Céng Ty TNHH Dwgc Phim AT & C CONG HOA XA HOI CHU NGHIA VIET NAM

17 Puong S6 1, Khu Nha O Hiép An, P5, Q8 Poc Lap - Tw Do - Hanh Phiic
. 0
$6: 065/CV/ATC-2024 o e )
Viv dé nghz thay déi s dang ky Thanh pho Ho Chi Minh, ngay 11 thang 03 ndam 2024

—— -

RNDT Kinh giri: SO Y TE NINH THUAN

_-931 - Can ctr Quyét dinh s6 08/QD-SYT ngay 05 thang 01 nam 2024 cta Giam ddc Sor Y té Ninh Thuén
/1373 /\é »fec phé duyét két qua lua chon nha thau géi sb 01: géi thau Thude Generic va vén xin nam 2023;

& -Cénctr con!g van sb 131/BHXH-GDBHYT ngay 27/02/2024 ctia Bao hiém xa héi Ninh Thuén.

‘.Jn Al - s
_Canct cong van s6 075-24/VC-AT ngay 08/03/2024 vé viéc cung img thude.
- Cong Ty TNHH Duoc phdm AT & C xin giri ¢én S¢ Y Té Ninh Thuan cong van dé nghi thay doi
sb dang ky va sé luong cung img ciia mat hang thudc tring thau theo QD 08/QD-SYT ngay 05/01/2024
chi tiét nhu sau:

' , S6 ding ki theo | o g0 010 | 4 hwong
Théng tin thudc tring thiu QD 08/QD-SYT | " ch“.;,nﬁ s
ngay 05/01/2024 gung

M3 hang: G11163
Tén thuong mai: Atisalbu 893115277823
S lugng tring thau 71.700 dng (VD-25647-16)
S6 dang ky: 893115277823 (VD-25647-16)

VD-25647-16 | 71.700 éng

R4t mong nhan duoc su df)ng thuén va hd tro ctia SO Y Té Ninh Thuén.

Tréan trong!

Noi nhéan:
- Nhu trén
- Luu: PKD




CONG TY CO PHAN CONG HOA XA HQI CHU NGHIA VIET NAM
DUQC PHAM AN THIEN Péc lap - Tw do - Hanh phiic

s6: UKL |ONAT Tp. HO Chi Minh, ngay 08 thang 03 néim 2024

V/v cung img thube

Kinh giri: Céng ty TNHH Dugc phim AT & C

Céng ty Cb phan Dugc pham An Thién xin giri 10i chio tran trong va cim on sy hop téc cla
Quy Cong ty trong thoi gian vira qua.

_ Cin cir Quyét dinh s 737/QD-QLD ngay 09/10/2023 ciia Cuc Truong Cuc Quan 1y Duoc
vé viéc ban hanh Danh muc 1017 thudc san xuét trong nudc duge gia han gidy déng ky luu hanh
tai Viét Nam — Dot 187;

Bing vin ban nay, ching t6i xin théng bao dén Quy Cong ty vé viéc cung img thudc
Atisalbu ( Hoat chét : Salbutamol (duéi dang Salbutamol sulfat) — Néng do/ham lugng : 2mg/Sml
— Dang bao ché : Dung dich ubng — Quy cach déng goi : Hop 30 dng x 10 ml — S6 dang ky
893115277823 (VD-25647-16)), cu thé nhu sau :

- Chung ti van cung tmg thudc trén cho Quy Cong ty theo sb dang ky cii : VD-25647-16.

Trén trong cam on.

Noi nhén:
-Nhur trén
-Lwu: P.HCNS, P.XKD




CONG TY TNHH DUQC PHAM CONG HOA XA HOI CHU NGHiA VIET NAM

VIET PUC Péc 1ap — Ty do — Hanh phic
Sb: 75/CV-VD Thanh phé H6 Chi Minh, ngay 23 thang 02 ndm 2024

V/v: dinh chinh tén thubc tring thau

-y

Kinh giri: SO'Y TE TINH NINH THUAN

45372( an cir Quyét dinh s6 08/QD-SYT ngay 05 thang 01 nam 2024 cia S& Y té tinh Ninh
'Auan € viéc phe duyét két qua lua chon nha thiu Géi sé 01: G6i thau Thudc Generic va véc xin
- ndm 2023.

ST Can ctr theo Cong van 11816/QLD PK ngay 28/07/2020 cia Cuc Quéan ly Dugc vé viée
dinh chmh thong tin tai Quyét dinh cép Gidy dang ky Iru hanh. Ching t6i, Céng ty TNHH Duoc
phdm Viét Purc kinh dé nghi Quy S& Y té cho phép dinh chinh tén cia thudc trung thiu dé thuan
tién trong viéc thanh toan Bao hiém y té, nhu sau:

Tiéu chi Tén thube Tén thude
tai Quyét dinh 08/QP-SYT dé nghi dinh chinh

Ma thudc: G10668 — Nhém 3

Sé dang ky VD-33887-19

Tén thude Imidu 60 mg Imidu® 60mg

Ma thudc: G10669 — Nhém 4

S6 dang ky VD-33887-19

Tén thude Imidu 60 mg Imidu® 60mg

Chung t6i rit mong nhén dugc su dong y cia Quy S& Y té cho phép chung t6i dugc cung
ang mat hang trén theo tén thudc sau dinh chinh véi cac tiéu chuan khac khéng doi so vai ho so
du théu.

Tréan trong /.

Noi nhan:
- Nhu trén;

2
- Lwu: VT. Z
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Cong ty TNHH Dwoc pham Viét Dirc
D by 3t 286 TO Hun Thinh, vivrong 15 quan 18 Tp Ho Chi Yinh
Dign thoar 028 3863 3842 Fax 028 3833 1134 Emad wietducphaima@groal com




UBND TiNH NINH THUAN ~ CONG HOA XA HOI CHU NGHIA VIET NAM
SO Y TE Poc ldp - Tu do - Hanh phuc

08 /Qb-SYT Ninh Thudn, ngay05 thang 01 ndm 2024

QUYET PINH
Vé viéc phé duyét két qua lya chon nha thiu

Géi sb 01: Géi thiu Thudc Generic va vie xin nam 2023

GIAM POC SO Y TE NINH THUAN

~ Cén cir Luat ddu thau s6 43/2013/QH13 ngay 26 théng 11 ndm 2013 ciia
Quoc hoi nuée Cong hoa Xa héi Chi nghia Viét Nam;
Can cu Nghi dinh so 63/2014/ND-CP ngay 26 thdng 6 ndm 2014 cua

Chinh phi quy dinh chi tiét thi hanh mét s6 diéu cua Ludt Déu thau vé lua chon
nha thau;

Can ci Théng tw s6 15/2019/TT-BYT ngay 11 thang 7 ndam 2019 cria Bo Y
18 quy dinh vé viéc ddu thdu thudc trong tai cdc co sé v 1é ¢éng ldp:

Can cir Thong tw 56 29/2020/TT-BYT ngay 31 thang 12 nam 2020 cua Bo
truong Bg Y té thong tu sua doz b6 sung va bdi bo mét so vin ban quy pham
phdp luét do B trucng Bo Y té ban héanh, lién tich ban hinh;

Can cir Thong tw s6 06/2023/TT-BYT ngay 12 thdng 3 ndm 2023 cua Bo
truong Bé Y 1é !horzg ne sira doi, b6 sung mét s6 diéu cua Thong nr $6
15/2019/TT-BYT ngay 11 thang 7 nam 2019 cia B truong B6 Y 1é quy dinh
viée ddu thau thuée tai cdc co' sO'y 1é céng ldp;

Cdn ctr Théng tu s6 03/201 9/TT-BYT ngay 28 Ihang 3 nam 2019 cua Bo Y
1é ban hanh danh myc thuée san xudt trong nudc dép iing yéu cau vé diéu tri.
gid thudc va kha ndng cung cdp.

