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Dc L A CONG HOA XA HOI CHU NGHIA VIET NAM
24 Poc 1ap - Tw do - Hanh phiie

For Health « For Life

Sé: 187/CV-DCL

V/v: Thay déi sé déing ky san Vinh Long, ngay 12 thang 05 nam 2025

phdm Ticarlinat 3,2 g
Kinh giri: SO Y TE TINH KIEN GIANG

Loi dau tién, Cong ty C6 phan Dugc pham Ciru Long xin gui 101 cam on chén thanh va sau
sic dén Quy S¢ Y té vi da tin nhigm va tao didu kién cho ching toi cung (mg thudc trong sudt thoi

gian qua.

Cin ot Quyét dinh s 1630/QD-SYT ngdy 27/06/2024 clia Gidm déc S¢ Y 1€ tinh Kién
Giang vé viéc phé duyét két qua lya chon nha thdu cung cAp thudc tap trung tinh Kién Giang, giai
doan 2023 — 2025 (dot 3) Goi s6 2: G6i thdu thude Generic théng thuong;

Cin ot cong vin s& 181/QD-QLD ngay 21/03/2024 cta Cuc Quan Ly Dugc v& viée ban
hanh Danh muc 881 thudc san xuét trong nuée dugce gia han gidy ding ky luu hanh tai Vigt Nam
- Dot 193.

Cong ty chiing t6i 1a nha thdu cung {mg san phim Ticarlinat 3,2 g, Sé dang ky: VD-28959-
18, Nha san xuét: Chi nhanh 3 - Céng ty CPDP Imexpharm tai Binh Duong. Chung t61 xin thong
béo vé viéc thay ddi thong tin s6 dang ky san pham Ticarlinat 3,2g nhu sau:

San phim S6 ding ky da cép S6 ding ky gia han
Ticarlinat 3,2 g VD-28959-18 8931 10155824

Ngoai viéc thay dbi nhu trén, chung t81 xin cam két véi Quy S& Y té khong co bat ky thay
481 ndo khac. Vi thé, chét luong san phim hoan toan khong thay d6i.

Vi viy, ching t6i trdn trong thong bdo dén Quy S¢ Y té, kinh mong Quy S& Y 1€ tiép nhan
va ddng ¥ thay dbi théng tin san phim Ticarlinat 3,2 g dé cong ty ching 1di tiép tuc cung tng hang
cho céc co o y té.

Xin cam on va tran trong kinh chao!

Noi nhidn:
- Nhu kinh giri;
- Luu

\ A/(z Nguw. h ( pin :inr r’: ( i
£y VP !1"\ Tang 5, Times Tower, in?f Tha r«h th’ H
3 & www. ded.comom Haotline

24 25
%Qﬁi 036 zm;




. Ky bai: Cuc Quan
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TSI BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
ook €€ QUAN LY DUQC Péc lap - Tw do - Hanh phiic
COPHAN \©

budc pHASO| T8l /QP-QLD Ha Noi, ngéy 21 thang 03 nam 2024

CUU LONG :

QUYET PINH

Vé viéc ban hanh Danh muc 881 thube san xuat trong nudc
dwec gia han gidy diing ky luu hanh tai Viét Nam - Dot 193

CUC TRUOGNG CUC QUAN LY DUQC

Céin cit Ludt Duoc sé 105/2016/QH13 ngay 06/4/2016,
Céin cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phii quy dinh
chitc ndang, nhiém vu, quyén han va co céu 16 chie ciia B Y té; )
Céin cir Quyét dinh s6 1969/0P-BYT ngay 26/4/2023 ciia By truwong B¢ Y té quy
dinh chirc ndng, nhiém vy, quyén han va co cau 16 chire cia Cuc Quan ly Duoc thudc
Bo Yté;
Cén cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia BY trudng Bo Y té
quy dinh viéc dang ky leu hanh thude, nguyén liéu lam thudc;
Can cit két lugn ciia Hoi dong tu van cap gidy ddng ky heu hanh thude, nguyén
licu lam thude - B6 Y 1é dot 193 tai Cong ven s6 15/HPTV-VPHD ngay 19/02/2024
cua Vin phong Hoi dong tw van cdap GDKLH thude, nguyén liéu lam thuéc;
Theo dé nghi ctia Truéng phong Ddng ky thuée, Cuc Quan Iy Duge.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 881 thudc san xuét trong
nuéce duge gia han gidy ding ky luu hanh tai Vit Nam - Dot 193, cu thé:

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

2. Danh muc 285 thubc san xuét trong nudc duge gia han gidy ding ky luu
hanh hiéu luc 03 nam (Phu luc II kém theo).

3. Danh myc 01 thubc san xuét trong nuéc duge gia han gidy dang ky luu hanh
hiéu luc dén 31/12/2025 (Phu luc 11l kém theo).

Pidu 2. Co s6 san xuit va co s dang ky thude cé trach nhiém:

1. San xuét thudc theo ding céc hd so, tai liéu da dang ky v6i B Y té va phai
in sb dang ky duge B0 Y té Viét Nam cép 1én nhan thube.

2. Chi duoc san xuét, dua ra luu hanh cac thude kiém soat déc biét khi ¢6 Gidy
chirmg nhéan du diéu kién kinh doanh dugc pham vi kinh doanh thubc phai kiém soat
dac biét phit hgp v6i pham vi hoat dong cua co s dap tng quy dinh tai khoan 5 Diéu
143 Nghi dinh sb 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phti quy dinh chi tiét mot
s6 didu va bién phap thi hanh Luat Dugc.

3. Thuc hién viéc cép nhét ti€u chudn chét luong clia thudc theo quy dinh tai
Thong tu sb 11/2018/TT-BYT ngay 04/5/2018 cta B¢ truong BO Y té quy dinh vé
chét lugng thube, nguyén liéu 1am thudc.

4. Thubc dugc gia han gidy ding ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cip nhat ndi dung nhan thudc, to huéng dan st dung thudc theo quy dinh
ctia Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truong Bd Y té thi phai thuc
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hién cap nhat theo quy dinh tai didm b Khoan 1 Didu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duoc gia han gidy dang ky luu hanh.

5. Sau 12 thang k& tir ngay ky ban hanh Quyét dinh nay, céc thubc dugc gia han
gidy dang ky luu hanh theo Quyét dinh nay c6 thay dbi v& ndi dung hanh chinh (bao
gdm c4 mAu nhin va td huéng dan st dung thudc) phai san xuét va luu hanh véi cac
ndi dung da dugc phé duyét thay ddi trong hd so gia han.

6. Co s dang ky thude phai bao dam duy tri didu kién hoat dong trong thoi gian
hidu luc cua gidy ddng ky luu hanh thubc, nguyén liéu 1lam thubc. Trong trudng hop
khong con dap tng da didu kién hoat dong, co so dang ky phai co trach nhiém thuc
hién thay dbi co s& ddng 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 xudt thudc phai bdo dam cac didu kién hoat dong cua co s& san
xuét trong thoi han hiéu lyc cua gidy ddng ky luu hanh thudc, nguyén liéu lam thu(‘)c.,

8. Cac thude dugc gia han gidy dang ky luu hanh tai Quyét dinh nay duoc tiép
tuc sir dung s6 dang ky da chp trude khi gia han trong thoi han tdi da 12 thang ké tir
ngay dugc chp sb dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

9. Phdi hop v6i céc co sd didu tri @& thuc hién theo ding cac quy dinh hién
hanh v& thubc ké don, theo ddi an toan, hi€u qua, tdc dung khong mong mudn cua
thudc trén nguoi Viét Nam va tdng hop, bao cdo theo quy dinh tai Didu 5 Thong tu sb
08/2022/TT-BYT d6i véi cac thude trong Phu luc 11 ban hanh kém theo Quyét dinh
nay.

