LW A

CONG TY CP DUQC PHAM CONG HOA XA HQI CHU NGHIA VIET NAM

AGIMEXPHARM Doc lap — Tw do — Hanh phiic
S0: 57.1/KD/AGP
(V/v thay doi s6 c‘t’ang ky cua An Giang, ngay 25 thdng 02 nam 2025
thudc tring thau )

-SO Y TE TiNH KIEN GIANG
- CAC CO SO Y TE TREN PIA BAN TiNH KIEN GIANG

Kinh giri:

Coéng ty Cb phan Dugc phdm Agimexpharm xin gui 161 chie sitc khoe va cam on dén Quy don vi
d4 quan tAm va ing hd Cong ty chiing t6i trong sudt thoi gian qua.

Cin ctr Quyét dinh sb: 181/Qb-QLD ky ngay 21/03/2024 ctia Cyc Quan ly Duogc vé viéc ban hanh
Danh muc 881 thudc san xuét trong nude duge gia han gidy dang ky luu hanh tai Viét Nam — Dot 193.

Can ctr Quyét dinh sé: 401/Qb-QLD ky ngay 18/06/2024 ctia Cyc Quén ly Duogc v& viéc ban hanh
Danh muc 512 thudc san xuét trong nuée duge gia han gidy dang ky luu hanh tai Viét Nam — Dot 200.

Cén cu Quyet dinh so 1630/QD-SYT ngay 27/6/2024 ctia S& Y té v& viéc phé duyét két qua
lua chon nha thiu G6i sb 2: Goi thau thudc generic thong thudng thudc ké hoach lua chon nha thiu
cung cip thudc tap trung tinh Kién Giang, giai doan 2023-2025 (dot 3).

Trong d6, Cong ty C Phan Dugc Phdm Aglmexpharm c6 tring thiu cic mat ‘hang ¢4 trong danh
muc Cuc Quan ly Duogc cap sb dang ky gia han mdéi gia han. Nay Cong ty Cb Phén Dugc Phim

Agimexpharm kinh guri dén Quy don vi cong vin xin thay dbi s6 ding ky mdéi gia han v6i ndi dung cu
thé nhu sau:

s s & S6 ding ky S6 ding ky
§ | SIT trong p Tén hang héa | Ham | HAngsanxuat | Don | o o5 5aschp | Cyc QLD gia han
T HSMT Hoat chat dwithxu i - Nuéc sén vi SPK tri S& ding kv
T | (Mithube) : wong xuft tinh [BBK tring (S0 diing ky
thau) xin thay doi)
1 | PP2300629811 | Piracetam Agicetam 400 | 400mg A_g’\‘,‘;g‘g;anim Vién | VD-26091-17 893110429024
2 | PP2300629813 | Piracetam Agicetam 400 | 400mg Ajg’\‘;i‘gi‘%l;‘:“ Vién | VD-26091-17 893110429024
Sumatriptan (dudi Agi h
3 | PP2300630046 | dang Sumatriptan | Sutagran 50 | 50mg EUNCXPNAM | vrien | VD-23493-15 893110145824
succinat) - Vigt Nam

Cong ty Chung t6i cam két chét luong cua cc sin phdm van khong thay dbi.

R4t mong nhén duoc su chip thuan cta Quy don vi.

Cong ty chung t6i xin chan thanh cdm on va trin trong kinh chio!

Dai dlen ho’p phap ciia nha thau

DS. NGUYEN VAN KHA




Y CONG HOA XA HQI CHU NGHIA VIET NAM
MINI STP:Y OF HEALTH SOCTIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC P 1ap - Tu do - Hanh phiic
DliUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

138A Gidng VA - Ha Noi - Viet Nam
Tel: B4.4,37366483/38464413 - Fax: 84.438234758

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thubc . Agicetam 400
Name of Drug: o '

Thanh phan chinh, ham luo'ng
Actlve Ingredients, Strength

‘Ha Néi, ngay 06 thang 02 nam 2017,

2 g
KT. cuc TRUONG CUC QUAN LY DUQC
"~ FOR GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

, PHO CUC TRUONG
DEPUTY GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF V|ETNAM

Lol BIA Ranh Trang
1- Gidy phepsiul fpke€an pham nay dugc cap theo ding ho
dang ky thubc da duoc Bo Y té phé duyét. ;
This marketing authorization has been issued in accordance with the
approved by the Vietnam Ministry of Health. F s %
4 2-Bat ol sw thay ddi ndo vé ndi dung clia giay phép phél L 8
* - CucQuénly duge - B Y té xdc nhan. - R IR -

Any variations of the contents of the markermg auzhorizatlon are requ;red to be.
adopted by the DrugAdmmistrat/on of Wemam o




. Ky boi: Cye Qui
\ lyDuqc
¢ Coquan: By Y té

/; fg;{)grzaa‘;é BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
! CUC QUAN LY DUQC Doc lap - Tw do - Hanh phiic
Sb: 401 /QD-QLD Ha Noi, ngay 18 thdng 06 ndm 2024
QUYET PINH

Veé viéc ban hanh Danh myc 512 thudc san xuit trong
dwoc gia han gidy ding ky lwru hanh tai Viégt Nam - Dof

CUC TRUONG CUC QUAN LY DUQC
2 AGIMEXPHARM
Can cie Ludt Duoc sé 105/2016/QH]13 ngay 06/4/2016; @
Can cit Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phn
chitc nang, nhiém vu, quyen han va co cdu 16 chike cia B6 Y 1é;

