@ 2) (©)] Q)] (6)] (6) () ®

1. Co sé dang ky: Alleviare Life Sciences Private Limited (Pia chi: S -1/5 First Floor, Uphaar
Cinema Complex Market, Green Park Extension, New Delhi, South Delhi, DL 110016, India)

1.1. Co sé san xuét: Titan Laboratories Pvt. Ltd (Pja chi: Plot No. E-27/1, E-27/2, M.ID.C.,
Mahad, Village - Jite, Raigad 402309, Maharashtra State, India)

1 Temsartan 20 | Telmisartan 20mg | Vién nén Hop 3 vix USP 24 890110122423
bao phim 10 vién hién
hanh
2 Temsartan 40 | Telmisartan 40mg | Vién nén Hop 3 vix USP 24 890110122523
bao phim 10 vién hién
hanh
2. Co s¢ dang ky: Ambica International Corporation (Dja chi: 9 Amsterdam Extension, Merville
park Subd, Paranaque City, Philippines)
2.1. Co sé san xuit: Stallion Laboratories Pvt. Ltd. (Dja chi: CIB 305/2, 3, 4 & 5 G.I.D.C. Kerala
(Bavla) Dist. Ahmedabad, Gujarat, India)
3 Etostal-120 Etoricoxib 120mg | Vién nén Hop 1 vix NSX 36 890110122623
bao phim 10 vién
3. Co sé& dang ky: Aspen Pharmacare Australia Pty Limited (Pja chi: 34-36 Chandos St, St
Leonards, NSW 2065, Australia)
3.1. Co s& san xuit: Ever Pharma Jena GmbH (Dia chi: Otto-Schott-Str. 15, 07745 Jena, Germany)
Co s& dong géi thir cap: Ever Pharma Jena GmbH (Pia chi: Brusseler Str. 18, 07747 Jena,
Germany)
4 Sustanon 250 | Testosterone Dung dich | Hop 01 éng | NSX 36 400114122723
decanoate tiém dau dung dich
100mg/ml; tiém dau
Testosterone
phenylpropionate
60mg/ml;
Testosterone
isocaproate
60mg/ml;
Testosterone

propionate 30mg/ml

4. Co s¢ dang ky:

Boehringer Ingelheim International GmbH (Dia chi: Binger Strasse 173, 55216
Ingelheim am Rhein, Germany)
4.1. Co sé san xuat: Boehringer Ingelheim Ellas A.E. (Dja chi: 5th km Paiania — Markopoulo,
Koropi Attiki, 19400, Greece)




STT | Tén thudc Hoat chit chinh — | Dang bao | Quy cach Tiéu Tudi S6 ding ky
Ham lwong ché dong goi chuén tho
(thang)
@ 2 (©)] (C)] 3 () @ 3

5 Micardis Plus | Telmisartan 40mg; Viénnén | Hop 3 vix NSX 36 520110122823
Hydrochlorothiazide 10 vién
12,5mg

6 Micardis Plus | Telmisartan 80mg; Viénnén | Hop 3 vix NSX 36 520110122923
Hydrochlorothiazide 10 vién
12,5mg

5. Co s& dang ky: Cipla Ltd (Pia chi: Peninsula Business Park, Ganpatrao Kadam Marg, Lower
Parel, Mumbai-400013, Maharashtra, India)

