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SOYTE Pic 1ap — Tw do — Hanh phic
86:296 /SYT-NVD An Giang, ngay 20thang 7 nam 2025
V/v diéu chinh thong tin thuoc
trang thau tai Quyet dinh s6
4236/QD-SYT ngay 15/12/2023
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Cin ot Quyét dinh s6 4236/QD-SYT ngdy 15/12/2023 cia S& Y té vé vide
phé duyét két qua lua chon nha thiu cung cap thudc tap trung tinh Kién Giang,
giai doan 2023-2025 dot 1 (Theo Quyét dinh s6 2189/QD-UBND ngay
31/8/2023 cia UBND tinh Kién Giang); Cin cir tai Muc DKC 26.1 Chuong VII
Diéu kién cu thé caa hop dong tai E-Hb so moi thau.

Tren co s& dé nghi ctia nha thau Cong ty céd phan Duoc Danapha tai Cong
vin sd 567/25/CV-DAN ngay 08/7/2025; Céng ty Co phan Duoc - Thxet biyté

Pa Ning tai Cong van sd 134/2025/CV-CNHCM ngay 10/7/2025 vé viéc thay
dbi thong tin gia han sb dang ky hwu hanh thudc tring thau (dinh kem).

SG Y té thong bio dén cac nha thiu va cac don vi viéc diéu chinh thong tin
thudc tring thau tai (Phu luc Danh muc thudc tring thau diéu chinh théng tin

dinh kem)
Cac nd1 dung khac lién quan dén cac thube trung thiu néu trén tai Quyét

dinh s& 4236/QD-SYT ngay 15/12/2023 cua S¢'Y té giit nguyén khong thay déi.

SGY té thong bao dén nha thau va céc don vi duoc biét, thue hién./. A,_,"

Noi nhén: KT. GIAM POC

- Nine trén; : PHO GIAM BPOC

- GD va cac PGD SYT (de b/c); /
- BHXH khu vize XXXIV;

- Trang théng tin dién t SYT:
-VPDT SYT:

-Liu: VT, NVD, lvminh.
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tethxphaxthuehn;ncapnhﬁtﬂleo quydmhfaldiémthoénlBléuB‘?Théng
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Actavis
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.2.3. Co s& san xuft: Norton Healthcare

Teva
0,5mg/2ml

- Lane North, Whitehouse Vale Industrial

4 | Budesonide | Budesonide

0,5mg/2ml

(VN-15282-12)

500110399623 | 01
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PHARMALLU\'M JSG

$6: 567/25/CV - DAN
VA Thay doi mt s6 thong tin
cila san phdm. Rmdomab 2

Coug ty €5 Phln I
Quy khéch hang d& hop t4
thoi gian qua.

i 2024 “V& viée ban hanh Dank
| s6 ding ky da clp: ;| muc 663 thubc, ngayén ligu lm thube
1 VD-31523-19 ) - | sén xudt trong nuée duge gia han gify
el | ding Ky I hanh tai Viét Nam - Dot
7 1:209™ cﬁa Cuc Quan 1§ Duge.
Cong ty cam két, n 61 n@t d:mg tr&n, Kkhong c6 bﬁt ky su thay ddi ndo v&
tiéu chudn sin xuat _ 'g {
Tran trong thong béo dén
Xin trdn trong chmon.
Nai nhén:
~ Nhu trén
~Luu VT

" })5 Minh Hiéu




Can cir Quyet dgnh 56 I%?fQB—BYT nggy 2 { B;;l trieong Bo Y té quy
dink chire néng, nhiém vy, quyén han va co cduts ¢ i ciia ( ;zc Quan ly Duge thuge
B Y té; :

Cén cir Théng tir 56 08/2022/?_7’

quy dinh viéc ding ky liey hanh: thube, n
Can cu- két hzan cua Hm déﬂg

,:ky :luu h&nh tax Vxet Nam - Dc;n

209, cu the "

1. Danli ‘muyc 489"(1_11;&(;;"' ruyi

han gidy dang ky luu hanh higu ]
2. Danh muyc 139 thx-.t%éd'

S sénxuﬁt trong nudc duge gia

Dieu 2 Cosd san xuat v

1. San xuét thudc theo ing céc d-

in hogc dén s6 ding ky dugc B Y t& v;ez Nam c&p 1é: hud

2. Chi duqc san xuat, dua ra iy hanh céc thuée kiém s ét'fdac biét khi cé Gidy

ching nhén du diéu kién kinh doanh dugc pham vi kinh doanh thuc phai kiém soat

dic biét phi) hop véi pham vi hoat dong cla ca dinh tai khodn 5 Diéu

143 Neghi dinh s6 54/2017/NP-CP ngdy 08/5/2017 ctia Chinh pht quy dinh chi tiét mot
s6 diéu va bién phép thi hanh Luat Duge.

