CONG TY CPDP MINH DAN CONG HOA XA HOI CHU NGHIA VIET NAM
S6: 546/CV-MD Poc lap — Tw do — Hanh phiic
(V/v:Bé sung théng tin thudc) g

Nam Dinh, ngay 03 thang 05 ndm 2025

Kinh giti: SO'Y TE KIEN GIANG

Trude tién, Cong ty C6 phin Duwge phdm Minh Dén, chan thanh cam on sy tin
nhiém va quan tdm cua Quy S& cho Cong ty trong thoi gian qua. S

Cén ctr Quyét dinh s6 1630/QD-SYT ngay 27/6/2024 ctia S& Y t€ vé viéc phé duyét
két qua lua chon nha thau Goéi s6 2: Goéi thau thude generic thong thudng thudc ké hoach lua
chon nha thau cung cap thudc tap trung tinh Kién Giang, giai doan 2023-2025 (dot 3);

Can ctr Cong vén so 5404e/QLD-DK ngay 13/02/2025 vé viéc thay ddi, bd sung
ddi véi thude da cAp GDKLH. cu thé mat hang Midataxim 2g sé ding ky 893110066124
duoc bé sung thém quy cach “ hop carton chira 10 lo kém 1 to huéng dan st dung thude”.
Cé hai quy cach “hop 01 1o” va “ hop 10 lo” déu gidng nhau vé: Tén thude, hoat chét, nong
do, ham luong, nhom TCKT, dang bao ché, dung tich lo, duong dung, cach st dung, tudi
tho, nha san xuét, chét luong, gid ban khong thay ddi va gia ké khai/ ké khai lai da duoc
dang tai trén céng thong tin ctia Cuc Quan 1y Duoc. (C6 ho so tai liéu dinh kémy).

Nha thau chiing t6i kinh trinh Quy Bénh vién xem xét cho Nha thau dugc cung cip mat
hang Midataxim 2g theo ca hai quy cédch hop 1 lo va hop 10 lo. Chung tdi xin cam két
nhitng thong tin ching t6i cung cip 1a hoan toan ding su that.

Bing vin ban nay, Nha thiu chung t6i kinh mong Quy S& xem xét.

Xin chan thanh cam on!

Noi nhan:
- Nhu trén
- Luu VT.




) Ky bois e Quin H .
B el BOYTE CONG HOA XA HOI CHU NGHSAVI#TAMCHINH

o '4CUC QUAN LY DUQC Doc lap - Tu do - Hanh Pdiricthéng. .nam,
Sé: 90 /QD-QLD Ha Néi, ngay 31 thang 01 ndm 2024
QUYET PINH

vé viéc ban hanh Danh muc 608 thudc san xuit tro i
dwgc gia han glay ding ky luru hanh tai Viét Na ]

CUC TRUONG CUC QUAN LY DU

Can cur Ludt Duoc 90 105/2016/QH13 ngay 00/4/2016; \\*
Can cir Nghi dinh so 95/2072/’VD CcpP noay 15/11/2022 cuthlhmh
chirc nang, nhiém vu, quyen han va co cau té chire ciia B Y té:
Cén cir Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 cia B truong B Yté quy
dinh chitc nang, nhiém vu, quyén han va co cdu (6 chirc ciia Cuc Quan ly EH@CT@)N?@ GIAM DAC
Bo Yté
Can cvr Théng ti s6 08/2022/TT-BYT ngay 05/09/2022 cua Bo tr L%ﬂ%ﬂ/ll%@om%
quy dinh viéc dang ky lwu hanh thuéc, nguyen lieu lam thube;
Cdn cir két ludn cua Hoi dong tw van cap gidy dang ky luu hanh thuée, nguyén
liéu lam thudc - B3 Y té dot 192 phién 1 va phién 2 tqi Cong vin s6 102/HPTV-VPHD
ngay 11/12/2023 va Céng van so 103/HDTV-VPHD ngay 12/12/2023 ciia Vin phong
Hpi dong tir vin cdp GPKLH thud, nguyén liéu lam thudc;
Theo dé nghi ciia Tr wong phong Déng ky thuéc, Cuc Qudn ly Dugrc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 608 thudc san xudt trong
nuée duge gia han gidy dang ky luu hanh tai Viét Nam - Dot 192, cu the

1. Danh muc 529 thudc san xut trong nudc duge gia han glay dang ky luu
hanh hi¢u lyc 05 nam (Phu luc I kém theo).

2. Danh muc 70 thude san xudt trong nudc duoc gia han gidy dang ky luu hanh
hi¢u luc 03 nam (Phu luc IT kem theo).

3. Danh muc 09 thude san xuit trong nudc duge gia han gidy dang ky luu hanh
hiéu lyc dén 31/12/2025 (Phu luc I kem theo).

Piéu 2. Co s¢ san Xuét va co s& dang ky thude 6 trach nhiém:

1. San xuit thude theo ding cic ho 50, tai liéu dd diang ky v&i Bo Y té va phai
in s ding ky duoc BO Y te Viét Nam cép 1én nhan thudc.

2. Chi dugc san xuit, dwa ra luu hanh cac thudc kidm soat diic biét khi co Gidy
chimg nhén du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dac bi¢t phu hop vé1 pham vi hoat dong cua co s¢ dap tmg quy dinh tai khoan 5 biédu
143 Nghi dinh s0 54/2017/NB-CP ngay 08/5/2017 cta Chinh phu quy dinh chi tiét mét
s6 diéu va bién phap thi hanh Luat Dugc.

3. Thuc hién viéc cap nhat tiéu chuén chit lwong cua thube theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ng gay 04/5/2018 cua Bo truong BO Y té quy dinh vé
chét lugng thube, nguyén liéu lam thude.

4. Thude duoc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cdp nhat ndi dung nhan thudc, to huéng dan sir dung thude theo quy dinh
cua Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B{ truong B Y té thi phai thuc
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hién cép nhat theo quy dinh tai diém b Khoan 1 Dleu 37 Théng tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tur ngay dugc gia han glay dang ky luu hanh.

5. Sau 12 thang ké tur ngay ky ban hanh Quyét dinh nay, cac thudc dugc gia han
glay dang ky luu hanh theo Quyet dinh nay c6 thay ddi vé noi dung hanh chinh (bao
gdém ca mau nhan va to hudng dan st dung thudc) phai san xudt va luu hanh véi cac
ndi dung da dugc phé duyét thay ddi trong hd so gia han.

6. Co s¢ dang ky thudc phai bio dam duy tri diéu kién hoat dong trong thoi gian
hi¢u luc cua giay diang ky luu hanh thude, nguyén liéu lam thude. Trong truong hop
khong con dép tng du diéu kién hoat dong, co sé ddng ky phai c6 trach nhiém thyc
hién thay déi co s& dang ky theo quy dinh tai Thong tu s§ 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s0 dang ky khong con du didu kién hoat dong.

7. Co so san xudt thude phai bao dam céc didu kién hoat dong cia co so san
Xudt trong thot han hi¢u luc cua gidy dang ky luu hanh thudc, nguyén li¢u lam thude.

8. Cac thuoc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay duogc tlep
tuc s dung so dang ky da cap trude khi gia han trong thoi han ti da 12 thang ké tir
ngay dugc 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. Phéi hop véi cic co s¢ didu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thubc ké don, theo doi an toan, hi¢u qua, tic dung khong mong mudn cua
thudc trén nguoi Viét Nam va ton0 hop, bdo céo theo quy dinh tai Diéu 5 Thong tu 56
08/2022/TT-BYT ddi voi céc thude trong Phu luc IT ban hanh kém theo Quyét dinh
nay.

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

Diéu 4. Giam déc S Y té cac tinh, thanh phd truc thude Trung wong va Giam
ddc co so san xudt va co s¢ dang ky c6 thudc tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhén: —.._CUC TRUONG
- Nhu Diéu 4; HUG o

- BT. bao H511g Lan (dé b/c);

- TT. P4 Xuin Tuyén (dé b/c); [z
- Cuc Quiny - B9 Quéc phong, Cuc Y té - Bo Cong an; |
-Cuc Y t¢ GTVT - B§ Giao thong van tai;

- Tong Cuc Hai quan - B Tai chinh;

- Bao hiém xa hoi Viét Nam; e ’: z .

- B9 Y té: Vy PC, Cyc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Cudng
Bo, Van phong HDTV cap GDKLH thude, NLLT;

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

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

- Cac Bénh vién, Vign c6 giwdng bénh truc thuge B Y té;

- Trung tim mua sdm tap trung thude quéc gia;

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

Website;

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




(Kem theo QL{))ét dinh s6 90

Phu luc I
.DANH MUC 529 THUOC SAN XUAT TRONG NUGC DPUQC GIA HAN GIAY PANG KY LUU
HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 192

cua Cuc Quan ly Duoc)

/OD-QLD ngay 31 thang 01 nam 2024

STT | Ténthuéc | Hoat chit chinh - | Dang bao |Quy cach dong goi| Tieu | Tubi Sb ding ky [ S6 lan
Ham lugng ché chuén tho gia han gia han
(thang) | (S ding ky
da ciip)
(1 () 3) “ (5) (6) (7 (8) )

1. Co s¢ diing ky: Aleapharm B.V (Bia chi: Dorpstraat 101, 2742AN Waddinxveen, the Netherlands)

1.1. Co s& san xuét: Cong ty c6 phdn Dugc vat tu y té Hai Duong (Dia chi: Sé 102, phd Chi Lang, phudng Nguyén Trii,
TP. Hai Duong, tinh Hai Duong, Viét Nam)

|

Vitamin C

Acid ascorbic
500mg/Sml

Dung dich
tiém

Hop 50 dng x 5ml;
Hop 12 dng x 5ml;
Hop 6 ong x Sml

DDVN
1Y

24

893110047224
(VD-25862-16)

2. Co s¢ diing ky: Cong ty ¢6 phadn Euvipharm (Dia chi: Ap Binh Tién 2, xd Dirc Hoa Ha, huyén Btrc Hoa, tinh Long An,
Viét Nam)
2.1. Co s& sdn xuit: Cong ty cb phén Euvipharm (Bia chi: Ap Binh Tién 2, xa Dtrc Hoa Ha, huyén Duc Hoa, tinh Long
An, Viét Nam)

2 |Acefalgan 500 [Acetaminophen Viénnén  |Hop 10 vix 10 vién | DDVN 36 893100047324 ]
500mg \Y (VD-26134-17)

3 |Arginin Mbi Sml chira: - [Dung dich [Hop 2 vix 10 éng | NSX 36 893110047424 |

Euvipharm Arginin hydroclorid [udng X Sml (VD-25674-16)
1000mg

4 |Cefclor Cetaclor (dudi Viénnang |Hop 2 vix 10 vién | USP 43 36 893110047524 1

500 mg dang cefaclor cling (VD-20692-14)
monohydrat) 500mg

5 |Cefjidim Ig Ceftazidim (dudi Bot pha Hop | 1o USP 43 36 893110047624 |
dang ceftazidim tiém (VD-18943-13)
pentahydrat + natri
carbonat) lg

6 |Cefjidim 2g Ceftazidim (dudi  |Bot pha Hop 1 lo USP 43 36 (893110047724 l
dang ceftazidim tiém (VD-18944-13)
pentahydrat + natri
carbonat) 2g

7 |Citnir 300 mg  |Cefdinir 300mg Viénnang [Hop I vix 10 vien |JP XVII| 36 893110047824 |

cling (VD-20693-14)
& |Cormiron Amiodaron Viénnén  |Hép 3 vix 10vién |JP XVII| 36 893110047924 1
200 mg hydroclorid 200mg (VD-19861-13)

9 |Emerop 0,5g Meropenem (dudi  [Bot pha Hop 1 1o USP 40 36 893110048024 |
dang meropenem tiém (VD-19339-13)
trihydrat) 0,5g

10 |Emerop 1g Meropenem (dudi  |Bot pha Hop | lo USP 38 36 893110048124 1
dang meropenem  |tiém (VD-19340-13)
trihydrat) lg

Il |Enatril 5 mg Imidapril Viénnén  |Hop 10 vix 10 vién [ JP XVII| 24 |893110048224 l
hydroclorid Smg (VD-19865-13)
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STT | Ténthude | Hoat chatchinh- | Dang bao |Quy cich déng g6i| Tiéu | Tudi $6 ding ky | S0 lan
Ham lugng ché chuén tho gia han gia han
(thang) | (S6 ding ky
di cép)
$)) (2) 3) ) ) (6) () (8) &)

30. Co s¢ diing ky: Cong ty C6 phian Dugc phim Me Di Sun (Dia chi: Sé 521, Khu phd An Loi, Phuong Hoa Loi, Thi xa
Bén Cat, Tinh Binh Duong, Viét Nam)