5.1. Co sé san xuat: M/s Cipla Ltd (Pija chi: Plot No. L-139 to L-146, Verna Industrial Estate, Verna-
Goa, India)

7 Trivedon-MR | Trimetazidine Viénnén | Hop 10 vix | NSX 24 890110123023
dihydrochloride 35mg 10 vién
6. Co s¢ ding ky: Cong ty c6 phan dwoc phdm Quén 3 (Pia chi: 243 Hai Ba Trung, Phuong 6,
Qudn 3, Thanh phé Ho Chi Minh, Viét Nam)
6.1. Co s& san xuét: Stallion Laboratories Pvt. Ltd. (Dia chi: CIB 305/2, 3,4 & 5 G.I.D.C. Kerala
(Bavla) Dist. Ahmedabad, Gujarat, India)
8 Fogum Levofloxacin (du6i | Vién nén Hop 1 vix NSX 36 890115123123
dang Levofloxacin | bao phim 10 vién
hemihydrat) 750mg
6.2. Co' sé san xuit: Titan Laboratories Pvt. Ltd (Pia chi: Plot No. E-27/1, E-27/2, M.1.D.C.,
Mahad, Village - Jite, Raigad 402309, Maharashtra State, India)
9 Yazdi Febuxostat 120mg | Vién nén Hop 3 vix NSX 24 890110123223
bao phim 10 vién
7. Co sé ding ky: Cong ty TNHH Dwoge pham New Far East (Dja chi: S6 011 Cao Oc HI dwong
Hoang Diéu, phiong 9, qudn 4, Tp. Ho Chi Minh, Viét Nam)
7.1. Co sé san xuit: Celogen Generics Private Limited (Pja chi: Plot No. 646/1&2, Agrawal
Industrial Estate, Somnath Road, Dabhel, Daman-396210, India)
10 Clopigen 75 | Clopidogrel 75mg Viénnén |Hop3vix | USP43 36 890110123323
(duoi dang bao phim | 10 vién
Clopidogrel bisulfat)
8. Co s¢ ding ky: Cong ty TNHH Dwoce pham va Thiét bi Y té Phwong Lé (Pia chi: L6 D3/D6
KPT méi Cau Gidy, Viét Nam)
8.1. Co sé san xuit: Incepta Pharmaceuticals Ltd (Pia chi: Dewan Idris Road, Bara Rangamatia,
Zirabo, Ashulia, Savar, Dhaka, Bangladesh)
11 Exephin 2gm | Ceftriaxon (dudi B0t pha Hop 01 vi, 11o | USP 36 894110123423

IV Injection dang Ceftriaxon dung dich | thiy tinh loai I
natri) 2g tiém dung tich 30ml
va nap dugc ép
vi Alu-PVC
trong




STT | Tén thudc Hoat chit chinh — Dang Quy cach Tiéu Tudi S6 ding ky
Ham lwong bao ché dong goi chuén tho
(thang)
A (2) 3 4 3 (6) @) ®)

9. Co sé ding ky: Cong ty TNHH Dwoc pham Vietsun (Dja chi: TT2 - B42 Khu dé thi Van Qudn,

phwong Phuc La, qudan Ha Pong, Ha Noi, Viét Nam)

9.1. Co sé san xuét: Incepta Pharmaceuticals Ltd (Pia chi: Dewan Idris Road, Bara Rangamatia,
Zirabo, Ashulia, Savar, Dhaka, Bangladesh)

12 Cefamax Mbi lo bot (cho 60ml Boétpha | Hop1lo NSX 24 894110123523
hon dich hoan nguyén) | hon dich | 60ml
chua Ceftibuten ubng
dihydrat (twvong duong
véi Ceftibuten 1,080g)
1,1750g
9.2. Co' s¢ san xuat: Square Pharmaceuticals Ltd (Dja chi: Square Road, Salgaria, Pabna,
Bangladesh)
13 Ambrox Ambroxol hydrocholid | Si ro Hop 1 chai NSX 36 894100123623
Syrup 45mg/15ml 100ml va 1
cbc dong
10. Co sé diang ky: Cong ty TNHH LYNH Farma (Pja chi: 49430 Phan Pang Luu, Phuwong 7,
Qudn Phii Nhudn, Thanh pho Ho Chi Minh, Viét Nam)
10.1. Co s& san xuat: HK inno.N Corporation (Pja chi: 20 Daesosandan-ro, Daeso-myeon,
Eumseong-gun, Chungcheongbuk-do, Korea)
14 Omap-one | M&i 100 mL chira: Nhit Tai 100ml NSX 24 880110123723
Lipid Soybean oil, refined tuong
injection (EP) 6g Medium-chain | tiém
100mL triglycerides (EP) 6g; truyén
Olive oil, refined (EP)
S5g Fish oil, rich in
omega 3 acids (EP) 3g
15 Omap-one | Mdi 250ml chira: Nhi Tuai 250ml NSX 24 880110123823
Lipid Soybean oil, refined tuong
injection (EP) 15g; Medium- tiém
250ml chain triglycerides (EP) | truyén
15g; Olive oil, refined
(EP) 12,5g; Fish oil,
rich in omega 3 acids
(EP) 7,5¢g
16 Omap-one | M&i 500ml chira: Nhi Tai 500ml NSX 24 880110123923
Lipid Soybean oil, refined tuong
injection (EP) 30g; Medium- tiém
500mL chain triglycerides (EP) | truyén
30g; Olive oil, refined
(EP) 25g; Fish oil, rich
in omega 3 acids (EP)
15¢