Cen cir Quyét dinh 56 1 969/0D -BYT ngay 26/4/2023 cua Bo truong Bo Y 16 quy
dinh chitc nang, nhiém vu, quyén han va co cdu 16 chire ciia Cuc Qudn Iy Duge thujce
Bj Y té;

Cén cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 cua B¢ truéng BG Y 1é
quy dinh viéc dang ky luu hanh thube, nguyén liéu lam thuéc;

Can cir két ludn cua Hoi dong tw van cap gidy ding ky luu hanh thuéc, nguyen
liéu lom thubc - Bo Y té dot 200 tqi Cong van 56 43/HDTV-VPHD ngay 15/5/2024 cua
Vin phong Hoi dong tw van cap GDKLH thuée, nguyén liéu lam thudc;

Theo dé nghi ciia Trudng phong Ddng ky thuée, Cuc Quan Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh ndy danh muc 512 thudc san xuét trong
nuéc duoc gia han gidy ding ky luu hanh tai Viét Nam - Dot 200, cu the

1. Danh muc 418 thudc san xudt trong nuéc duge gia han gidy dang ky luu
hanh higu lyc 05 ndm (Phu luc I kém theo).

2. Danh muc 89 thudc san xuét trong nuéc duge gia han gidy dang ky luu hanh
hiéu Iuc 03 nam (Phu luc 11 kém theo).

3. Danh muc 05 thudc san xuat trong nuéc duge gia han gidy dang ky Iuu hanh
hiéu luc dén 31/12/2025 (Phu luc III kem theo).

Piéu 2. Co s6 san Xut va co s& dang ky thudc c6 trach nhiém:

1. San xuét thude theo dung cac ho so, tai liéu d& ding ky v6i BO Y té va phai
in sb dang ky duge Bo Y te Viét Nam cip 1én nhén thude.

2. Chi dugc san xut, dua ra luu hanh cac thudc kiém soét dac biét khi c6 Gidy
chirng nhén du didu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
d3c bigt phu hop v6i pham vi hoat dong cua co so dap tmg quy dinh tai khoan 5 biédu
143 Nghi dinh 6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh pht quy dinh chi tiét mot
sb diéu va bién phap thi hanh Luat Dugc.

3. Thyc hién viéc cdp nhat tiéu chuin chét lugng clia thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truéng B6 Y té quy dinh vé
chét luong thudc, nguyén liéu lam thudc.

4. Thube duoc gia han gidy dang ky luu hanh tai Quyét dinh ‘nay nhung chua
ndp hd so cép nhat ndi dung nhin thubc, to huéng dan str dung thude theo quy dinh
cta Thong tu 01/2018/TT-BYT ngay 18/01/2018 ciia B6 truéng BO Y té thi phai thuc
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hién cap nhét theo quy dinh tai diém b Khoan 1 Dleu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngy duoc gia han g1ay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia han
gidy dang ky luu hanh theo Quyét dinh ndy c6 thay d6i vé ndi dung hanh chinh phai
san xuat va luu hanh véi cac ndi dung dd duge phé duyét thay ddi trong hd so gia han.

6. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
higu luc cua gidy dang ky luu hanh thude, nguyén ligu lam thubc. Trong trudng hop
khong con dép tmg du diéu kién hoat ddng, co s& dang ky phai c6 trach nhiém thuc
hién thay dbi co s& déng ky theo quy dinh tai Thong tu s6 08/2022/TT- ——-"=_~.~: Qi

Q

han 30 ngay ké tir ngay (Il dang ky khong con du diéu kién hoat dong

7. Co s& san xuét thube pha1 béo dam cac didu kién hoat dong .'
xuét trong thdi han hiéu luc cta gidy dang ky luu hanh thudc, nguyén ‘

8. Cac thuoc dugc gia han gidy dang ky luu hanh tai Quyet dipd
tuc st dung so dang ky da cép trudce khi gia han trong thoi han tbi d &\
ngay dugc cap s6 dang ky gia han theo quy dinh tai Phu luc VI ban Rg
Théng tu s6 08/2022/TT-BYT.

9. Phéi hop véi cic co s& didu tri dé thuc hién theo ding cac quy dmh hlen
hanh vé thubc k& don, theo ddi an toan, hi¢u qua, tac dung khong mong mubn cua
thubc trén ngudi Viét Nam va tong hop, bao céo theo quy dinh tai Piéu 5 Thong tu sb
08/2022/TT-BYT dbi vé6i cac thudc trong Phu luc 1T ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Diéu 4. Giam dbc S& Y té cac tinh, thanh phd truc thude Trung wong va Gidm
dbc co s& san xudt va co s& ding ky c6 thubc tai Piéu 1 ch1u trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: J— ! (&) TRUONG
£, C

- Nhu Piéu 4; N
- BT. Dao Hong Lan (dé blc); /’(} D
- TT. D3 Xun Tuyén (dé blc); fg cuc \;2\ W

- Cuc Y € GTVT - Bo Giao thong van ti;
- Téng Cuc Hai quan - Bo Tai chinh;

- Bao hiém x4 hoi Viét Nam; S
-B6 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tun Cuong
B6, Vian phong HPTV cdp GPKLH thube, NLLT;

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

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

- Céc Bénh vién, Vlen c6 giudong bénh truc thude BO Y té;

- Trung tdm mua sAm tap trung thube quoc gia;

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

Website;

- Lwu: VT, DKT (C.H) (02b).