30.1. Co sé siin xuéit: Cong ty Co phin Dugc phim Me Di Sun (Dia chi: Sé 521, Khu phd An Loi, Phuong Hoa Loi, Thi
xa Bén Cat, Tinh Binh Duong, Viét Nam)

172 (Bepromatol 5 |Bisoprolol fumarat |Viénnén |[Hop 03 vix 10 vién | NSX 36 8931100064324 1
Smg bao phim (VD-29774-18)

173 |Eslatinb 40 Simvastatin 40mg [Viénnén  [HOp 3 vi x 10 vién; | USP 40 36 893110064424 1
bao phim  |Hop 10 vi x 10 vién (VD-26874-17)

174 {Immulimus Tacrolimus Thude m& [Hop 1 tugp x 10g NSX 36 893110064524 1
0,03% 0,003g/10g (VD-26878-17)

175 |Medi-ambroxol [Ambroxol HCI Dung dich [Hop 20 6ng x 5ml; | NSX 36 1893100064624 ]
15mg/5ml udng Hop 30 6ng x 5ml (VD-29784-18)

176 [Medibivosol  |Bromhexin Dung dich [Hop 4 vi x 5 dng NSX 36 893100064724 |
hydroclorid 4mg/  |udng Sml; Hop 6 vix S (VD-27935-17)

Sml

ong Sml

31. Co s¢ ding ky: Cong ty C6 phan Dugc phim Medbolide (Dja chi: Phong 09, lau 10, toa nha The EverRich 1, s6 968

duong 3 thang 2, P.15, Q.11, TP. H6 Chi Minh, Viét Nam)

31.1. Co sé sén xuét: Cong ty Co ph?zn Duwoc phé‘im Me Di Sun (Dia chi: 521 An Lgi, Hoa Loi, Bén Cat, Binh Duong,
Viét Nam)

177

Posisva 40

Pravastatin natri
40mg

Vién nén

Hop 03 vi x 10 vién

USP
2022

893110064824
(VD-29793-18)

32. Co s¢ ding ky: Cong ty ¢6 phin Duge phim Minh Dén (Dia chi: L6 E2, duong N4, khu cong nghiép Hoa X4,
phuong Loc Hoa, thanh phé Nam Dinh, tinh Nam Dinh, Viét Nam)

32.1. Co s6 sin xuit: Cong ty cb phén Dwgc phim Minh Dén (Dia chi: Lo E2, duong N4, khu cong nghiép Hoa X4,
phudng Loc Hoa, thanh pho Nam Dinh, tinh Nam Dinh, Viét Nam)

178 |Cefaclor 250mg |Cefaclor (dudi Vién nang |Hop 01 vix 10 NSX 36 893110064924 ]
dang cefaclor cing vién; Hop 02 vi x (VD-18971-13)
monohydrat) 250mg 10 vién; Hop 10 vi
x 10 vién
179 |Cefradin 500mg |Cefradin 500mg Vién nang [Hop O1 vix 10 NSX 36 893110065024 I
cing vién; Hop 03 vi x (VD-20772-14)
10 vién; Hop 10 vi
x 10 vién
180 |Cefuroxime Cefuroxim (dudi Viénnén |Hop 1 thix 1 vix NSX 36 893110065124 |
250mg dang cefuroxim bao phim |10 vién; Hop 10 vi (VD-22939-15)
axetil) 250mg x 10 vién
181 |Cephalexin Cephalexin (dudi  |Viénnang [Hop 10 vi thingx | DDVN 36 893110065224 ]
500mg dang cephalexin cling 10 vién; Hop 10 vi I\Y (VD-18312-13)

monohydrat) 500mg

chéo x 10
vién; Hop 5 vi chéo
x 12 vién

32.2. Co so san xudt: Cong ty ¢6 phan Duge pham Minh Dén (Pia chi: Lo N8, duong NS5, khu cong nghiép Hoa X3,
phuong M§ Xa, thanh phé Nam Binh, tinh Nam Dinh, Viét Nam)

182

Aciclovir
200mg

Aciclovir 200mg

Vién nén

Hop 10 vix 10 vién

NSX

36

893110065324
(VD-22934-15)
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STT | Ténthudc | Hoat chit chinh - | Dang bao |Quy cich déng goi Titu | Tudi S6 ding ky | S lan
Ham lugng ché chuin tho gia han gia han
(thang) | (S6 ding ky
da céip)

() (2) 3) ) 3) (6) () 8) &)

183 [Akavic 10 Perindopril arginin |Vién nén  |Hop 3 vix 10 vién; | NSX 36 893110065424 1
10mg bao phim [Hop 10 vix 10 (VD-26184-17)

vién; Hop 30 vi x
10 vién

184 |Cefalemid 1g  |Cefamandol (du¢i |Thudc bdt |Hop 1 lo loai dung NSX 36 893110065524 1
dang cefamandol pha tiém tich 20ml (VD-28670-18)
nafat) lg

185 |Ciprofloxacin  |Ciprofloxacin (dudi |Viénnén  |Hop 10 vix 10 vién | NSX 36 893115065624 1

500mg dang ciprofloxacin |bao phim (VD-22942-15)
hydroclorid) 500mg
186 |Diacerein Diacerein 50mg Vién nang [Hop 3 vix 10 Vién | NSX 36 893110065724 1
50 mg cliing (VD-29797-18)

187 |Ethambutol Ethambutol Viénnén  |HOp 10 vix [0 vién | NSX 36 893110065824 l
400mg hydroclorid 400mg |bao phim (VD-22943-15)

188 |Ibuprofen Ibuprofen 400mg  [Viénnén  |[Hdp 02 vix 10 DbVN 36 1893100065924 |
400mg bao phim  |vién; Hop 10 vi x A% (VD-22944-15)

10 Vién

189 [Metronidazol  |Metronidazol Viénnén  |Hop 10 vix 10 vién | DDVN 36 | 893115066024 ]
250mg 250mg \% (VD-22945-15)

190 [Midataxim 2g  [Cefotaxime (dudi |Thudc bot Hop 1 lo NSX 36 | 893110066124 |
dang cefotaxim pha tiém (VD-21323-14)
natri) 2g

191 |Midazoxim Ig |Ceftizoxime (dudi |Thude bot Hop 01 lo; Hop 10 NSX 36 893110066224 |
dang ceftizoxime  |pha tiém lo; Hop 1 lo thude (VD-20452-14)
natri) lg bot pha tiém kém 1

dng nude cit pha
tiém Sml

192 |Midepime 0.5g |Cefoxitin (dudi Thude bot  |Hop 1 lo dungtich [USP 44| 36 |893110066324 I
dang cefoxitin pha tiém  |20ml; Hop 10 lo (VD-29011-18)
natri) 0,5g dung tich 15ml

193 [Midepime 2g  |Cefoxitin (dudi Thude bot Hop I lo NSX 36 893110066424 |
dang Cefoxitin pha tiém (VD-29012-18)
natri) 2g

194 |Midoxime lg  |Cefepim (duéi Thubc bot Hop 1 lo loai dung NSX 36 893110066524 1
dang cefepim phatiém  |tich 20ml (VD-31135-18)
hydroclorid) 1g

195 |Mizapenem lg |Meropenem (dudi  [Thude bot Hop 1 lo NSX 36 893110066624 I
dang meropenem pha tiém (VD-20774-14)
trihydrat) 1g

196 |Paracetamol Paracetamol 500mg |Vién nén  |Hop 05 vi x 04 vién | NSX 24 1893100066724 1

500mg sui (VD-29013-18)
197 |Paracetamol Paracetamol 500mg |Vién nén  |Hop 10 vix 10 vién | NSX 36 893100066824 l
500mg (VD-23604-15)




BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Djc ldp - Ty do - Hanh phl'xc
S&: 5404e/QLD-BK Ha Néi, ngay 13thd (7
V/v thay dbi, bé sung d6i véi thude Nai,
di cip GPKLH By,

Kinh gtii: CONG TY CO PHAN DUGC PHAM MINH DAN
Dia chi: Lé E2, dwong N4, KCN Hoa Xa, phwong Loc Hoa, TP,Nam Pinh, Nam
Dinh

Tra 161 ho so so tlep nhan so 94088/TT91 ngay 12/6/2024 va cac tai liéu lién
quan ctia cong ty vé viéc thay doi, bo sung dbi vai thube da duoc cap gidy dang ky
luu hanh;

Cin ct Thong tu sd 08/2022/TT-BYT ngay 05/9/2022 cua B Y té quy dinh
viéc dang ky luu hanh thude, nouyen lidu lam thudc;

Cén cur Bién ban tham dinh hd so thay d6i/bd sung cua cong ty, Cuc Quan ly
Duoc c6 ¥ kién nhu sau:

Dong y vOi nodi dung dé nghi thay 601 b6 sung duoc phé duyét kém theo cong
vdn nay dm v6i thude M1datax1m 2g, 86 dang ky 893110066124,

Ngoai néi dung duoc phé duyét, cac ndi dung khac giir nguyén nhu hé so ding
ky thuoc luu tai Cuc Quan ly Dugec.

Céc ndi dung thay doi, bo sung néu trén dugc thuc hién ké tir ngay ky cong vén
nay. Riéng ndi dung thay doi, sau 12 thang ké tir ngay ky cong van nay, cong ty
phai thuc hién theo ndi dung thay d6i da dugc phe duyét.

Cuc Quan Iy Dugc théng bao dé cong ty biét va thuc hién dung cac quy dinh vé
dang ky luu hanh thude./.

Noi nhan: ' KT. CUC TRU ONG

=i freeg . - PHO CUC TRUONG
- Cuc truong (dé b/c); v

- Luu: VT, BKT (Sg).

\.-> _ Nguyén Thanh Lim

PHO TONG GIAM DSC

08. Bloon o Dpand
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CONG TY CO PYTAN CONG HOA XA HOI CHU NGHIA VIET NAM
DUQC PHAM MINE DAN ée 1ap - Tu do - Hanh phic

BANG TONG HQP CAC NOI DUNG THAY POI

Bo sung quy cich déng goi: Hop 10 lo loai dung tich 20 ml

r
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CONG TY CPDP MINH DAN CONG HOA XA HQI CHU NGHIA VIET NAM
S6: 547/CV-MD ) Poc lap - Tu do - Hanh phic
(V/v: Bé sung sé dang ky thuoc ) ---000---

Nam Dinh, ngay 03 thang 05 nam 2025

Kinh giri: SO'Y TE KIEN GIANG

Trude tién, Coéng ty C6 phin Dugc phim Minh Dén, chin thanh c&m on su tin
nhiém va quan tdm ctia Quy S& Y Té cho Cong ty trong thoi gian qua.

Can ctr Quyét dinh s6 1630/QD-SYT ngay 27/6/2024 ciia S§'Y t€ vé viéc phé duyat két
qué Iua chon nha thiu Goi s6 2: Géi thau thuée generic thong thudng thude ké hoach lua chon
nha thiu cung cip thude tap trung tinh Kién Giang, giai doan 2023-2025 (dot 3);

Cén ct Quyét dinh sé 85 1/Qb- -QLD ngay 19/12/2024 vé viée ban hanh Danh myc
869 thudc, nguyén liéu lam thuée san xuét trong nude duge gia han gidy ding ky luu hanh

tai Viét Nam - Dot 214, trong d6 san phdm: Loxoprofen 60mg duoc gia han 1an 1 voi sb
dang ky maoi: 893100218800;

Nha thau chiing t6i xin b6 sung thong tin cic mit hang thudc da tring thiu nhuw
sau:

STT Tén thube SPK theo QDTT SPK bd sung
VD
1 Loxoprofen 60mg 30436-18 893100218800

Céc ndi dung khéc ctia thude khong thay doi. (Tai liéu dinh kem)
Bang vin ban nay, Nha thiu chung t6i kinh trinh Quy S& xem xét.
Xin chan thanh cam on!

Noi nhéan: PAI DILN HOP PHAP NHA THAU
- Nhu trén
-Luu VT.




