CONG TY CP DUGQC PHAM CONG HOA XA HQI CHU NGHIA VIET NAM
AGIMEXPHARM Poc lap — Ty do — Hanh phie

$6: 271/T B-CNAGP Tp. Ho Chi Minh, ngay 01 thdng 11 ndm 2024
Vv thay doi s6 dang ky cua
thudc tring thiu

Kinh giri: SO Y TE BINH PHUGC

Céng ty CP Dugc phdm Agimexpharm xin giri 16 chiic sirc khoe va cam on dén Quy dom vi
da quan tdm va hop tac v6i Cong ty chiing t6i trong sudt thoi gian qua.
Cén cir Quyét dinh s6 46/QD SYT ngay 23 thang 01 ndm 2024 cua S¢ Y té vé viéc phé duyét

danh séch xép hang nha thiu géi thAu mua thudc generic cho cac co s& y té cong lap trén dia ban
tinh Binh Phuéce dot 1 giai doan 2023 — 2025;

Can cir Quyét dinh sb 444/Qb-QLD ngay 02/07/2024 cua Cyc Quan ly Dugc vé viéc ban
hanh Danh muc 111 thudc san xuét trong nude duge cap glay ding ky luu hanh tai Viét Nam - Dot
203;

Nay Céng ty CP Dugc p_hzim Agimexpharm kinh giri d¢én Quy don vi thong béo thay d6i s&
dang ky ctia thuoc da tring thau nhu sau:

Néng £ ax , £
STT Tén thubc Hoatchit | a3, Ham | ~°dangky 28 Qang Iy
trung thau thay doi
lwgng
1 LIPAGIM 300 Fenofibrat 300mg | VD-13319-10 | 893110573324

Céc thdng tin khac ciing nhu chit lugng ciia thudc khong thay dbi.
R4t mong nhin dugc su chip thuin ctia Quy don vi.

Cong ty ching t6i xin chdn thanh cdm on va tran trong kinh chao!

DAI DIEN HQP PHAP CUA NHA THAU
0. GIAM POC
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dwge cAp gidy ding ky lru hanh tai Viét Nam - Dot 203

CUC TRUONG CUC QUAN LY DUQC

Cdn cir Ludt Durgc 90' 105/2016/QH 13 ngay 06/4/2016;
Can ctr Nghi dinh so 95/2022/ND-CP ngay 15/1 1/2022 cua Chinh phu quy
dinh chirc nang nhiém vu, quyen han va co céu 6 chike ciia B6 Y té;

Céin cir Quyét dinh s6 1 969/QD-BYT ngay 26/4/2023 ciia Bo truong Bo Y té
quy dinh chirc nang, nhiém vu, quyén han va co cau 16 chire cria Cuc Quan ly Dirge
thudc B Y 1é;

Céin cir Théng tu s6 08/2022/TT-BYT ngcy 05/09/2022 cuia Bé trucng Bé Y té
quy dinh viéc dang ky luu hanh thuéc, nguyén li¢u lam rhuoc

Cdn cir két luin ciia Hoi déng nr van cdp g:ay dang ky lwu hanh thude,
nguyén liéu lam thuoe - B6 Y te dot 203 tai Cong van s6 51/VPHD ngay 29/5/2024
ctia Van phong Hoi dong tw van cdp GDKLH thudce, nguyén liéu lam thuoc,

Theo dé nghi ciia Truong phong Ddng ky thuée, Cuc Quan [y Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 111 thubc san xuat
trong nudc duge cip gidy dang ky luu hanh tai Viét Nam hiéu luce 5 nam - Dot 203
(Phu luc kém theo).

Piéu 2. Co 50 san Xudt va co so dang ky thudc ¢6 trach nhiém:

1. San xudt thudc theo dung céc hé s0, tai lieu dé dang ky voi BO Y té va
phai in sé ding ky duoc BoY té Viét Nam cép 1én nhan thudc.