STT | Tén thudc Hoat chit chinh — | Dang bao | Quy céich Tiéu Tudi S6 ding ky
Ham lwgng ché dong goi chuén tho
(thang)
A 2 3 4 3 (6) @) ®)

11. Co sé ding ky: Cong ty TNHH mét thanh vién An Phat (Pja chi: 166/42 Thich Qudng P,
phirong 04, qudn Phii Nhudn, TP. Ho Chi Minh, Viét Nam)
11.1. Co sé san xuit: Jubilant Generics Ltd. (Pja chi: Village Sikandarpur Bhainswal, Roorkee -
Dehradun Highway, Bhagwanpur, Roorkee, District-Haridwar, Uttarakhand-247661, India)

17 Irbejub H Irbesartan 150mg; Vién nén Hop4vix7 | NSX 24 890110124023
Hydrochlorothiazide | bao phim vién
12,5mg
18 Irbejub H Irbesartan 300mg; Vién nén Hop4vix7 | NSX 24 890110124123
Hydrochlorothiazide | bao phim vién
12,5mg
19 Irbejub H Irbesartan 300mg; Vién nén Hop4vix7 | NSX 24 890110124223
Hydrochlorothiazide | bao phim vién
25mg
11.2. Co so san xuat: M/s. Giyaan Pharma Pvt. Ltd. (Dja chi: Plot No. 6, IDA, Renigunta, - 517520
Tirupati, Chitoor Dist, Andhra Pradesh, India)
20 Amoxedge- | Mdi Sml sau khi pha Bot pha Hop chira 1 | USP 38 24 890110124323
312.5 chira Amoxicilin h(}n dich chai b(f)E pha
250mg (dudi dang | uong 60ml hon
Amoxicilin dich
trihydrat), Acid
clavulanic 62,5mg
(duoi dang Kali
clavulanat)
12. Co sé ding ky: Cong ty TNHH mét thanh vién dwgce pham Viét Tin (Pia chi: S 64 Lé Loi,
Phuong 4, Quédn Go Vip, Thanh pho Ho Chi Minh, Viét Nam)
12.1. Co s& san xuat: M/S Stallion Laboratories Pvt. Ltd (Pia chi: CIB 305/2, 3, 4 & 5 G.I.D.C.
Kerala (Bavla) Dist. Ahmedabad, Gujarat, India)
21 Arthcam Meloxicam 7,5mg | Vién nén Hoép 10 vix BP 24 890110124423
10 vién 2018
12.2. Co sé san xuat: Titan Laboratories Pvt. Ltd (Pia chi: Plot No. E-27/1, E-27/2, M.I.D.C.,
Mahad, Village - Jite, Raigad 402309, Maharashtra State, India)
22 He-man 50 Sildenafil (dudi Vién nén Hop 1 vix4 | USP 41 36 890110124523
dang Sildenafil bao phim vién
citrat) 50mg
23 Stergy 120 Etoricoxib 120mg | Vién nén Hop 3 vix NSX 24 890110124623
bao phim 10 vién
24 Stergy 90 Etoricoxib 90mg Vién nén Hop 3 vix NSX 24 890110124723
bao phim 10 vién
25 Syzure Levetiracetam Vién nén Hop3vix | USP40 24 890110124823
500mg 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)
A (2) 3 4 3 (6) @) ®)