». Ky bai: CUC QUAN
* LYDUQC |

BO Y TE CONG HOA XA HOI CHU NGHIASA@IYW CHINH

CUC QUAN LY DUQC Djc 18p - Ty do - Hanh phig. thing. .nam.
Sé: 851 /QP-QLD Ha Néi, ngay 19 thdang 12 nam 2024
QUYET PINH

Vé viée ban hanh Danh muc 869 thuoc, nguyen heu lam thuoc sidn xuat

Can cu Quyet dmh 56 1 969/QB BYT ngay 26/4/2023 cita Bé trucng Bo Y té

quy dinh chirc nang, nhiém vu, quyén han va co cdu t6 chire ciia Cpﬂgq@,\‘él@tw paC

thuoc B6 Y z‘e

Cén cii Thong t s6 08/2022/TT-BYT ngay 05/09/2022 ciia B Pping 8555 Dpan),

quy dinh viéc dang ky lwu hanh thuoc, nguyeén lieu lam thuoc

Can cir két lugn cia Hoi dono tw van cdp gidy dang ky lwu hanh thudc,
nguyén ligu lam thuéc - B3 Y 6 dot 214 tai Cong van so 99/HDTV-VPHD ngay
21/11/2024 cua Van phong Héi dong tw vin cap GPKLH thuéc, nguyén liéu lam
thuoc;

Theo dé nghi ciia Trieong phong Dang ky thuoe, Cuc Quan 1y Duoc.

QUYET DINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 869 thude, nguyén
liéu lam thudc san xudt trong nudc duge gia han gidy dang ky luu hanh tai Viét
Nam - Dot 214, cu thé:

1. Danh muc 626 thube, nguyén lidu lam thudc san xuit trong nudc duoc gia
han giy ddng ky luu hanh hiéu lwc 05 nam (Phu luc I kem theo)

2. Danh muyc 208 thudc san xuét trong nudc duge gia han gidy dang ky luu
hanh hi¢u luc 03 ndm (Phu luc II kem theo).

3. Danh muyc 35 thudc san xuét trong nudc duge gia han gidy dang ky luu
hanh hiéu luc dén 3 1/12/2()25 (Phu luc IIT kem theo).

Piéu 2. Co so san XUt va co s dang ky thude cé trach nhiém:

I. San xuét thuoc theo dung cac ho s0, tai li¢u da dang ky voi By Y té va
phai in hodc dan sb dang ky dugc B Y té Viét Nam cap |én nhan thude.

2. Chi duoc san xuat, dua ra luu hanh cac thudc kiém soat dédc biét khi co
Glay ching nhén du didu kién kinh doanh duoc pham vi kinh doanh thubc phai
kiém soat dic biét pht hop voi pham vi hoat dong cua co s¢ dap ung quy dinh tai
khoan 5 Piéu 143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cia Chinh phu
quy dinh chi tiét mot s6 didu va bién phép thi hanh Luit Duoc.

3. Thuce hién vigc ¢dp nhit tiéu chuin chét lugng clia thude 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 lwong thude, nguyén liéu lam thude.
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4. Thudc duoc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cdp nhét ndi dung nhan thude, to hudng dan sir dung thudc theo quy dinh
cua Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong Bo Y té thi phai
thuc hién cip nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Thoéng tu so
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 tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia
han gidy dang ky luu hanh theo Quyet dinh nay c6 thay ddi vé noi dung hanh chinh
phai san xuit va luu hanh v&i céc noi dung dad dugc phé duyét thay d6i trong hd so
gia han.

6. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat ddng trong thoi
gian higu lyc cua gidy ding ky luu hanh thudc, nguyén lidu lam thude. Trong
truong hop khong con dép ung du diéu kién hoat dong, co so ding ky phai co trach
nhiém thyc hién thay do6i co s¢ ding ky theo quy dinh tai Thong tu s6 08/2022/TT-
BYT trong thdi han 30 ngay ké tir ngay co s¢ dang ky khéng con du diéu kién hoat
dong.

7. Co s¢ san xuét thudc phai bao dam céc diéu kién hoat dong cua co so san
xudt trong thoi han hiéu luc ctia gidy dang ky luu hanh thuéc, nguyén liéu [am
thude.

8. Céc thuoc duoc gia han gidy ding ky luu hanh tai Quyét dinh nay dugc
tlep tuc st dung so dang ky da cap trude khi gia han trong thoi han t6i da 12 thang
ké tir ngay duoc cap s0 ddng ky gia han theo quy dinh tai Phu luc VI ban hanh kém
theo Thong tu s6 08/2022/TT-BYT.

2. Phéi hop véi cac co so diéu tri dé thuc hién theo dung cac quy dinh hi¢n
hanh vé& thudc ké don, theo dai an toan, hiéu qua, tac dung khong mong mudn cua
thuoc trén ngudi Viét Nam va tong hop, bdo céo theo quy dinh tai Piéu 5 Thong tu
s6 08/2022/TT-BYT dbi véi céc thude trong Phu luc II ban hanh kém theo Quyét
dinh nay.

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

Diéu 4. Giam doc S Y té cac tinh, thanh phd trwe thude Trung wong va
Giam dbc co s¢ sén xuit va co so ding ky co6 thube tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.
Noi nhén: CUC TRUONG
- Nhu Diéu 4; ] P AP
- BT. Dao Hong Lan (d€ b/c);
- TT. B6 Xuan Tuyén (de b/e); ]
- Cuc Quany - B§ Qudc phong, Cuc Y té - B Cong an| |
-Cuc Y t& GTVT - Bd Giao théng van tai;
- Ton0 Cuc Hai quan - B9 Tai chinh; :
- Bao hiém xa hoi Viét Nam; S P y
-B{ Y té: Vu PC, Cyc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuén Cuong
B¢. Vin phong HDTV cap GBKLH thude, NLLT;

- Vién KN thuée TU, Vién KN thube TP, HCM:

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

- Cac Bénh vién, Vién ¢6 giuong bénh truc thuge By Y té;
- Tl'ull" tdm mua sam tap tlLlllg thllOb (]UOC gla

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

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




Phu luc I :
DANH MUC 626 THUOC, NGUYEN LIEU LAM THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY
DPANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - DQT 214

(Kém theo Quyét dinh s6 851 /ODP-QLD ngay 19  thing 12 nam 2024
cua Cuc Quan ly Duoc)
STT| Tén thudc Hoat chét chinh - [Dang bao ché&| Quy cach déng goi Tiéu | Tudi S6 ding ky S0
Ham lugng chuan | tho gia han lan
(thang)| (So dangky | gia
da cip) han
) (2) 3) ) ) (6) ) ) &)

I. Co's¢ ddng ky: Chi nhianh Resantis Vi¢t Nam - Céng ty TNHH mdt thanh vién Dugce Sai Gon (Bia chi: 702 Trudng
Sa, phuong 14, qudn 3, Thanh ph6 H6 Chi Minh, Viét Nam)

1.1. Co' s6 sin xudt: Chi nhanh Resantis Viét Nam—Cong ty TNHH mét thanh vién Duge Sai Gon (Pia chi: S6 01 VSIP,
duong s6 3, khu cong nghi€p Viét Nam — Singapore, phuong Binh Hoa, thanh phé Thuan An, tinh Binh Duong, Viét Nam)

I |Cinnarizine RVN |Cinarizin 25mg Vién nén Hop 3 vix 10 vién NSX 36 1893100197800 | 1
(VD-27427-17)
2 |Lifextend Clopidogrel (duéi Vién nén bao |Hop 2 vix 10 vién NSX 36 | 893110197900 | 1
dang Clopidogrel phim (VD-22314-15)
bisulfat) 75mg
3 |Mecasel 15 Meloxicam 15mg Vién nén Hop 2 vi x 10 vién NSX 36 893110198000 | 1
(VD-25546-16)

4 |Mecasel 7,5 Meloxicam 7,5mg Vién nén Hop 2 vix 10 vién NSX 36 | 893110198100 | 1
(VD-25547-16)

5 |Repamax 650 Paracetamol 650mg  [Vién nén bao Hop 10 vix 10 vién |DDVN | 48 [893100198200 | 1
phim I\Y% (VD-27428-17)

2. Co's6 diing ky: Cong ty ¢d phin 23 théng 9 (Dia chi: 11 Tan Hoa, Phuong 14, Quan 6, Tp. HO Chi Minh, Viét Nam)
2.1. Co st sin xuit: Cong ty ¢ phin 23 thang 9 (Dia chi: 11 Tan Hoa, Phuong 14, Quén 6, Tp. H Chi Minh, Viét Nam)

6 |Ibulivi Ibuprofen 100mg/5ml [Hdn dich udng Hop 10 goi x 5ml; NSX 36 893100198300 1
Hop 20 goi x Sml; (VD-32601-19)
Hop 30 goi x Sml

7 |Ironagan Moi 10ml chira: Dong [Dung dich  |Hop 10 ong, 20 ong, | NSX | 36 | 893100198400 | 1

(du6i dang ddng
gluconat) 0,7mg;
Mangan (dudi dang
mangan gluconat)
1,33mg; Sit (dudi
dang sit gluconat)
50mg

udng

30 éng x 10ml

(VD-32602-19)

3. Co's¢ diing ky: Céng ty c¢6 phin DTS Viét Nam (Dja chi:

NOi, Viét Nam)

3.1’. Co so sin xuit: Cong ty ¢6 phin dwge phim Nam Ha (Dia chi: S§ 415, duong Han Thuyén, phuong Vi Xuyén, thanh
ph6 Nam Dinh, tinh Nam Binh, Viét Nam)

S6 18,5 51, phuong Quan Hoa, quan Cau Gidy, thanh phé Ha

8 |Benfoheal 150 Benfotiamine 150mg | Vién nén bao Hop 3 vix 10 vién; | NSX 36 | 893110198500 | 1
phim Hop 6 vi x 10 vién (VD-32604-19)
9 |Demensyn Donepezil HCI Smg ~ [Vién nén Hop 3 vix 10 vién; | NSX 36 | 893110198600 | |
Hop 5 vix 10 vién (VD-18670-13)
10 |Dusodril 300 Thioctic acid 300mg  |Vién nang Hop 3 vix 10 vién; | USP 36 [ 893110198700 | 1
cing Hop 6 vi x 10 vién hién (VD-28774-18)
hanh

4. Co's¢ding ky: Cong ty ¢6 phin Dugc - Vit tu y t&¢ Thanh Hoa (Dja chi: S3 232, Tr

phé Thanh Hoéa, tinh Thanh Hoa, Viét Nam)

an Phu, phudng Lam Son, Thanh
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STT|  Tén thube Hoat chit chinh - [ Dang bao ché| Quy cich déng géi Ti¢u | Tudi S$6 diing ky sé
Ham lwgng chuan | tho gia han lan
' (thang)| (S6 ding ky gia
di céip) han
Q)] () (€)) “) () (6) ) ®) ®
196 (Hypedalat Lacidipin 4mg Viénnén bao |Hop 3 vi, 10vix 10 | NSX 36 893110217300 !
phim vién (VD-34192-20)
197 |Amedtonin 2 Risperidon 2mg Vién nén bao |Hop 3 vix 10 vién; [ NSX 36 893110217400 1
phim Hop 10 vi x 10 vién; (VD-34189-20)
chai 100 vién

35. Co sé diing ky: Cong ty ¢o phan duge pham Me Di Sun (Pia chi: S§ 521, Khu ph6 An Loi, Phudng Hoa Loi, Thi xa
Bén Cat, Tinh Binh Duong, Viét Nam)
35.1. Co'sé sin xuit: Cong ty ¢ phén duwge phim Me Di Sun (Pia chi: 521 Khu phd An Loi, Phudng Hoa Loi, Thi xa Bén
Cat, Tinh Binh Duong, Viét Nam)

198 |Gucanat Moi 10ml chira: Ddng Dung dich Hop 20 ong x 10ml | NSX 36 893110217500 | 1
(duéi dang dong udng (VD-31762-19)
gluconat) 0,7mg;

Mangan (dudi dang
mangan gluconat)
1,33mg; Sét (duoi
dang sét gluconat)
50mg
199 |Myspa Isotretinoin 10mg Vién nang Hop 03 vix 10 vién | NSX 36 893110217600 | 1
mém (VD-22926-15)
200 |Immulimus 0,1% |Tacrolimus 0,001g/1g |Thube m& Hoép 1 tuyp x 10g; NSX 36 893110217700 | 1
Hop 1 tuyp x 12g; (VD-26879-17)
Hop I tuyp x 15g;
Hop 1 tuyp x 20g;
Hop 1 tuyp x 25g;
Hop 1 tuyp x 30g

36. Co'sé ding ky: Céng ty C6 phin Duge phim Medbolide (Bia chi: Phong 09, 1au 10. toa nha The EverRich I, 6 968
duong Ba Thang Hai, phudng 13, quédn 11, Tp. H6 Chi Minh, Viét Nam)

36.1. Co's¢ sin xuét: Cong ty ¢6 phén duge Medipharco (Pia chi: 0

Hué, Tinh Thira Thién Hué, Viét Nam)