Pidu 3. Quyét dinh nay c6 hiéu lyc ké tir ngdy ky ban hanh.

) Pidu 4. Giam ddc S¢ Y té cac tinh, thanh phé truc thude Trung uong va Giam
dbc co s& san xudt va co sé ding ky co thudc tai Didu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin:

- Nhu Diéu 4;

- BT. Pao Hdng Lan (dé blc);

- TT. D Xuan Tuyén (dé b/c);

- Cuc Quén y - B Qubc phong, Cuc Y té - B6 Cong an;
-CucY t8 GTVT - B0 Giao théng van tai;

- Téng Cuc Hai quan - B9 Tai chinh;

- Bao hiém x3 hoi Viét Nam; w2 X N
_B3 Y t& Vu PC, Cuc QLYDCT, Cyc QLKCB, Thanh tra Vii Tuan Cuong
B6, Vin phong HDTV cép GDKLH thudc, NLLT;

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

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

- Céc Bénh vién, Vién c6 giudng bénh truc thudc B6 Y té;

- Trung tdm mua sam tap trung thudc quéc gia;

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

Website;

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

oA




(Kém theo Quyét dinh sé 181 /OD-QLD ngay 21 thang 03 nam 2024

Phu lye I
ANH MUC 595 THUOC SAN XUAT TRONG NUOC U 'QC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - DOQT 193

cuia Cuc Quan Iy Duoc)
STT Tén thudc Hoat chét chinh - |Dang bao | Quy cach dong géi | Tiéu Tudi S6 dang ky S6 1n
Ham luong ché chuan | tho gia han gia han
(thang)| (S0 ding ky
da cap)
(&) @ (&) @ &) (6) (@) @® (&)

1. Co s& dang ky: Cong ty c¢b phin Céng nghé sinh ho

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

1.1. Co s& san xuit: Cong ty ¢b phin Cong nghé sinh hoc - Durge pham ICA (Dia chi: L6

Viét Nam-Singapore, thi xa Thuén An, tinh Binh Durong, Viét Nam)

¢ - Duoc ph?im ICA (Pia chi: Lo 10, dudng sb 5, khu cong nghiép

6 10, dudng sb 5, khu cong nghiép

1

Coxlec

Celecoxib 200mg

Vién nang
cung

Hop 2 vix 10 vién,
vi PVC-Alu

NSX 36

893110136424 | 1
(VD-18668-13)

2. Co sé dang ky:

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

Céng ty cb phéan Dugc - vét tw'y té Nghé An (DPia chi: S6 68 dudng Nguyén S§ Sach, phuong Hung
Phiic, thanh phé Vinh, tinh Nghé An, Viét Nam)

2.1. Co s& sén xuAt: Cong ty b phén Dugec - vt tuy té Nghé An (Pia chi: S6 68 dudng Nguyén S§ Sach, phudong Hung

2

DNAStomat

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

Vién nang
cung

Hop 10 vix 10 vién,
vi nhdm/nhdém; Hop
1 lo x 14 vién, lo
HDPE

NSX 36

893110136524 | 1
(VD-24933-16)

3. Co st dang ky: Cong ty ¢b phdn Duge - Vit tuy té Thanh Héa (Dia chi: S5 232 Tr

Thanh Hoéa, tinh Thanh Héa, Viét Nam)
3.1. Co sé san xuét: Cong ty cb phan Duge — Vattuy t& Thanh Héa (Dia chi: S6 04 dudng Quang Trung, phudng Ngoc
Trao, thanh phé Thanh Héa, tinh Thanh Hoa, Viét Nam)

An Phi, phuong Lam Son, thanh phd

3 |Amoxicilin Amoxicilin (dudi Vién nang |Hop 10 vi x 10 vién; | DDVN 24 893110136624 1
500 mg dang Amoxicilin cung Hop 20 vi x 10 vién; \% (VD-24941-16)
trihydrat compacted) Hop 50 vix 10 vién
500mg
4 |Ampicilin Ampicilin (du6i 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) 500mg Hodp 50 vi x 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 Vién nén |Hop 3 vix 10 vién; NSX 36 893110136924 1
Hop 10 vix 10 vién; (VD-30657-18)
Hop 50 vix 10 vién
7 |Gut C thepharm |Colchicin Img Viénnén |[Hop 1 vix 20 vién NSX 36 893115137024 1
(VD-22270-15)
8 |Mectathepharm |Diosmectite 3g Thubc bot |Hop 30 goi x 4g NSX 36 893100137124 1
pha hép (VD-19554-13)
dich udng
9 |Ptu Thepharm Propylthiouracil Viénnén |Hop 4 vix 25 vién; |DDVN 36 893110137224 1
50mg Hoép 10 vix 25 \Y% (VD-18800-13)
Vién; Hép 1 lo x
100 vién
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STT| Tén thube Hoat chit chinh - |[Dang bao | Quy cach déng géi | Tiéu Tudi | S6dingky |[S6lin
Ham luwong ché chuén | tho gia han gia han
(thang)| (S6 ddng ky
da cép)

) @ A @ ®) © () @®) ®
177 |Cephalexin Cephalexin 500 mg  [Vién nang |Hop 10 vi, 20 vix DDPVN 36 | 893110154024 1
500mg cing 10 vién; lo 100 vién, | hién (VD-30381-18)

200 vién hanh

178 |Colthimus Tizanidin (duéi dang |Viénnén [Hop 10 vix 10 vién | NSX 24 893110154124 1
Tizanidin (VD-26818-17)
hydroclorid) 4mg

179 |Fahado 150 M3i goi chira Thudc bot |Hop 30 g6i x0,6g | NSX | 24 | 893100154224 1
paracetamol 150mg  [sti bot aé (VD-29751-18)

ubng

180 |Levivina Vardenafil (duéi Viénnén |[HOp 1 vix 4 vién NSX 36 893110154324 1
dang Vardenafil bao phim (VD-30388-18)
hydrochloride
trihydrate) 10mg

181 |Pecrandil 10 Nicorandil 10mg Viénnén |Hop 6 vix 10 vién NSX 24 | 893110154424 1

(VD-30394-18)

182 |Pectaril Smg Quinapril (du¢i dang |Viénnén [HOp 6 vix 10 vién NSX 36 893110154524 1
Quinapril bao phim (VD-24190-16)
hydroclorid) 5mg

183 |Solufemo St 11l (dusi dang  |Dung dich [Hop 30 ng x 5Sml; | NSX 24 | 893100154624 1
St (I1) hydroxid ~ |udng Hop 20 6ng x 10ml; (VD-26830-17)
polymaltose Hop 30 bng x 10ml,
complex) 50mg/5ml bng PVC