Cén cir Théng tw s6 20/2022/TT-BYT ngay 31 thang 12 ndm 2022 cua B
Y té quy dinh viéc ban hanh danh muc, 1y Ié, dzeu kign thanh toan dci voi thude
héa dugc, sinh pham, thuéc phong xa va chat danh déu thue pham vi duoc
huong cua ngum tham gia Bdo hiém Y té;

Can cw Théng tw 56 08/2022/TT-BKHDT ngay 31 thang 5 nam 2022 cua
Bé trucng Bo Ké hoach va dau lu vé cung cap dang tai thong 1in vé dau thau va
tua chon nha thdu trén Hé thong mang ddu thiu qudc gia:

Can cir Quyét dinh s6 11/2023/QD-UBND ngay 07 thang 02 nam 2023
cua Uy ban Nhan dén tinh Ninh Thudn vé viéc Quy dinh chirc ndng, nhiém vu.
quyén han va co cau 16 chitc cia SG Y 16 tinh Ninh Thudn:




Can cu Quyer dinh s6 431/0P-UBND ngay 15 thdng 3 ndm 2021 cia
UBND tinh vé viéc phé duyét danh muc thuéc ddu thdu tdp trung cdp dia
phuong tinh Ninh Thudn;

Can cur Quyét dinh sé 667/QP-UBND ngay | I thang 5 ndm 2020 cia
UBND tinh vé viée giao nhiém vy thuc hién mua thuéce thuge Danh muc thuée
dau thau (ép trung trén dia ban tinh Ninh Thudn;

Can cu Quyét dinh s6 1358/0P- UBND ngay 11 thang 10 nam 2023 cia
Chu tich Uy ban nhan dén tinh Ninh Thugn vé viéc phé duyét Ké hoach lwa chon
nha thau cung cap thuée ndm 2023 cua S6 Y té;

Can cti Quyeét dinh 56 490/0D-SYT ngay 16 rhang 10 ndm 2023 cua So Y
1¢ tinh Ninh Thudn \e viée phé duyét [-H6 so moi thau goi 56 01: Géi thau
Thuée Generic va véc xin ndm 2023;

Quyét dinh sé 522/0P- SYT ngay 01/11/2023 cua S¢' 'Y 1€ Ninh Thugn vé
viéc phé duyeét diéu chinh E-Hé so moi thau Goi s6 1: Goi thau thuée generic va
vdic xin ném 2023:

Quyér dinh so 605/0D-SYT ngay 13 thang 12 nam 2023 cua Giam déc So
Y 1é Ninh Thugn vé viée phé duyét danh sach mat hang thuéc ddp 1img yéu cau
kv thudt Géi s6 01: Goi thau Thuée Generic va véc xin ndm 2023,

Xét dé ;7ghi tai To trinh s6 13/TTr-TCG ngay 29 thang 12 ndm 2023 cua
16 Chuyén gia vé viéc dé nghi phé duyét két qud lua chon nha thau géi s6 01:
Géi thau Thuoe Generic va vic xin ndm 2023 va Bdo cdo so 09/BC-TTD ngay
05 thang 01 nam 2024 cua T6 Tham dinh vé viée bdo cao tham dinh két qua lua
chon nha thau 20i s6 01: Géi théu Thuée Generic va véc xin ndm 2023,

QUYET DINH:

Dicu 1. Phé duyét két qua lua chon nha thau goéi s6 01: Gai thau Thuodc
Generic va vac xin nam 2023 thugc Ké hoach lya chon nha thau cung cap thuoc
nam 2023 cua SO Y t€; cu thé nhu sau:

- S& luong méd hang trung thau gém 1097 ma hang thudc 156 nha thau
trung thau theo phu luc dinh kem.

e, Y A

- Tong gid tri trang thau: 251.749.312.010 dong

(Bang chit: 1ai tréam ndm muoi mot (i bay tram bon muoi chin triéu ba
tram mueot hai nghin khong tram muoi dong).

- Loai hop dong: Theo don gia ¢o dinh.

- Thoi gian thuc hién hop dong: 12 thang ké tir ngay nha thau ky hop
dong vo1 cac don vi sur dung thude.

o



Pidu 2. Giao T8 Chuyén gia phéi hop Phong Ké hoach - Nghiép vu - Tai
chinh théng bao két qua nay dén tit ca cic nha thau tham du va thuc hién cac
bude tiép theo ctia quy trinh déu thdu. Ddng thoi dang tai két qua 1én Hé théng
mang d4u thiu quéc gia va website SO Y té.

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

Té trudng T chuyén gia déu thau, T4 trudng TS thdm dinh, Trudng céc
phong chirc nang va cac don vi ¢6 lién quan chiu tréch nhi€ém thi hanh Quyét
dinh nay./.

Nai nhan: Y2~

- Nhur diéu 3;

- UBND tinh (bdo céo);

- Béo hiém x4 héi tinh;

- Lanh dao So; o

- T6 Chuyén gia, Té Tham dinh;
- Website S& Y 1¢;