8 Nguyén Trudng T9. Phudng Phude Vinh, Thanh phd

201 [Menzag Diflorason diacetat Thube md béi [Hop 01 tuyp x 10g, | NSX 36 | 893110217800 | 1
0,05% (w/w) da Hop 01 tuyp x 15g, (VD-34197-20)
Hop 01 tuyp x 30g
36.2. Co s& sin xudt: Cong ty ¢6 phin duge phiim Me Di Sun (Pia chi: S 521, khu phd An Loi, phuong Hoa Loi, thi xa

Bén Cit, tinh Binh Duong, Viét Nam)

202 |Camoas Flavoxate Viénnénbao [Hop3vix 10vien [USP38] 36 |8931 10217900 | |
hydrochloride 200mg |phim (VD-25205-16)

203 |Locgoda 0,1% Mometason furoat Kembdida  [Hop 01 tuyp x 15¢g NSX 36 893100218000 | 1
15mg/15¢g (VD-34198-20)

37. Co s6 ding ky: Céong ty ¢6 phan Dugc phim Minh Dan (

Thanh phé Nam Dinh, tinh Nam Binh, Viét Nam)

37.1. Co'sé sén xuét: Céng ty c¢6 phin Dugc phdm Minh Déan (
Phuong Loc Hoa, Thanh pho Nam Dinh, Tinh Nam Dinh,

Dia chi: Lo E2, Pudng N4, KCN Hoa X4, Phudng Loc Hoa,

Dia chi: Lo E2, Buong N4, Khu cong nghiép Hoa X4,
Viét Nam)

204

Cefadroxil
1000mg

Cefadroxil (dudi
dang cefadroxil
monohydrat) 1000mg

Vién nén bao
phim

Hop 10 vi x 10 vién

NSX

36

893110218100
(VD-34199-20)
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STT| Tén thube Hoat chit chinh - | Dang bao ché| Quy cdch déng géi [ Tieu | Tudi | S ding ky S0
'Hilm lugng chufn | tho gia han lan

(thang)| (So dér,lg ky | gia
da cap) han

() (2) 3) 4) (€] (6) @) ®) ®)

205 [Amoxicilin/Acid [Acid clavulanic (dung [Vién nén bao |Hop 1 taix 2vix 7 | NSX 24 893110218200 |

clavulanic dang kali clavulanat + [phim vién (VD-31778-19)
500/125 avicel tilé 1:1)

125mg; Amoxicilin

(dung dang

Amoxicilin trihydrat)

500mg

206 |Cefadroxil Cefadroxil 250mg/5ml Bt pha hon  [Hop 01 lo x 60ml NSX 24 1893110218300 | 1

250mg/Sml dich ubng (VD-19893-13)

207 (Ceframid 1000  [Cephalexin (dang Vién nén bao |Hop 02 vi x 07 vién | NSX 36 | 893110218400 | 1
cephalexin phim (VD-22938-15)
monohydrat) 1000mg

37.2. Co s sin xuat: Cong ty cb phin Dugc phdm Minh Dan (Dia chi: L6 N8, duong N5, khu cong nghiép Hoa Xa,
phuong My X4, thanh phé Nam Pinh, tinh Nam Dinh, Viét Nam)

208 |Cefmetazol 0,5g [Cefmetazol (duéi Thubde bot Hoép 10 lo, loai 15ml| NSX 36 893110218500 |
dang cefmetazol pha tiém (VD-34200-20)
natri) 0,5g

209 |Cotrimoxazol Sulfamethoxazol Vién nén Hop 10 vix 10 vién | NSX 36 1893110218600 | |

300/160 800mg; Trimethoprim (VD-34201-20)
160mg

210 |Loperamid 2mg  [Loperamid Vién nang Hop 10 vix 10 vién [DBVN [ 36 | 893100218700 | |
hydroclorid 2mg cliing \% (VD-25721-16)

211 |Loxoprofen 60mg [Loxoprofen natri Vién nén Hop 10 vi x 10 vién, | NSX 36 893100218800 | |
60mg vi nhém/ PVC (VD-30436-18)

212 |Natri clorid 0,9% |Natri clorid 0,9% Thudc nho Hop 01 1o x 5ml DDVN | 24 1893100218900 | 1
(w/v) mit, thude hodc 10ml, Hop 20 A% (VD-22949-15)

nhé mii lo x 5ml hodc 10ml
213 |Ofloxacin 0.3%  |Ofloxacin 15mg/5ml Dung dich Hop 1o x 5ml, NSX 24 1893115219000 | 1
nho mat Hop 20 1o x Sml (VD-23602-15)

214 |Piperacilin Ig Piperacilin (dudi Thude bot Hop 10 lo. loai 15ml| NSX 36 (893110219100 | 1
dang Piperacilin pha tiém (VD-26908-17)
natri) 1g

215 |Piracetam 400mg |Piracetam 400mg Vién nén bao |[Hop 10 vix 10 vién | NSX 36 (893110219200 | |

phim (VD-34206-20)

216 |Quinapril 10mg  |Quinapril (duoi dang [Viénnénbao |Hop | tai x 03 vi x USP 24 1893110219300 | 1
Quinapril HCl) 10mg |phim 10 vién 2024 (VD-30439-18)

217 |Ramipril 10mg Ramipril 10mg Vién nén Hop 1 tti x 03 vi x NSX 24 893110219400 I

10 vién (VD-34207-20)

218 |Vitamin B12 Cyanocobalamin Dung dich Hop 100 ong x Iml | NSX 24 [ 893110219500 | 1

Img/ml Img/1ml tiém (VD-23606-15)

38. Co's¢ diing ky: Cong ty C6 phin Duge phim OPC (Bja chi: 1017 Hon

Minh, Viét Nam)

38.1. Co s6' san xuét: Chi nhanh Con

chi: $6 09/BDX04-TH, Té

7, Ap Tan H

g Bang, Phuong 12, Quan 6, Thanh phé H6 Chi

g ty ¢ phin dugc phim OPC tai Binh Dwong — Nha mdy dwoc phdm OPC (Pia
0a, Xa Tan Vinh Hiép, Tan Uyén, Binh Duong, Viét Nam)

219 |Ethanol 90%

Ethanol 96% 56,25ml

Dung dich

dung ngoai

Chai 60ml

NSX

36

893100219600
(VD-19398-13)
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STT Tén thube Hoat chat chinh - |Dang bao ché Quy cdch déng goéi [ Tiéu | Tudi S6 ding ky Sf)
’ Ham luwgng chuin | tho gia han lin
(thang)| (So ddng ky | gia
di cép) han
€9) (2) 3) “) 3) (6) () ¢)) ®)
270 | Tenafotin 1000 Cefoxitin (dudi dang |Thudc bot Hop 1 lo thuée bot  [USP 41 36 893110224700 1
Cefoxitin natri) pha tiém pha tiém; Hop 10 lo (VD-23019-15)
1000mg thude bot pha tiém

47. Co s¢ ding ky: Cong ty c¢6 phan Dugc phim Thién bat (Dia chi: 54 — TT4C Khu d6 thi Vin Quan, Yén Phuc, Phtc La,
Ha Dong, Ha Ngi, Viét Nam)

47.1. Co sé sian xuét: Cong ty ¢ phin dwoc phim Trung wong 2 (Dia chi: L6 27, khu cong nghiép Quang Minh, thj trin
Quang Minh, huyén Mé Linh, thanh phé Ha N§i, Viét Nam)

271

Bizrani

Méi Sml hdn dich sau
pha chura : Cefprozil
(dudi dang Cefprozil
monohydrat) 125mg

Thubdc bot
pha hén dich
uéng

Hop 1 lo x 20,3g, dé
pha 45ml hon dich;
Hop 1 1o x 27,1g, dé
pha 60ml hon dich;
Hop 1 lo x 40,6g, dé
pha 90ml hén dich

NSX

24

893110224800
(VD-33659-19)

48. Co's¢ diing ky: Cong ty ¢6 phin Dwgee phaim Thuin Thanh (D]

Hoa, Quéan Cau Giéy. Thanh phé Ha Noi, Viét Nam)

48.1. Co s& sén xudt: Céng ty ¢ phan Dwgce phdm Minh Dan
Phuong My Xa, Thanh phé Nam Binh, Tinh Nam Dinh, Viét Nam)

(Dia chi: L6 N8, Duong N5, Khu cong nghiép Hoa X4,

achi: S6 12/189/14 Nguyén Ngoc Vi, Phuodng Trung

272

Febuxostat 40

Febuxostat 40mg

Vién nén bao
phim

Hop 03 vi x 10 vién,
Hop 1 1o x 30 vién

NSX

36

893110224900
(VD3-49-20)

49. Co s¢ ding ky: Cong ty ¢o phan duge phim Tipharco

Tan My Chanh, Phuong 9, TP. My Tho, tinh Tién Giang, Viét Nam)

49.1. Co sé' sin xudt: Cong ty ¢b ph
Tién Giang, Viét Nam)

an duge phdm Tipharco (Pia chi: 15 Péc Binh Kiéu, Phuong 2, TP. My Tho, Tinh

(Dia chi: L6 08, 09 Cum Cong nghiép va Tidu tha cOng nghiép

273 |Amoxicilin Amoxicilin (dudi Vién nang Hop 10 vix 10 vién; | NSX 36 | 893110225000 | 1
500mg dang amoxicilin cliing chai 100 vién; chai (VD-34244-20)
trihydrat compacted 200 vién
574mg) 500mg
274 |Cefcenat 500 Cefuroxim (du¢i Vién nén bao |Hop 2 vix 5 vién: NSX 36 893110225100 |
dang Cefuroxim phim Hop 2 vix 10 vién; (VD-32889-19)
axetil) 500mg Hop 5 vix 10 vién
275 |Paindol extra Ibuprofen 200mg; Vién nén Hop 25 vi x 20 vién; | NSX 36 | 893100225200 | 1
Paracetamol 325mg Hép | chai x 100 (VD-26269-17)
vién; Hop 5 vi x 20
vién; Hop 10 vix 10
vién
276 |Tiphaprim 960 Sulfamethoxazol Vién nén Hop 10 vix 10 vién; | NSX 36 | 893110225300 | |
800mg; Trimethoprim chai 100 vién (VD-34248-20)
160mg

50. Co' s¢ dang ky: Cong ty c6 phan dugc phim Trung wong 2 (Dia chi:

Hai Ba Trung, thanh phd Ha Noi, Viét Nam)

50.1. Co s& siin xuét: Cong ty ¢o phin dwge phim Trun
Quang Minh, huyén Mé& Linh, thanh phd Ha Noi, Viét Nai

S6 9 Trén Thénh Tong, phudng Bach Ping, quan

g wong 2 (Dia chi: L6 27, khu cdng nghigp Quang Minh, thj trin




CONG TY CP KINH DOANH THUONG MAI  CONG HOA XA HOI CHU NGHIA VIET NAM
TAN TRUONG SINH Doc lap — Tw do — Hanh phic

S6: 2.8 /CV-PDT Ha Noi, ngay 22 théng 04 ném 2025
V/iv: Thay doi théng tin thuéc Ebitac Forte

Kinh giti: S¢' 'Y té tinh Kién Giang
Cong ty ¢6 phan Kinh doanh Thwong mai Tan Trwong Sinh xin gt 161 chao tran trong

dén quy Don vi va cam on su hop tac, ing ho ciia Quy Don vi trong sudt thoi gian vira qua.

Can cur Thong tu 15/2019/TT-BYT ngay 11/7/2019, Thong tw 07/2024/TT-BYT ngay
17/5/2024 cia BO Y té quy dinh vé dau thiu thudc tai co s& y té cong lap, trong d6 quy dinh vé
truong hop thude tring thdu c6 thay déi trong qua trinh lya chon nha thau hodc cung tmg thude
trung thau.

Can cir Quyét dinh s§ 1630/QD-SYT ngdy 27/06/2024 cia S Y té tinh Kién Giang vé
viéc phé duyét két qué lra chon nha thdu Géi s6 2: Géi thau thude generic thong thudng, thudc
Ké hoach lva chon nha thiu 26i thau cung ce‘ip thude tap trung tinh Kién Giang, giai doan 2023
— 2025 (dot 3), Chung t6i 1a nha thiu d4 tring thiu san phim Ebitac Forte ciia Nha san xuat
Farmak JSC - Ukraine véi han dung: 24 thang.

Can ctt cong vin s6 27890e/QLD-PK ngay 30/9/2024 ciia Cuc Quén Iy Dugc vé viée thay
d6i, bd sung ddi voi thude da duge cap GPKLH, trong d6 dong y thay ddi han dung ciia hang
Ebitac Forte tir 24 thang lén 36 thang (Céng vdn dinh kém).