-Cuc Quany-Bd Qudc phong, Cuc Y té - B6 Cong an; i\ﬁwﬁﬁzé -
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DANH MUC 418 THUOC SAN XUAT TRONG NUGC BUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - DQT 200

(Kem theo Quyét dinh sé 401

/OD-QLD ngay 18

thang 06 ndm 2024

cua Cuc Quan Iy Duoc)
STT Tén thube Hoat chit chinh - | Dang bao ché | Quy cach déng géi| Tiéu Tubi S6 dang ky S6
Ham luwgng chuin | tho gia han lin
(thang)| (SO dingky | gia
da cip) han
@ @ A “@ (&) (6) Q) o @

1. Co s& dang ky: Cong ty cé phin Dugc - Vit tuy té Nghé An (Dia chi: S6 68 duong Nguyén Sy Sg

Phuc, thanh phé Vinh, tinh Nghé An, Viét Nam)

1.1. Co sé san xuit: Cong ty ) ph:“m Duoec - Vattuy té Nghé An (Dia chi: S6 68 dudng Nguyén

Phiic, thanh phé Vinh, tinh Nghé An, Viét Nam)

déch, PKBng Fu
DUGC PHAM

O]

0 TWT IV NED =

1 |CinatamDNA Cinarizin 25mg; Vién nang Hop 6 vix 10 vién; | NSX 36\ 'Wﬁfﬁw ,.o?'

Piracetam 400mg cung Hép 10 vi x 10 vién

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

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

vién, Lo 100 vién

2. Co s& dang ky: Cong ty cb phan dwgc Apimed (Pia chi: 263/9 Ly Thudng Kiét, Phudng 15, Quén 11, Thanh phd H6 Chi
Minh, Viét Nam)
2.1. Co &' san xut: Cong ty ¢b phin dugc Apimed (Dia chi: Pudng N1, cum céng nghiép Phi Thanh — Vinh Thanh, x&
Vinh Thanh, huyén Nhon Trach, tinh Pdng Nai, Viét Nam)

4 |Misopato 5 Bisoprolol fumarat |Viénnénbao |HOp3 vix 10vién |USP38| 24 |[893110425724 1
5mg phim (VD-31034-18)

5 |Nooapi 400 Piracetam 400mg Vién nén bao |Hop 10 vix 10 vién [ NSX 24 (893110425824 1
phim (VD-31036-18)

6 |Nooapi 800 Piracetam 800mg Vién nén bao |HoOp 10 vix 10 vién | NSX 24 1893110425924 1
phim (VD-30220-18)

7 |Sucrapi Sucralfat 1000mg Hon dich ubng |Hop 20 géi x Sml; NSX 24 1893100426024 | 1
Hép 50 goi x 5ml (VD-30914-18)

'3. Co sé ding ky: Cong ty cb phin dwgce Danapha (Dia chi: 253 Diing ST Thanh Khé, phuong Thanh Khé Téy, quan Thanh
Khé, thanh phé Da Néng, Viét Nam)

3.1. Co s6 san xuét: Cong ty cb phin dwoe Danapha (Dia chi: 253 Diing ST Thanh Khé, phuong Thanh Khé Tay, quan

Thanh Khé, thanh phb Pa Ning, Viét Nam)

8 [Disidana Nefopam Dung dich Hop 10 éng x 2ml NSX 36 1893110426124 1
hydroclorid tiém (VD-31518-19)
20mg/2ml
9 |Furosol Furosemid 20mg/2ml [Dung dich Hép 10 dng 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 x 200 vién | NSX 36 (893110426424 1
(VD-18188-13)

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

13 [Neuropyl 400 Piracetam 400mg Vién nang Hoép 5vix 10 viéen | NSX 36 893110426624 1
cung (VD-25094-16)
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STT| Tén thubc Hoat chit chinh - |Dang bao ché|Quy cich déng géi| Tiéu | Tudi | SO6dangky | Sb
Ham lwong chuén | tho gia han lin
(thing)| (S6 dingky | gia
da cip) han
(6)) ?) A @ ) () ) (8 €))
32 |Tenofovir 300 Tenofovir disoproxil |Viénnénbao |[HOp 3 vix 10vién | NSX 36 893110428524 | 1
fumarat 300mg phim (VD-31557-19)

13. Co sé dang ky: Cong ty ¢b phén duoc phi
phd Long Xuyén, Tinh An Giang, Viét Nam)

im Agimexpharm (Dia chi: 27 Nguyén Thai Hoc, Phuong M§ Binh, Thanh

13.1. Co sé san xuit: Cong ty ¢ phin duge phdm Agimexpharm (Dia chi: Pudng Vi Trong Phung, Khém Thanh An, P.
Mgy Thai, TP. Long Xuyén, Tinh An Giang, Viét Nam)