- Luu: VT, KIINVTC.
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PHU LYC DANH MUC THUOC TRUNG THAU
Géisd 01: Géi thau Thude Generic niim 2023
(Kémt theo Qiét dinh sa: 0 ] RD-SYT ng(‘lyo5 thang 0Am7m 2024 ctia S Y 16 Ninh Thugn)
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nictfostnn . vién Hasan - Dermaphaim
SRR S A hydtoclotid S0Dmy
isosorid . - . " s, .\ “ane bv TN
GI0t68 |3 luned 60 my (dinstas hodic sosathid oS- Quidanen e dung | HOR AL OGN0 vbsaaezy | COEITRIN G e b viea 366,000 1953 714,798,000
maonaeniliat Hdg Ao dai vién Hasan - Desmapharm
_ mononiten ) i
Isosarind . S . wa
G669 4 [l ot mg (dinite husie lsosonind -S- Vit s tac dung Udng Top 3 vi, El) vix 0 o0 VI A3RET 19 Cong ty TNIN Vidt Nam | vien 3000 1.953 42,966,000
menonitizs Ming kéa dan vigh ffasan - Dermaphamm
menomtl} h
Levod Cong ty TNHIH licn
G10722 | |Masopen 250728 o o 250mg - 25my, Vien nén Ubny  { 1%p 2in 1D sién 36 VI3-33476-20 doanh llasan-  IVidt Nam | vién £2,770 3486 288,536,220
varblang Dennaphann
R Magnen 100me « Cang 1y TNHIH Jicn
GHO7x2 4 [Givkeine mdioad - q" m‘;_, ada dich whng Udng Hagp 20 pan s 10ml 26 Vikian2-18 doanh Hasan- Vit Nam | poi 65,000 2,394 155,610,000
T . 300mpy10m) Dermanh
—_—— nhom Iy diosad crmaphann
o | ‘f""*-",“f:’, (800 g - Cong 1y TNIH Laén
Grrs A ey o TUSK N3y o feet deeh wdmge Ubag [ Mop 3t géi x 10ml 36 V324322 doanks Hason - [VigtNam | gbi 120000 3,402 408,240,000
nhom hvdiovyd . o g '
£0mgy10ml Deamapharm
S R A - smuthicon o
. Mutforntn . . . e
G o832 S Dol XR 1000 Neifesmm hwdioclond ! "“"'- net E'h('lnz: Vidng liop €31 Hvin In 36 VDL2T0707 ¢ Iy l'\h"l Vidt Nam | vién HRON0 1.680 1.142,400.000
' shivh heo die Acn Hasan - {3ermaphany
— H00Um;: { USSR B,
1
HIT S A 0 NI . .
GTONST 4 e - Acchasan 100 Nacenhovsien 1y I vien aén sui bot Liong Hap v x4 vien L DTS Ih\;::z"f:ll)‘c-:v‘l'l!]);"'nm Vigr Nam | vien 7,700 1092 63,008,300
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Nhém - . " ;, | Nongdg-Nam . ¢ | Dutng . | 1an ding . S o s |Nubcsio [Denvi| . .
M o ] 3 at chi 3 ¢ ¢ 8 TPNK P N
M3 hang TeKT I'én thtrong mai Tén hoat chiat eyng Dang bao che dang Quy cach déng pbi (thding) NK hojc G} Co s& sn xuat sudt inth $6 legug Dom gid Thanh tidn
vien nén bao
. Nifedipin Hagan 20 . . S ; . . .. . Céng iy TNHI " ..
G 10w 3| Nifedipin 20mp . ' g o 3 .32593.1¢ ) 5 N
G 3 ketard Nifedipin 0my; MIT(::;;J:m;, Yong | Hop 10 vi x 10 vién 36 VI-32593.19 Hasan - Dermapharm Vigt Nam | vién 744,000 504 374.976,000
. Perindopril test - e .
3 - N . s by TN . .
GII0S4 | & |Viatin plos 260,628 Pesindapni butylamin 2mg 4 vién nén Ubng | 16p 3 vix 30 vign 36 VI>-25977.16 Cong yINEN A Nam | vien 20,000 1491 29,820,000
indapanmid | - Hasan - Dermapharm
indapamid 0 625mg
Saccharamyces Cong ty TNHH lién
GINSe | 4 [MICEZYM 100 ‘ “; i d?i S 220 x 100U Thude Ikt Ubng | Hopaogsixiog 24 QLSP-947-16 doanh tinsan-  |ViétNam | goi 25,000 4,599 114,975,000
o Dermapharm
Telmisartan + Céng ty TNHH lién
G252 3 Miberel HCE Hydroclotathiazi | 4Bmg + 12.5mg Vién nén Ubng [ 16p 10 i x 10 vién 36 VD-30848-18 doanh Hasan- Viét Nam | vign 80,000 3,990 319,200,000
d Dermapharm
Tizanidin Tizanidin {duéi Céng ty TNHH lién
GH284 4 |Muslenan 6 I ‘Z‘ sclond dang Tizanidin Vién nang cimg Utng Hop 3 vix 0 vién 36 VD-33916-19 doanh Hasan- | Vigt Nam | vién 30,000 3,654 109,620,000
e hvdroclorid) 6mg Dermapharm
vién nén bao Cang ty TNHH lién
G11295 4 [Dahemos 500 Tranexamic acid 500mg phim tan trong Ubng 1165 S vix 10 vién 36 VD-27547-17 doanh Hasan- Viét Nam | vién 4.150 2499 10,370,850
ruot {Jermapharm
. Vitanin B6 Smg 1 "
£ 6 - ] L - . 2ty TN . .
GHase | 4 [Neurias Vitamin 36 magnesilactat | viénnénstibor | Udng  [1ap ) wypx20vien| 24 VID-28552-17 Cong ty TNHH i o | vien 63.000 1.848 116,424,000
magnesi lactat \ M {iasan - Dermapharm
= dihydrat 470me
P , . a . o R S
GUSTI | 4 |Hasan-t” SO0 Vitamin C S00mg Vinnénsiibot | Ubng | 1OPIMSVLIO G, vp36242-22 |, OB TN o nam | vien 505.000 1197 604 485,000
x4 vién Hasan - Dermapharm
Cone 1v CP XNK Y & Tp. 113 Chi Minh 454,925,000
100 50 & or Ta
GIS6E | 1 fRelvolam Sme/ Smi Midazolam Smy/Sm Dungdich tiém | iem | HOPS0omexsml |, VN-22941.21 Laboratorios Ty Ban | 0 15,500 29,350 454,925,000
Normon. S.A Nha
Cong 1y Cd Phan Duge Phim Vigt Ha 1,449.705,000
K T - —— T B 5
G10365 [ 1 |Somasina 1000mg Cineolin 1000mgfaml | Dungdichtiém | Tiém Hop S dng 4ml 36 UN-18763-15 | OO ‘“lf:‘“"’"“' \.‘23 L $,000 81,900 409,500,000
! Codein
camphosulphonat [ Simre o - ViEn né
Piiosss |1 [Neowuon  sulfogwacol » | '"!vm:ﬁ““’"‘b . P Ubng | Hop2aixiCuien | 36 VR-18966-15 Sophariex  |Phép Vién 107,000 3.585 383,595,000
cao mém Mg ey
i prindelia
. Dacwoong
e Lo Dioctabedral . N 2 o . .. T 5 . . . £ ..
Glse T {Geten meein 3 Han dich unng; Liong 16p 20 goi x 20mt 56 VN-I1R887-15 | Pharmaceutical Ca . |Han Quoe | Goi 10,000 7.850 78,500,000
et *
- Lid.
Glyeen ) tstiat | 0.08g {(trang 10g Egis Pharmaceuticals
L0 | Nihitonm alveeny ] tladia A8g i rang 105 Khi deng Phun ma Hop 1o 10g 36 VN20270.17 Private Limited Hungary Lo 30 150,000 4,500,000
(Nitroglyeerin khi dung) ’
) company
gae Levathy rosin . B B L. . - Berlin Chemic AG , .
(10738 1 (Betlhviax 106 PR 100mep Vién nén Uong Hap 40 x 25 wién 24 VN-10763.10 o e Vién $0.000 535 26,750,000
. . {mud nisint ~ (Menanni Group)
1g1s Pharmacewtivals
G16739 i Ladovins [REOTSIH 10% 38y Thuoe phun ma | Phun mi Hap ) 10 38g 36 VN20499-17 Private Limned  Plunguey Lo 100 159,000 15,900,000
COMPANY
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BQYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUANLY DUQC Poc 1dp — Tw do — Hanh phic

S&: 44816 IQLD-PK Ha Noi, ngay, 9¢ thang 3 ndm 2020
V/w dinh chinh thong tin tai Quyet

GDKLH

+JKinh gii:  Céc co s ding ky ¢6 thude duge dinh chinh
VIET pucC £
; S
A ‘\_ ¢ Quan ly Dugc nhéan dugc cdng vén cua cac co s¢ dang ky thudc dé
nghi dinh chinh théng tin trong cac Quyét dinh cap Gidy dang ky luu hanh thudc

va cong van duy tri hiéu luc Giéy déng ky luu hanh thudc cua Cuc Quan ly Duoc.

Cén cir ho so déng ky thudc luu tai Cuc Quan Iy Duoc, Cuc Quén Iy Duge
théng bao dinh chinh mét sb néi dung tai cac Quyét dinh cp Glay dang ky luu

hanh thudc va Céng van duy tri hiéu luc Gidy dang ky luu hanh thude ddi vai cac
thudc tai danh muc cu thé nhy sau:

1. Danh muc cac thude duge dinh chinh thong tin tai Quyét dinh cap Giay
dang ky luu hanh thude (Phu luc I kém theo Cong van nay).

2. Danh muc céc thube duoc dinh chinh théng tin tai cong van duy tri hiéu
luc Glay dang ky Tuu hanh thubc (Phu luc II kém theo Céng vin nay).

Cuc Quan ly Dugc thong bao dé cac don vi biét va thuc hién./.

Noinhgn: KT CucC TRUON G

- Nhur trén;
- Q. Bé truong Nguyén Thanh Long (de b/c);
- Thir trwong anorng Quéc Cudmg (dé brc);
- Cuc trudng Vii Tuin Cuong (dé b/c);
- Cuc Quén Y - B9 Quéc phong, Cuc Y té - B§ Cong an,
Cuc Y té Giao théng van tai - B6 GTVT:
- Tf)ng Cuc Hai quan — B§ Tai chinh;
- Bao hiém Xi hdi Viét Nam;
-BYT: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Bg;
- SYT céc tinh, TP truc thude TU;
- Vign KN thude TU, Vién KN thube TP, HCM;
- Toéng Céng ty Duac Viét Nam - Cong ty CP;
- Cac bénh vién, Vién co giudng bénh truc thuge BYT:
- Cuc QLD: P.QLKDD. P.QLCLT. P.PCTTra, Website Cuc;
- Luu: VT, DKT (04).
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BO Y TE

CUC QUAN LY DUQC

CQNG HOA XA HQI CHU NGHIA VIET NAM
Péc lap - Tu do - Hanh phic

Phuy luc 1
DANH MUC 71 THUOC PUQC PINH CHINH THONG TIN TAI QUYET DINH CAP GIAY PANG KY LUU HANH THUOC
(Kem theo Cong van séy4 (b QLD-DK ngay)f/ F /2020 cia Cuc Quan Iy Duoc)