Cong ty chung t6i xin dugc thay doi thong tin vé han ding cta thudc nhu sau:

Ma thube Tén thube SPK Hundang | o ding moi
trung thau
2210270005256 | Ebitac Forte | VN-17896-14 | 24 théng 36 théng

Réit mong nhan duoc sy chap thuén sém cua Quy DPon vi vé viée @ nghi thay ddi thong
tin thudc Ebitac Forte ciia cong ty ching t6i d dam béo viée cung tmg thude day du, phuc vu kip
thoi cong tac kham, chita bénh cta cac co sy té.

Xin tran trong cam on!

Noi nhgn: DAI DIEN CUA NHA THAU

- Nhu Kinh gii; D i W
15/ conG Ty
S cO PHAN

</ GIAM BOC

-*» {KINH DOANH THUGNG Ml
\&‘ \r H TRUDNG SI

Y 3 .

quyen Grueng Tovié’

N N
N "/k/EM O



BOY TEfs/” CONG TYCNG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN L Doc 14p - Tw do - Hanh phiic
| /&) Ha Ngi, ngay 30thdng 09 nim 20 24

V/v thay d6i, bd sung dON

) phnce
da dugc cp GDI;%)/«

Kinh gri: CONG TY TNHH DUGC PHAM DO HA . e
Dia chi: $6 30 tdp thé Tran Phii, ngo 105, duong Nguyén Phong S, 16 16
phuong Dich Vong Hgu, qudn Cau Giay, thanh phé Ha Néi

Trd 161 ho s0's0 tiép nhan sd 91040/TTI1 ngay14/4/2024 va céc tai lieu lién
quan cua cong ty vé viéc thay doi, bo sung doi véi thude da duoc cap gidy dang ky
luu hanh;

Cén ctr Thong tw s6 08/2022/TT-BYT ngay 05/9/2022 cua By Y té quy dinh
vi€c dang ky luu hanh thuée, nguyén liéu lam thuoc;

Can ctr Bién ban thdm dinh hd so thay dbi/bé sung ciia cong ty, Cuc Quén ly
Duoc cé y kién nhu sau:

Dong y vo6i ndi dung dé nghi thay d6i, bd sung dugc phé duyét kém theo cong
van nay dbi véi thuéc 50 ding ky VN-17896-14.

Ngoai néi dung dugc phé duyét, cic ndi dung khac giit nguyén nhu hé so dang
ky thudc luu tai Cuc Quén 1y Duoe.

Céc ndi dung thay d6i, b§ sung néu trén duogc thyc hién ké tir ngay ky cong vin
nay. Riéng néi dung thay doi, sau 12 thang ké tir ngay ky cong van nay, cong ty
phai thyuc hién theo ndi dung thay doi da dugc phé duyét.

Cuc Quan ly Duogc thong bao dé cong ty biét va thuc hién dung cac quy dinh vé
dang ky luu hanh thudc.

Noi nhn: KT. CUC TRUONG
sl PHO CUC TRUGNG
- Cuc trudng (dé b/c); A
- Luu: VT, BKT (). Y,

i g { b A
N @g;en Thanh Lim




BANG SO SANH NOI DUNG THAY DOI

Tén thudc:|Ebitac Forte

Sé dang ky: VN-17896-14

Bang so sinh ndi dung thay déi:

Noi dung da duge duydt

Noi dung dé nghi thay d6i/bd sung

{

“Han st dl_mgj
P,
W

(271 théx@

Thay doi nhé trong
quy trinh san xuat

(36 thénD

* Preparation of wetting suspension
Load and weigh Purified Water into
the container on the balances and
add Portion 1 of Pregelatinized
Starch. Mix the suspension with a
mixer until the component particles
are uniformly distributed. Weigh the
resulting suspension in the container
on the balances and transfer to
mixing, wetting and granulation of
the blend.

* Preparation of wetting suspension

Load Purified Water and weigh into the
tank equipment on the balances and
heat to the required temperature. Then,
load Enalapril Maleate and Sodium
Bicarbonate with stirring in a certain
sequence. Stir the solution until the
components are completely dissolved.
Transfer the solution to another|
container and add Porfion I of
Pregelatinized Starch, while stirring,
and until a homogeneous
suspension is obtained. Weigh the
produced suspension on the balan@a
and transfer it to mixing, wetting m\ >
granulation of the blend. G TY

mix

* Mixing. wetting and granulation of

* Mixing, wetting and granulation’

blend

Load the raw material from the first
container into the mixer-granulator,
Perform the granulation process
automatically —according to the
recipe parameters. After that, load
raw materials from the second
container into the mixer-granulator.
Mix the blend and wet with a
suspension of pregelatinized starch
according to the recipe parameters.
Unload wet granulate from the
mixer-granulator through a sieve
into a dryer.

blend TN
Load  Portion 1II of Laérgses :
Monohydrate,  trituration  mix ire, ) N
hydrochlorothiazide,  corn .starch

Portion II of pregelatinized starch, and
Portion V of Lactose Monohydrate into
the mixer-granulator. Mix the blend
according to the recipe parameters.
Perform the granulate production
process automatically according to the
recipe  parameters. Unload et
granulate from the mixer-granulator
into a dryer through a sieve.

Thay doi bao bi
dong gbi so cap

Bao bi so céip duge duyét:
polyvinyl chloride (PVC) film

Bao bi so cdp dé nghi thay ddi:
PVC and po]yamide
(PVC/Alu/PA) foil

Bo sung ¢ 16 san
J4
xuat

C& 16 dugce duyét: 160 kg




CONG TY CPDUQC LIEU COQNG HOA XA HQI CHU NGHIA VIET NAM
TRUNG UONG 2 Poc 1ap — Tw do — Hanh phiic
S6:04443 /DL2-TBV Tp. H6 Chi Minsh, ngay 29 thang 04 nam 2025
V/v: Thay d6i sb ding ky san
pham Pulmicort Respules
1mg/2ml

5

PHYTOPHARMA

Kinh giri: SO Y TE KIEN GIANG

Trudc tién, Cong ty Cb phan Duoc liéu Trung wong 2 xin cam on su hd trg cia Quy S& Y
té dbi v6i cong ty chiing toi. Trong nhiéu nam lién, cic san phdm cla cong ty ching tdi da duoc
Quy S& Y té va cac bénh vién tin tudng va sir dung dé diéu tri cho bénh nhan.

Can cir Quyét dinh sb 1630/QD-SYT ngay 27/06/2024 vé viéc phé duyét két qua lwa chon
nha thau cung cip thudc tap trung tinh Kién Giang, giai doan 2023-2025 (dot 3).

Cbng ty chung t6i da tring thdu cung tmg san phim Pulmicort Respules 1mg/2ml, Hop 4 goi x
5 6ng don liéu 2ml, s dang ky VN-21666-19 cua co s& san xuft AstraZeneca AB, Thuy Pién theo
Quyét dinh tring thau s6 1271/QD-SYT ngay 02-12-2023 cia S¢ Y té tinh Quang Tri. Bang van ban
nay ching t6i xin thong bdo san phim nay da dugc cip sb dang ky gia han 730110131924 theo quyét
dinh s6 136/QD-QLD ngay 29/02/2024 cia Cuc Quan Ly Duogc dé thay thé cho sb diang ky VN-
21666-19 d cap trudce day (vui long tham khdo Quyét dinh gia han gidy ddng ky luu himh dinh kém).

S6 ding ky lwu hanh | S§ dang ky luu hanh dwoc

Tén san pham dang cung g Cuc Quan ly Dwgc gia han

Pulmicort Respules 1mg/2ml, Hop

4551 x 5 brig’fom Tiey 2l VN-21666-19 730110131924

Theo Khoan 3a, Piéu 15, Thong tu 07/2024/TT-BYT:

“3. Truong hop thudc du thdu ¢ thay déi trong qud trinh lva chon nha thau hodic cung ung
thudc tring thau nhung thudc thay thé chira dwoc chao trong hd so du théu, hé so d@ xudt, chi dau
tue duwoc xem xét dé nha thau thay thé thuéc nham bdo dam cung g di thudc phuc vu kip thoi cong
tac kham bénh, chita bénh cua don vi khi ddp g cdc trieong hop sau day:

a) Thudc biét duoc gbc, sinh phdm tham chiéu khi cé thay d6i thong tin so véi théng tin tai
Quyét dinh cdp gidy ding ky leu hanh:

- Truong hop thong tin thay dbi thudc théng tin da cong bo tai Quyét dinh cong bé danh
muc thudc biét dwoc goc, sinh phdm tham chiéu thi théng tin nay phai dwoc cdp nhdt, cong bo
trong danh muc thuéc biét dwoc géc, sinh phim tham chiéu;”

Thudc Pulmicort Respules 1mg/2ml chi thay ddi sb gidy dang ky luu hanh sang céu tric
méi gém 12 chit sb (theo quy dinh tai Phu luc 1 ban hanh theo Thong tw 08/2022/TT-BYT vé viéc
deing ky thuéc, nguyén liéu lam thudc). Thong tin s6 dang ky gia han 730110131924 ciing da dugc
céap nhat trong danh muc thudc biét dugc géc Dot 3 nam 2024, sb thi tu 49, theo Quyét dinh sé
287/QD-QLD ngay 03 thang 05 nam 2024 (vui Iong tham khdo Quyét dinh cong bé Biét duge géc
dinh kém).



Pé dam bao viéc cung Ung thudc duoc lién tuc, phuc vu nhu cu kham chita bénh ctia bénh
nhén, kinh mong Quy S& Y t& xem xét va ddng y dé cong ty ching t6i duoc tiép tuc cung Ung
thudc Pulmicort Respules 1mg/2ml véi s6 dang ky “730110131924” dé thay thé ngay khi thudc
Pulmicort Respules 1mg/2ml, s6 ding ky VN-21666-19 dugc phan phdi hét. Chung t6i cam két
ngoai su thay dbi vé cAu truc sb dang ky, khong c6 bat ky su thay ddi nao vé cac thong tin khac
cta thubc (tén thudc, co sé san xudt, tuéi tho cia thuéc, tinh ddp iing nguyén tdc, tiéu chudn
GMP cila co sé san xudt, tiéu chudn chdt lirong) so véi trude day.

Chung t6i rat mong tiép tuc nhan dugc su hd tro ciia Quy S& Y té, hy vong méi quan hé
giita Quy S& Y té va Cong ty C6 phan Dugc Liéu Trung Uong 2 ngay cang tt dep.

Tran trong kinh chao.

Noi nhan:
- Nhu trén;
-Luu VT

(L4 DU AN THAY BENE VIEN
Hoang Vén Phic

Dinh kem:
- Quyét dinh gia han gidy ding ky heu himh s6 136/0D-QLD
- Quyét dinh céng bé Biét diegc goc Pot 3 ndm 2024



BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

e UC QUANLYDUQC Pac lap - Tw do - Hanh phiic
: 136 /Qb-QLD Ha No¢i, ngay 29 thangyynam2024
QUYET PINH

V& viéc ban hanh danh muc 193 thuéc nuée ngoai
dwgc cip, gia han gidy ding ky luu hanh tai Viét Nam - Dot 118

CUC TRUONG CUC QUAN LY DUQC

Can cir Lugt Duwoc sé 105/201 6/QH13 ngay 06/4/2016;

Cdn cir Nghi dinh s6 95/2022/NP-CP ngay 15/11/2022 cia Chinh phi quy dinh
chirc nang, nhiém vy, quyén han va co cau t6 chirc ciia Bo Ytée; -

Can cir Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 ciia BJ truong Bé Y té quy
dinh cigz}c nang, nhiém vy, quyén han va co cau té chire ciia Cuc Quan ly Duoc thudc
Bo Yteé;

Can cir Théng twr s6 08/2022/TT-BYT ngay 05/09/2022 ciia B$ trucng Bj Y té quy
dinh viéc dang ky luu hanh thude, nguyén liéu lam thudc;

Cén cir két lugn cia Hpi dong tir vin cap gidy dang ky luu hanh thuéc, nguyén
liéu lam thuéc - B4 Y té dot 118 tai Céng vin sé 08/HPTV-VPHD ngdy 23/01/2024 va
Cong van s6 10/HDTV-VPHD ngdy 26/01/2024 ciia Vin phong Hei dong tir vén cdp
GPKLH thuéc, nguyén liéu lam thudc;

Theo dé nghi ciia Truong phong Dang ky thudc - Cuc Qudn Iy Dugrc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 193 thudc nuéc ngoai
duoc cép, gia han giéy dang ky Iuu hanh tai Viét Nam - Pot 1 18, cu thé:

L. Danh myc 121 thudc nuée ngoai duge cip gidy dang ky luu hanh higu luc 05
nam - Dot 118 (tai Phy luc I kém theo).

2. Danh muc 05 thudc nuée ngoai duoge cap gidy dang ky Iuu hanh hiéu luc 03
nam - Dot 118 (tai Phu luc II kém theo).

3. Danh muc 62 thuéc nudc ngoai dugc gia han giéy dang ky luu hanh hiéu luc
05 nam — Dot 118 (Phu luc IIT kém theo,.

4. Danh muc 05 thudc nuéc ngoai dugc gia han giéy dang ky luu hanh hiéu luc
03 ndm — Dot 118 (Phu luc IV kém theo).

Diéu 2. Co s& sin xut va co so dang ky thudc co trach nhiém:

1. Cung clp thudc vao Viét Nam theo diing cac hd so, tai liu di ding ky véi
BO Y t€ va phai in hogc dén s ding ky duoc Bd'Y té cAp 1én nhan thuéc.