33 |Loperamid Loperamid Vién nang Hop 10 vix 10 vién | NSX 36 (893100428624 1
hydroclorid 2mg cimg =211 3
34 |Agoflox Ofloxacin 200mg Vién nén bao [Hop 03 vix 10 NSX 36 o 3115428 1
phim vién, Hop 05 vi x s (\Qﬁ%gdafm 2
10 vién, Hop 06 vi * 2 s
x 10 vién, Hop 10 ) DUOC PHAM ©
vix 10 vién (&MEXPHARMG‘
35 |Agicardi Bisoprolol fumarat |Viénnénbao |Hop 3 vix 10vién | NSX 24 N ) 1
Smg phim (VD= -16)
36 |Agicarvir Entecavir (du¢i dang |Vién nén bao |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
737 |Agicetam 400 Piracetam 400mg Vién nang Hop 10 vix 10 NSX 36 1893110429024 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 Vién nén bao |Hop 10 vix 10 vién | NSX 36 (893110429124 1
phim (VD-25115-16)
39 |Agi-cotrim F Sulfamethoxazol Vién nén Hép 10 vix 10 NSX 36 893110429224 | 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 893110429324 1
hydroclorid 250mg  [phim 10 vix 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 chaix 30 (VD-18925-13)
vién
43 |Agilinco Lincomycin (dudi Vién nang Hop 3 vix 10 vién, | NSX 36 893110429624 1
dang Lincomycin cing vhép 6 vix 10 (VD-31562-19)
hydroclorid) 500mg vién, hop 10 vi x
10 vién, hop 1 chai
x 100 vién




BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Pic 1ap - Ty do - Hanh phiic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

138A Gidng VO - Ha Noi - Viet Nam
Tel: 84.4.37366483/38464413 - Fax: 84.438234758

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thude Sutagran 50

Name of Drug:

Thanh phan chinh, ham lwgng  :  Sumatriptan (dudi dang Sumatriptan succinat) 50mg
Active Ingredients, Strength:

Qui cach déng géi, bao ché : Hop 1 Vi, 2 vix 6 vién; Vién nén bao phim
Packing Size, Dosage form:

Tiéu chuén chét lwgng :  TCCS

Quality Specification:

Han diing . 36thang

Shelf- life:

S6 gidy phép Itru hanh san pham (SBK): [ VD-23493-15 |

Marketing Authonzation Number:

$6 quyét dinh . 662/Qb-QLD Ngay cap: 17/12/2015
Approval Decision Number: Date of Issuance:

Hiéu lyc cla gidy phép Iy hanh san pham: c6 gid trj 05 nam k& tir ngay cip
Expiration Date of this Marketing Authornization:

Tén co s& dang ky :  Coéngty cb phdn dwoe phdm Agimexpharm
Name of Marketing Authorization Holder
Bija chi . 27 Nguyén Théi Hoc, P. My Binh, TP. Long Xuyén, An
Address: Giang - Viét Nam
Tén co s& san xuét : Chi nhanh cong ty cd phin dwgc phim
Name of Manufacturer: Agimexpharm- Nha may sin xudt dwgc phim
Agimexpharm
Bia chi . buwong Vi Trong Phung, Khém Thanh An, P. My Théi,
Address: TP. Long Xuyén, Tinh An Giang - Viét Nam
Tén co s& dong goi : -
Name of Assembler
s > P4
Bia chi CTY CP DUGIC PHAM AGIMEXPHARM
Addnsss.CHU oy '
‘./- y

2

Ha Néi, ngay 17 théng 12 ndm 2015,

CUC TRUONG CUC QUAN LY DUQC
: GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM &

d&ng ky thudc da duoc Ba Y té phé duyét.

This marketing authorization has been issued in accordance with
approved by the Vietnam Ministry of Health,

2- Bét clr sw thay ddi ndo vé ndi dung clia gidy phép phai the
Cuc Quan ly dwoce - Bo Y té xac nhan.
Any variations of the contents of the marketing authorization are required to be
adopted by the Drug Administration of Vietnam.
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i@:} Cambint BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

% CUC QUAN LY DUQC Poc 1ap - Ty do - Hanh phuc
S6:181  /QDB-QLD Hé Néi, ngay 21 thding 03 ndm 2024
QUYET PINH

Vé viéc ban hanh Danh muc 881 thudc san xuit trong
dwoc gia han gidy ding ky lru hanh tai Viét Nam - Dgte

CUC TRUONG CUC QUAN LY DUQC
2 AGIMEXPHARM
Can cur Ludt Duoc sé 105/2016/QH13 ngay 06/4/2016; %6 XUvERD
Can cie Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 ctia Chinh phirgee=sr
chikc ndng, nhiém vu, quyen han va co cdu 16 chirc ciia B Y té;

Can cir Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 ciia Bé trudng Bo Y 1é quy
dinh chitc ndng, nhiém vy, quyén han va co cdu t6 chikc ctia Cuc Quan Iy Duoc thugc
Bo Y té;

Cdn cit Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 cia Bj trudng B ¥ 1é
quy dinh viéc dang ky luu hanh thuéc, nguyén ligu lam thudc;

Can cit két ludn cua Hoi dong tu van cdp gzay dang ky heu hanh thude, nguyén
liéu lam thudc - Bo Y 16 dot 193 tai Cong van s6 15/HDTV-VPHD ngay 19/02/2024
ciia Van phong Hji dong tw van cap GPKLH thude, nguyén liéu lam thuéc;

Theo dé nghi cua Trueéng phong Déng ky thuéc, Cuc Quan Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muc 881 thudc san xudt trong
nuée duge gia han gidy dang ky luu hanh tai Viét Nam - Dot 193, cu the

1. Danh muc 595 thudc san xuét trong nuée duge gia han gidy dang ky luu
hanh hiéu luc 05 nam (Phu luc I kém theo).

2. Danh muc 285 thudc san xuit trong nudc dugc gia han gidy ding ky luu
hanh hiéu luc 03 ndm (Phu luc 1I kem theo).

3. Danh muc 01 thudc san xuét trong nu6e dugc gia han gidy dang ky luu hanh
hidu luc dén 31/12/2025 (Phu luc III kém theo).