184 |Zanmite 250mg  |Cefuroxim axetil Viénnén |Hop 1 vix 10 vién; USP- 36 893110154724 1
tuong Ung véi bao phim |Hop 2 vi x 10 vién; NF (VD-22144-15)
Cefuroxim 250mg Hop 10 vix 10 vién; | 2021

Hop 20 vix 10 vién

24, Co s¢ dang ky: Cong ty C6 phian Dugc Pham Imexpharm (Bia chi: S6 04, Budng 30/4, Phuong 1, TP.Cao Lénh, Tinh

Ddng Thép, Viét Nam)

24.1. Co sé san xuit: Chi nhanh 3 - Cong ty CPDP Imexpharm tai Binh Dwong (Dia chi: Sé 22, Pudng s6 2, Khu cong

nghiép Viét Nam - Singapore 11, Phuong Hoa Phu, TP.Thu DAu Mot, Tinh Binh Duong, Viét Nam)

185 |Cefoxitin2 g Cefoxitin (dudi dang |Thude bot |Hop 1 lo x 2g, Hop USP 24 893110154824 1
cefoxitin natri) 2g phatiém |10 lo x 2g, lo thuy hién (VD-26842-17)

tinh hanh

186 |Cloxacillin 0,5 g |Cloxacilin (duéi Thudc bot Hop 1 1o x 0,5g, BP 24 893110154924 1
dang cloxacilin natri) |phatiém |Hop 10 lo x 0,5g (lo | hién (VD-26845-17)
0,5g thay tinh) hanh

187 |Cloxacillin2 g |Cloxacilin (dudi Thubc bot |Hop 1 lo x 2g, Hop NSX 24 893110155024 1
dang Cloxacilin phatiém |10 lo x 2g (lo thiy (VD-29758-18)
natri) 2g tinh)

188 |Imezidim 0,5g Ceftazidim (dudi Thudc bot [Hop 1 1o x 0,5g, NSX 24 893110155124 1
dang ceftazidim phatiém |Hop 10 lo x 0,5¢g (lo (VD-26847-17)
pentahydrat) 0,5g thuy tinh)

189 |Imezidim 1 g Ceftazidim (dudi Thubc bot Hop 11lox 1g, Hop |USP 41 36 893110155224 1
dang ceftazidim phatiém (10 1o x 1g (lo thuy (VD-26848-17)
pentahydrat) 1g tinh)

190 |Imezidim2 g Ceftazidim (dudi Thubc bot |Hop 1 lo x 2g, Hop NSX 24 893110155324 1
dang ceftazidim phatiém |10 lo x 2g (lo thay (VD-26849-17)
pentahydrat) 2g tinh)
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STT| Tén thube Hoat chit chinh - | Dang bao | Quy cich déng gdi | Tiéu Tubi S6 dangky |S6lan
Ham luwong ché chuédn | tho gia han gia han
(thang)| (SO ding ky
da cip)

@ @ 3 ) (©) (6) ) ® ®

191 |Imezidim3 g Ceftazidim (dudi Thubc bot |[Hop 1 lo x 3g, Hop NSX 24 893110155424 1
dang ceftazidim phatiém |10 lo x 3g (lo thuy (VD-26850-17)
pentahydrat) 3g tinh)

192 |Piperacillin 2 g  |Piperacilin (dudi Thubc bot [Hop 1 lo x 2g, Hop BP 24 893110155524 1
dang piperacilin phatiém |10 lo x 2g (lo thuy 2016 (VD-26851-17)
natri) 2g tinh)

193 |Piperacillin 4 g |Piperacilin (dudi Thudc bot |[Hop 1 lo x 4g, Hop BP 24 893110155624 1
dang piperacilin phatiém [10 1o x 4g(lo thay hién (VD-26852-17)
natri) 4g tinh) hanh

194 |Ticarlinat 1,6 g |Ticarcilin (dudi dang Thudc bot [Hop 01 lo x 1,6g; USP 24 893110155724 1
hdn hop bot phatiém |Hop 10 lo x 1,68, hién (VD-28958-18)
Ticarcilin dinatri va (lo thay tinh) hanh
Clavulanat kali)
1,5g; Acid clavulanic
(du6i dang hdn hop
bot Ticarcilin dinatri
va Clavulanat kali)
0,1g

195 |Ticarlinat 3,2 g  |Ticarcilin (dudi dang Thubc bot |Hop 01 lo x 3,2g, USP 24 893110155824 1
hdn hop bot phatiém |Hop 10 1o x3,2g (lo [ hién (VD-28959-18)
Ticarcilin dinatri va thay tinh) hanh
Clavulanat kali) 3g;

Acid clavulanic
(dudi dang hdn hop
bot Ticarcilin dinatri
va Clavulanat kali)
0,2g

196 |Zobacta2,25 g Piperacilin (duéi Thudc bot Hop 1 lo x 2,25g; USP 24 893110155924 1
dang hdn hop phatiém [Hop 10 lo x 2,25g hién (VD-26853-17)
Piperacilin natri va (lo thiy tinh) hanh
Tazobactam natri)
2g; Tazobactam
(dudi dang hdn hop
Piperacilin natri va
Tazobactam natri)
0,25¢

24.2. Cg’ sé san xuit: Cong ty C6 phan Dwgc Phim Imexpharm (Bia chi: S6 04, Puong 30/4, Phuong 1, TP.Cao Lénh,
Tinh Pong Thép, Viét Nam)
197 |Claminat 250 Amoxicilin (dudi Thubc Hop 12 gdi x 1g NSX 24 893110156024 1
mg/ 62,5 mg dang Amoxicilin cém pha (VD-26856-17)
trihydrat) 250mg; hdn dich
Acid clavulanic ubng
(duéi dang Kali
clavulanat) 62,5mg
198 |Standacillin 500 |Ampicilin (duéi Vién nang [Hop 100 vix 10 NSX 48 893110156124 1
mg dang Ampicilin cing vién, vi PVC trong (VD-24786-16)
trihydrat compacted) Alu
500mg




CONG TY CP DUQC PHAM
AGIMEXPHARM

S6: 178.4/KD/AGP
(V/v thay doi so dang ky cua
thuéc trung thau )

‘\,/ & >

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap — Tu do — Hanh phuc

An Giang, ngay 19 thdng 05 nam 2025

Kinh gitiz - SO Y TE TINH KIEN GIANG

_ CAC CO SO Y TE TREN DIA BAN TINH KIEN GIANG

Cong ty Co phan Dugc phdm Agimexpharm xin gui 16i chic sitc khoe va cam on dén Quy
don vi d& quan tAm va ung ho Cong ty ching t6i trong subt thoi gian qua.
Can ot Quyét dinh sé: 401/QDP-QLD ky ngay 18/06/2024 ctia Cuc Quén 1y Duge vé viée
ban hanh Danh muc 512 thudc san xuat trong nude dugc gia han gidy dang ky luu hanh tai
Viét Nam — Dot 200.

Can cit Quyét dinh s6: 1630/QD-SYT ngay 27/6/20
qua lya chon nha thau Géi so 2: G6i thau thudc generi

24 ciia S& Y t& vé viée phé duyét ket
¢ thong thuong thudc ké hoach lua

chon nha thiu cung cép thudc tap trung tinh Kién Giang, giai doan 2023-2025 (dot 3).