2. Chép hanh day du phép ludt ciia nuée CHXHCN Viét Nam vi cdc quy dinh
ctia BY Y té vé nhap khau thudc va Iuu hanh thudc tai Viét Nam, néu ¢6 bt cir thay
ddi gi trong qué trinh Iuu hanh thuéc & nuéc sé tai va & Viét Nam thi phai bdo céo
ngay cho Cuc Quan ly Dugc - B6 Y té Viét Nam.

3. Thuc hién viéc cip nhat tiéu chuin chit luong cia thude theo quy dinh tai
Thong tr s6 11/2018/TT-BYT ngay 04/5/2018 ciia Bo tredng B Y té quy dinh vé chit
Iuong thudc, nguyén lidu 1am thudc.

4. Cap nhat nhan thudc va t& huéng din st dung thudc theo quy dinh tai Thoéng
tw 01/2018/TT-BYT ngay 18/01/2018 ctia B§ truéng Bo Y té quy dinh ghi nhin thudc,
nguyén liu 1am thudc va t& huéng din sir dung thudc theo hinh thir thay dbi, bb sung
gidly ddng ky luu hanh thuéc quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022
cua Bo truéng Bo Y té dbi véi thudc chua cap nhat ndi dung nhan thudc, t& huéng din




str dung thudc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo
truéng BO Y te. '

~ 5.8Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc dugc gia han
gidy ding ky luu hanh theo Quyét dinh nay c6 thay d6i vé nodi dung hanh chinh (bao
gom ca mau nhén va t& huéng dan sir dung thudc) phai nhap khéu va luu hanh véi cic
nfi dung dé dugc phé duyét thay dbi trong hd so gia han. -,

6. Phéi hop véi céc co 56 didu tri @& thuc hién theo ding cic quy dinh hién
hanh vé thu6e ké don, theo ddi an toan, hiéu qua, tic dung khong mong mudn cia
thudc trén ngudi Viét Nam va téng hop, bao céo theo quy dinh tai Diéu 5 Théng tur sd
08/2022/TT-BYT ngay 05/9/2022 ciia Bo trudng BO Y té quy dinh viéc ding ky luu
hanh thudc, nguyén liéu lam thudc ddi véi cac thube thudc Danh muc tai Phu luc II
ban hanh kém theo Quyét dinh nay.

7. Co s6 dang ky thudc phai dam béo duy tri diéu kién hoat dong trong thoi gian
hiéu luc cua gidy dang ky luu hanh thudc, nguyén liéu 1am thubc. Trong trudng hop
khong con dép tng du diéu kién hoat dong, co sé diang ky phai c6 trach nhiém thuc
hién thay dbi co s& diang ky theo quy dinh tai Thong tur s6 08/2022/TT-BYT ngay
05/9/2022 ciia Bo trudng BO Y té trong thoi han 30 ngay ké tir ngdy co s& dang ky
khong con di diéu kién hoat dong.

8. Co s¢ dang ky thudc phai bao cédo Bo Y té v& cap nhit tinh trang dap mg
Thuc hanh t8t san xut cta co s& san xuét thudc, nguyén liéu lam thudc. Truong hop
co s& san xuét bi thu hdi gidy phép san xuit hoic khong dap tmg Thuc hanh tt san
xuét thudc, nguyén liéu lam thubc & nudc s& tai, co s& phai thyc hién viéc bdo cdo

trong thoi han 15 ngay ké tir ngay c6 thong bdo cla co quan quan 1y co thdm quyén

>

nuée s6 tai theo quy dinh tai diém d khoan 1 Diéu 100 Nghi dinh s 54/2017/ND-CP
ngay 08/5/2017 ciia Chinh phi quy dinh chi tiét mot s6 diéu va bién phép thi hanh
Luiat Duoc.

Pidu 3. Cac thubc dugc gia han gidy ding ky luu hanh tai Quyét dinh ndy dugc
tiép tuc sir dung s6 dang ky da cép trudc khi gia han trong thdi han t6i da 12 thang ké
tir ngdy duoc cap sb ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tu sb 08/2022/TT-BYT.

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

Pidu 5. Giam déc S¢' Y té céc tinh, thanh phd truc thudc trung wong, gidm dép

nha sin xuit va co s& ding ky cé thudc tai Diéu 1 chiu trich nhiém thi hanh Quyé
dinh nay./.

Noi nhén: CUC TRUONG
- Nhu Dbiéu 5; =

- Bo trudng (dé blc);

- TTr. D3 Xuan Tuyén (dé b/c); /
-CucQuanY - Bd Quéc phong, Cuc Y té - B6 Cong a
Cuc Y té GTVT - B¢ Giao thong van tai; \
- Téng Cuc Hai quan - B Tai chinh;
- Bao hiém X3 hoi Viét Nam; e ‘
_Bb Y té Vu PC, Cuc QLKCB, Thanh tra B4, Vin ii Tuan Cuong
phong HDTV cip GPKLH thudc, NLLT;

- S& Y té cac tinh, thanh phé truc thude Trung wong;

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

- Téng Céng ty Dugc VN-CTCP;

- Céc Cong ty XNK duoc phim;

- Céc Bénh vién & Vién c6 giudng bénh truc thudc BYT;

- Trung tdm mua sam tap trung thudc qudc gia;

- Cic phong Cuyc QLD: QLGT, QLKDD, QLCLT,

PCHN, VP Cuc; Website Cuc QLD.

- Lwu: VT, PKT (2b) (NT).




Phu luc III

DANH MUC 62 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 118

STT | Ténthudc | Hoat chitchinh | Dang | Quycich | Tiéu | Tudi S6 ding ky So
— Ham luwgng bao ché | dénggéi | chuin tho gia han lan

(thing) | (So dingky | gia
di cip) han

() (©)) @ 3 (6) @) ® (€)

1. Co s¢ ding ky: APC Pharmaceuticals and Chemical Limited (Pia chi: Flat/RM 1003, 10/F,
Bank of East Asia Harbour View Centre, 56 Gloucester Road, Wan Chai, Hong Kong)

1.1. Co s& san xuit: Bal Pharma Ltd. (Dia chi: No. 21 & 22, Bommasandra Industrial Area,
Bangalore - 560 099, India)

Torfin-100 | Sildenafil citrate | Viénnén | Hop 1 vix | NSX 36 890110129724 | 01
tuong duong bao phim | 4 vién (VN-17230-13)
Sildenafil 100mg

Torfin-50 Sildenafil citrate | Viénnén | Hop 1 vix | NSX 36 890110129824 | 01
tuong duong bao phim | 4 vién (VN-17231-13)
Sildenafil 50mg

2. Co s6 dang Kky: Astellas Pharma Singapore Pte. Ltd (Pia chi: 6 Temasek Boulevard, #26-03/05,
Suntec Tower Four, Singapore (038986), Singapore)

2.1. Co'sé san xuit: Catalent Pharma Solutions, LLC (Dia chi: 2725 Scherer Drive, St. Petersburg,
FL 33716, USA)

Co s& déng géi so cip: AndersonBrecon Inc. (Pja chi: 4545 Assembly Drive, Rockford, IL 61109,
US4)

Co s& déng goi thir cap va xuit xwéng: Astellas Pharma Europe B.V. (Dja chi: Hogemaat 2, 7942
JG, Meppel, The Netherlands)

Xtandi Enzalutamide Vién Hop 4 vi NSX 36 001110129924 01
40mg 40mg nang dang vi x (VN3-255-20)
mém 28 vién

3. Co s¢ ding Kky: Bayer (South East Asia) Pte Ltd (Pia chi: 2, Tanjong Katong Road, #07-01,
PLQ3, Singapore (437161), Singapore)
3.1. Co s& san xuét: Bayer AG (Dja chi: Kaiser-Wilhelm-Allee, 51368 Leverkusen, Germany)

Glucobay Acarbose 100mg | Viénnén | Hop 10 vi | NSX 36 400110130024 | 01
100mg x 10 vién (VN-20230-17)
Glucobay Acarbose 50mg Viénnén | Hop 10 vi | NSX 36 400110130124 | 01
50mg x 10 vién (VN-20231-17)

4. Co s& ding ky: Cipla Ltd (Dja chi: Cipla House, Peninsula Business Park, Ganpatrao, Kadam
Marg, Lower Parel, Mumbai 400013, India)

4.1. Co s& san xuit: Cipla Ltd (Pia chi: Plot No. S-103 to S-105, S-107 to S-112, L-138, L-147, L-
147/1 to L-147/3 & L-147/4, Verna Industrial Estate, Verna, Goa 403722, India)

AN



Quy cach '

STT | Tén thudc | Hoat chitchinh | Dang Tiéu | Tuoi S6 ding ky S6
— Ham lugng bao ché | dong goi | chuan tho ia han lan

(thang) | (So ding ky gia

da cép) han

@ 2) (©)) (C)) (6] 6 (@) ® ®

13. Co sé ding ky: Cong ty b phén Sanofi Viét Nam (Dja chi: Lé I-8-2, Puong D8, Khu Céng
nghé cao, Phurong Long Thanh My, Tp.Thu Dirc, Tp. Hé Chi Minh, Viét Nam)
13.1. Co s& san xuét: Delpharm Reims (Dia chi: 10 rue Colonel Charbonneaux, 51100 Reims,

France)
22 Buscopan Hyoscin Viénnén | Hop 5vix | NSX 36 300100131824 01
butylbromid bao 20 vién; (VN-20661-17)
10mg duong Hop 1 vix
10 vién;
Hop 2 vix
10 vién;
Hop 5 vix
10 vién;
Hop 10 vi
x 10 vién
14. Co s¢ ding ky: Cong ty TNHH AstraZeneca Vit Nam (Dja chi: Tang 18, Toa nha A&B, 9
76, Puong Lé Lai, uong Bén Thanh, Quan 1, TP Hé Chi Minh, Viét Nam)
14.1. Co's6 san xuat: AstraZeneca AB (Dia chi: Forskargatan 18, Sodertalje, 151 36, Sweden)
23 | Pulmicort ‘ " Hon dich Hop4géi | NSX 24 7730110131924 | 01
Respules khidung | x5 0ng (VN-21666-19)
dingdé | donlicu
hit | gD

15. Co sé ding ky: Cong ty TNHH Dugc phim Béch Viét (Pia chi: Sé nha 146, ngé 230 Pinh Céng
Thirong, phwong Dinh Cong, quan Hoang Mai, Ha Noi, Viét Nam)
15.1. Co s& san xuét: Help S.A. (Pia chi: Pedini loanninon, Ioannina, 45500, Greece)

24 Capser Capsaicin Kemboi | Hop 1 NSX 36 520110132024 | 01
0,75mg/g ngoai da | Tuyp x (VN-21757-19)
100 gam

16. Co s& ding ky: Cong ty TNHH Dugc phim Vietsun (Dia chi: TT2-B42 Khu dé thi Van Qudn,
phuong Phuc La, quan Ha Dong, thanh pho Ha Ngi, Viét Nam)
16.1. Co s& san xuit: Incepta Pharmaceuticals Ltd (Dia chi: Dewan Idris Road Bara Rangamatia,
Zirabo, Ashulia, Savar, Dhaka-1341, Bangladesh)

25 Alfavir Tenofovir Viénnén | Hop 1 vix | NSX 24 894110132124 01
Tablet alafenamid (du6i | bao phim | 10 vién (VN3-312-21)
dang Tenofovir
alafenamid
fumarat) 25mg

17. Co s& ding ky: Cong ty TNHH Dugc phim Viét - Phap (Dza chi: Tang 20, toa nha ICON 4,
2434 Pé La Thanh, phu’ong Lang Thuong, qudn Péng Pa, thanh phé Ha Néi, Viét Nam)