£ £ Ngay ky - .
SIT| Tenthube | Cosodingky | Shdanghky | S0 QWE | panhanh N0 dunedinh | oy e tindaghi | Thong tin dink chinh
dinh £, 4 chinh
Quyét dinh
Simtanin 20 mg
(CSNQ: Cong ty Simtanin 20 mg
Mibe GmbH (CSNQ: Cang ty Mibe
Arzncimige]; Cong ty TNHH ' GmbH. Arzneimittel.
| Pia chi: S6 15, Hasan- VD-25976-16 | 547/QB-QLD | 15/11/2016 Tén thude Simtanin 20 mg . . ’
Duong Dermapharm Dia chi: $6 15, Dudng
Miinchener, D- Munchener, D-06’{96
06796 Brchna, Brehna, CHLB Dirc)
CHLB P1rc)
Casantin®
6.25mg (CSNQ:
Cong ty Mibe Casantin® 6,25mg
G[I.lbl."] Céng ty TNHH (CSNQ: Cong ty Mibc
2 | Armeimitiel; Hasan- | VD-29481-18 | 99/QD-QLD |22/02/2018 |  Teén thubc Casantin 6,25mg | GMPH Arzncimittel,
Pia chi: Sé 13, Dermapharm Dia chi: S6 15, Dudng
Puong Miinchener, D-06796
Miinchener, D- Brehna, CHLB biic)
06796 Brehna,
CHLB Bic)

%;.,\\




/-

£ % Ngily k)" P .
. . § ' dinh A
STT|  Ténthube | Cosvdangky | Sédingky | 0 QY | panhanh |NoTdungdinh | oy e tin dighi | Théng tin dinh chinh
dinh £ e chinh
: Quyeét dinh
Cong ty TNHH Cach ghi hoat Bosentan (dudi dang | Bosentan (duéi dang
45 Misenbo 125 Lién doanh VD-33102-19 | 457/QP-QLD | 01/08/2019 ci it : Bosetan monohydrat) | Bosentan monohydrat)
Hasan - 125mg 125mg
C(;n.g :};Z:I}jl_l Cach ghi hoat Bosentan (dudi dang | Bosentan (dudi dang
46 | Misenbo 62,5 “’]‘]’asan ' VD-33103-19 | 457/QD-QLD | 01/08/2019 ciét " | Bosetan monohydrat) | Bosentan monohydrat)
Dermapharm 62,5mg 62,5 mg
Cong ty TNHH ) , R . .
47 | Paacetamol | SX-TMdwoc | VD-33120-19 |457/0B-QLD | 01/08/2019 | QY 4R a8 | o 10 vix 10 vien | T10P 10 vix 10 vién,
: . goi Lo 200 vién
pham Thanh Nam
Céng ty TNHH Chi nhénh cong ty T;’;;I’{‘hs";hf&“gf
48 Paracetamol SX-TM duoc VD-33129-19 |457/QD-QLD | 01/08/2019 | Co s& san xuat { TNHH SX-TM dugc A . oc
z . 2 . . phdm Thanh Nam tai
pham Thanh Nam pham Thanh Nam .
Binh Duong
S6 60 - Dai 16 Déc 1ap [S6 60 - Pai 16 Doc lap -
Cong ty TNHH Dia chi co s& - KCN Viét Nam- KCN Viét Nam-
49 Paracetamol SX-T™M duge VD-33129-19 | 457/QB-QLD | 01/08/2019 .sén cudt Singapore - Phuong Singapore - Phuong
pham Thanh Nam ’ An Phu - Thi x3 Thuén | An Phu - Thi x3 Thuan
An - Tinh Binh Duong|  An - Binh Duong
Cong tv TNHH
50 | Imidu® 60mg Lién doanh VD-33887-19 |652/QB-QLD | 23/10/2019 Tén thude Imidu 60mg Imidu® 60mg
Hasan -
Cong ty TNHH Isosorbid-5-mononitrat
' ién doan, , . . 4.5, . ..
51 Imidu® 60mp Lién doanh VD-33887-19  [652/QD-QLD | 23/10/2019 Cach gh;l hoat |Isosorbid-5-mononitrat . 60mg (dudi dang.;
Hasan -~ chat 60mg 1sosorbid-5-mononitrat
Dermapharm 80%)
12
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Ngay ky
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STT| Tén thube Co sirdang ky | S6 ding ky 50 f WE | ban hanh Nei dm'lg dinh Thong tin da ghi | Thong tin dinh chinh
inh £, e chinh
: Quyét dinh
Cong ty TNHH
52 | Imidu® 60mg Liéndoanh  |VID-33887-19 [652/QD-QLD { 23/10/2019 Tudi tho 36 théng 60 thang
Hasan -
Spinolac® 50 ‘ | .
(CSNQ: Cong ty S}Blnolac 59 (CSNQ: Spinolac® .50 (CSNQ:
Mibe GmbH | (50 1y TNHH Cong ty Mibe GmbH | Cong ty Mibe GmbH
53 | Armeimitiel:dia | VD-33888-19 [652/QD-QLD | 2371012019 |  Tenthuge | Arencimittel; dia chi: | Arzneimittel; dia chi:
"7 Jchi: $6 15, Puong , S6 15, Dudng S6 15, Pudng
Miinchener, D- Dermapharm Miinchener, D-06796 | Miinchener, D-06796
06796 Brehna, Brehna, CHLB Pirc) | Brehna, CHLB Puc)
CHLB Buc)
Cong ty TNHH . . o o
sa | Almintic Lién doanh | VD-33898-19 |652/QD-QLD | 23/10/2019 Ca"hci}gthc’at Alphzggf:; acid (uﬁ:)i}:; l::ﬁ;)c ;{;{fmg
Hasan -
Cong ty TNHH '
55 |Brocizin 10 Lién doanh  |VI)-33899-19 |652/QD-QLD | 23/10/2019 | Dang bao ché Vién nén bao phim Vién nén bao dudng
: Hasan -
Céng ty TNHH Quy cach déng Hc?p 03 vf x 10 v??n; H?p 03 v.i x 20 ﬁe?n;
56 (Brocizin 10 Lién doanh VD-33899-19 [652/QD-QLD | 23/10/2019 . Hop 05 vi x 10 vién; | Hdp 05 vi x 20 vién;
Hasan - got Hop 10 vi x 10 vién | Hop 10 vi x 20 vién
Mai 15g gel chira: Méi 15g thude m&
Calcipotriol (dusi chira: Calcipotriol
Cégg ty TNHH Cach ehi h dang Calcipotriol  [(dudi dang Calcipotriol
57 Divibet Ligndoanh | 5 33500.19 |652/QD-QLD | 2371072019 | “2°N B RO | ohydrat) 0,75mg; | monohydrat) 0,75me;
Hasan - chat Betamethason (dudi | Betamethason (dudi
Dermapharm dang Betamethason dang Betamethason
dipropionat) 7,5mg dipropionat) 7,5mg
13
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2 i Ngay ky | ..
STT| Ténthube | Cosydingky | Sédangky | S0 QWe | ponhanh |Noidungdinh | e tindsghi | Thong tin dinh chinh
dinh 2 e chinh ‘
’ Quyét dinh
Cong ty TNI—I‘H Céch ghi hoat Sorafenib (dudi dang | Sorafenib (dudi dang
71 [Soravar sinh dugc pham |QLDB-773-19 |306/QLD-BK | 05/10/2019 ci 4t ) Soravenib Tosylate Sorafenib Tosylate

Hera form II) 200mg form IT) 200mg

RS pUC TRUONG

;//V\_/
LT
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PHAM TRUNG UONG CPCI Djc 1dp ~ Tw do — Hanh phiic

@ CONG TY €O PHAN DU agc CONG HOA XA HQI CHU NGHIA VIET NAM
crci CHI NHANH TP HOE 1i MINH

Sé: 235/CPC1-CNHCM Thanh phé H6 Chi Minh, ngay 11 thing 03 nim 2024
V/v cdp nhat quy cach
71 Enyglid Tablet

URKD Y700

—. 4( I Kinh gtri: S& Y té tinh Ninh Thuan
4/@ v TIAL '

Lai dau tién, Cong ty Cb phin Dugc phim Trung wong CPC1 xin cam on sy ung hd
1L wal Tei.VA horp téc.ciaQuy S& Y té trong sudt thoi gian qua.