Didu 2. Co s& san xut va co so dang ky thude ¢6 trach nhiém:

1. San xuét thudc theo ding cac hb so, tai liéu da dang ky voi BO Y & va phai
in s dang ky duoc Bd Y te Viét Nam c4p 1én nhén thubc.

2. Chi duoc san xuét, dua ra luu hanh cac thude kidm soat dic biét khi c6 Gidy
chirg nhan @ didu kién kinh doanh duge pham vi kinh doanh thudc phai kiém soat
ddc biét phu hop v6i pham vi hoat dong cua co s¢ dap Gmg quy dinh tai khoan 5 bidu
143 Nghi dinh 6 54/2017/ND-CP ngay 08/5/2017 cua Chinh pha quy dinh chi tiét mot
s6 diu va bién phéap thi hanh Luat Duge.

3. Thuc hién vi€c cép nhat ti€u chuin chét luong cta thube theo quy dinh tai
Théng tu s 11/2018/TT-BYT ngay 04/5/2018 cia Bo trudng B Y t€ quy dinh vé
chét luong thude, nguyén liéu lam thude.

4. Thube duge gia han gidy déng ky luu hanh tai Quyét dinh ‘nay nhung chua
ndp hd so cép nhat ndi dung nhin thude, t& huéng dan st dung thube theo quy dinh
ctia Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong Bo Y té thi phai thuc




2

hién cép nhat theo quy dinh tai diém b Khoan 1 Dleu 37 Thong tu s& 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duoc gia han glay dang ky luu hanh.

5. Sau 12 thang ké tur ngay ky ban hanh Quyét dinh nay, cac thude duogc gia han
glay dang ky luu hanh theo Quyet dinh nay c6 thay dbi vé noi dung hanh chinh (bao
gdm ca mau nhén va t& huéng dan sir dung thudc) phai san xuit va luu hanh véi cic
ndi dung da dugc phé duyét thay ddi trong hd so gia han.

6. Co so dang ky thuoc phal bao dam duy tr1 dleu k1en hoat dong trong o

hién thay dbi co s& dang ky theo quy dmh tai Thong tu s6 08/2022/TT-B
han 30 ngay ké tir ngay co s& déng ky khong con du diéu kién hoat dong

7. Co s& san xuét thude phai bao dam céac diéu kién hoat ddng
xuét trong thoi han hiéu luc cla gidy déng ky luu hanh thude, nguyén ligNE

8. Cac thuoc dugc gla han gidy dang ky luu hanh tai Quyet dinh n; L
tuc st dung so dang ky da cép trudce khi gia han trong thdi han t6i da 12 thang
ngay duoc cap s0 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phdi hop véi cac co s didu tri dé thuc hién theo ding cic quy dinh hién
hanh v& thubc ké don, theo ddi an toan, hiéu qua, tac dung khong mong mudn cua
thubc trén nguoi Viét Nam va tong hop, béo cao theo quy dinh tai Piéu 5 Thong tu sb
08/2022/TT-BYT dbi v&i céc thude trong Phy luc T ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh ndy c6 hidu luc ké tir ngay ky ban hanh.

Piéu 4. Giam ddc S& Y té céc tinh, thanh phé truc thudc Trung wong va Gidm
dbc co s& san xult va co s& dang ky c6 thudc tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin:

- Nhu biéu 4;

- BT. Pao Hong Lan (dé b/c);

- TT. B3 Xuan Tuyén (& b/c);

- Cuc Quéany-B9o Quéc phong, Cuc Y té - Bo Cong an;
- Cuc Y t€ GTVT - Bo Giao thong vén tai;

- Téng Cuc Hai quan - B Tai chinh;

- Bao hiém x4 hdi Viét Nam;

B3 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tun Cwong
Bo, Van phong HPTV cép GPKLH thuée, NLLT;

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

- Téng Céng ty Dugc Viét Nam - Cong ty CP;

- Céc Bénh vién, Vién c6 giudong bénh truc thugec B6 Y té;

- Trung tdm mua sim tép trung thubc quoc gia;

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

Website;

- Luu: VT, BKT (C.H) (02b).




(Kém theo Quyét dinh s6 181 /OD-QLD ngay 21 thdng 03 ndm 2024

Phu luc I )
DANH MUC 595 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - PQT 193

ctia Cyc Quan ly Dugc)
STT| Tén thude Hoat chat chinh - |Dang bao | Quy cich dong goi | Tieu | Tudi S dangky |[S6 lan
Ham luwong ché chuén | tho gia han gia han
(thang)| (S6 ding ky
da ca
)] @ €] (G &) ©® Q) 281 60N )
1. Co sé ding ky: Cong ty ¢b phin Cong nghé sinh hgc - Dugc phim ICA (Pia chi: L6 10, dudn ; BIG

Viét Nam-Singapore, thi x& Thuén An, tinh Binh Duong, Viét Nam)

1.1. Co s& san xuét: Cong ty cb phin Cong nghé sinh hoc - Dwgc phidm ICA (Pia chi: L6 10, d
Viét Nam-Singapore, thi x& Thuén An, tinh Binh Duong, Viét Nam)