17.1. Co s& sin xuit: Genepharm S.A. (Dja chi: 18th km Marathonos Ave, Pallini Attiki, 15351,

Greece)

26 Seropin

Quetiapine (dudi
dang Quetiapine
fumarate) 200mg

Vién nén
bao phim

Hop 6 vi x
10 vién

NSX

36

520110132224
(VN-20976-18)

01
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L-tryptophan 0,04
g, L-tyrosine
0,005g, L-valine
0,15g, Calcium
chloride 0,02g,
Sodium
glycerophosphate
0,1g, Magnesium
sulfate 0,07g,
Potassium
chloride 0,12g,
Sodium acetate
0,17g, Purified
soybean oil 3,54g

42. Co s& ding ky: Phil International Co., Ltd. (Dia chi: 17, Nonhyeon-ro 99-gil, Gangnam-gu,

Seoul, Korea)
42.1. Co s& san xuat: Cho-A Pharm. Co., Ltd (Pia chi: 318, Gwangjeong-ro, Haman-myeon,

Haman-gun, Gyeongsangnam-do, Korea)

61 Catefat Levocarnitine Dung Hop 20 NSX 36 880110135724 | 01
1g/10ml dich bng x (VN-19727-16)
udng 10ml
43. Co sé& ding ky: Zydus Lifesciences Limited (Dia chi: Zydus Corporate Park, Scheme No. 63,
Survey No. 536 Khoraj (Gandhinagar), Nr. Vaishnodevi Circle, Ahmedabad Gandhinagar GJ 382481,
India)
43.1. Co s& san xuit: Zydus Lifesciences Limited (Pja chi: Survey No. 417, 419 & 420, Sarkhej -
Bavla National Highway No. 8 A, Village - Moraiya, Tal.Sanand, Dist. - Ahmedabad - 382 210, Gujarat
State, India)
62 Derinide Budesonide Thube Hop 01 NSX 24 890110135824 | 01
200 inhaler | (Micronised) hit phan binh xit (VN-16144-13)
200mcg/liéu liu 200 liéu
(Thube
phun mu
ding dé
hit)
Ghi chu:

1. Cdch ghi tiéu chudn chit hwong thudc tai cét (6):

_ Nha sdn xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house c6 y
nghia tuong dwong nhau, la tiéu chuén chét hrgng thudc do co s6 san xudt xdy dung va déu c6 thé
duoc ghi trén nhan thuéc.

- Cdch viét tit céc tiéu chudn chat luong duoc dién: Dugc dién Viét Nam (DPVN), Dugc dién Anh
(BP), Duroc dién My (USP), Durgc dién Nhit Ban (JP), Dugc dién Trung Quéc (CP), Dugc dién Chéu
du (EP), Dugc dién Quéc té (IP)...

2. S8 ding ky tai cét (8):

- S8 déing ky gia han la s6 ding ky dwoc cdp theo quy dinh tai Phu luc VI Thong ne 08/2022/TT-BYT
ngay 05/09/2022 cua Bj truong Bo Y té quy dinh viéc dang ky huu hanh thube, nguyén liéu lam thuéc.
- S6 dang ky da cap (dwoc ghi trong ngodc don) la 6 dang ky da duoc cap trudc khi thuée dwoc gia
han theo quyét dinh nay.



4 M“:”m% BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM
= CUC QUAN LY DUQC Poc lap - Tu do - Hanh phic
Sé: 287 /QP-QLD Ha Néi, ngdy 03 thang 05 nam 2024

QUYET DPINH
Veé viéc cong bé Danh muc thubc biét dwoc goc - Pot 3 nim 2024

CUC TRUONG CUC QUAN LY DUQC

Céin cit Ludt Duoc sb 105/2016/QH13 ngay 06/04/2016;

Can cir Nghi dinh so 95/2022/ND CP ngay 15/11/2022 cia Chinh phu quy
dinh chirc nang, nhiém vu, quyen han va co cau té chirc ciia B4 Y té;

Cén cir Thong tir s6 08/2022/TT-BYT ngay 05/9/2022 ciia Bé truong B6 Y
té quy dinh viéc dang ky luu hanh thube, nguyén liéu lam thuéc;

Can cir Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 cua Bj trudng BoY
té quy dinh chirc nang, nhiém vy, quyén han va co cau té chirc ciia Cuc Quén Iy
Duoc thuéc Bo Y té;

Theo dé nghi ciia Truéng phong Phong Bang ky thuéc - Cuc Qudn Iy Duoc.
QUYET PINH:

Piéu 1. Cong bc“'g Danh muc 68 thube biét duoc géc Dot 3 - nam 2024 tai
Phu luc kém theo Quyét dinh nay.

Piéu 2. Quyét dinh nay co hidu luc ké tir ngay ky ban hanh.

Pidu 3. Giam ddc S& Y té cac tinh, thanh pho truc thugc Trung wong, cac

co s& kinh doanh duoc va Giam dbc co s& ¢ thudc néu tai Diéu 1 chiu trach
nhiém thi hanh Quyét dinh nay./.

Noi nhan KT CUC TRUONG

- Nhu Diéu 3;
- Bo truong Dao Hong Lan (dé b/c); CucC TRUONG

- Thit truéng D& Xuan Tuyén (de b/c);

- Cuc truong Vii Tun Cudng (@& ble); >

-Cuc Quan 'Y - B9 Quéc phong; Cuc Y té - B4 Cong an; Cuc{ G| @
Y t& GTVT - Bo Giao thong vén tai; \

- Téng cuc Hai quan - B9 Tai chinh;

-Bao hlem X4 hoi Viét Nam; S oY e

-B) Y té: Vu Phap che Cuc QLKCB, Thanh tra B¢; Nguyén Thanh Laim

- Cac Vién: KN thuoc TW, KN thudc TP. HCM;

- Trung tAm mua sam tap trung thude quoc gia;

- Téng Cong ty Dugc Viét Nam- CTCP;

- Céc co sé kinh doanh dugc;

- C4c Bénh vién & Vién c6 giudng bénh truc thugc B Y té;

- Cuc QLD: QLKDD, QLCLT, PCHN, QLGT, VPC, Website;

- Luu: VT, BK (02b).




CONG TY COPHANTMDY DUGCTOANPHAT ~ CQNG HOA XA HQI CHU NGHIA VIET NAM

Dia chi: E19, Bwong s6 4, KDC Céng Ty Xay Dung, e £
%, : Doc 1ap - Ty do - Hanh phiic
P. Hung Thanh, Q. CiaiRing, Tp. Can The * = ° s

PEIARMA Dién thoai: 02023.910.345 - 0986 824 777 ----000----

Email: duoctoanphat2020@gmai.com

: Can Tho, ngay 08 thang 05 nim 2025
So: 85/2025/TP

CONG VAN
V/v : Thay doi So dang ky ciia sdan pham SaVi Valsartan 160

Kinh giri: SO Y TE TINH KIEN GIANG

Cén ctr Quyet dinh tring thau sd 1630/QD-SYT ngay 27/6/2024 V& viéc phé duyét két qua
Iwa chon nha thau cung cép thudc tap trung tinh Kién Giang, giai doan 2023-2025 (dot 3), Géi s6
2: Goi thau thude generic thong thudng;

Cén cur Quyét dinh sb 181/QD-QLD ngay 21/3/2024 Vé viéc ban hanh Danh muc 881 thubc
san xudt trong nudc duge gia han glay dang ky Iuu hanh tai Viét Nam — Dot 193;

Cong ty chiing tdi thay ddi s6 diang ky clia san phim voéi thong tin cy thé nhu sau:

Tén san Hoat chit — Quy cach g . i .
T 2 ; 0 dang ky cil So dang ky m¢
i pham Ham lwgng dong goi Sy ding Loy o S B
SaVi n ,
Hop 3 vix
1 Valsartan Valsartan o . VD-25269-16 893110165124
160 10 vién

Chung t6i cam két cac thong tin néu trén 1a chinh x4c va chiu trach hoan toan nhiém trude
phap luat vé ndi dung trén.

Kinh mong quy S& xem xét va cp nhit lai giip Cong ty dé tién cho viée cung cép hang héa
sau nay.

Trén trong cdm on!

" NGUYEN DUC TOAN




szg":: ﬂ BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
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% CUC QUAN LY DUQC Doc lap - Ty do - Hanh phic
S6:181  /QDP-QLD Ha N¢i, ngay 21 thding 03 nam 2024
QUYET PINH

Vé viéc ban hanh Danh muc 881 thudc san xuét trong nwréc
dugc gia han gidy ding ky lwu hanh tai Viét Nam - Dot 193

CUC TRUONG CUC QUAN LY DUQC

Can cit Lugt Digc s6 105/2016/QH13 ngay 06/4/2016;
Can cur Nghi dinh SO 95/2022/ND-CP ngay 15/1 172022 cua Chinh phii quy dinh
chirc nang, nhiém vu, quyen han va co cdu t6 chirc ciia Bé Y té;

Ciin cir Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 ciia By truong B6 Y 1é quy
dinh chirc ning, nhiém vy, quyén han va co cdu té chire ciia Cuc Quan 1y Duoe thudc
Bj Y té;

Cén cir Thong tr s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truéng Bo Y té
quy dinh viéc ding ky heu hanh thuéc, nguyen ligu lam thudce;

Cén cir két lugn cua Hoi dong tir van cap gzay dding ky lwu hanh thuée, nguyén
liéu lam thudc - BG Y té dot 193 tai Cong van s6 15/HDTV-VPHD ngdy 19/02/2024
cua Van phong Hoi dong tu van cap GPKLH thudc, nguyén liéu lam thudc;

Theo dé nghi ciia Truong phong Ping ky thude, Cuc Qudn ly Durgec.

QUYET PINH:

Piédu 1. Ban hanh keém theo Quyét dinh nay danh muc 881 thudc san xudt trong
nuée duoc gia han gidy ding ky Iuu hanh tai Viét Nam - Dot 193, cu the

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

2. Danh muc 285 thudc san xudt trong nudc dwoc gia han gidy dang ky luu
hanh hiéu lyc 03 nam (Phy luc II kém theo).

3. Danh muc 01 thudc san xuét trong nuéc duge gia han gidy dang ky luu hanh
hiéu Iyc dén 31/12/2025 (Phy luc LI kem theo).

Piéu 2. Co s0 san Xuét va co s dang ky thude c6 trach nhiém:

1. San xuat thubc theo ding cac ho s0, tai liéu da dang ky véi BO Y té va phai
in s dang ky duoc B6 Y te Viét Nam cdp 1én nhin thudc.

2. Chi dugc san xudt, dua ra luu hanh céc thude kiém soat dic biét khi co Gidy
chirng nhan du diéu kién kinh doanh dugc pham vi kinh doanh thuéc phai kiém soat
dac biét phu hop v&i pham vi hoat dong cua co s¢ dép ng quy dinh tai khoan 5 Piédu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Luat Dugc.

3. Thye hi¢n vige cip nhat tiéu chudn chit luong cua thudc theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 ciia BO trwéng Bo Y té quy dinh vé
chét lugng thude, nguyén liéu lam thudc.

4. Thude duoc gia han gidy ddng ky hru hanh tai Quyét dinh ndy nhung chua
ndp hd so cdp nhat ndi dung nhan thude, to huéng dan sir dung thudc theo quy dinh
ctia Thong tur 01/2018/TT-BYT ngay 18/01/2018 ciia Bo trudng Bo Y té thi phai thyc
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hién cp nhat theo quy dinh tai diém b Khoan 1 Dleu 37 Théng tur s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay dwoc gia han glay dang ky luu hanh,

5. Sau 12 thang ké tir ngay ky ban hanh Quyet dinh nay, cac thude duogc gia han
glay dang ky Iuu hanh theo Quyet dinh nay co thay d6i vé noi dung hanh chinh (bao
gom cd mau nhin va t& huéng din sir dung thudc) phai san xuét va luu hanh véi céc
ndi dung dé dugc phé duyét thay d6i trong hd so gia han.

6. Co s¢ dang ky thude phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu lyc cua gidy déng ky luu hanh thude, nguyén lidu lam thudc. Trong truong hop
khéng con dép ng du diéu kién hoat dong, co s& déng ky phdi c6 trach nhiém thuc
hién thay ddi co s¢ dang ky theo quy dinh tai Thong tur s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s¢ dang ky khong con du diéu kién hoat dong.

7. Co s san xuit thude phax bao dam cac diéu kién hoat dfng cua co s& san
xudt trong thoi han hiéu luc cia glay dang ky luu hanh thudc, nguyén li¢u lam thudc.

