BO YTE CONG HOA XA HOI CHU NGHIA VIET NAM
MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Dic 14p - Ty do - Hanh phiic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

138A Giang V6 - Ha Noi - Viét Nam
Tel: 84.4.37366483/38464413 - Fax: 84.438234758

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thube . Agimetpred 4
Name of Drug:
Thanh phan chinh, ham lwong Methylprednisolon 4mg

Active Ingredients, Strength:

Qui cach déng goi, bao ché
Packing Size, Dosage form:

Hop 3 vi x 10 vién: Vién nén

Tiéu chuén chét lvong < TE08

Quality Specification:

Han dung . 36thang

Shelf- life:

Sé gidy phép lwu hanh san pham (SBK): VD-24111-16

Marketing Authorization Number:

S6 quyét dinh : 97/QP-QLD Ngay cap: 23/3/2016
Approval Decision Number: Date of Issuance:

Hiéu lyc cla gidy phép Iwu hanh san pham: c6 gia tri 05 n3m ké ter ngay cap

Expiration Date of this Marketing Authorization:

Tén co s& dang ky

Name of Marketing Authorization Holder

Dia chi
Address:

Tén co s& san xuét
Name of Manufacturer:

BDia chi
Address:

Céng ty c¢b phan dwgc phdm Agimexpharm

27 Nguyén Thai Hoc, P. My Binh, TP. Long Xuyén, An
Giang - Viét Nam

Chi nhanh céng ty cé phin dwoc phim
Agimexpharm- Nha may san xuit dwoc phdm
Agimexpharm

Buwong Vi Trong Phung, Khém Thanh An, P. My Thdéi,
TP. Long Xuyén, Tinh An Giang - Viét Nam

Tén co s& dong goi
Name of Assembler
Dia chi

Address.

Ha Ngi, ngéy 23 thang 3 nam 2016.
CYC TRUONG CUC QUAN LY DUQ'C
GENERAL:DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

Ghi chu: vote)

2 Y A
1- Gidy phép Iwu hanh san phdm nay duoc cap theo d&
dang ky thubc da duwoc Bo Y té phé duyét. :
This marketing authorization has been issued in accordance with thé
approved by the Vietnam Ministry of Health. : : "
2- B4t cr sy thay dbi nao vé ndi dung cuia gidy phép phai dwoc .
Cuc Quan ly dwoc - BO Y té xac nhan. TRUONG QUOC CUONG
Any variations of the contents of the marketing authorization are required to be
adopted by the Drug Administration of Vietnam.
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CUC QUAN LY DUQC Doc 1ap - Tw do - Hanh phuc
S6: 401 /QD-QLD Ha No¢i, ngay 18 thdng 06 nam 2024
QUYET PINH

Vé viéc ban hanh Danh muc 512 thudc san xuét trong nudéc
dwgc gia han giay dang ky luu hanh tai Viét Nam - Dot 200

CUC TRUONG CUC QUAN LY DUQC

Can cvr Ludt Duoc sé 105/2016/QH13 ngay 06/4/2016;
Can cuir Nghi dinh SO 95/2022/ND-CP ngay 15/11/2022 cua Chinh phii quy dinh
chiurc nang, nhiém vu, quyen han va co cdu t6 chire ciia BY Y té;

Can cir Quyét dinh sé 1969/0D-BYT ngay 26/4/2023 cua B¢ truong Bo Y té quy
dinh chirc nang, nhiém vu, quyén han va co cau t6 chirc ciia Cuc Quan Iy Duwoc thudc
Bé Y té;

Can cir Théng tw so 08/2022/TT-BYT ngay 05/09/2022 ciia B trudng Bé Y té
quy dinh viéc dang ky luu hanh thubc, nguyén liéu lam thuéc;

Can cit két ludn ciia Hoi dong tw van cdp gidy dang ky leu hanh thudc, nguyén
liéu lam thuoc - Bé Y té dot 200 tai Cong vin so 43/HPTV-VPHP ngay 15/5/2024 ciia
Vin phong Héi dong tw van cdp GPKLH thudc, nguyén liéu lam thudc;