1

Coxlec

Celecoxib 200mg

Vién nang
cung

Hop 2 vix 10 vién,
vi PVC-Alu

NSX

36

2. Co s dang ky: Céng ty cd phin Dugc - vat tuwy t& Nghé An (Dia chi: S5 68 duong Nguyén S§ Séch, phuong Hung
Phiic, thanh phé Vinh, tinh Nghé An, Viét Nam) .
2.1. Co s& san xuét: Cong ty cd phan Dugc - vt tuy té Nghé An (Dia chi: S6 68 duomg Nguyén Sy Sach, phuong Hung
Phiic, thanh phé Vinh, tinh Nghé An, Viét Nam)

2

DNAStomat

Omeprazol (dudi
dang pellet
Omeprazol 8,5%:
235,3mg) 20mg

Vién nang
cung

Hop 10 vix 10 vién,
vi nhém/nhém; Hop
11o x 14 vién, lo
HDPE

NSX

36

893110136524 | 1
(VD-24933-16)

3. Co so dang ky: Cong ty ¢ phan Dwgc - Vat tw y t& Thanh Héa (Dia chi: S§ 232 Tran Phti, phuong Lam Son, thanh phd
Thanh Hoéa, tinh Thanh Hoa, Viét Nam)
3.1. Co sé sén xuét: Cong ty cd phan Duge — Vit tu y té Thanh Héa (Dja chi: S6 04 dwong Quang Trung, phudng Ngoc
Trao, thanh phé Thanh Hoa, tinh Thanh Héa, Viét Nam)

3 |Amoxicilin Amoxicilin (duéi Vién nang |Hop 10 vix 10 vién; | DDVN 24 893110136624 1
500 mg dang Amoxicilin ciing Hop 20 vi x 10 vién; \Y% (VD-24941-16)
trihydrat compacted) Hop 50 vix 10 vién
500mg
4 |Ampicilin Ampicilin (duéi Vién nang |Hop 10 vi x 10 vién; | DDVN 24 893110136724 1
500 mg dang Ampicilin cing Hop 20 vix 10 vi; \Y% (VD-24396-16)
trihydrat) S00mg Hop 50 vix 10 vién
5 |Diclofenac Diclofenac natri Viénnén |Hop 10 vix 10 vién |[DDVN 24 893110136824 1
50mg bao tan v (VD-21946-14)
trong rudt
6 |Glimethepharm |Glimepirid 2mg Viénnén |HOp3 vix 10vién; | NSX 36 893110136924 1
Hop 10 vi x 10 vién; (VD-30657-18)
Hop 50 vix 10 vién
7 |Gut C thepharm |Colchicin 1mg Viénnén |Hop 1 vix 20 vién NSX 36 | 893115137024 1
(VD-22270-15)
8 |Mectathepharm [Diosmectite 3g Thudc bot [Hop 30 gbi x 4g NSX 36 893100137124 1
pha hdn (VD-19554-13)
dich uéng
9 |Ptu Thepharm Propylthiouracil Viénnén |HOp 4 vix25vién; |DDVN 36 893110137224 1
50mg Hop 10 vix 25 A% (VD-18800-13)
Vién; Hop 1 1o x
100 vién
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STT Tén thudc Hoat chit chinh - |Dang bao | Quy cach déng goéi | Tiéu Tudi Sé dang ky |[S6 lan
Ham lwong ché chuén | tho gia han gia han
(thang)| (Sb ding ky
da cip)
@ @ 3 G &) © Q) ® ®
60 |Finasteride Finasterid 5mg Viénnén |Hop 3 vix 10 vién NSX 24 | 893110142324 1
bao phim (VD-24698-16)

61 |Gentamicin 0,3% |Gentamicin (dudi Dung dich |Hop 1 chai x 5Sml NSX 36 893110142424 1
dang Gentamycin nho mét (VD-30262-18)
sulphat) 15mg/5ml

62 |I-Zine Tetrahydrozolin Dung dich |Hop 1 chai x 6ml NSX 24 893110142524 1
hydroclorid 3mg/éml {nhé mét (V. -16)

LT
V(S D2 SN N

63 |Larevir 100 Lamivudin 100mg  |Viénnén [Hop 3 vix 10 vién NSX 24/ @/8,9ééWé4-?§2 v_\l

bao phim = (VD-29p65-13)\[©

64 |Larevir 150 Tamivudin 150mg__ |Viénnén |Hop 10 vix 10 vien | NSX | 2H7([BaSOM A |0, )1

bao phim © NAGHMEHBHARNS

65 |Larevir 300 Lamivudin 300mg  |Viénnén |Hop 10 vix 10 vién | NSX 24 1
A bao phim : #3)

66 |Magnesium - Magnesium lactat Viénnén |Hop 5 vix 10 vién NSX 24 | 893100142924 1

Vitamin B6 470mg; Vitamin B6 |bao phim (VD-19829-13)
Smg
67 |Medbose 50 Acarbose 50mg Viénnén |Hop 6 vix 10 vién; NSX 24 893110143024 1
bao phim |Hop 9 vix 10 vién (VD-30265-18)

68 |Natri clorid 0,9% [Natri clorid Nuéce sic  [Chai 200ml; Chai NSX 36 893100143124 1
0,9g/100ml miéng 500ml (VS-4951-16)

69 |Repainlin Diacerein 50mg Vién nang |Hop 3 vi x 10 vién NSX 24 893110143224 1

cung (VD-24110-16)
70 [Simze Ezetimib 10mg; Viénnén |HOp 3 vix 10vién, | NSX 24 893110143324 1
Simvastatin 10mg vi nhém alu-alu (VD-22788-15)
71 |Spaswell Phloroglucinol Viénnén |Hop 3 vix 10 vién; NSX 36 893110143424 1
dihydrat 80mg bao phim |Hop 10 vix 10 vién (VD-22434-15)
72 |Spibiotic 1,5 MIU|Spiramycin 1,5MIU [Viénnén |HOp 2 vix 8 vién NSX 36 893110143524 1
bao phim (VD-25599-16)