Can cir Quyét dinh s 08/QD-SYT ngay 05/01/2024 ctia Giam ddc S& Y té tinh Ninh
Thuén vé viéc phé duyét két qua lva chon nha thiu Goéi sé 01: goi thiu Thude Generic va
viic Xin nam 2023.

Can cir Cong van sb 776/QLD-PK ngay 07/02/2022 ciia Cuc Quan ly Duge vé viée
thay ddi quy cach dong goi thudc thanh pham, trong d6 c¢6 mit hang thudc Enyglid Tablet
(Hoat chat, ham lugng: Repaglinid, Img) v6i thong tin cu thé nhu sau:

. . n £ Don vi Quy cach Quy cach xin

STT | Ma hang | Tén thuoc SPK tinh trén QDTT | dwoc cip nhit

I G11134 Enyglid VN-22613- Vien Hoép 3‘}'1 x 10 | Hop 2.':/1 x 15
Tablet 20 vién vién

Dé dap ang kip thdi nhu ciu kham chira bénh tai Quy S& Y té va can cr theo Muc
bKC 26.1 (d) - Chuong VII. Piéu kién cu thé cia hop doéng, Cong ty chung t6i xin dugc
tiép e cung ung thudc trén theo ndi dung diéu chinh; cam két thong tin vé hoat chét, ham
lugng, cac tiéu chuin chét lugng va don gia khong thay doi so voi két qué tring thdu va E-
HSDT.

Kinh mong Quy S& Y té xem xét va chip thuén.
Tréan trong cam on su hop tac ciia Quy S& Y té.
Noi nhan:

- Nhu trén;
- Luu: Ban Kinh doanh, VT.

DS. PAO THl HANG




BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc lip - Tw do - Hanh phic

aoned 77 /QLD-BK Hé Néi, ngay 07 thang 02 ném 2022
Y01 quy cach déng gaoi thude

o,.‘ DUGC PHA o thanh phﬁm

= | TRUNG UONG (k]

M » . ’
TANH PHO Kinh giri: Cong ty TNHH Duoc phim Nhit Anh ‘
Dija chi: 122/7-9 Ddng Van Ngii, qudn Phu Nhudn, TP Hé6 Chi

Minh, Viét Nam.

Tiép theo cbng van s6 6400/QLD-DK ngay 03/06/2021 caa Cuc Quan ly
Duac, xét don dé nghi va cdc tai ligu bo sung, cd lién quan cua Cong ty (so ti€p
nhan 591/BSTDNN ngay 14/06/2021) ve viéc thay dbi quy cach déng goi thude
thanh pham déi véi thude da duge cap gidy dang ky Juu hanh,

Cin cir Théng tu sb 32/2018/TT-BYT ngay 12/11/2018 cia B§ Y té Quy
dinh viéc dang ky thudc,

Can cir Bién ban thdm dinh hd so thay ddi/ bd sung clia cong ty, Cuc Quén
ly Dugc co y klen nhu sau:

Déng y vé vige thay ddi quy cach dong goi thudc thanh pham déi vai thude
Enyghd tablet, sé ding ky: VN- 22613-20, cu thé nhur sau:

Quy cach dong gon thubc thanh pham dé duyét: Hp 3 vi x 10 vién.

- Quy céch déng goi thudc thanh phim thay ddi: Hop 2 vi x 15 vién.

Mau nhdn cia quy cach dong géi méi cia thude duoc déng ddu xac nhén
cua Cyc Quan ly Duoc va dinh kém theo cong vén nay

Ngoai ndi dung dugc thay ddi trén, 1At ca cac ndi dung khac gilr nguyén
nhu hé so dang ky thude luru tai Cuc Quan ly Dugc.

Cong ty dang ky, nha san xuét phai chiu trach nhiém vé chit lugng déi voi
thudc luu hanh trén thi trudng va cé trach nhiém thong bao su thay dbi nay dén
céc ¢o quan lién quan va khéch hang,

Sau 06 thang ke tr ngay ky cong van nay, thudc trén khong dugc nhip khiu
véi cac ndi dung d3 dé nghi thay déi.

Cuc Quan ly Dugc thdng bdo dé Cong ty biét va thuc hién ding céc quy
dinh cta Viét Nam v& Iuu hanh thude./.

Noi nhin: - KT, CUC TRUONG
-Nhwwen, B PHO\C!<C TRUONG
- CT. Vii Tuan Cudng (de b/c); A8

s
- Luu: VT, DKT (DN), (»
1ol ¢




CARTON

_ NH /. 1085355
A RN ) 0y 0@
——" | ONNK: Tl ' ) e X
i v : G TY ¢4 PN
-
| MANUFACTURER/ €O 58 SAN XUAT: KRKA, 0.0, NOVO MESTO = ! voc PHAM
M! Smarjeska Cesta €, SH5501 Hovo Musto, Slovenia | G UONG CPC1
o e e e i e e R i e e i e e HI NHANH -
ANH PHE
ENYGUID TABLET ENVGLID TABLEY CH[ MINM
Prescription Orug Thud Ké Dom . &
Tabiets, Oval use Vién nén, thudc uéng ! &
COMPOSITION: Lauh tatit contsins tmq of tepaghinide  THANH mtn_: 1A% N 7 Ting repatpimid t rP “6
PACKAGE: Box of 2 blistess & 1§ Labiets, QUY CACH DONG GOI: Hdp 2 vix 15 vidn | - —
INDICATION, DOSAGE, CONTRA-INDICATIONAND  CHI DINH, CHONG CHI DINH, CACH DUNG VA CAC THONG € e
OTHER INFORMA TION; Dieats tea 9t thi trsituction isallst ".N KHAC: ¥em to huong din sd dung kém theo ! - n | sm—
STORAGE: Stoi¢ (n dry phaco, peaters fom hght. at a BAQ QUAN: Ba quin o0 bhy, tanh i b sang nlwgtdbcunn 3’ 1 Y 3 [ —
tewnperature edow 19%C SOLOSK, NSX, HO s~ Batch, Mig. E4p Lén beo b N ! p—
e, Ukt b PG Cus €17 Lus thang Bé hen gheden e b N [t | o——
REG. No/ SDX: TIEU CHUAN CHAT LUONG: TCCS [T I ———
READ THE LEASLET CAREFULLY BEF ORE USE, ©QC K9 HUONG DAN SU DUNG TRYOC KHI DUNG._ I |
KEEP OUT OF TME SIGHT AND REACH OF CHILOREN,  OE XA TAM TAY TRE M. ]

. T T e Al - > —

30 tablets
Oral use

N

"QLAyLYDUOC
)A PHE DUYE"‘
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BLISTER

Batch number and Exp. ¢
would be provided durir

. 5 A H R
s °‘é‘{fo§ﬁmm
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Enyglid Tablet 1mg
' tablets
Repaglinde 1mg

18 KRN

Enyglid Tablet 1mg
tablets
Repagfinide 1mg
118 kRKA
Enyglid Tablet 1mg

tablets
Repaglinide 1mg

T8 KRR

Enyglid Tablet 1mg
tablets
Repaglinide 1mg

1ECTeN
Enyglid Tablet 1mg
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CONG TY CP DUQC PHAM  CQONG HOA XA HQI CHU NGHIA VIET NAM
KHANH HOA Poc lap — Tu do — Hanh phic
. =05 jcp.pP Nha Trang, ngay 12 thang 3 nam 2024

V/v xin thay doi théng tin 56 dang ky
thuéc tring thau Allopurinol

UBPNAQ n,-‘ .“"’."_‘,”“"."'—\-_-_-;
9{ ke

Can ct. Quyet dinh s6 08/QD-SYT, ngay 05 thang 01 ndm 2024 cua Gidm dbc S Y

-S¢'Y té Ninh Thuin

R té tinh Ninh.Thuén vé viéc phé duyét két qua lua chon nha thau Géi sb 01: Géi thiu thude
llﬁﬂu. sugeneric.v vawVAg xin ndm 2023

hpd- il et d]

Cong ty c¢b phan duge phdm Khanh Hoa da trung thau mit hang Allopurmol do Cong
ty san xuét va d4 dugc Cuc Quan ly Duoc bd sung gia han s6 dang ky, cu thé nhu sau:

£ So
Tén hoat S6 ding 86 h;;g lwgng
g A 3w - A o
STT | chét,ham | Tén thuc |DVT | kytrang | Sod20gky | lugng ) .= dé nehj
lugng thiu thay déi trung cung t!gay
thau . the con
ing .
lai
Allopurinol . cn VD-
1 300mg Allopurinol | Vién | ;o 0, . | 893110064024 | 28.000 | 9.900 | 18.100
(Pinh kém:

-Bén sao Quyét dinh gia han gidy déng ky luu hanh cua Cyc Quan ly Duoc;

-Ban in gié ké khai dugc cong bd trén trang thdng tin dién tir cia Cuc Quan ly
Dugc);

Chinh vi vay, Cong ty ¢ phin dugc phdm Khanh Hoa kinh dé nghi Quy don vi

cho phép Cong ty chung t6i dugc cung ung mét hang trén theo s6 dang ky gia han véi
cac tiéu chuin khac khéng ddi so véi hd so du thau

Trén trong kinh chao./.