3 'Ihuc hién viée c4p nhdt tiéu chudn chit Tugng clia thuéc theo quy dinh ta:

Théng tr 56 11/2018/TT-BYT ngdy 04/512013 ciia B truomg B6 Y té quy dinh vé
chét luong thube, nguyén liéu lam thude.

4. Thude duge gia han gifly dang ky hru hanh tai Quyét dinh ndy nhung chua

np hd so cap nht ngi dung nhfin thude, t& hudng din st dung thudc theo quy dinh

ciia Thong tr 01/2018/TT-BYT ngay 18/01/2018 cta Bd trudng B3 Y 6 thi phai thyc
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hién cdp nhit theo quy ;imh ti ﬂlém b Khoait 1 Didi 37 Thong tu'sb 01/2018/TT-BYT
trong thdi han 12 thing ké tr ngay rge gia han § iﬂ. ding ky lyu hanh.

5. Sau 12 thang ke tir ngdy ky ban h yet dinh nay, ¢dc thubc duge gia han
gidy damz ky hm hénh theo Q y ¢o tf i v& n6i dung hanh chinh phai
san xut va luu hanh véi cde nh G'phé _uyét thay ddi trong hd so gia han.

6. Car 50 ding ky thud y ddm duy trl didu kién hoat dgng trong thoi gian
h1¢u k!c cha gﬁy Gﬂﬂg ky lru hanh thuéc, nguyén liéu lam thudc. Trong trrong hop
oat dén ¢ diing ky phai ¢6 trach nhiém thire
inh tai Thong tu s6 08/2022/TT: -BYT trong thoi
khong cdn dit didu kién hoat dong.

i bdo dam céc didu klén hoat dgng cda co so san
yidéng ky Tt hénh thube, nguyen liéu 1am thudc.
hanh ta1 Quyet dmh nay ducc tlep

8. Cac thzmé”
tue st dung so dﬁng Ky da.-
ngay dugc cap sé dang Ky

hanh vé thube ké don, thet -t
thuéc trén ngudi Vigt Na €0 quy dmh tal Bxeu 5 Thong tu sb

08/2022/TT-BYT &éx-v trong Phu h,u: I ban hanh kém theo Quyét dinh
nay. n g Do e b

Pitu 3. Quyét dinh ndy e6 higu I -b?ﬁ?hﬁf!hé o

Piéu 4. Gif , thu@c Tmng mmg va Glam

dbc co s san xult v cor SO
Quyét dinh ndy./.

Noi nh:m

- Nhu Daeu4
- BT. Dio Hang Lan (d
- TT. D3 Xuin Tuy
~Cuc Quany - By
- Cuc Y1 GTVT:
- Téng Cye Hai qus
- Bao luem xﬁhﬁ '

-Cuc QLD PQLK
Website; '
- L VT, DKT (C.H) (02b).
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TAIVIRT NAM HIEU LYC ns N _M . m;ﬁ' iﬂs
(Kom theo Quyér dink 58 614 sz-Qw ugﬁy 21 thdng 08 nom 2024

[STI]  Ten thube Tiogt chit chinh - | Dy 80 dang ky | 86
Ham lwgng glahgn  lia |
(Sa‘ﬂ'gi“f’ g”
b a 9} hgn
(3) : : (ng

T893110870124 | |
J(VD-28439-17) |
‘31 Gidy, thanh pho Ha

1 : Nccrow Sﬁ! (dmh dgngsat 5 g djch
] Sucrose)lDOmgISml ;

2. Co st dding kyz Cﬁng ty c6 phan DTS Viét Nam (E?;a Chl.:: 1
“Noi, Viét Nam) :

2.1. Co s s xudit: Cong ty cb phin duge pllnni Nnm m :{Bia cm‘_-"-r :
Nam Binh, Tinh Nam Dinh, Viét Nam)

2 [Thicheal 600 {Thiotic acid 600mg

v 1 36 [ 893110870224 | 1 bio:

(VD-27691-17 ]
(VD- ) sm.