2. Chi dugc san xuét, dua ra luu hanh cac thube kiém soat dic biét khi c6
Glay chimg nhan da diéu kién kinh doanh duge pham vi kinh doanh thudc phai
kiém soat dic biét phu hop v&i pham vi hoat ddng cla co s& dap ung quy dinh tai
khoan 5 Diéu 143 Nghi dinh 0 54/2017/ND-CP ngay 08/5/2017 cta Chinh phu
quy dinh chi tiét mot s didu va bién phép thi hanh Luét Dugec.

3. Thyc hi€n vi€c cdp nhét tiéu chudn chét lugng cta thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bo truong B 'Y té quy dinh vé
chét luong thube, nguyén liéu lam thude, Théng tu s6 03/2020/TT-BYT ngay
22/01/2020 cua B9 truong B Y té sira dbi, b6 sung mot sb didu cua Thong tu
11/2018/TT-BYT quy dinh vé chat lugng thude, nguyén liéu lam thudc.

4. Cap nhat nhan thubc, t& huéng dan st dung thude theo ‘quy dinh tai Thong
tw $6 01/2018/TT-BYT ngay 18/01/2018 cua B6 truéng Bo Y té quy dinh ghi nhin
thude, nguyén li¢u lam thube va to hudng dan st dung thude trong thoi han 06
thang ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thire thay déi, bd sung gidy
dang ky luu hanh thube.

5. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu lyc cua gidy dang ky luu hanh thude, nguyén liéu lam thubc. Trong
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trudng hop khong con dap ung du diéu kién hoat déng, co s& dang ky phai ¢6 trach
nhiém thyc hién thay dbi co s& diang ky theo quy dinh tai Thong tu s 08/2022/TT-
BYT trong thdi han 30 ngay ké tir ngay co s dang ky khong con du diéu kién hoat
dong.
‘ 6. Co s& san xuat thubc phai bao dam cac diéu kién hoat ddng clia co s& sén
'+ xuét trong thdi han hiéu luc cua gidy dang ky lwu hanh thudc, nguyén liéu lam
thude.
' Diéu 3. Quyét dinh nay co hiéu luc ké tir ngay ky ban hanh.
Diéu 4. Giam dbc S¢ Y té cac tinh, thanh phé truc thudc Trung wong va
Giam dbc co s& san xuét va co s¢ dang ky c¢6 thude tai Didu 1 chju trach nhiém thi
hanh Quyét dinh nay./.

pa] Yo

Noi nhan:

- Nhu Diéu 4;

- BT. Pao Hong Lan (dé b/c);
- TT. D6 Xuan Tuyén (dé b/c);
- Cuc Quan y - B Quéc phong, Cuc Y té - B4 Cong an; f-.
-Cuc Y t¢ GTVT - B Giao thong vén tai;
- Téng Cuc Hai quan - B§ Tai chinh;

- Bao hiém xa hi Viét Nam; ; = £ .
-Bd Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vi Tuan Cudng
Bo, Vin phong HDTV c¢dp GDKLH thude, NLLT;

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

- Tong Céng ty Duge Viét Nam - Cong ty CP;

- Cac Bénh vién, Vién c6 giudng bénh true thude B Y té;

- Trung tdm mua sam tap trung thudc quéc gia;

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

Website;

- Luu: VT, BK (C.H) (02b).
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Phu luc
DANH MUC 111 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - POT 203

(Kém theo Quyét dinh s6 444  /OP-QLD ngay 02 thang o7  ndm 2024
cua Cuc Quan Iy Dwroc)
STT Tén thube Hoat chit chinh- | Dangbao | Quycachdénggéi | Tiéu | Tubi | S6 ding ky
Ham lrong ché chuin tho
(thang)
1 (2) (3) (4) (5) (6) (7) (8)

1. Co sé diing ky: Cong ty c6 phin cong nghé Lavitec (Dia chi: L6 8 - CN 18, Khu céng nghiép Khai Quang, Phudng Khai
Quang, thanh phd Vinh Yén, tinh Vinh Phiic, Viét Nam)