13. Co s¢ ding ky: Cong TY TNHH Thuwong mai dwge pham Pong Phwong (Pja chi: S6 119,
dwong 41, phuong Tan Quy, Qudn 7, thanh pho Ho Chi Minh, Viét Nam)
13.1. Co 6 san xuét: Stallion Laboratories Pvt. Ltd. (Pia chi: CIB 305/2, 3, 4 & 5 G.I.D.C. Kerala
(Bavla) Dist. Ahmedabad, Gujarat, India)

26

Migran-10

Flunarizin (dudi
dang Flunarizin
dihydrochlorid)
10mg

Vién nén

Hop 3 vix
10 vién

NSX

36

890110124923

14. Co sé ding ky: Cong ty TNHH Thuong Mai Duwoc Pham Van Ho (Pia chi: 16/38 ngé Lénh
Cuw, Kham Thién, phuwong T hé Quan, qudn Déng Da, Ha Noi, Viét Nam)
14.1. Co sé san xuét: Celogen Generics Private Limited (Pja chi: Plot No. 646/1&2, Agrawal
Industrial Estate, Somnath Road, Dabhel, Daman-396210, India)

27 Esogen 20 Esomeprazol (dudi | Vién nén Hop 3 vix NSX 36 890110125023
dang Esomepraxol | bao tan 10 vién
magnesi trihydrat) trong rudt
20mg
28 Esogen 40 Esomeprazol (dudi | Vién nén Hop 3 vix NSX 36 890110125123
dang Esomepraxol | bao tan 10 vién
magnesi trihydrat) trong rudt
40mg
29 Olmegen-H | Olmesartan Vién nén Hop 3 vix NSX 24 890110125223
40/12.5 medoxomil 40mg va | bao phim 10 vién
Hydrochlorothiazide
12,5mg
30 Pantoprez 20 | Pantoprazol (dudi Vién nén Hop 3 vix NSX 36 890110125323
dang Pantoprazol bao tan 10 vién
natri) 20mg trong rudt

15. Co sé dang ky: Dr. Reddy's Laboratories Ltd (Dia chi: 8-2-337, Road No. 3, Banjara Hills,

Hyderabad - 500034, Telangana, India)

15.1. Co sé san xuit: Dr. Reddy's Laboratories Ltd (Pia chi: Formulation Unit - 6 Vill. Khol,
Nalagarh Road Baddi, Distt. Solan, HP 173205, India)

31 Stamlor - T Telmisartan 40mg, | vién nén Hop4vix 7| NSX 24 890110125423
Amlodipin Smg vién
32 Stamlor - T Telmisartan 80mg, | vién nén Hop4vix7 | NSX 24 890110125523
Amlodipin Smg vién
16. Co sé dang ky: Glenmark Pharmaceuticals Ltd. (Pia chi: B/2, Mahalaxmi Chambers, 22
Bhulabhai Desai Road, Mumbai - 400 026, India)
16.1. Co sé san xuét: Glenmark Pharmaceuticals Ltd. (Pia chi: Plot No. S-7, Colvale Industrial
Estate, Colvale, Bardez, Goa-403 513, India)
33 Telma 40 Telmisartan 40mg | Vién nén Hop 2 vix NSX 36 890110125623
bao phim 14 vién

5




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 (C)] (6] (6) () ®

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

17.1. Co sé san xuit: Hetero Labs Limited (Dja chi: Unit III, 22-110, I.D.A, Jeedimetla, Hyderabad,
Telangana, India)

34

Binfin 5 Finasteride Smg Vién nén Hop 2 vix NSX 36 890110125723
bao phim 15 vién

18. Co sé dang ky: Kusum Healthcare Private Limited (Pia chi: D-158/4, OKHLA INDUSTRIAL
AREA, PHASE-I, New Delhi, 110020, India)