Theo dé nghj ciia Truéng phong Ping ky thude, Cuc Qudn 1y Duegc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 512 thudc san xuit trong
nuéc duge gia han gidy diang ky luu hanh tai Viét Nam - Dot 200, cy thé:

1. Danh muc 418 thudc san xuat trong nuéc dugc gia han gidy dang ky luu
hanh hiéu luc 05 nam (Phu luc I kem theo).

2. Danh muc 89 thudc san xut trong nude duge gia han gidy dang ky luu hanh
hi¢u lyc 03 nam (Phu luc 11 kem theo).

3. Danh muc 05 thudc san xuat trong nudc duge gia han gidy dang ky luu hanh
hiéu luc dén 31/12/2025 (Phu luc I1l kém theo).

Piéu 2. Co sd san xuét va co so ding ky thude c6 trach nhiém:

1. San xuat thudc theo diing cac hd so, tai liéu da dang ky v6i Bo Y té va phai
in s6 dang ky dugc BO Y té Viét Nam cip 1én nhan thudc.

2. Chi duoc san xuét, dua ra luu hanh cac thude kiém soat dic biét khi co Gidy
ching nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dic biét phu hop voi pham vi hoat dong cia co s¢ dap tmg quy dinh tai khoan 5 Didu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cta Chinh phu quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Luat Dugc.

3. Thuc hién vi¢c cdp nhat tiéu chuan chét lugng cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong Bo Y té quy dinh vé
chat luong thudc, nguyen lidu lam thudc.

4. Thudc duoc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp ho so cap nhat ndi dung nhan thude, t& huéng din sir dung thude theo quy dinh
ctia Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo trudng BO Y té thi phai thuc



2

hién cap nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duoc gia han gidy ding ky luu hanh.

5. Sau 12 thang ké tur ngay ky ban hanh Quyét dinh nay, cac thudc dugc gia han
gidy dang ky luu hanh theo Quyét dinh ndy co thay d6i vé ndi dung hanh chinh phai
san xuét va luu hanh véi cac ndi dung da duoc phé duyét thay d6i trong ho so gia han.

6. Co so ding ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu luc cua gidy ding ky luu hanh thubc, nguyén liéu lam thudc. Trong trudng hop
khong con dap ung du diéu kién hoat dong, co s& dang ky phai co6 trach nhiém thuc
hién thay dbi co s& dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co so dang ky khong con du diéu kién hoat dong.

7. Co so san xuat thude phai bao dam cac diéu kién hoat dong cia co sd san
xudt trong thoi han hiéu luc cia gidy dang ky luu hanh thudc, nguyén liéu lam thudc.

8. Cac thuoc duoc gia han gidy dang ky luu hanh tai Quyet dinh nay duoc tlep
tuc sir dung s6 dang ky di cép trudc khi gia han trong thoi han toi da 12 thang ké tir
ngay dugc cap sé ding ky gia han theo quy dinh tai Phu lyc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phdi hop véi cac co so diéu tri dé thuc hién theo dung cic quy dinh hién
hanh vé thudc ké don, theo doi an toan, hiéu qua, tac dung khong mong mudn cua
thudc trén nguoi Viét Nam va tong hop, bao cao theo quy dinh tai Diéu 5 Thong tu s6
08/2022/TT-BYT ddi véi cac thudc trong Phu luc II ban hanh kém theo Quyét dinh
nay.

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

Piéu 4. Giam dc S¢ Y té cac tinh, thanh phd tryc thudc Trung wong va Giam
dbc co s san xut va co so dang ky co thudc tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
Noi nhn: - _;‘CUC TRUONG
- Nhu biéu 4{; ) A
- BT. Dao Hong Lan (dé b/c); /o>
- TT. D6 Xuan Tuyén (d€ b/c); [z
- Cuc Quéany - Bo Quéc phong, Cuc Y té - B6 Cong an
-CucY t¢ GTVT - Bo Giao thong van tai;

- Tong Cuc Hai quan - B9 Tai chinh;

- B4o hiém x4 hoi Viét Nam; N— £ \
-Bd Y té Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Cuong
B6, Van phong HDTV cap GBKLH thu6e, NLLT;

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

- Tong Cong ty Dugc Viét Nam - Cong ty CP;

- Cac Bénh vién, Vién c6 givong bénh truc thuge BO Y té;

- Trung tam mua sam tap trung thudc quoc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;

Website;

- Luu: VT, BDKT (C.H) (02Db).