1.1. Co s& san xuit: Cong ty ¢b phan cong nghé Lavitec (Pia chi: L6 8 - CN 18, Khu ¢dng nghi¢p Khai Quang, Phudng
Khai Quang, thanh phé Vinh Yén, tinh Vinh Phic, Viét Nam)

1 |Alfasept Skin Prep |Clorhexidin Dung dich Hop | chai 500ml va NSX 24 1893100572124
digluconat (dudi dang nap nhya dong bd; Hop
b gy dung dich Clorhexidin | chai 250ml yagnip xit.{ . . o
FOY T ST ' : N P Sl g
- digluconat 20%) 2,0% dng b R——
wiv
2 |Chlorhexidine 2%  |Clorhexidin Dung dich Hép 1 chai 500ml va NSX 24 | 893100572224

digluconat (duéi dang
dung dich Clorhexidin
digluconat 20%) 2,0%
wiv

nip nhura dong bo; Hop
1 chai 250ml va nép xit
dong bo

2. Co sé ding ky: Cong ty ¢b phin dwoc Apimed (Dia chi: 263/9 Ly Thuong Kiét, Phuong 15, Quan 11, Thanh phd:Mb
LN

Minh, Viét Nam) AM |8
2.1. Co so san xuét: Cong ty b ph.%in dugc Apimed (Dia chi: Duong N1, cum cong nghiép Phi Thanh — Vinh Thanh; 33
Vinh Thanh, huyén Nhon Trach, tinh Df‘)ng Nai, Viét Nam) £
A
3 [Alupigel 20% Aluminium phosphate |Hon dich Hop 20 géi x 20g; Hop | NSX 24 [ 893100372324
20% gel (tuong duong ubng 26 goi x 20g
2,476g Aluminium
phosphate) 12,38g
4 |Apiperin Ex 5/ 1,25 [Indapamide 1,25mg; |Vién nén bao |Hop 3 vix 10 vién; NSX 36 {893110572424

Perindopril arginine
Smg

phim

Hop 5 vix 10 vién;
Hop 10 vi x 10 vién;
Hop T chai x 30 vién;
Hop 1 chai x 50 vién;
Hop 1 chai x 100 vién;
Hop 1 chai x 200 vién

3. Co sé ding ky: Cong ty Cod ph:’in Dwgc Danapha (Dia chi: 253 Diing S Thanh Khé, phuong Thanh Khé Tay, quan
Thanh Khé, thanh phé Pa Ning, Viét Nam)

3.1. Co sé san xuéit: Cong ty Cb phéin Duwoc Danapha (Dja chi: 253 Diing ST Thanh Khé, phuong Thanh Khé Téy, quan
Thanh Khé, thanh ph6 Da Ning, Viét Nam)

5

Methyldopa 250 mg
Danapha

Methyldopa (dudi
dang Methyldopa
sesquihydrat 282mg)
250mg

vién nén bao
phim

Hop 1 vix 10 vién;
Hop 2 vi x 10 vién;
Hop 3 vi x 10 vién;
Hop 5 vix 10 vién;
Hép 6 vi x 10 vién;
Hop 1 1o x 100 vién

NSX

36

893110572524
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STT Tén thube Hoat chét chinh - Dang bao Quy cach dong goi Tiéu Tudi So dang ky
Ham lwgng ché chuan | tho
(thang)
) @ &) “) &) (6) ) ®

7. Co sé dang ky: Céng ty Co phin Dwogc pham 3/2 (Dia chi: $6 601 Cach Mang Thang Tam, Phudng 15, Quan 10, Thanh
phé Ho Chi Minh, Viét Nam)
7.1. Co sé sin xuat: Cong ty C6 phan Dwge phim 372 (Dia chi: 930 C2, duomg C, KCN Cat Lai, Cum II, Phuong Thanh
M¥ Loi, Quéan 2, TP. Ho Chi Minh, Viét Nam)