18.1. Co sé san xuit: Kusum Healthcare Private Limited (Dia chi: SP-289 (A) RIICO Industrial
Area, Chopanki, Bhiwadi Distt-Alwar, Rajasthan, India)

35

Dimisum Diclofenac natri Thudc dat Hop2vix5| NSX 24 890110125823
100mg truc trang | vién, vi x¢é
PVC/PE

19. Co sé dang ky: Macleods Pharmaceuticals Limited (Pja chi: 304, Atlanta Arcade, Marol
Church Road, Andheri (E.), Mumbai - 400 059, India)

19.1. Co s6 san xuit: Macleods Pharmaceuticals Limited (Dja chi: Block N-2, Village Theda, Post
Office Lodhimajra Tehsil Baddi, Distt. Solan, Himachal Pradesh-174101, India)

36

Atormac 10 Atorvastatin Vién nén Hop 10 vix | NSX 24 890110125923
Calcium Trihydrate | bao phim 10 vién
10,34mg

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

20.1. Co s6 san xuit: Stallion Laboratories Pvt. Ltd. (Dja chi: CIB 305/2, 3, 4 & 5 G.I.D.C. Kerala
(Bavla) Dist. Ahmedabad, Gujarat, India)

37 Ibastal-150 Irbesartan 150mg Vién nén Hop 1 vix | USP 40 24 890110126023
bao phim 10 vién
38 Ibastal-300 Irbesartan 300mg Vién nén Hop 1 vix | USP 40 24 890110126123

bao phim 10 vién

20.2. Co s¢ san xuit: Titan Laboratories Pvt. Ltd (Pia chi: Plot No. E-27/1, E-27/2, M.1.D.C.,
Mahad, Village - Jite, Raigad 402309, Maharashtra State, India)

39

Cleansartan Valsartan 160mg; Vién nén Hop3vix | USP42 24 890110126223
Plus Hydrochlorothiazid | bao phim 10 vién
12,5mg

21. Co sé dang ky: SRS Pharmaceuticals Pvt. Ltd (Pia chi: 504, 5th Floor, Marathon Max BLDG,
No.2 Mulund Goregaon Link RD, L.B.S Marg, Mulund (W), Mumbai-400080, India)

21.1. Co sé san xuit: Globela Pharma Pvt. Ltd. (Pia chi: 357, G.I.D.C., Sachin, Surat — 394230
Dist.,Gujarat State, India)




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)] 3 () @ 3
40 Clodobam Clopidogrel (duéi | Vién nén Hop3vix | USP40 24 890110126323
dang Clopidogrel bao phim 10 vién
bisulfat) 75mg

22. Co s& dang ky: Tedis (Pia chi: 9 avenue d’Ouessant, 91140 Villebon-sur-Yvette, France)
22.1. Co s san xuit: Ferrer Internacional, S.A. (Dja chi: ¢/. Joan Buscalla, I1- 9, 08173 Sant Cugat
del Valles, Barcelona, Spain)

41

Gamalate B6

y-amino-f3-
hydroxy-butyric
acid (GABOB)
0,037g; y-amino
butyric acid
(GABA) 0,075g;
Magnesium
glutamate
hydrobromide
(MGH) 0,075g;
Vitamin B6
(Pyridoxine
hydrochloride)
0,037¢g

Vién nén
bao dudng

Hop 2 hodc
6vix 10
vién

NSX

36

840110126423

Ghi chu:

1. Cach ghi tiéu chudn chat lwong thudc tai cét (6):
- Nha san xudt (NSX), Tiéu chudn nha sdn xudt (TCNSX), Tiéu chudn co so (TCCS), In-house c6 y
nghia twong dwong nhau, la tiéu chudn chat lwong thuoc do co s¢ san xudt xdy dung va déu cé thé
dwge ghi trén nhan thudc.
- Cdch viét tdt cdac tiéu chuan chat lwong dwoc dién: Duoc dién Viét Nam (DDVN), Duoc dién Anh
(BP), Dugc dién My (USP), Duoc dién Nhdt Ban (JP), Dugc dién Trung Quéc (CP), Duoc dién Chdu
dau (EP), Duge dién Quoc té (IP)...