Trong d6, Cong ty C6 Phin Duogc Phdm Agimexpharm cé tring thdu cac mit hang co

trong dan}l muc Cuc Quén ly g
Duoc Phim Agimexpharm kinh gti dén Quy

han véi ndi dung cu thé nhu sau:

Duoc cap sb ding ky gia han m6i gia han. Nay Cong ty C& Phéan
don vi cong van xin thay doi so ding ky moi gia

Hing sin S6 dang ky S6 ding ky
STT trong . Tén hang héa <ukt Pon Cuc QLD da Cuc QLD gia
STT HSMT Hoat chét i thgu Hamlwgng | oo vi cip _han
(M3 thuoc) : skt tinh (SDK triing (S6 diing ky
thau) xin thay doi)
1 | PP2300629667 | Ofloxacin Agoflox 200mg | AEMEXPhAIM | ey | yD.04706-16 | 893115428724

- Viét Nam

Cong ty Ching t61 cam két chét luong clia cac san pham van khong thay doi.

R4t mong nhan duoc sy chép thuan ctia Quy don vi.

Cong ty chiing tdi xin chan thanh cam on va tran trong kinh chao!

<\ AGIMEXPHARH /&
QXOVERT D

DS. NGUYEN VAN KHA
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CONG HOA XA HOI CHU NGHIA VIET NAM

MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM

CUC QUAN LY DUQC Péc 1ap - Ty do - Hanh phic &
) DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness (£
a"@ T38A Giang VO - Ha Noi - Viét Nam 2
Tel: 84.4.37366483/33464413 - Fax: 84.438234758

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thubc : Agoflox
Name of Drug: :

Thanh phan chinh, ham luqng . Oﬂgxacm 200 mg
A Active Ingredients, Strength: - : :

Qui cach déng gdi, bao ché ' ’Hop 10 vix 10 vién: Vten nén bao phim
Packing Size, Dosage form: o :

Tiéu chudn chéatlwong ¢ TCCS

Quality Speciﬁcatioh: : S o

Han ding : Foe 'théng 3

Shelf- life: ; . ;

Sé gidy phép lwu hanh san phém (SDK) VD-24706-16

Marketing Authorization Number:

sé quyét ginh P e 297IQE)-QLD Ngay cép 15/7/2016
Approval Decision Number: -.Date of Issuance 3

Hiéu lyc cla gidy phép luu hénh san phém cé gid trj 05 nam ké tir ngay cip
Exp:rat:on Date of this Markatzng Authonzatron

Téncosddangky ; Céng ty cb phan dwqc phém Aglmexpharm

Name of Marketing Authorization Ho!der ;

Diachi : i .+ 27 Nguyén Thai Hoc, P. My Bmh TP Long Xuyén An

Address: ‘ -~ Giang - Viét Nam

Tén co s& san xuét ' . Chi nhanh cong ty cb phdn dwgc phdm

Name of Manufacturer: Agimexpharm- Nha may san xuét duvqc phidm
: N Aglmexpharm

Dia chi : ; - i Buodng Vi Trong Phung, Khom Thanh An, P. My Thdi,

Address:. - \ e TP, Long Xuyén, TmhAn Giang - Vlet Nam :

Tén co s& dong goi R

Name of Assembler %

D) AM AGlMEXPHARN

Address.  GTY CP DUP 0\ BAN g{({?/\:

Hé Noi, n Ug 3y 15 thang 7 ndm 2016.

CUC TRUONG CUC QUAN LY DUQC 4%
GENERALoDlRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

1- Gnéy phép e HANSE
dang ky thuds a3 dugc BO
This marketing authorization has been issued i accordancs with
approved by the Vietham Ministry of Health.

2- BAt ¢ sy thay d8i nao v& ndi dung ctia gidy phép phél du 2
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I\vb 1 UcQun
RN BOYTE CONG HOA XA HQOI CHU NGHIA VIET NAM

+l)7 00

CUC QUAN LY DUQC Doc lip - Tw do - Hanh phic
Sé: 401 /Qb-QLD Heé Néi, ngay 18 thang 06 ndm 2024
QUYET PINH

Ve Vle(, ban hanh Danh myc 512 thuoc san xuét trong nudc

chirc ndng, nhzem vu, quyen han va co cdu t6 chire ciia Bo Y té,

Cdn ctk Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 ciia BY trucng Bo Y 1é quy
dinh chitc ndng, nhiém vy, quyén han va co cdu 16 chitc ciia Cuc Quan by Duoe thude
Bo Y té; ’

Cén cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truong By Y te
quy dinh viéc dang ky luu hanh thube, nguyén ligu lam thudc;

Cén cik két ludn cua Hot dong tw van cap gidy déing ky luu hamh thudc, nguyén
liéu lam thuéc - Bo Y 16 dot 200 tai Cong van 56 43/HPTV-VPHD ngay 15/5/2024 cua
Viin phong Héi dong tw van cdp GDKLH thudc, nguyén liéu lam thube;

Theo dé nghi ciia Trudng phong Déng ky thude, Cuc Quén Iy Duge.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 512 thudc san xuét trong
nuée duge gia han gidy ding ky luu hanh tai Viét Nam - Dot 200, cu the

1. Danh muc 418 thubc san xuét trong nuéc duge gia han gidy ding ky luu
hanh hiéu luc 05 ndm (Phu luc I kém theo).

2. Danh muc 89 thudc san xuét trong nude duogc gia han gidy dang ky luu hanh
hiéu lyc 03 nam (Phu luc II kém theo)

3. Danh muc 05 thudc san xuét trong nuéc dugc gia han gidy ding ky luu hanh
higu luc dén 31/12/2025 (Phu luc III kem theo).

chﬂu 2. Co s¢ san Xudt va co so dang ky thude ¢é trach nhiém:

1. San xuét thude theo dung céc ho s0, tai lidu da dang ky véi B Y té va phai
in s6 dang ky dugc Bo Y te Viét Nam c4p 1én nhén thude.

2. Chi dugc sén xuét, dua ra luu hanh cac thude kiém soat dic biét khi ¢6 Gidy
chiing nhan da didu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dac biét pht hop v6i pham vi hoat dong ctia co s dép tng quy dinh tai khoan 3 Piédu
143 Nghi dinh s0 54/2017/ND-CP ngay 08/5/2017 ctia Chinh pht quy dinh chi tiét mot
s6 diéu va bién phép thi hanh Luét Duoc.

3. Thuc hién viéc cép nhit tiéu chuin chét luong cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngdy 04/5/2018 cta Bo trudng B Y té quy dinh vé
chét luong thude, nguyén li€u lam thube.

4. Thube duoc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cap nhét ndi dung nhén thubc, to huéng dan st dung thude theo quy dinh
cua Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong Bo Y té thi phai thuc
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hién cap nhat theo quy dinh tai diém b Khoan 1 Piéu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duoc gia han giéy dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, céc thube duoc gia han
gidy déng ky luu hanh theo Quyét dinh nay c6 thay dbi v& noi dung hanh chinh phai
san xuat va luu hanh véi cac ndi dung da duoc phé duyét thay ddi trong hd so gia han.

6. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu luc cta giay dang ky luu hanh thude, nguyén liéu lam thude. Trong trudng hop
khong con dép tmg du diéu kién hoat dong, co s& dang ky phai ¢6 trach nhi¢m thuc
hién thay d01 co SO dang ky theo quy c’[mh tai Thong, tu s6 08/2022/TT BY

Thong tu s 08/2022/TT-BYT.

9 Phéi hop véi cac co s didu tri dé thuc hién theo ding cac quy dmh hién
hanh vé thudc ké don, theo doi an toan, hiéu qua, tic dung khong mong mudn cla
thude trén ngudi Viét Nam va tong hop, bdo céo theo quy dinh tai Piéu 5 Théng tu s6
08/2022/TT-BYT dbi v6i céc thudc trong Phu luc II ban hanh kém theo Quyét dinh
nay.

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

Didu 4. Giam ddc S&' Y té céc tinh, thanh phd tryc thude Trung wong va Gidm

ddc co so san xudt va co so dang ky c6 thude tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin:

- Nhu Piéu 4;

- BT. Pao Hdng Lan (d b/c);

- TT. B3 Xuéan Tuyén (dé b/c);

- Cuc Quan y - B9 Quéc phong, Cuc Y té - Bo Cong an;
-Cuc Y ¢ GTVT - Bb Giao thong vén tai;

- Tong Cuc Hai quan - B Tai chinh;

- B&o hiém x& hoi Viét Nam; ’ e z .
-B{ Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Cuong
B¢, Van phong HDTV cip GPKLH thuée, NLLT;

- Vién KN thube TU, Vién KN thubc TP. HCM;

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

- Cac Bénh vién, Vién c6 giudng bénh tr uc thude BO Y té;
- Trung tAm mua sim tap trung thudc qudc gia;

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

- Luu: VT, BKT (C.H) (02b).
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(Kém theo Quyét dinh s6 401

Phu luc I ) .
DANH MUC 418 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - DOT 200

/OQD-QLD ngay 18

cua Cuc Quan ly Dugc)

thing 06 nam 2024

STT Tén thude Hoat chét chinh - | Dang bao ché | Quy cich déng goi| Tiéu Tudi S6 daingky | Sb
Ham lugng chuén tho gia han lin
(thang)| (S6dingky | gia
da cip) han
) @) 3 (G &) (6) () ® ®

1. Co sé dang ky: Cong ty cd phan Dugc - Vit tuy t& Nghé An (Dia chi: S6 68 duong Nguyén Sy Sach, Phuong Hung

Phic, thanh phé Vinh, tinh Nghé An, Viét Nam)
1.1. Co sé san xudt: Cong ty ¢ phin Duge - Vat tuy té Nghé An (Pia chi: Sé 68 dudng Nguyén Sy Sach, Phudng Hung
Phtc, thanh phd Vinh, tinh Nghé An, Viét Nam)

1 |CinatamDNA Cinarizin 25mg; Vién nang Hop 6 vix 10 vién; | NSX 36 893110425424 1
Piracetam 400mg  |clng Hop 10 vi x 10 vién %@g§7)
2 |Piracetam - DNA |Piracetam 400mg Vién nang Hép 5 vix 10 vién; |[DDVN | . b/ 18931104 A 1
ciing Hop 10vix 10 vién| V - -(Q/@%z@'éz- 3
3 |Tetracyclin Tetracyclin Vién nén Lo 450 vién, Lo DBbVN D931 bHRYS6 1
250mg hydroclorid 250mg 400 vién, Lo 200 v : S ARIMEXRIAR
vién, Lo 100 vién QD A
2. Co s& ding ky: Cong ty co phin dwge Apimed (Dia chi: 263/9 Ly Thudng Kiét, Phudng 15, Quanskimham#phd Hd Chi

Minh, Viét Nam)

2.1. Co s& san xuét: Cong ty ¢6 phin duge Apimed (Dia chi: Pudng N1, cum cong nghiép Pht Thanh — Vinh Thanh, x&
Vinh Thanh, huyén Nhon Trach, tinh Déng Nai, Viét Nam)

4 |Misopato 5 Bisoprolol fumarat  |Viénnénbao |Hop3 vix 10vién |USP38| 24 |893110425724 1
Smg phim (VD-31034-18)

5 |Nooapi 400 Piracetam 400mg Vién nén bao |HOp 10 vi x 10 vién | NSX 24 1893110425824 1
phim (VD-31036-18)

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

7 |Sucrapi Sucralfat 1000mg Hon dich udng [Hop 20 gbi x 5ml; NSX 24 1893100426024 1
Hop 50 go6i x Sml (VD-30914-18)

3. Co sé¢ dang ky: Cong ty ) phan dwoe Danapha (Dia chi: 253 Diing ST Thanh Khé, phuong Thanh Khé Tay, quan Thanh
Khé, thanh phd Pa Néng, Viét Nam)

3.1. Co s san xuit: Cong ty ¢6 phin dugc Danapha (Dia chi: 253 Diing ST Thanh Khé, phuong Thanh Khé Tay, quan

Thanh Khé, thanh phé ba Nﬁng, Viét Nam)

8 |Disidana Nefopam Dung dich Hop 10 dng x 2ml NSX 36 |893110426124 | 1
hydroclorid tiém (VD-31518-19)
20mg/2ml
9 |Furosol Furosemid 20mg/2ml |Dung dich Hop 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 119 x 200 vién | NSX 36 | 893110426424 | 1
(VD-18188-13)

12 |Meloxicam 15mg [Meloxicam 15mg Vién nén Hop3vix 10vién | NSX 36 1893110426524 1
(VD-31520-19)

13 [Neuropyl 400 Piracetam 400mg Vién nang Hop Svix 10 vién | NSX 36 1893110426624 | 1
cung (VD-25094-16)
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STT Tén thube Hoat chit chinh - Dang bao ché | Quy cach déng géi| Tiéu Tudi Sb dang ky Sb
Ham lwgng chuin | tho gia han lin
(thang)| (S6 dingky | gia
da cz‘ip) han
(1) @) 3 “ &) (6) ) ® ®
32 |Tenofovir 300 Tenofovir disoproxil |[Vién nénbao |[Hop 3 vix 10 vién NSX 36 893110428524 1
fumarat 300mg phim ' (VD-31557-19)

13. Co s& ding ky: Cong ty c6 phan dwge pham Agimexpharm (Bja chi: 27 Nguyén Thdi Hoc, Phudng M§ Binh, Thanh
ph Long Xuyén, Tinh An Giang, Vi¢t Nam)

13.1. Co s& sin xuit: Cong ty cb phin duoc phé‘im Agimexpharm (Dia chi: Puong Vi Trong Phung, Khém Thanh An, P.
My Théi, TP. Long Xuyén, Tinh An Giang, Viét Nam)