8. Cac thuoc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay dugc t1ep
tuc str dung so dang ky da cap trude khi gia han trong thdi han téi da 12 thang ké tur
ngay dugc cap $0 diang ky gia han theo quy dinh tai Phy luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

o Phdi hop véi céc co s& didu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thubc ké don, theo ddi an toan, hiéu qud, tdc dung khong mong mudén cua
thudc trén nguoi Viét Nam va tong hop, bo cdo theo quy dinh tai Diéu 5 Thong tu 56
08/2022/TT-BYT ddi véi céc thude trong Phy lyc II ban hanh kém theo Quyét dinh
nay.

Bleu 3. Quyét dinh nay c6 higu lyc ké tir ngay ky ban hanh.

Didu 4. Giam dbc S¢ Y té cac tinh, thanh phé trye thude Trung wong va Giam
ddc co s& san xuét va co s& dang ky c6 thudc tai Pidu 1 chju trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin:

- Nhu Diéu 4;

- BT. Pao Héng Lan (dé b/c);

- TT. B Xuéin Tuyén (dé b/o);

- Cuc Quany - B§ Quéc phong, Cuc Y té - Bd Céng an;
- Cuc Y t& GTVT - Bj Giao thong van tai;

- Téng Cuc Hai quan - B9 Tai chinh;

- Béo hiém x3 hdi Viét Nam;

-Bo Y té: Vu PC, Cyc QLYDCT, Cuc QLKCB, Thanh tra
B¢, Vin phong HPTV cip GPKLH thude, NLLT;

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

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

- Cac Bénh vién, Vi¢n c6 giuong bénh trye thuge Bo Y té;
- Trung tAm mua sdm tip trung thudc qudc gia;

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

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




(Kém theo Quyét dinh sé

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

ctia Cue Quan Iy Duoc)

181 /OD-QLD ngay 21 théng 03 ndm 2024

STT| Tén thudc Hoat chit chinh - |Dang bao | Quy cich déng géi | Tieu | Tudi | S5dingky |S6 lan
Ham lugng ché chuin | tho gia han gia han
(thang) | (S6 diing ky
da cﬁp)
&) 2) 3) “) ) (6) Q) 8 &)

1. Co s¢ diing ky: Cong ty c6 phan Cong nghé sinh hoc - Dugc phim ICA (Bia chi: L 10, dudng s6 35, khu cong nghiép
Viét Nam-Singapore, thi xd Thuan An, tinh Binh Duong, Viét Nam)

1.1. Co s& sin xuét: Cong ty ¢§ phin Cong ngh¢ sinh hoc - Dwge phim ICA (Pia chi: L6 10, dudmg sb 5, khu cong nghiép
Viét Nam-Singapore, thi xd Thuén An, tinh Binh Duong, Viét Nam)

1

Coxlec

Celecoxib 200mg

Vién nang
cung

Hop 2 vi x 10 vién,
vi PVC-Alu

NSX

36

893110136424
(VD-18668-13)

2. Co s¢ diing ky Cong ty ¢b phin Dugc - vit twe y t& Nghé An (Dia chi: S6 68 dudmng Nguyén Sy Sach, phuong Hung

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

2.1. Co s& san xuit: Cong ty ¢d phin Duoc - vt tu y té Ngh¢ An (Dia chi: S 68 dudng 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
clirng

Hop 10 vi x 10 vién,
vi nhém/nhém; Hop
1 lo x 14 vién, lo
HDPE

NSX

36

893110136524
(VD-24933-16)

3. Co s diing ky: Céng ty ¢b phin Dugc - Vit tir y té Thanh Héa (Dia chi: $6 232 Trin Phi, phuong Lam Son, thanh phé
Thanh Héa, tinh Thanh Héa, Viét Nam)

3.1. Co s& sdn xuat: Cong ty cb phin Dugc — Vit tw y té Thanh Héa (Dia chi: S6 04 dudmg Quang Trung, phudng Ngoc
Trao, thanh phd Thanh Hoa, tinh Thanh Héa, Viét Nam)

3 |Amoxicilin Amoxicilin (dudi Viénnang |Hop 10 vi x 10 vién; [ DDVN 24 893110136624 1
500 mg dang Amoxicilin cung Hop 20 vi x 10 vién; A% (VD-24941-16)
trihydrat compacted) Hop 50 vix 10 vién
500mg
4  |Ampicilin Ampicilin (dudi Vién nang |Hop 10 vi x 10 vién; [DDVN 24 893110136724 1
500 mg dang Ampicilin cing Hop 20 vi x 10 vi; v (VD-24396-16)
trihydrat) 500mg 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 |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 Thude bot [Hop 30 goi x 4g NSX 36 893100137124 1
pha hdn (VD-19554-13)
dich ubng
9 |Ptu Thepharm Propylthiouracil Viénnén |[Hop4 vix25vién; |DDBVN 36 893110137224 1
50mg Hop 10 vix 25 v (VD-18800-13)

Vién; Hop 1 lo x
100 vién
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STT Tén thudc Hoat chit chinh - Dang bao | Quy cdch dong géi | Tiéu Tubi S6 ding ky S6 1an
Ham lugng ché chufin tho gia han gia han
(thang) | (S6 ddng ky
di ciip)
1 (2) 3 (G ) (6) 0] (8] ®
264 [Resbaté Clopidogrel (dudi Viénnén [Hop 1 vix 14 vién NSX 36 | 893110162724 1
dang Clopidogrel bao phim (VD-29097-18)
bisulfat) 75mg

36. Co' sé ding ky: Cong ty c6 phin dwrge phim Savi (Savipharm J.S.C) (Pia chi: L3 Z01-02-03a, Khu Céng nghiép trong
Khu Ché xuét Tan Thun, Phudng Tan Thuin Péng, Quéan 7, Thanh phd H5 Chi Minh, Viét Nam)
36.1. Co s& sin xudt: Cong ty cd phin duwge phim Savi (Savipharm J.S.C) (Dia chi: L6 Z01-02-03a, Khu Cong nghiép
trong Khu Ché xuit Tan Thuan, Phuong Tan Thudn Dong, Quan 7, Thanh phd H6 Chi Minh, Viét Nam)

265 |Amcoda 100 Amiodaron Viénnén |Hop 3 vix 10 vién BP 36 893110162824 1
hydroclorid 100mg 2020 (VD-28014-17)

266 |Amitriptyline Amitriptylin Viénnén |HOp 10 vix 10 vién | USP 36 893110162924 1
Hydrochloride hydroclorid 25mg bao phim 2021 (VD-29099-18)
25mg

267 |Cetampir 800 Piracetam 800mg Viénnén [Hop 3 vix 10 vién, NSX 36 893110163024 1

bao phim [Hop 10 vix 10 vién, (VD-25260-16)
Al PVC
268 | Cinasav 20 Citalopram (duéi Viénnén [Hop 3 vix 10 vién uUSP 36 893110163124 1
dang Citalopram bao phim 2021 (VD-28018-17)
hydrobromid) 20mg
269 |Disvir 200 Aciclovir 200mg Viénnén |HOp3vix10vién [(DDVN 36 893110163224 1
bao phim A% (VD-29101-18)

270 |Disvir 400 Aciclovir 400mg Viénnén |[Hop3vix10vién |DDVN 36 893110163324 1
bao phim v (VD-29102-18)

271 |Disvir 800 Aciclovir 800mg Viénnén |Hop 2 vix 15vién; |DDVN 36 893110163424 1
bao phim [Hop I chai x 30 vién v (VD-29103-18)

272 |Fuxofen 10 Fluoxetin (dudi dang |Viénnén |[Hop3vix10vién |USP42| 36 893110163524 1
Fluoxetin bao phim (VD-27037-17)
hydroclorid) 10mg

273 |Gratronset 1 Granisetron (dudi Viénnén |Hop3vix10vién |USP42| 36 893110163624 |
dang Granisetron bao phim (VD-28023-17)

HCI) Img

274 |Metsav 850 Metformin Viénnén |Hop 10 vix 10 vién, [ BP 60 893110163724 1
hydroclorid 850mg  |bao phim |AluPVC 2018 (VD-25264-16)

275 |Migtana 25 Sumatriptan (dudi Viénnén |Hop 01 vix 10 vién; | NSX 36 893110163824 1
dang Sumatriptan bao phim [Hop 03 vix 10 vién (VD-24266-16)
succinat) 25mg

276 |Natondix Nabumeton 750mg |[Viénnén |HOp4vix15vien [USP42| 36 893110163924 1

bao phim (VD-29111-18)
277 |Paracetamol Paracetamol 150mg | Thudc Hop 10 g6ix 0,9g NSX 36 893100164024 1
SaVi 150 cdm sii (VD-29112-18)
bot
278 |Perfectrip Dimenhydrinat 50mg |Viénnén |Hop 03 vix 10 vién |[USP 43 36 893100164124 1
bao phim (VD-29114-18)
279 |Rebamipide Rebamipid 100mg  [Thudc com|Hop 14 goi x 650mg | NSX | 36 | 893110164224 1

Invagen Sachets

(VD-28026-17)
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280 |Regulacid Esomeprazol (duéi |Viénnén |[Hop 2 vix 7 vién NSX 36 893110164324 1
dang esomeprazol bao phim (VD-32537-19)
magnesi trihydrat) tan trong
40mg rudt
281 |Sartan Candesartan cilexetil |Viénnén [Hop 3 vix 10 vién NSX 36 893110164424 1
32mg bao phim (VD-29835-18)
282 [SaVi Acarbose |Acarbose 100mg Viénnén |[Hop 10 vix 10 vién, | NSX 36 893110164524 1
100 bao phim |[Alu Alu (VD-24268-16)

283 |SaVi Acarbose 25|Acarbose 25mg Viénnén |[HOp 10 vix 10 vién | NSX 36 893110164624 1
bao phim (VD-28030-17)

284 |SaVi Betahistine |Betahistin Viénnén [HOp 10 vix 10 vién BP 36 893110164724 1
16 dihydroclorid 16mg 2021 (VD-29836-18)

285 |SaVi Etoricoxib |Etoricoxib 30mg Viénnén [Hop 3 vix 10 vién, NSX 36 893110164824 1
30 bao phim [H{p 10 vi x 10 vién, (VD-25268-16)

Alu Alu

286 [SaVilIrbesartan [Irbesartan 150mg Viénnén [Hop 3 vix 10 vién USP 36 893110164924 1
150 bao phim 2021 (VD-31851-19)

287 |SaVi Montelukast (dudi  |Viénnén |Hop 3 vi x 10 vién, NSX 36 893110165024 1
Montelukast 5 dang Montelukast nhai trong ti nhém (VD-28035-17)

natri) Smg
288 [SaVi Valsartan |Valsartan 160mg Viénnén |Hoép 3 vix 10 vién, NSX 36 893110165124 1
160 bao phim |Alu PVDC (VD-25269-16)

289 |SaViUrso 300 Acid Viénnén [HOp 3 vi x 10 vién, NSX 36 893110165224 l
ursodeoxycholic bao phim |AluPVC (VD-23009-15)
300mg

290 [SavNopain 500 |Naproxen S00mg Viénnén |Hop 3 vix 10 vién NSX 36 893110165324 1

(VD-29130-18)
291 [Senwar 1 Warfarin natri Img |Viénnén [Hop 3 vi x 10 vién, NSX 36 893110165424 1
bao phim |Alu PVDC; Hop 1 (VD-25776-16)
chai x 100 vién,
HDPE
292 [Senwar 5 Warfarin natri Smg  |Viénnén [Hop 3 vi x 10 vién; NSX 36 893110165524 1
bao phim |Hop I chai x 100 (VD-25778-16)
vién

293 [Slandom 8 Ondansetron (dudi  |Viénnén |Hop3vix 10vién |USP 41 36 893110165624 1
dang ondansetron bao phim (VD-28043-17)
hydroclorid) 8mg

294 |Vasetib Ezetimib 10mg Viénnén [Hop 3 vi x 10 vién, NSX 36 893110165724 1

bao phim |Alu PVDC (VD-25276-16)

295 |Ventizam 37,5 Venlafaxin (dudi Viénnén |Hop 3 vix 10 vién BP 36 893110165824 1
dang venlafaxin 2021 (VD-29135-18)
hydroclorid) 37,5mg

37. Co sé ddng ky: Cong ty c¢6 phan dwge phdm Tipharco (Bia chi: L6 08, 09 Cum Cong nghiép va Tiéu thu cong nghiép
Tan My Chanh, Phudng 9, Thanh phd My Tho, Tinh Tién Giang, Viét Nam)
37.1. Co sé sin xuit: Cong ty c6 phin dwge phim Tipharco (Dia chi: 15 B¢ Binh Kiéu, Phuong 2, TP. My Tho, Tinh

Tién Giang, Viét Nam)