Phu luc II

DANH MUC 01 THUOC NUOGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - POT 111 BO SUNG

(Ban hanh kém theo quyét dinh s6. ..370...../OP-OLD, ngay26..05../2023.ciia Cuc Quan 1y Duwoc)

STT Tén thudc Hoat chit chinh — | Dangbiao | Quy cach Tiéu Tubi S6 ding ky
Ham lwong ché dong goi chuén tho
(thang)
@ 2) (©)] (C)] (©)] (6) () ®

1. Co sé ding ky: Céng ty TNHH Dugc phim Bach Viét (Dia chi: 146, ngé 230, Dinh Céng
Thuong, Phuwong Dinh Cong, Qudn Hoang Mai, Ha N¢i, Viét Nam)

1.1. Co s& san xuit: Co sé san xuit va dong goi so' cap: Oncomed Manufacturing a.s. (Pja chi:
Karasek 2229/1b, Budova 02, Reckovice, 621 00 Brno, Czech)

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

Co s& xuit xwong: Synthon Hispania S.L. (Dja chi: C/ Castells, 1, 08830 Sant Boi de Llobregat
(Barcelona), Spain)

Bortezomib Bortezomib Bot dong Hop 1 1o NSX 36 859114126523
Biovagen anhydride 3,336mg | kho pha
tuong duong véi dung dich
Bortezomib 3,5mg | tiém tinh
(dudi dang mach hodc
Bortezomib dudi da
mannitol boronic
ester)
Ghi chui:

1. Cach ghi tiéu chudn chat lwong thubc tai cét (6):

- Nha san xudt (NSX), Tiéu chudn nha sdn xudt (TCNSX), Tiéu chudn co so (TCCS), In-house c6 y
nghia twong dwong nhau, la tiéu chudn chat lwong thuoc do co s¢ san xudt xdy dung va déu cé thé
dwge ghi trén nhén thudc.

- Cdch viét tdt cdc tiéu chuan chat lwong dwoc dién: Duoc dién Viét Nam (DDVN), Duoc dién Anh
(BP), Dwgc dién My (USP), Dwoc dién Nhdt Ban (JP), Dwgc dién Trung Quéc (CP), Duwoc dién Chdu
du (EP), Duoc dién Quoc té (IP)...

2. Thube tai danh muc nay phdi bédo cdo theo déi, danh gid an toan, hiéu qua khi ngp ho so ding ky
gia han gidy dang ky leu hanh theo quy dinh tai Piéu 5 Thong tw s6 08/2022/TT-BYT ngay 05/9/2022.




DANH MUC 07 THUOC NUOC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH

(Ban hanh kém theo quyét dinh so. .319....../OP-OLD, ngay 26../05./2023.ctia Cuc Quan 1y Duoc)

Phu luc III

TAI VIET NAM HIEU LUC 5 NAM - PQT 111 BO SUNG

STT | Tén thudc | Hoat chit chinh Dang Quy cach | Tiéu Tubi S6 ding ky So
— Ham lwong bao ché | déng géi | chuin tho gia han lan

(thang) | (S6 dingky | gia

di cap) han

@ 2) (©)] Q)] (6] (6 () ® ®

1. Co sé ding ky: Cong Ty Co Phan Dwogc Phim Tenamyd (Pia chi: L6 Y01-024 Tian Thudn,
KCN/KCX Tan Thudn, P. Tan Thudn Dong, Qudn 7, Thanh phé Hé Chi Minh, Viet Nam)
1.1. Co sé san xuit: Krka, D.D., Novo Mesto (Dia chi: Sv'marjeika cesta 6, 8501 Novo mesto,