33 |Loperamid Loperamid Vién nang Hop 10 vix 10 vién | NSX 36 | 893100428624 1
L — hydroclorid 2mg cing (VD-21625-14)
34~)Agoﬂox Ofloxacin 200mg Vién nén bao |Hdp 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 5
) A 1600
vi x 10 vién A/—/%
35 |Agicardi Bisoprolol fumarat  |Viénnén bao |Hép 3 vix 10 vien | NSX b/ | YRE P2 \ 1
5mg phim s (VDR51)3-
36 |Agicarvir Entecavir (dudi dang | Vién nén bao |Hop 03 vix 10 NSX 1
Entecavir phim vién, Hop 06 vi x
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
cung 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 vi x 10 vién | NSX 36 893110429124 1
phim (VD-25115-16)
39 |Agi-cotrim F Sulfamethoxazol Vién nén Hop 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 vi x 10 vién (VD-31560-19)
41 |Agietoxib 60 Etoricoxib 60mg Vién nén bao |Hép 3 vi, 6 vi, 10 NSX 36 893110429424 1
phim vix 10 vién (VD-31561-19)
42 |Agifovir Tenofovir disoproxil |Viénnén bao |Hop 3 vix 10 vién; | NSX 24 1893110429524 | 1
fumarat 300mg phim Hop 1 chai x 30 (VD-18925-13)
vién
43 [Agilinco Lincomycin (duéi Vién nang Hop 3 vix 10 vién, | NSX 36 893110429624 1
dang Lincomycin cung vhop 6 vix 10 (VD-31562-19)
hydroclorid) 500mg vién, hop 10 vi x
10 vién, hop 1 chai
x 100 vién




BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tu do - Hanh phic
S6: 93e/QD-QLD Ha Néi, ngay 10thdng 02 nam 2025
QUYET PINH

Vé viée stra dbi thong tin thu(‘),c dwgc c?lp gifly ding ky lwu hanh tai Viét
Nam ban hanh kém theo Quyét dinh cap gidy ding ky lwu hanh cia Cuc
Quan ly Dwoc

Cén cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 Crre Lirth phii
quy dinh chirc nang, nhigm vy, quyén han va co cau to chirc cia Bo Yteé;

Can cir Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cia Chinh phu quy
dinh chi tiét mét s6 diéu va bién phap thi hanh Ludt Duwoc;

Cdan cir Nghi d‘,inh,so”' 155/2018/ND-CP ngay 12/11/2018 cua Chinh phi
sika doi, b6 sung mét so6 quy dinh lién quan dén diéu kién dau tu kinh doanh
thudc pham vi quan Iy nha nudc ciia B4 Y té;

Cén cik Nghi dinh s6 30/2020/NP-CP ngay 05/3/2020 cua Chinh phu vé
cong tac van thu,

~ Cancu Ouyét dinh 56 1 969/0D-BYT ngay 26/04/2023 ciia BS truong Bo
Y té quy dinh chikc ndng, nhiém vu, quyén han va co cau to chire ciia Cuc Quan
Iy Duwoc thudc Bo Y té;
~ Can cir Thong tu s6 08/2022/TT “BYT ngay 05/9/2022 cua B¢ truong Bo
Y té quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thudc.
Can cir vao ho so dang ky heu hanh thuée luu tai Cuc Quan Iy Duoc;
Theo dé nghi cia Trudng phong Dang ky thuéce, Cuc Quan Iy Duoc.

QUYET PINH:

Pidu 1. Stra d6i mot s thong tin thude dugc cép, gia han giéy dang ky
lwu hanh tai Viét Nam ban hanh kém theo Quyét dinh cap, gia han giay dang ky
luu hanh cua Cuc Quan 1y Dugce (Phu luc kém theo Quyét dinh nay).

Céc thong tin khac cia thude duge cép; gia han gidy déng ky luu hanh tai
Viét Nam ban hanh kém theo Quyét dinh cép, gia han gidy déng ky luu hanh
thudc tai Phu luc kém theo Quyét dini: nay khong thay doi.

Pidu 2. Quyét dinh nay cé hiéu luc ké tir ngay ky ban hanh.




Dleu 3. Giam doc S& Y té céc tinh, thanh pho trye thuge Trung wong va

Gidm dbc co sG san xuét va co sd ding ky c6 thudc tai Didu 1 chiu trich nhiém
thi hanh Quyét dinh nay./.

Noi nhin: KT. CUC TRUONG
ot 5 PHO CUC TRUONG

- BJ trudng Dao Hdng Lan (aé b/c);

- Thit truong DS Xuén Tuyén (de b/c);

- Cuc truéng Vi Tuén Cuorng(de b/c);

- Cuc Quén y - B Quéc phong, Cuc Y té - Bo Cong
An;

-CucY t8 GTVT - Bd Giao thdng vén tai; Tong Cuc
Hai quan - B Tai chinb;

- Bao hlem x3 h6i Viét Nam;

-Bo Y té: Vu PC, Cuc QLYDCT Cuc QLKCB, Thanh
tra B9; Trung tdm mua sam tap trung thudc Quoc gia;

- Vlen KN thudec TW, Vién KN thuéc TP. HCM;

- Téng Coéng ty Duoc Viét Nam — Cong ty CP; Céc
cong ty XNK dugc pham

- C4c Bénh vién, Vién c6 giudng bénh truc thuc BYT;
- Céc phong thugc Cuc QLD: QLGT, QLKDD,
QLCLT, PC-HN, VP Cuc; Website Cuc QLD;

- Luuw: VT, BKT

Nguyen Thanh Lam
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CONG TY CO PHAN DUQC CONG HOA XA HQI CHU NGHIA VIET NAM
VA VAT TU Y TE BINH THUAN Poc lap - T do - Hanh phiic

S6::28 { /CTDBT Binh Thudn, ngay L2 thdng 5 ndm 2025
(V/v: thay doi So ding ky Povidone
Iodine 10%)

Kinh gii: - S& y té Tinh Kién Giang

Can cfr vio Quyét dinh tring thau s6 1630/QD-SYT ngay 27/06/2024 clia S& Y té
tinh Kién Giang. Cong ty Co Phan Dugc va Vat Tu Y Té Binh Thuén c¢6 tring mét hang
Povidone Iodine 10%.

Vi mét hang Povidone Todine 10% hét han s ding ky va duge Cuc Quan ly Duogc
gia han s6 ddng ky méi nén cong ty chiung t6i lam coéng van nay xin thay doi so dang ky
ctia mit hang Povidone Todine 10% cu thé nhu sau:

Tén : S6 dang ky da tring | e 2 ok, Tén nha sian
Stt | ke | QW cach thau S6 ding ky gia han ol
i 893100037200 Cong ty cb
it N DL A phin Duzge v
. 140ml (QD 6 718/QP-QLD | ~ Vat tuy t6
s ngay 24/10/2024) | Binh Thun

}\Igoéi S dang ky méi, cac thong tin khac cia san pham dugc gilt nguyén khong
thay doi.

, Kinh mong Quy S& xem x¢ét va chép thuén cho Céng ty dugc tiép tuc cung cAp san
pham theo thong tin thay doi trén.

Céng ty xin dinh kém: Quyét dinh sb 718/QP-QLD ngay 24/10/2024 vé viéc gia
han s6 dang ky luu hanh.

Tran trong cam on!.

Noi nhin:
- Nhu trén;
- Luu VT.