Dai dién hop phap ciia nha th:’:‘luy-
Noi nhén:
- Nhu trén.
- LnuTC,KD

PHO TONG GLIAM POC




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

KHANH HOA Poc lap — Tw do — Hanh phiic
Sé: 4 /CP-DP Nha Trang, ngay 0@ thang 0,2 ndm 2024

V/v: Xin b6 sung thong tin sé dang ky
gia han mdt hang tring thau

S —— - —— —— = Arfoam—
LR _.\h

,u[ ..

1

Vi J 14 " Kinhgii: - S& Y té tinh Ninh Thuin

M-/ % / OZO"té/Cawcu« Quyét dinh s6 08/QD-SYT, ngay 05 thang 01 nam 2024 cua Giam déc So Y
--té tinh-Ninh-Thuan v& viéc phé duyét két qua lua chon nha thau Géi sb 01: Géi thau thude

Lusoe 77 wGenericvaswic Xin nim 2023

Cong ty cb phan dugc phdm Khanh Hoa da trung thau miét hang Thelizin do Céng ty
sn xuit va da dugc Cuc Quan ly Dugc bd sung gia han sé dang ky, cu thé nhu sau:

. sé sé S
Tén hoat o So ding £ s . lrgng
STT | chit,ham | % |kytrang| OS°damgky | luomg | lwomg | 0 .
thuoc A thay doi trung da cung X
lugmg thau . thay the
thiu ung \ .
con lai
Alimemazin
(du6i dang VD-
1 . Thelizin | 24788- | 893100288523 | 545.000 | 85.000 | 460.000
Alimemazin 16
tartrat) Smg
(Pinh kém:

-Bén sao Quyét dinh gia han gidy ding ky hru hanh ciia Cuc Quan ly Dugc;

-Bén in gia ké khai dugc cdng bd trén trang thong tin dién tir cia Cuc Quan ly
Dugc);

Chinh vi vy, Cong ty cb phan dugc phdm Khanh Hoa kinh & nghi Quy don vi cho
phép Cong ty chung t6i dugc cung ng mit hang trén theo s6 dang ky gia han véi céc tiéu
chuén khac khong ddi so véi hd so dy thiu

Tran trong kinh chao./.

Dai dién hop phap cita nha thiu,__—
Noi nhan:
- Nhur trén.
- Luu TC,KD
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CONG HOA XA HOI CEHU NGHIA VIET NAM

SOCIALIST REPUBLIC OF VIETNAM L
Béc lap - Tu do - Hanh phic 4
e Independence - Freedom - Happiness L §
N A e
T X <'
¢H %
L g?‘“i_.-
.- =z r N S 2 F3 tg o
Ly GIAY PHEP LUU HANH SAN PHAM N
G0 MARKETING AUTHORIZATION %‘;g
7 Teénthube : Thelizin | jRd:
Name of Drug: ’ - g‘f‘l.;_
Thanh phan chinh, ham lweng Alimemazin (dwoi dang Alimemazin tartrat) omg. 5‘(’3
Active Ingredients, Strength: o - SRR . ]
Qui cach dong géi, bdo ché - Ll Hop 4 w X 25 vién; Vién nén bao phlm *
Packing Size, Dosage form: _/"" g -——— :J\N.‘_ S
Tiéu chudn chét lweng =~ Lo TCCS T S '\-K o ,
Quality Specification: .” “ . e L . ‘1.\.: .
Han dung ,_,,.,f oo ,,36 thang ~a A 0N
Shelf- life: , - Y. ~\ T - . .
Sé gidy phép Iu’u hanh san pham (SE)K) ' VD 24788-16 N L \ T
Marketing Authonzahon Number Tt _ - r- ;.
S6 quyét d|nh - L : 297IQD QLD Ngay cap 15/7/2016 ‘
2 s » Dafe oflssuance L 1. \

Approval Dec:s:on Number Lo _

Fisu lye tia glay phép. lru hénh san phis m: ¢6 gia tr; '1‘5 nam st nga/ *ap v . } ot

1
H

X - .
s ! s

Exp:rahon Date of this JVarket/ng Authorization: i
Jencose dang ky .. Congtycd phan dwo'c pham Khaqh i_—;oa e ,f . __
Name of Markefing Authonzat/on Holder i‘ IO !,?1' - q’fs'f,g"
Pia chi . " . :© 74 Thong Nhat TP Nha Trang, Khanh Hoa _N@tJNam%j_ N
Address: T - ’ a . f: : . 5:?%
Tén co so' san xuat oo Cong ty co phan dwqc pham Khanh Hoa ' ji 3;
Name of Manufacturer g - . iz }
; Piachi =+ .\ RS : . Duong 2 thang 4, P V'nh Hoa, TP Nha Trang, Khanh ﬁ‘%
, 1 Address: * '\ . ‘ . Hoa- Vlet Nam * = R
ke . o e e T - s P
’%’*} Tén co so dong goi -, P T e coT A
Name ofAssernbler : T aos C T A
‘,’::'l_s_','-j RS ) \M ‘ . ) ’*:—\? 14 _’A,ﬁ’.f_’-'-/.‘:: . . - - ' ‘-!
5{;{:{\; D;a chi N . L b, e s -:/f 2o .
U e N ~~ 4 B L 4
5,{1‘3.. Address. _ ~ ‘ ~ T a L /:,,_ ,.
%}‘,3 . 5-\ -‘-:h‘ o - T - 1'.'-/ B
Cv;& T~ - . L T :/ x §
L ¢ T B et .
ﬁ‘l L TRIETTL Ha No/ ngay 15 thang 7 nam 2016 $ ,{ -
NEE ' - - . CUC TRUONG CUC QUAN LY bDUQcC # by
& ,,5 G_ENERAL -DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM ;&4 «
."’.—* w 3 ii .
3 i’ s
s A 'r’q
- § ’.p had
A v $
¢ Ghi chu: (votz) ey
. % 1-Gidy phep lru hanh san pham nay duoc cap theo. dung ho sor 4 ';
CA dang ky thudc da duoc BO Y té phé duyét. = LS
Tl This marketing authorization has been issued in accordance with L‘xa d.oss:e;i g ‘i
. approved by the Viztnam Mmsrr}' of Heafth. N o D A L
i 2- B4t ctr su thay ddi ndo vé ndi dung ctia gidy phép pha| degec TRUONG QUOC CU’O’NG h E

Cuc Quan ly duoc-80Y t& xac nhan.

Any variations of the conteals of the marketing authonzation are required to be
adopled by the Drug Administiaiion of Vietnam.