Slovenia)
1 Emanera Esomeprazole Viénnang | Hop4 vix | NSX 24 383110126623 01
20mg 20mg chtra pellet | 7 vién (VN-18443-14)
bao tan
trong rudt
2. Co sé dang ky: Diethelm & Co., Ltd (Dia chi: Wiesenstrasse 8, 8008 Zurich, Switzerland)
2.1. Co s& san xuat: Laboratoires Galderma (Dja chi: ZI Montdésir, 74540 Alby-Sur-Cheran,
France)
2 Epiduo Adapalene 0,1%; | Gel b6i | Hop 1 NSX 18 300110126723 01
0.1%/2.5% | Benzoyl peroxide | da tuyp x 30 (VN2-499-16)
gel 2,5% gam; Hop
1 tuyp x
15 gam;
Hop 1
tuyp x 5
gam; Hop
11ox30
gam; Hop
llox 15
gam
3. Co sé dang ky: Ferring Private Ltd (Dia chi: 168 Robinson Road, #13-01, Capital Tower,
Singapore (068912), Singapore)
3.1. Co s& san xuat: Ferring-Léciva a.s (Dja chi: K Rybniku 475, 252 42 Jesenice u Prahy, Czech)
3 Pentasa 1g | Mesalazine Hon dich | Hop 7lox | NSX 24 859110126823 01
1000mg thut truc | 100ml va (VN-19948-16)
trang 7 bao
nhua PE

4. Co s¢ dang ky: Glenmark Pharmaceuticals Ltd. (Pia chi: B/2, Mahalaxmi Chambers, 22

Bhulabhai Desai Road, Mumbai - 400 026, India)

4.1. Co so san xuit: Glenmark Pharmaceuticals Ltd. (Pia chi: Village Kishanpura, Baddi —

Nalagarh Road, Tehsil Baddi, Distt. Solan, (H.P.)-173 205, India)




STT | Tén thudc | Hoat chit chinh Dang Quy cach | Tiéu Tubi SO ding ky SO
— Ham luwgng bao ché | dong g6i | chuin tho gia han lin
(thang) (S6 ding ky gia
da cip) han
@ 2 (©)] Q)] (6] () () ® (€)]
4 Telma 40 Telmisartan 40mg | Vién nén | Hop 16n NSX 24 890110126923 01
chira 10 (VN-17048-13)
hop nho x
Ivix10
vién

5. Co sé dang ky: Macleods Pharmaceuticals Limited (Pia chi: 304, Atlanta Arcade, Marol Church

Rd, Andheri (E), Mumbai, Maharashtra 400059, An Do)

5.1. Co sé san xuit: Macleods Pharmaceuticals Ltd. (Pia chi: Plot No. 25-27, Survey No. 366,

Premier Industrial Estate, Kachigam, Daman-396210 (U.T.), India)

5 Atorvastatin | Atorvastatin Viénnén | Hop 10 vi | NSX 24 890110127023 01
Tablets (dudi dang bao phim | x 10 vién (VN-19232-15)
10mg Atorvastatin
calcium) 10mg
6. Co sé dang ky: Micro Labs Limited (Pja chi: No. 31, Race Course Road, Bengaluru - 560 001,
Karnataka, India)
6.1. Co s& san xuit: Micro Labs Limited (Dia chi: 92, Sipcot Industrial Complex, Hosur - 635 126,
Tamil Nadu, India)
6 Lanikson Lansoprazol Vién Hop 3 vix | NSX 36 890110127123 01
30mg nang 10 vién (VN-19276-15)
ciing

6.2. Co s¢ san xuat: Micro Labs Limited (Dia chi: No. 121 to 124, KIADB, Bommasandra Industrial

Area, 4th Phase, Anekal Taluk, Bangalore — 560 099, India)

7 Dinpocet- Cefpodoxime Viénnén | Hop 1 vix | NSX 24 890110127223 01
200 (dudi dang bao phim | 6 vién; (VN-18379-14)
Cefpodoxime Hop 1 vix
Proxetil) 200mg 10 vién
Ghi chu:

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

- Nha san xudt (NSX), Tiéu chudn nha sdn xudt (TCNSX), Tiéu chudn co so (TCCS), In-house c6 y
nghia twong dwong nhau, la tiéu chudn chat lwong thuoc do co s¢ san xudt xdy dung va déu cé thé

dwge ghi trén nhan thudc.