E\ BINH THUAN A

2\ 3 ;
A :
=ENBityeén Thanh Tién




> Ky bou: Cue Quan

Iy Duv

WAy BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
" cyC QUAN LY DUQC Pjc lap - Ty do - Hanh phiic
S6: 718 /Qb-QLD Ho Ngi, ngay 24 thang 10 ndm 2024
QUYET PINH

V¢ viéc ban hanh Danh muc 771 thudc, nguyén li¢u 1am thudc san xuit
trong nwéc duge gia han gidy ding ky lru hanh tai Viét Nam - Dot 211

CUC TRUONG CUC QUAN LY DUQC

Can cwr Ludt Duoc sd 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh so 95/2022/ND-CP ngay 1 5/11/2022 cua Chinh phu quy dinh
chikc nang, nhiém vy, quyen han va co cdu 16 chirc ctia B Y té;

Céin civ Quyét dinh s6 1 969/QD -BYT ngay 26/4/2023 cua By truong B0 Y 1 quy
dinh chu"c ndng, nhiém vu, quyén han va co cdau 16 chirc ciia Cuc Quan Iy Duge thudc
BG Y té;

Can cik Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 cia B truong Bé Y 1
quy dinh viéc dang ky luu hénh thuéc, nguyén liéu lam thudc;

Can cir két lugn cua Hoi dong tw van cap gidy déng ky hweu hamh thudc, nguyén
liéu lam thuéc - B6 Y té dot 211 tai Céng van 56 82/HPTV-VPHD ngay 27/9/2024 cua
Van phong Hpi dong tw vin cdp GPKLH thudc, nguyén ligu lam thuéc;

Theo dé nghi cua Triong phong Ding ky thuée, Cuc Quan Iy Dugc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 771 thubc, nguyén liéu
lam thudc san xuét trong nude dugc gia han gidy ding ky lwu hanh tai Viét Nam - Dot
211, cu thé:

1. Danh muc 556 thudc, nguyén liéu lam thudc san xuét trong nude duge gia
han gidy dang ky luu hanh hiéu luc 05 nam (Phu luc I keém theo).

2. Danh muc 159 thudc san xuét trong nudc duge gia han gidy ding ky luu
hanh hi€u luc 03 nam (Phu luc II kem theo).

3. Danh muc 56 thudc san xudt trong nu6c duge gia han gidy dang ky luu hanh
hiéu luc dén 31/12/2025 (Phu luc III kém theo).

Piéu 2. Co s6 san xuit va co so ding ky thude ¢6 trach nhigm:

1. San xuét thudc theo ding céc hd so, tai liu da ding ky v6i Bo Y té va phai
in hodc dan sb dang ky duoc Bo Y t& Viét Nam cip 1én nhén thubc.

2. Chi duoc san xuét, dua ra lwu hanh cac thube kiém soat dic biét khi c6 Giéy
ching nhan @i diéu kién kinh doanh dugc pham vi kinh doanh thubc phai kiém soét
ddc biét phu hop véi pham vi hoat déng ciia co s dap ing quy dinh tai khoan 5 Diéu
143 Nghj dinh sé 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phii quy dinh chi tiét mot
s6 didu va bién phap thi hanh Luat Dugc.

3. Thuc hién viéc cdp nhét tiéu chudn chét lugng ciia thude theo quy dinh tai
Thong tu s& 11/2018/TT-BYT ngay 04/5/2018 ciia B6 truéng B6 Y té quy dinh vé
chit luong thude, nguyén lidu lam thude.

4. Thubc duoc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cép nhét ndi dung nhan thudc, to huéng dén sir dung thube theo quy dinh
ctia Thong tw 01/2018/TT-BYT ngay 18/01/2018 cta Bo truéng Bo Y & thi phai thuc
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hién cap nhat theo quy dinh tai didm b Khoan 1 Didu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngdy duoe gia han gidy dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, céc thudc duge gia han
gidy dang ky luu hanh theo Quyét dinh nay c6 thay doi v& ndi dung hanh chinh phai
san xuat va luu hanh voi cac ndi dung d3 duoc phé duyét thay dbi trong hd so gia han.

6. Co so ding ky thube phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu lyc cua gidy dang ky luu hanh thudc, nguyén ligu 1am thubec. Trong truong hop
khong con dap Gng du didu kién hoat dong, co so dang ky phai cé trach nhiém thuc
hién thay ddi co s& dang ky theo quy dinh tai Thong tt s& 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 s san xuét thudc phai bao dam cac didu kién hoat dong clia co sO san
xuét trong thoi han hiéu lyc cua gidy dang ky luu hanh thudc, nguyén li¢u lam thubc.

8. Cac thudc duoc gia han gidy dang ky luu hanh tai Quyét dinh nay dugc tiép
tuc su dung sb dang ky da cAp trude khi gia han trong thoi han tdi da 12 thang ké tir
ngay duoc cap s6 dang ky gia han theo quy dinh tai Phy luc VI ban hanh kém theo
Théng tu s& 08/2022/TT-BYT.

9. Phéi hop v6i cac co sO didu tri @& thuc hién theo dang cac quy dinh hién
hanh vé thubc ké don, theo d5i an toan, hiéu qua, tac dung khong mong mudn cua
thudc trén ngudi Viét Nam va tdng hop, bao céo theo quy dinh tai Diéu 5 Thong tu 50
08/2022/TT-BYT déi véi cac thudc trong Phu luc II ban hanh kém theo Quyét dinh
nay.

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

Piéu 4. Giam dbc S Y té cac tinh, thanh phé truc thuoe Trung uong va Giam
dbe co s& san xuht va co so dang ky ¢6 thube tai Didu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noinhdn: CUC TRUONG
- Nhu Diéu 4; A8 N\

- BT. Pao Héng Lan (dé blc);

- TT. D3 Xuan Tuyén (dé b/c);

- Cuc Quany -chf) Quéc phong, Cuc Y té - B6 Cong an;

- Cuc Y té GTVT - B¢ Giao thdng vén tai; \
- Téng Cuc Hai quan - B§ Tai chinh;
- B4o hiém x4 h(f)i Viét Nam,; : - z N
-B9 Y té: Vy PC, Cyc QLYDCT, Cyc QLKCB, Thanh tra Vii Tuin Cuong
B9, Van phong HPTV cép GDKLH thube, NLLT;

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

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

- Céc Bénh vién, Vién c6 giudng bénh tryc thude Bo Y té;

- Trung tAm mua sdm tap trung thudc quéc gia;

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

Website; i

- Luu: VT, DKT (C.H) (02b).
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PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 211

Phu luc I
DANH MUC 556 THUOC, NGUYEN LIEU LAM THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY

(Kem theo Quyét dinh s6 718 /QD-QLD ngay 24 thang 10 ndm 2024
ctia Cuc Quan Iy Duoc)
STT| Tén thubc Hoat chét chinh - | Dangbao | Quy cich déng géi | Tiéu Tudi | S8 dingky §6
Ham luwong ché chuin | tho gia han lan
(thang) | (So dﬁl}g ky | gia
da cap) han
@) @) 3 “ Q)] 6 @) ® ®

1. Co s& ding ky: Cooperation Pharmaceutique Francaise (Dia chi: Place Lucien Auvert 77000 Melun, Phép)

1.1. Co s& san xuét: Cong ty cb phin Sanofi Viét Nam (Dia chi: L6 [-8-2, Pudong D8, Khu Cong ngh¢ cao, Phuong Long
Thanh M§, Tp. Thi Birc, Tp. H6 Chi Minh, Viét Nam)

1

Nautamine

Diacefyllin
diphenhydramin
90mg

Vién nén

Hop 20 vi x 4 vién

NSX

36

893110008900
(VD-29364-18)