73 |Spibiotic 3 MIU [Spiramycin 3MIU Viénnén |HOp2 vix S vién NSX 24 893110143624 1
bao phim (VD-25111-16)

74 |Sulpirid Sulpirid 50mg Vién nang |Hop 3 vix 12 vién NSX 24 | 893110143724 1
cing (VD-20652-14)

75 |Timolol 0,25%  |Timolol (du6i dang |Dung dich [Hop 1 chai x Sml NSX 24 893110143824 1
Timolol maleat) nhé mét (VD-30266-18)
12,5mg/5ml

76 |Zostopain 60 Etoricoxib 60mg Viénnén |Hop 3 vix 10 vién; NSX 24 893110143924 1

bao phim |H¢p 10 vi x 10 vién (VD-30268-18)

13. Co s6 ding ky: Cong ty b phin duwgc phim Agimexpharm (DPja chi: 27 Nguyén Théi Hoc, Phuong My Binh, Thanh
phd Long Xuyén, Tinh An Giang, Viét Nam)

13.1. Co s& san xut: Chi nhanh Céng ty c6 phin dugc phim Agimexpharm - Nha m4y sén xuit duge phidm
Agimexpharm (Bia chi: Puong Vii Trong Phung - Khém Thanh An - P. My Théi - TP. Long Xuyén - An Giang, Viét Nam)

77 |Agilosart 12,5 Losartan kali 12,5mg |Viénnén |Hop 3 vix 10 vién; | NSX 36 893110144024 1
bao phim [Hop 6 vi x 10 vién; (VD-27745-17)
Hop 10 vix 10 vién,
nhdm-nhom
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STT Tén thuéc Hoat chét chinh - |Dang bao Quy cich dong goi | Tieu | Tubi Sé dang ky [Sé lan
Ham lwong ché chuén tho gia han gia han
(thang)| (S6 dang ky
da cip)
@ @ 3 “ ) © Q) ® ®)
92 |Niztahis 150 Nizatidin 150mg Viénnang [Hop 3,6, 10 vix 10 | NSX 36 | 893110145524 1
cung vién (VD-30285-18)
93 |Ribatagin 500 Ribavirin 500mg Viénnén |HOp 2 vix 10 vién, NSX 36 893114145624 1
s bao phim |vi nhdm - nhém (VD-28833-18)
94 jutagran 25 Sumatriptan (Duéi  Viénnén [Hop 1vi, 2 vix6 NSX 36 893110145724 1
N—"1 dang Sumatriptan bao phim [vién (VD-30287-18)
succinat) 25mg
95 |Sutagran 50 Sumatriptan (dud6i Viénnén |Hop1vi,2vix6 NSX 36 145824 1
dang Sumatriptan bao phim |vién, vi nhém-PVC 2> ﬂl& 15)
succinat) 50mg @4 NG TN
96 |Valsgim 160 Valsartan 160mg Viénnén |HOp 2 x 14 vién, NSX 2 \5%@10145 22 1
bao phim  |nhom - nhom * | DUGVDRRBARA-IS
97 [Valsgim 80 Valsartan 80mg Viénnén |Hop2vix 14 vién, | NSX ‘Q}QC 4B 2P 16 RA503 1
bao phim |nhém - nhém 04’(9 VD-2 ,;,/ )
= P
14. Co s ddng ky: Cong ty C6 phin Dugc phim Ampharco U.S.A (Pia chi: Khu cong nghiép Niren Track3, thi trdn Hiép

Phuée, huyén Nhon Trach, tinh D(‘Bng Nai, Viét Nam)

14.1. Co sé sdn xuit: Cong ty CH phin Dugc phim Ampharco U.S.A (Dia chi: Khu cong nghiép Nhon Trach 3, thi trin
Hiép Phuéc, huyén Nhon Trach, tinh Ddng Nai, Viét Nam)

98 [Maxxcardio-L 10 |Lisinopril (du6i dang [Vién nén Hop 1 vix 10 vién, NSX 36 893110146124 1
lisinopril dihydrat) ~ [bao phim |Hop 3 vix 10 vién, (VD-26730-17)
10mg Hop 10 vi x 10 vién,

vi nhém-nh6m
99 |Maxxcardio-L 5 |Lisinopril (du6i dang | Vién nén Hop 1 vix 10 vién, NSX 36 893110146224 1
lisinopril dihydrat)  |bao phim |Hop 3 vi x 10 vién, (VD-27769-17)
Smg Hop 10 vi x 10 vién,
vi nhém-nh6m
100 [Maxxflame-B10 [Baclofen 10mg Viénnén |HOp 1 vix 10 vién; NSX 24 893110146324 1
Hop 3 vix 10 vién; (VD-30290-18)
Hop 10 vi x 10 vién,
vi b4m nhém-nh6m
101 |Maxxhepa urso  |Acid Viénnang |Hop [ tGix 1vix 10| NSX 36 893110146424 1
300 capsules ursodeoxycholic cung vién, Hop 1 tui x 3 (VD-26732-17)
300mg vix 10 vién, Hop 1
tui x 10 vi x 10 vién,
vi b4m nhém - PVC
102 |Maxxmucous- Acetylcystein 600mg |Viénnang |Hop 1thix 1 vix 10| NSX 36 893100146524 1
AC 600 cing vién; Hop 1 thi x 3 (VD-29677-18)
vix 10 vién; Hop 1
tii x 10 vi x 10 vién,
vi bdm nhém-PVC