- Cdch viét tdrtf:dc tiéu chudn chat lLf,O’ng dwoc dién: Duoc dl'é,fl Viét Nam (,DDVN), Duroc dz;én Anh
(BP), Dwoc dién My (USP), Dwoc dién Nhdt Ban (JP), Duoc dién Trung Quoc (CP), Duoc dién Chdu

du (EP), Dwgc dién Quoc té (IP)...
2. 86 dang ky tai cot (8):

- 86 dang ky gia han la s6 dang ky dugc cap theo quy dinh tai Phu luc VI Thong tu 08/2022/TT -BYT
ngay 05/09/2022 cua BY truong Bo Y té quy dinh viéc dang ky lwu hanh thuoc, nguyén liéu lam thuoc.
- 80 dang ky da cap (duoc ghi trong ngodc don) la so dang ky da dwoc cdp trudce khi thuoc duoc gia

han theo quyét dinh nay.




Phu luc IV

DANH MUC 01 THUOC NUOGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM DEN 31/12/2025 - PQT 111 BO SUNG

(Ban hanh kém theo quyét dinh so. ..310....../OP-OLD, ngay26../05./2023.ciia Cuc Quan 1y Duroc)

STT | Tén thudc | Hoat chit chinh Dang Quy cach | Tiéu Tubi S6 ding ky So
— Ham lwong bao ché | déng géi | chuin tho gia han lan

(thang) | (S6 dingky | gia

di cap) han

@ 2 3 Q)] (6] (6 () ®) ®

1. Co sé diang ky: Micro Labs Limited (Pia chi: No. 31, Race Course Road, Bengaluru - 560 001,
Karnataka, India)

1.1. Co sé san xuét: Micro Labs Limited (Pja chi: No. 121 to 124, KIADB, Bommasandra Industrial
Area, 4th Phase, Anekal Taluk, Bangalore — 560 099, India)

1 Vidlezine-B | Cefpodoxime Viénnén | Hop 1 vix | NSX 24 890110127323 01
200 (dudi dang bao phim | 6 vién; (VN-18387-14)
Cefpodoxime Hop 2 vix
Proxetil) 200mg 10 vién
Ghi chu:

1. Cach ghi tiéu chudn chat lwong thuédc tai cét (6):

- Nha san xudt (NSX), Tiéu chudn nha san xuat (TCNSX), Tiéu chudn co sé (TCCS), In-house ¢é
nghia twong dwong nhau, la tiéu chudan chat lwong thuoc do co s¢ san xudt xdy dung va déu cé thé
dwoc ghi trén nhan thuéc. ‘

- Cdch viét tdt cdc tiéu chuan chat lwong duoc dién: Duoc dién Viét Nam (DPVN), Duoc dién Anh
(BP), Dugc dién My (USP), Duoc dién Nhdt Ban (JP), Dugc dién Trung Quéc (CP), Duoc dién Chdu
dau (EP), Diwegc dién Quoc té (IP)...

2. §6 dang ky tai cot (8):

- S6 dang ky gia han la sé dang ky dwoc cap theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT
ngay 05/09/2022 ciia Bé trwong Bé Y té quy dinh viéc diang ky heu hanh thudc, nguyén liéu lam thuc.
- 86 dang ky da cdp (dwoc ghi trong ngodc don) la s6 dang ky da dwoc cap trude khi thuée dwoc gia
han theo quyét dinh nay.