:i;




DANH MUC 418 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU HANH

Phu

luc I

TAI VIET NAM HIEU LUC 05 NAM - DQT 200

(Kem theo Quyét dinh s6 401

/OD-QLD ngay 18

cua Cuc Quan ly Duoc)

thang 06 ndm 2024

STT| Tén thudc Hoat chit chinh - | Dang bao ché [ Quy cach déng géi| Tiéu | Tudi | SO dingky | SO
Ham lugng chuin | tho gia han lan
(thang)| (S6 dangky | gia
da cip) han
(1) (2) 3 (4) (5) (6) ) (8) 9

1. Co sé ding ky: Cong ty cd phan Dwge - Vit tw y té Nghé An (Dia chi: S6 68 duong Nguyén Sy Sach, Phuong Hung

Phuc, thanh phé Vinh, tinh Nghé An, Viét Nam)
1.1. Co s6 san xuit: Cong ty cd phan Dwoc - Vit tu y té Nghé An (Pia chi: S6 68 dudng Nguyén Sy Sach, Phuong Hung
Phuc, thanh phé Vinh, tinh Nghé An, Viét Nam)

1 |CinatamDNA Cinarizin 25mg; Vién nang Hop 6 vix 10 vién; | NSX 36 1893110425424 | 1
Piracetam 400mg cing Hop 10 vi x 10 vién (VD-26359-17)

2 |Piracetam - DNA |Piracetam 400mg Vién nang Hop 5 vi x 10 vién; | DDVN 36 [893110425524 | 1
cing Hop 10 vi x 10 vién \Y (VD-26362-17)

3 |Tetracyclin Tetracyclin Vién nén Lo 450 vién, Lo DDbVN 24 1893110425624 | 1
250mg hydroclorid 250mg 400 vién, Lo 200 \Y (VD-20928-14)

vién, Lo 100 vién

2. Co sé diing ky: Cong ty ¢d phan dwge Apimed (Pia chi: 263/9 Ly Thuong Kiét, Phuong 15, Quéan 11, Thanh phé H6 Chi

Minh, Viét Nam)

2.1. Co sé san xuat: Cong ty co phian dwoc Apimed (Dia chi:
Vinh Thanh, huyén Nhon Trach, tinh Pong Nai, Viét Nam)

Puong N1, cum cong nghi€p Pht Thanh — Vinh Thanh, xa

4 |Misopato 5 Bisoprolol fumarat  |Viénnénbao |Hop 3 vix 10vién |USP 38| 24 893110425724 | 1
5mg phim (VD-31034-18)

5 |Nooapi 400 Piracetam 400mg Viénnénbao |Hop 10 vix 10 vién | NSX 24 1893110425824 | 1
phim (VD-31036-18)

6 |Nooapi 800 Piracetam 800mg Viénnénbao |Hop 10 vix 10 vién | NSX 24 1893110425924 | 1
phim (VD-30220-18)

7 [Sucrapi Sucralfat 1000mg Hon dich ung [Hop 20 goi x Sml; NSX 24 1893100426024 | 1
Hop 50 goi x Sml (VD-30914-18)

3. Co s6 diing ky: Cong ty c6 phan dwoc Danapha (Pia chi: 253 Diing Si Thanh Khé, phuong Thanh Khé Tay, quan Thanh
Khé, thanh phd Da Ning, Viét Nam)

3.1. Co s6 san xuit: Cong ty co phan dwgc Danapha (Dia chi: 253 Diing S Thanh Khé, phuong Thanh Khé Ty, quan

Thanh Khé, thanh phd Da Ning, Viét Nam)

8 |Disidana Nefopam Dung dich Hop 10 6ng x 2ml NSX 36 893110426124 | 1
hydroclorid tiém (VD-31518-19)
20mg/2ml
9 [|Furosol Furosemid 20mg/2ml |Dung dich Hop 10 6ng x 2ml NSX 24 1893110426224 | 1
tiém (VD-24683-16)