5
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CONG HOA XA HQ1 CHU NGHIA VIET NAM
Boc lap - Tu do - Hanh phiic

Ha Noi, ngay 09 thang 10 nam 2023

QUYET DINH
Vé viéc ban hanh Danh muc 1017 thubc san xuét trong nudc
dugrc gia han gidy ding ky luu hanh tai Viét Nam - Dot 187

CUC TRUONG CUC QUANLY DUQC

Can cur Ludt Duoc so 105/2016/QH13 ngay 06/4/2016;
Cdn cit Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cia Chinh phii quy
dinh chitc ndng, nhiém vu, quyen han va co cdu 16 chirc ctia By Y té;

Can cie Quyét dinh 56 1969/QD-BYT ngay 26/4/2023 cia BS truong B6 Y e
quy dinh chikc ndng, nhiém vy, quyén han va co cdu 16 chire ciia Cuc Quén Iy Duoc
thugc BG Y té;

Cdin cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia BS trieéng B3 Y té
quy dinh viéc dang ky luu hanh thuéc, nguyén ligu lam thudce;

Ciin cir két lugn cua Hoi déng tie van cap gidy dang kyp luu hamh thudc, nguyén
liéu lam thudc - B Y té;

Theo dé nghi cia Trudng phong Ddng ky thuée, Cuc Quén I Dirgr.

QUYET DINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 1017 thudc san xuét trong
nude duge cip gidy ding ky luu hanh tai Viét Nam - Dot 187, cu lhe

1. Danh muc 918 thudc san xuét trong nudc dugc gia han gidy ding ky luu hanh
hiéu luc 05 ndm (Phu luc 1 kém theo).

2. Danh muc 99 thudc san xuit trong nude duge gia han gidy ding ky hru hanh
hiéu luc 03 nam (Phu luc Il kém theo).

Pidu 2. Co sosan Xuét va co so dang ky thube ¢6 trach nhiém:

1. San xuét thuoc theo ding cdc hé so, tai lidu da dang ky véi B6 Y té va phai in
sb ding ky dugc Bo Y té Viét Nam cdp Ién nhan thudc.

2. Chi dugc san xuét, dua ra luu hanh cac thube kiém soat dac biét khi ¢6 Gidy
chiting nhan du diéu kién kinh doanh dugc pham vi kinh doanh thuéc phai kiém soat dac
biét phu hop v4i pham vi hoat dgng cta co s& dép tng quy dinh tai khoan 5 Dseu 143
Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh pht quy dinh chi tiét mét sb
diéu va bién phép thi hanh Luat Dugc.

3. Thyue hién vi€c c@p nhdt tidu chuén chit luong ciia thude theo quy dinh tai
Théng tu so 11/2018/TT-BYT ngay 04/5/2018 cta B trudng B6 Y te quy dinh v& chét
luong thube, nguyén ligu 1am thude.

4. Thuc hién, phdi hop véi co s& nhap khiu thuc hién theo dung quy dinh tai
Céng vén s6 5853/QLD-CL ngay 19/4/2019 cta Cuc Quan ly Dugc vé viée kiém tra
chit luong nguyén lidu lam thudc nhém sartan déi vai cac thube thudc danh muc tai
Diéu 1 ban hanh kém theo Quyet dinh nay ¢6 chira dugc chét thude nhém sartan

5. Thudc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chura nop
hd so cdp nhat noi dung nhan thube, to huéng din st dung thude theo quy dinh clia
Thong tu 01/2018/TT-BYT ngay 18/01/2018 cia Bf trudng Bo Y té thi phai thuc hién
cap nhét theo quy dinh tai diém b Khoan 1 Bleu 37 Théng trs6 01/2018/TT-BYT trong
thai han 12 thang ke tr ngay duoc gia han gidy dang ky hru hanh.



hiéu luc ¢ e ay dang ky Iru hanh thude, nguyén liéu Jam thuée. Trong truong hop
khéng con dap tng di diéu kién hoat déng, co s& dang ky phai ¢ trach nhiém thuc hién
thay d6i co s¢ dang ky theo quy dinh tai Thong tu s0 08/2022/TT-BYT trong thdi han

30 ngay ké tir ngay co sO dang ky khéng con du diéu kién hoat dong.

8. Co s& san xudt thude > phdi bao dam cdc diéu kién hoat dong clia co s& san xuét
trong thoi han hiéu luc cua glay dang ky Iwu hanh thudc, nguyén liéu lam thudc.

9. Céc thuoc dugc gla han giay déng ky luu hanh tai Quyet dinh nay duoc tlep
tuc str dung §o dang ky da cp trude khi gia han trong thoi han t6i da 12 thang ké tir
ngay dugc cap so déng ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tr s0 08/2022/TT-BYT.

Dieu 3. Quyét dinh nay c6 hidu luc ké tir ngay ky ban hanh.

) Pidu 4. Giam doc S¢ Y te cac tinh, thanh Ehé tryc thude Trung wong va Gidm
d6c¢ co sd sdn xuat va co s& dang ky c6 thudc tai Diéu 1 chiu trdch nhi€m thi hanh Quyet
dinh nay./.

Noi nhin: UC TRUONG
- Nhu Piéu 4;

- BT. Dao Hang Lan (dé blc);

- TT. B8 Xuén Tuyén (dé blc);

- Cyc Quén y - B Qudc phong, Cuc Y té - B Cong an;
-Cuc Y t&¢ GTVT - B Giao thong van «j;

- Téng Cuc Hai quan - B3 Tai chinh;

- Bao hidm xd hoi Viét Nam;

-B8 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
B§, Van phong HDTV cdp GPKLH thude, NLLT;

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

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

- Céc Bénh vién, Vién c6 giudmg bénh truc thubc Bo Y té;
- Trung tm mua sim t4p trung thudc qudc gia;

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

- Lvu: VT, KT (T) (02b).

1 TuZn Cudng
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AT TRONG NUOC PUQC GIA HAN GIAY DANG KY LUU HANH TAI
ET NAM HIEU LUC 05 NAM - PQT 187
ét dinh s6 737 /QD-QLD ngay 09thdng 10nam 2023

e 7 = 5 -

Tén thuot=={He4( chit chinh - | Dang bao | Quy cach déng | Tiéu | Tudi Sé dang ky | Sb

T Ham lugng ché g6i chuin tho gia han lan
(thang) | (S6 dingky | gia

di cdp) han

1 2 3 4 6] (6) ™ 8) ®

1. Co s @iing ky: Cong ty C6 phin Dugc phdm 2/9 (Dia chi: 299/22 Ly Thudng Kiét, Phuong 15, Quén 11, Thanh phd
Hb Chi Minh, Viét Nam)

1. 1. Co s& san xuit: Cdng ty C5 phin Dugc phim 2/9 (Dia chi: 930 C4 dudng C, Khu cong nghiép Cat L4i, cum 2,

Phudng Thanh My Loi, Quan 2, TP.Hé Chi Minh, Viét Nam)

1 |Nadygenor Arginin aspartat 1g |Dung dich  jHop 20 Ong x 5 NSX 36 893110251923 | 01
uong ml (VD-27732-17)

2 {Nadypharlax M&i g6i chira Thubc bét  |Hop 20 Goi x NSX 36 | 893100252023 | 01
Macrogol 4000 10g [udng 1021 g (VD-19299-13)

3 {Allopurinol 300 {Alopurinol 300mg |Viénnén {Hop3 vix 10 NSX 36 893110252123 | 01
vién (VD-25103-16)

4 |Atorvastatin20  |Atorvastatin (dudi |Viénnén [Hép3 vix 10 NSX 36 893110252223 | 01
dang Atorvastatin  |bao phim  |vién; Hop 10 vi (VD-30253-18)

calci) 20mg . x 10 vién

5 |Fexnad 180 Fexofenadin Viénnén  Hip 1vix 10 NSX 36 893100252323 | 01

hydroclorid 180mg [bao phim  |vién (VD-29639-18)

Thép, Viét Nam)
2.1. Co s& san xuét: Chi nhdnh 3 - Céng ty CPDP Imexpharm tai Binh Duong (Pia chi: $6 22, Pudng s6 2, Khu céng
nghiép Viét Nam - Singapore II, Phudng Hoa Phi, TP.Thi Dau Mét, Tinh Binh Duong,Viét Nam)

2. Co 56 diing ky: Cong ty Cb phan Dugc Pham Imexpharm (Pja chi: S6 04 Pudng 30/4, Phudmg 1, TP.Cao Linh, Pdng

6 [Cefoxitinlg Cefoxitin (dudi Thubc bt [Hop 1 Lo x 1 USPhién | 24 893110252423 | 01
dang cefoxitin pha tiém gam; Hop 10 Lo hanh (VD-26841-17)
natri) 1g x 1 gam.