2. Co s¢ dang ky: Cong ty ¢b phin 5A Farma (Pia chi: 116/45 T6 Hién Thanh, Phudng 15, Quén 10, Thanh phd Hb Chi
Minh, Viét Nam)

2.1. Co s& sén xuét: Cong ty cb ph?m lién doanh Duge phﬁm Eloge France Viét Nam (Dia chi: Khu cong nghiép Qué Vo,
xa Phuong Liéu, huyén Qué Vs, tinh Bic Ninh, Viét Nam)

2 |Atorvastatin+Ezet |Atorvastatin (dudi  |Vién nén bao |Hop 3 vi x 10 vién, NSX 36 893110009000 | 1
imibe-5A Farma |dang atorvastatin phim Hop 4 vi x 7 vién (VD-33757-19)
10+10mg calci) 10mg;

Ezetimibe 10mg

3 |Atorvastatin+Ezet |Atorvastatin (duéi  [Vién nén bao |Hop 3 vi x 10 vién, NSX 36 1893110009100 | 1
imibe-5A Farma |dang Atorvastatin phim Hop 4 vi x 7 vién (VD-33758-19)
20+10mg calci) 20mg;

Ezetimibe 10mg

4 |Dutasteride-5A  [Dutasterid 0,5mg Vién nén bao |Hdp 3 vi x 10 vién NSX 36 893110009200 | 1
Farma 0,5mg phim (VD-33759-19)

5 |Sitagliptin - 5A  |Sitagliptin (duédi Vién nén bao |Hop 4 vi x 7 vién, NSX 36 |893110009300 | 1
Farma 100mg dang Sitagliptin phim Hop 3 vi x 10 vién (VD-33761-19)

phosphat
monohydrat
128,48mg) 100mg

6 |[Sitagliptin - 5SA  [Sitagliptin (dudi Vién nén bao [Hop 4 vi x 7 vién, NSX 36 893110009400 | 1
Farma 50mg dang Sitagliptin phim Hop 3 vi x 10 vién (VD-33762-19)

phosphat
monohydrat
64,24mg) 50mg

3. Co s¢' diing ky: Cong ty cd phin Cong nghé sinh hoc - Dwge pham ICA (Dia chi: L6 10, dudng sé 5, khu cong nghiép
Viét Nam-Singapore, thi x4 Thuén An, tinh Binh Duong, Vi¢t Nam)

3.1. Co s san xut: Cong ty cb phin Cong nghé sinh hoc - Dugc phim ICA (Dia chi: L6 10, dudng s6 5, khu cong nghiép
Viét Nam-Singapore, thi x3 Thudn An, tinh Binh Duong, Viét Nam)

7

Adagrin

Sildenafil (dudi
dang sildenafil
citrate 70,24mg)
50mg

Vién nén bao
phim

Hoép 1 vi x 3 vién

NSX

36

893110009500
(VD-18667-13)
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STT|  Tén thube | Hoat cht chinh- | Dangbao | Quy cich dong goi | Tiéu Tudi | Sbdangky | Sb
Ham lugng ché chuén | the gia han lan
(thang) | (S6 dingky | gia
da cép) han
@™ @ 3 @ ® (6) (N @®) )
276 |Vincynon Etamsylat 250mg 2 |Dungdich  [Hop 1 vi x 5 6ng x NSX 36 893110036400 | 1
ml tiém 2ml; Hop 2 vix 5 (VD-20893-14)
bng x 2ml
277 |Vitamin B12 Vitamin B12 Dung dich Hép 100 bngx Iml |DDVN 36 [893110036500 | 1
1000mcg/1ml tiém hién (VD-24910-16)
hanh

51. Co so diang ky: Cong t

Huyén Thach Thét, Tp. Ha Noi, Viét Nam)

51.1. Co s& san xuht: Cong ty ¢ phin Duge Phic Vinh (Dia chi: Lo CN 4-

Huyén Thach Thét, Tp. Ha Ngi, Viét Nam)

y cb phiin Duge Phiic Vinh (Dja chi: L6 CN 4-6.2 KCN Thach Thét - Quéc Oai, X& Phiing X4,

6.2 KCN Thach Thét - Qudc Oai, Xa Phung X4,

278 |Nystatin

Nystatin 500.0001U

phim

Vién nén bao

Hop 2 vi x 8 vién

NSX

36

893110036600
(VD-32951-19)

1

52. Co s& ding ky: Cong ty Cb phén Duge trung Uong 3 (Dia chi:

Chau, Thanh phd Pa Néng, Viét Nam)

52.1. Co s& san xudt: Cong ty

Chéu, Thanh phé Pa Néng, Viét Nam)

S6 115 Ngb Gia Ty, Phudng Hai Chau 1, Qun Hai

C6 phin Duge trung Uong 3 (Dia chi: S6 115 Ngb Gia Ty, Phuong Hai Chéu 1, Quén Hai

279 |Ceteco Prednisolon Smg Vién nén Lo 100 vién, 200 NSX 36 893110036700 | 1
Prednisolon vién, 500 vién (VD-25836-16)

280 |Datadol extra Cafein 65mg; Vién nén Hop 10,20,50 vix |DDVN 36 893100036800 | 1
Paracetamol 500mg 10 vién; Lo 200 vién; v (VD-27176-17)

Hop 15 vix 12 vién

53. Co sb ding ky: Cong ty Cb phin Dugc Trung wong Mediplantex (Dia chi: S6 358 dudng Giai Phong,

Liét, quan Thanh Xuan, thanh phd Ha N¢i, Viét Nam)

53.1. Co s& san xuét: C

Hau, x& Tién Phong, huyén Mé Linh, thanh ph Ha N6i, Viét Nam)

ong ty C6 phéin Dugc Trung wong Mediplantex (Pia chi: Nha may dugc phém s6 2: Thon Trung

phuong Phuong

281 |Postcare 100 Progesteron Vién nang Hop 3 vi x 10 vién, NSX 36 893110036900 | 1
(micronized) 100mg mém Hop 2 vi x 15 vién (VD-24359-16)
282 |Prednison Prednison 5Smg Vién nén Lo 1000 vién NSX 36 893110037000 | 1

(VD-34312-20)

54. Co sé diang ky: Cong ty ¢b phédn Dugc va Vat tu'y té Binh Thuén (Dia chi:

Trinh, thanh phé Phan Thiét, tinh Binh Thuén, Viét Nam)

54.1. Co s& san xuit: Cong ty ¢ phin Dwgc va Vat tuy t

Trinh, thanh phé Phan Thiét, tinh Binh Thuan, Viét Nam)

& Binh Thuén (Pia chi: S6 192 dudng Nguyén Héi, phuong Phu

S6 192 dudong Nguyén Hoi, phuong Phu

283 |Lobetasol Tuyp 10g chira: Kembdida |Hop 1tuypx10g NSX 36 893110037100 | 1
Betamethason (VD-33668-19)
dipropionat 6,4mg;

Clotrimazol 100mg
284 |Povidone Todine  |Povidoniod 10% Dung dich Hop 1 chai 20ml; DBVN 24...1.893100037200 | 1
10% (Wiv) ding ngoai  |Chai 20ml, 30ml, V (VD-32971-19)
90ml, 130ml, 140ml,
330ml