10 |Garnotal Phenobarbital 100mg [Vién nén Hop 10 vix 10 vién [ NSX 36 893112426324 | 1
(VD-24084-16)

11 |Haloperidol 2 mg |Haloperidol 2mg Vién nén Hop 110 x200 vién | NSX 36 1893110426424 | 1
(VD-18188-13)

12 [Meloxicam 15mg [Meloxicam 15mg Vién nén Hop 3 vi x 10 vién NSX 36 893110426524 | 1
(VD-31520-19)

13 [Neuropyl 400 Piracetam 400mg Vién nang Hop 5 vix 10 vién NSX 36 893110426624 | 1
cing (VD-25094-16)
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STT Tén thudc Hoat chét chinh - | Dang bao ché [ Quy cach déng géi| Tiéu | Tudi S ding ky | SO
Ham lugng chuin | tho gia han lin
(thang)| (S6 dangky | gia
da cip) han
@) ) ®) (4) ) (6) () (8) )
32 |Tenofovir 300 Tenofovir disoproxil |[Vién nénbao [Hop 3 vix 10 vién NSX 36 1893110428524 | 1
fumarat 300mg phim (VD-31557-19)

13. Co sé ding ky: Cong ty c6 phin dwoc phi

phd Long Xuyén, Tinh An Giang, Viét Nam)

im Agimexpharm (Pia chi: 27 Nguyén Thai Hoc, Phudng My Binh, Thanh

13.1. Co 6 san xuét: Cong ty ¢ phan dwgc phAm Agimexpharm (Dia chi: Pudng Vii Trong Phung, Khom Thanh An, P.
My Thoi, TP. Long Xuyén, Tinh An Giang, Viét Nam)