11 |Baclofen 5

Baclofen 5mg

Vién nén

Hoép 3 vi x 10 vién;
Hop 10 vi x 10 vién

NSX

24

893110573124

8. Co s& diing ky: Cong ty c6 phin duge pham Agimexpharm (Pja chi: 27 Nguyén Thai Hoc, Phuong M§ Binh, Thanh
phd Long Xuyén, Tinh An Giang, Viét Nam)

8.1. Co sé san xuéat: Chi nhanh céng ty ¢b phin dwoc phim Agimexpharm - Nha may sin xuét dugc phim
Agimexpharm (Dia chi: Pudng Vi Trong Phung - Khoém Thanh An - P. M§ Théi TP. Long Xuyén - An Giang- Viét Nam)

12 |Gapenagi 75

ILYszeatin 3000

Pregabalin 75mg

Vién nang Hép 2 vi x 14 vién; NSX 36
cliing Hop 4 vi x 14 vién

Vién nang Hop 3 vix 10 vién NSX 24 |
cirng

893110573224

BOANND SESEP A

9. Co sé diing ky: Cong Ty C6 Phin Dwge Phidm Am Vi (Dia chi: Lo B14-3,4, dudng N13, khu cong nghiép Dong Nam, xa
Hoa Phu, huyén Ca Chi, thanh phé Hé Chi Minh, Viét Nam)
9.1. Co sé san xuit: Cong Ty C6 Phin Dwgc Phim Am Vi (Dia chi: L6 B14-3,4, duong N13, khu céng nghiép Déng Nam,
xd Hoa Phi, huyén Cu Chi, thanh phd H6 Chi Minh, Viét Nam)

14 |Bouleram 0,5 g Cefotiam (dudi dang | Thude bot Hop 1 lo; Hop 20 lo NSX 36 893110573424
/_/7 hén h?’p bét v6 khudn  |pha tiém
y tron san Cefotiam
It hydroclorid va Natri
carbonat) 0,5¢
Meropenem (dang hén |Bot pha tiém [Hop 1 lo: Hop 10 Io USP 41 36 |893110573524

15 [Meropenem 0,5g

hop bot vo khuan ron
sin Meropenem
trihydrat va Natri
carbonat) 0,5g

10. Co s& diing ky: Céng ty ¢6 phin duge phim Boston Viét Nam (Dja chi: S6 43, duong sé 8, KCN Viét Nam -
Singapore, Phuong Binh Hoa, Thanh phé Thuin An, Tinh Binh Duong, Viét Nam)

10.1. Co so' san xuét: Cong ty ¢é phin duge phim Boston Viét Nam (Dia chi: $6 43 dudng s6 8, khu cong nghiép Viét
Nam — Singapore, phudng Binh Hoa, thanh pho Thuan An, tinh Binh Duong, Viét Nam (Toa nha san xuét sé 1))

16 |Bossolvon 8 Bromhexin Vién nén Hoép 3 vix 10 vién; NSX 36 1893100573624
hydroclorid 8mg Hop 5 vix 10 vién;
Hop 10 vi x 10 vién;
Hop 1 chai x 100 vién;
Hop 1 chai x 200 vién
17 - |Bostoban Mupirocin (tuong Thude m& Hop 1 tuypx S5g; Hop 1 | NSX 24 1893100573724
duong 2% kl/kl boi da tuyp x 10g; Hop 1 tuyp
mupirocin dang acid x30g
tu do) 20mg
18 |Mebecar Mebendazol 500mg | Vién nén Hop 1 vix 1 vién; Hop | NSX 36 893100573824
1 vix 4 vién

11. Co'sé ding ky: Cong ty ¢6 phin duge pham cong ngh¢ cao Abipha (Dia chi: Lo dit CN- 2, Khu cong nghiép Phu
Nghia, Xa Phu Nghia, Huyén Chuong My, Thanh Phd Ha Néi, Viét Nam)