103 [Maxxneuro-DZ 5 |Donepezil Viénnén |Hoép 1 vix 10 vién; NSX 24 893110146624 1

hydroclorid 5mg bao phim |Hdp 3 vi x 10 vién; (VD-30293-18)
Hop 10 vi x 10 vién,
vi b4m nhém-nhom




CONG TY CO PHAN DUQC PHAM

TV.PHARM

00o

Sé: 09/CV.TV.PHARM

KINH GUT: SO Y TE TINH KIEN GIANG

CONG HOA XA HOI CHU NGHIA VIET NAM

Doc Lap — Tu Do- Hanh Phuc

o0o

Tra Vinh, ngay 25 thang 2 nam 2025

Cong ty cb phan dugc phdm TV.PHARM chén thanh cam on su hop tic va ung hod cia céac

co sO'y té tryc thude quy sé trong sudt thoi gian qua.

Can ctt Quyét dinh s 1630/QD-SYT ngay 27 thang 6 nim 2024 cia S6'Y té tinh Kién Giang vé
viéc phé duyét két qua lwa chon nha thiu cung cdp thudc tip trung tinh Kién Giang, giai doan

2023-2025 (dot 3);

Céng ty ¢ phan dugc phim TV.PHARM la don vi tring thau véi tong s6 28 mit hang,

trong d6 c6 mit hang:

S | Ténhanghéady | Ham | Dang | PVT | Quy SPK S6 Pon | Thanh
T thau lwgng | bao cach lwong gia tien
T che dong (co
goi VAT)
N a027
ZT\0
7%
!Q. C :\<-
i e 50
Vién 5(5' Dg';‘ <
nén |- Hop1o e\ [ o
1 | Dextromethorphan 15 | 15 mg b‘f" Vién vix 10 VD-31989- 907.000 | 136 123.352.000% IV.¥
phim vién 19 \’2\,4\_
S
\"—_

Nay Céng ty TV.Pharm giri cong vin ndy dén S&'y té tinh Kién Giang dé xin dugc thay

dbi vé so diing ky sdn phim trén theo Gidy phép Iuu hanh san phim; ké tir ngay 20/02/2025;

do mit hang Dextromethorphan 15mg di duoc cdp s6 ding ky méi theo Quyét dinh s6
364/QD-QLD ky ngay 07 thang 6 nam 2024 v& viéc ban hanh danh muc 484 thudc san xuit

trong nudc dugce gia han giéy dang ky luu hanh tai Viét Nam — Dot 199 cta Cuc quén ly dugc

Viét Nam

S6 ding ky cii

: VD-31989-19

Sé ding ky méi : 893110394824




Céng ty ¢b phan dugc phdm TV.Pharm kinh mong S& y té tinh Kién Giang vui long chép
thuan sy diéu chinh trén. Ching t6i xin giri kém Quyét dinh sb 364/QD-QLD dé chimg minh
sb ding ky didu chinh trén 13 ding.

Mot 14n nira, Chung t6i rdt mong duoc su gitp d& ctia Quy Bénh Vién. Ching t6i xin
chan thanh cadm on

Tran trong kinh chao!

T/M CT CPDP TV.PHARM
PHO TONG GIAM DOC

.,




. HAN\©
s CONGTYCOP 5148

'\ BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
EN\QUAN LY DUQC DPoc lap - Tw do - Hanh phiic

04 /QD-QLD Ha Néi, ngay 07 thdng 06 ndm 2024

QUYET PINH
vé vi€c ban hanh Danh muc 484 thudc san xuét trong nwdéc
dwoc gia han gidy ding ky lwu hanh tai Viét Nam - Pot 199

CUC TRUONG CUC QUAN LY DUQC

Céin cir Ludt Duge s6 105/2016/QH13 ngay 06/4/2016;
Cdn cik Nghi dinh s6 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phii quy dinh
churc nang, nhiém vy, quyén han va co cdu té chike ciia Bo Y té;

Cain cik Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 cua B truong Bo Y 1é quy
dinh chikc ndng, nhiém vy, quyén han va co cau 16 chitc ciia Cuc Quan Iy Dugc thudc
Bo Y té

Cdn cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 cia Bé truéng B Y té
quy dinh viéc ding ky leu hanh thudce, nguyén liéu lom thudc;

Cdn cir két ludn cia Hpi dong tw van cdp gidy ding ky lwu hanh thuéc, nguyén
liéu lam thudc - BG Y té dot 199 tai Cong vin s6 40/HDTV-VPHD ngay 08/5/2024 cia
Viin phong Hoi dong tw van cdp GDKLH thudc, nguyén liéu lam thudc;

Theo dé nghi cia Triedng phong Pdng ky thudc, Cuc Quan 1y Dugc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 484 thudc san xuét trong
nude duge gia han gidy dang ky luu hanh tai Viét Nam - Dot 199, cu thé:

1. Danh muc 362 thudc san xuit trong nuéc duoc gia han gidy ding ky luu
hanh hi¢u luc 05 ndm (Phu luc I kém theo).

2. Danh muc 104 thudc san xudt trong nudc duge gia han gidy ding ky luu
hanh hiéu luc 03 nam (Phu lu