33 [Loperamid Loperamid Vién nang Hop 10 vix 10 vién | NSX 36 1893100428624 | 1
hydroclorid 2mg cing (VD-21625-14)
34 |Agoflox Ofloxacin 200mg Viénnén bao |Hop 03 vix 10 NSX 36 893115428724 | 1
phim vién, Hop 05 vi x (VD-24706-16)
10 vién, Hop 06 vi
x 10 vién, Hop 10
vi x 10 vién
35 |Agicardi Bisoprolol fumarat  |Vién nén bao |Hop 3 vi x 10 vién NSX 24 1893110428824 | 1
5mg phim (VD-25113-16)
36 |Agicarvir Entecavir (dudi dang [Vién nénbao |Hop 03 vix 10 NSX 24 1893114428924 | 1
Entecavir phim vién, Hop 06 vi x (VD-25114-16)
monohydrat) 0,5mg 10 vién, Hop 10 vi
x 10 vién
37 |Agicetam 400 Piracetam 400mg Vién nang Hop 10 vix 10 NSX 36 893110429024 | 1
cing vién; Hop 1 chai x (VD-26091-17)
30 vién, Hop 1 chai
x 50 vién, Chai 100
vién, Chai 200
vién, Chai 500
vién, Chai 300 vién
38 |Agicetam 800 Piracetam 800mg Viénnénbao |Hop 10 vix 10 vién | NSX 36 1893110429124 | 1
phim (VD-25115-16)
39 |Agi-cotrim F Sulfamethoxazol Vién nén Hop 10 vix 10 NSX 36 1893110429224 | 1
800mg; vién; Hop 1 chai x (VD-25116-16)
Trimethoprim 160mg 100 vién; Hop 1
chai x 200 vién;
Chai 500 vién
40 [Agidoxin Pyridoxin Vién nén bao |Hop 03 vi, 06 vi, NSX 24 1893110429324 | 1
hydroclorid 250mg  |phim 10 vi x 10 vién (VD-31560-19)
41 |Agietoxib 60 Etoricoxib 60mg Vién nén bao |Hop 3 vi, 6 vi, 10 NSX 36 893110429424 | 1
phim vix 10 vién (VD-31561-19)
42 |Agifovir Tenofovir disoproxil |Viénnénbao [Hop 3 vix 10 vién; | NSX 24 1893110429524 | 1
fumarat 300mg phim Hop 1 chai x 30 (VD-18925-13)
vién
43 |Agilinco Lincomycin (du6i Vién nang Hop 3 vix 10 vién, | NSX 36 893110429624 | 1
dang Lincomycin cing vhop 6 vix 10 (VD-31562-19)
hydroclorid) 500mg vién, hop 10 vi x
10 vién, hop 1 chai
x 100 vién
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STT Tén thudc Hoat chét chinh - | Dang bao ché [ Quy cach déng géi| Tiéu | Tudi S ding ky | SO
Ham lugng chuin | tho gia han lin
(thang)| (S6 dangky | gia
da cip) han
1) ) ®3) (4) (%) (6) () (8) 9)
44 |Agilodin Loratadin 10mg Vién nén Hop3vi,6vi,10 |USP40| 36 |[893100429724 | 1
vi x 10 vién (VD-32499-19)
45 |Agimetpred 4 Methylprednisolon  |Vién nén Hop 3 vi, 6 vix 10 NSX 36 893110429824 | 1
4mg vién (VD-24111-16)
46 |Agimlisin 10 Lisinopril (duéi dang [Vién nén Hop 03 vix 10 NSX 36 893110429924 | 1
Lisinopril dihydrat) vién, Hop 06 vi x (VD-26721-17)
10mg 10 vién, Hop 10 vi
x 10 vién
47 |Aginolol 50 Atenolol 50mg Vién nén Hop 3 vix 10 vién; | NSX 36 1893110430024 | 1
Hop 10 vi x 10 vién (VD-24704-16)
48 |Agintidin 400 Cimetidin 400mg Viénnénbao |Hop 10 vix 10 vién | NSX 36 893110430124 | 1
phim (VD-25121-16)
49 |Agiroxi 150 Roxithromycin Viénnén bao | Hop 3 vi, 6 vi, 10 NSX 36 1893110430224 | 1
150mg phim vi x 10 vién (VD-25123-16)
50 [Agisimva 10 Simvastatin 10mg Viénnénbao |[Hop 3,6, 10 vix NSX 36 893110430324 | 1
phim 10 vién (VD-25607-16)
51 [Crybotas 50 Cilostazol 50mg Vién nén Hop 3 vi, 6 vi, 10 NSX 36 1893110430424 | 1
vi x 10 vién (VD-31569-19)
52 |Epegis Eperison hydroclorid |Vién nén bao |Hop 3 vi x 10 vién NSX 36 893110430524 | 1
50mg phim (VD-23488-15)
53 |Goutcolcin Colchicin 1mg Vién nén Hop 2 vix 20 vién | NSX 24 1893115430624 | 1
(VD-24115-16)
54 |Ifatrax Itraconazol (duéi Vién nang Hop 1 vi, 3 vi, 4 vi NSX 36 1893110430724 | 1
dang vi hat chtra cing x 4 vién; Hop 3 vi (VD-31570-19)
Itraconazol 22% x 10 vién
kl/kl) 100mg
55 [Lopigim 300 Gemfibrozil 300mg [Vién nang Hop 3 vi, 6 vi, 10 NSX 36 893110430824 | 1
cing vi x 10 vién (VD-31572-19)
56 [Magaltab Magnesi hydroxyd  |Vién nén nhai |Hop 1 chai x 50 NSX 36 893100430924 | 1
400mg; Nhdm vién; Hop 4 vix 12 (VD-29665-18)
hydroxyd (du¢i dang vién; Hop 6 vi x 12
Nhoém hydroxyd gel vién; Chai 50 vién;
khd) 400mg Chai 100 vién;
Chai 120 vién;
Chai 150 vién;
Chai 200 vién;
Chai 300 vién;
Chai 500 vién
57 [Mebendazol Mebendazol 500mg |Viénnénbao |Hop 1 vix 1 vién NSX 36 1893100431024 | 1
phim (VD-25614-16)
58 |Niztahis 300 Nizatidin 300mg Vién nang Hop 3 vi, 6 vi, 10 NSX 36 (893110431124 | 1
cing vi x 10 vién (VD-31573-19)
59 [Rabepagi 10 Rabeprazol natri Viénnénbao [Hop 3 vi, 6 vi, 10 NSX 24 1893110431224 | 1

10mg

tan trong rudt

vi x 10 vién

(VD-28832-18)