7 |Ceftizoxim 1g Ceftizoxim (duéi  [Thubcbdt |[Hopl1Loxlg, |USPhién | 24 893110252523 | 01
dang ceftizoxim phatiém Hop 10 Lo x ig hanh (VD-29757-18)
natri} 1gam

8 |Imedoxim 100 Cefpodoxim (dudi {Viénnén  [HGp 03 vix 10 |USP hién 24 893110252623 | 01
dang Cefpodoxim |bao phim  |Vién hanh (VD-27890-17)
proxetil) 100mg

9 [Imetoxim1g Cefotaxim (du6i  [Thubcbot [Hép1Lox 1 NSX 24 893110252723 | 01
dang Cefotaxim pha tiém gam, lo thiy (VD-26846-17)
natri) 1g tinh; Hjp 10 Lo

x 1 gam, lg thiy
tinh

10 |Imexime 200 Cefixim (dudi dang |Vién nang |Hop 02 vix 10 NSX 24 893110252823 | 01
cefixim trihydrat) [ctng vién (VD-30399-18)
200mg

11 |Zanimex 250 Cefuroxim (dudi  [Viénnén [HOp2vixSvién| NSX 36 893110252923 | 01
dang Cefuroxim bao phim (VD-20746-14)
axetil) 250mg

2.2, Co s& san xuét: Céng ty Co phin Duge Phiam Imexpharm (Bia chi: S6 04, Duong 30/4, Phuong 1, TP. Cao Lanh,
Tinh Ddng Thép, Viét Nam)

1
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Q) di cap) han
) @ ] 3) @ ) © | o ® ©
339 |Fasthiol Carbocistein Siro Hgp 1 1o x 60 NSX 24 893100285723 | 01
100mg/5m! ml; Hép 1 lox (VD-25692-16)
80ml; Hop 1lo
x 100 ml; Hép 1
lo x 125 ml
340 jHypevas 20 Pravastatin natri Viénnén  (Hop6vix 10 NSX 36 893110285823 | 01
. 20mg vién (VD-31108-18)
341 [Loperamide 2mg |Loperamid Viénnang |HopSOvix 10 | DDBVN 36 893100285923 | 01
hydroclorid 2mg cimg vién; hop 10 vi x [ hién hanh (VD-31109-18)
10 vién . ‘
342 (Metronidazol Metronidazol Viénnén  [Hop 50 vix 10 DDVN 36 893115286023 | 01
250mg 250mg vién; Hop 10 vi v (VD-25177-16)
x 10 vién; Hép :
20 vix 10 vién
343 {Mezaoscin Hyoscin Viénnén  |Hop 10vix 10 NSX 36 893100286123 | 01
butylbromid 20mg |bao phim  (vién (VD-26826-17)
344 |Mezapentin 600 [Gabapentin 600mg |Viénnén  [Hfp 6 vix 10 NSX 36 893110286223 | 01
bao phim  |vién. (VD-27886-17)
345 [Mezapid Rebamipid 100mg {Viénnén  [Hop 10 vix 10 NSX 36 893110286323 { 01
bao phim,  {vién (VD-26149-17)
346 {Mezaterol 20 Bambuterol Viénnén  |[Hop6vix 10 NSX 36 893110286423 | 01
hydroclorid 20mg ) vién (VD-25696-16)
347 |Parutan Cefditoren (duéi  (Viénnén  [Hép1vix 10 NSX 36 | 893110286523 § 01
dang Cefditoren bao phim  {vién; Hop 2 vix |- (VD-29746-18)
Pivoxil) 200mg 10 vién; Hop 3 .
: vix 10 vién;
Hép2vix 15
vién
348 {Royalgsv Desloratadin 0,5 Siro Hop 1lox 60 NSX 36 893100286623 | 01
mg/ml ml; Hop 1 lox (VD-26153-17)
50ml; Hop 1 1o
x 30 ml; Hop 10
dng x 5 ml; Hop
20 éng x 5ml.
349 |Safetamol250 Paracetamol Dung dich  [Hgp 20 éng x NSX 24 893100286723 | 01
250mg/5ml ubng 5ml (VD-25181-16)
350 | Tradamadol Paracetamol Viénnén  |Hop3vix 10 NSX 24 893111286823 | 01
325mg; Tramadol |baophim  |vién (VD-30396-18)
hydroclorid 37,5mg

36. Co s& dang ky: Cong ty C6 phin Dugc pham Khanh Hoa (Dia chi: 6 74 duong Théng Nhét, phuéng Van Théng,
thanh phd Nha Trang, tinh Khanh Hoa, Viét Nam)
36.1. Co sé'sin xuit: Cong ty C6 phan Dugc phim Khénh Hoa (Dia chi: Puomg 2/4, Khém Déng Bic, phutng Vinh

Hoa, Thanh phd Nha Trang, tinh Khanh Hoa, Viét Nam)
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360 {Kamydazol Spiramycin Vignnén |Hép2vix 10 NSX 36 893115287823 | 01
750.0001U; bao phim  [vién; Hop 10 vi (VD-25708-16)
Metronidazol x 10
125mg .
361 {Magnesi-B6 Magnesi lactate Viénnén  [Hop Svix 10 DDVNV]| 36 893110287923 | 01
dihydrat 470mg, bao phim  {vién; Hop 10 vi (VD-23583-15)
Pyridoxin x 10 vién
Hydroclorid Smg
362 |Methocarbamol  |Methocarbamol Viénnén  (Hfp 10 vix 10 | USP-NF 36 893110288023 | 01
500mg bao phim  )vién; Hép 1 Chai| 2021 (VD-28974-18)
x 100 vién; Hop
1 Chai x 200 vién
363 |Nabumeton Nabumeton 500mg {Viénnén  [Hop 3 vix 10 USP 43 36 893110288123 { 01
bao phim vién; Hop 10 vi (VD-27918-17)
x 10 vién
364 [Norfloxacin Norfloxacin 400mg |Viénnén  [Hop10vix 10 [DDVNIV| 36 893115288223 | 01
’ bao phim  |vién (VD-24787-16)
365 |Ofloxacin Ofloxacin 200mg | Vién nén Hop 10 vix 10 NSX 36 893115288323 | 01
bao phim  |vién; Hop I Chai (VD-27919-17) ’
x 200 vién; Hop
1 Chai x 500 vién
366 |Prednisolone Prednisolone Smg |Viénnén  |HOp20vix 15 NSX 36 893110288423 | 01
vién; Hop 40 vi (VD-29766-18)
x 15 vién; Chai
100 vién,; Chai
200 vién; Chai
500 vién; Chai
1000 vién
367 | Thelizin Alimemazin tartrat |Viénnén  |[Hop 4 vix 25 NSX 36 893100288523 | 01
(tvong duong bao phim  |vién; Hop 10 vi (VD-24788-16)
Alimemazin 5mg) x 25 vién; Hop
6,25mg 20 vi x 25 vién;
Chai 100 vién;
Chai 500 vién
368 [ Tunadimet Clopidogrel (du¢i  [Viénnén  |Hop 3 vix 10 USP 37 36 893110288623 | 01
dang clopidogrel  |bao phim  |vién; Hop 10 vi (VD-27922-17)
bisulfat) 75mg x 10 vién
369 | Vitamin B6 Pyridoxine Viénnén  {Hop 10 vix 10 NSX 36 893110288723 | 01
hydrochloride bao phim  |vién; Hop 1 Chai (VD-27923-17)
250mg x 100 vién; Hop
1 Chai x 200
Vién

37.Co's& diing ky: Cong ty C6 phéin Duge pliam Me Di Sun (Bia chi: S6 521, khu phé An Loi, phuéng Hoa Lei, thi xa

Bén Cét, tinh Binh Duong, Viét Nam)
37.1. Co'sé' san xuiit: Cong ty Cd phin Duge pham Me Di Sun (Dia chi: $6 521, khu phd An Lai, phuong Hoa Loi, thi x&

Bén Cit, tinh Binh Duong, Viét Nam)

370 {Fedrez Leflunomid 20mg  [Viénnén  {Hép 3 vix 10- NSX 36 893110288823 § 01
bao phim vién (VD-28982-18)
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