- PHu
3. Cosé Jing kj C‘ﬁng ty C phan mm w: Tn' yté NghéAn ®] n sy Séich; th’mg Htmg DUG
Phiic, thanh phé Vinh, tinh Nghé An, Viét Nam) : ANAL
3.1, Co 50 sin xult: Cong ty cb phiin Duge - Vittry 6 Nghé An (ap:;. guy%n sy Séch, Phdng Himg .
Phiie, thanh phd Vinh, tinh Ngh& An, Viét Nam) : Lm

393100870324 1
| (vD-20493-14)
Phu pbubng Lam Son,

3 "|Vomina 50 D:menhydnnat SOmg

4. Co st aﬁug k}. Cﬁng ty cﬁ phﬁn Du;rc ‘Vﬁl tw
Thanh pho Thanh Héa, tinh Thanh Héa, Viét Nam)
4.1. Co s& sin xudt: Cong ty ¢6 phin Duge - Vit tu

‘ anng 'Frung, phudmg Ngoc
Trao, thanh pho ‘I‘hanh Hoa, tinh Thanh Hoé, V:ét_ ]

4"Fluthephann 10 Flunanzm (du_ét 893110870424 | 1
dang Flunarizin | . (VD-31460-19)
_ {dihydroclorid) 10mg |
5 |Montelukast Smg  {Montelukast (duéi- 893110870524 | 1
dang montelukast (VD-25354-16)
natri) Smg
6 {Prednisolon Prednisolon Smg | Vién 893110870624 | 1
1 L (VD-24942-16)
7 |Prednisalon {Prednisolon Smg - 293110870724 | 1
-4 ol ; (VD-20306-13)
8 |Thenvagine {Meironidazol | Vién nén ba 893115870824 | 1
i€ ~ |125mg, Spiramycin [phim (VD-31461-19)
{00000 | |
§ |Kacimax  |Cloxacilin(du6i |Viéanan ; IBBVN| 36 | 893110870924 | |
dang Cloxacilin ~ |eimg ~  [HopSvixlovien | Iv | (VD-22273-15)
sodium) 500mg E— : :
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5. Co' st diing ky: Cong ty cﬁphin dkwé med

\rhnh Viét Nam)

5.1. Co sosan xuat: Cong ty b phin dnw“ pims
Vinh Thanh, huyén Nhon Tracﬁ tinh Dong Na

()]

)]

)

10

Apileve 750

GE lf:vnﬁéxacin:(dum

dang Levofloxacin
henmhydm} Sﬁm 2

iachi 263&’:.9 Thistmg Kigt, Phbng 15, Qun 11, thanh phé H5 Chi

Bl shi: Dutng N1, um o nghitp Pho g ok A

i, ;_:P'"Usv 33 #

T

893115871024 |
1 (VD-31473-19)

8|

Lyapi

Pregabaim

T | NSX

e

§93110871124 |
| (v-31491-19)

Lyapi 25

TRsK |

[ 893110871224
| ovp31492.19)

13

Lyapi 50

TR B

e

‘893110871323
| (VD-31493-19)

14

Moxipa 400

Olanzax 100DT _|Olanz

TeoaTisariaca |
| (VD31495-19)

i@, |USPAI

%

T8o3110871524 |
¥ c\mzszao&w) :

16

Pacilis 20

— x|

£

8931 1037z524
| (vD33276-19) |

17

T3

Ribarin 200

36 | B93110871724 |

| (VD31497-19)

=

1893114871824
| (vD-31505-19)

19

Ribarin 400

. [ospan|

6

1303114871924 |
(VD-31506-19)

20

i :US"”#?'- :
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36

893110872024 |
| (VD-31507-19)
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Sipantoz 40

dang Pantoprazol
natri sesquitiydrat)
AOmg

“[Pantoprazol (dudi Vidn

6. Ctr scdingky*ﬁﬁngt; 6 phén chDan_ )
Khé, Thanh phb D Ning. Viét Nam)
6.1. Co s <an xulit: Cong ty cf philn Duye Danapl
Thanh Khé, Thinh phé Di Ning, ViétNam)

893110872124
|[(YD32491419y |

2 1
{Throat Spray
0.15%

Beazydamin

{Benzydamin

N 45mg/30ml

hydroclorid

 ' 'i_893100872224
| (vp-1927243)

[Dalekine

Natri: valpmatzﬁumg A e ba

5 [ 893114872324

(VD-32762-19)

|4

Dooaphe-Rosu20

qmlcx) 20mg

Rosumaﬁn' (duﬁi Vi
“{dang Rosuvastatin

893110872424

| (vD=33287-19) |

Meloxicam 7,5 mg.

Meloxicam 7. Smg

" [Primaguin (dudi

dang primaquin

|phosphat 13,2mg)
17,5mg

{Risdontab 2

o Rlspendon.ngl

$93110872524 |
| (vD21203-14)

6 |893110872624 |
(VD-30238-18)4

: nsestms?zszi w0

%

Sulpirid 200mg

Sulpiid 2oomg

| oyp18907-13)

%

Trasolu

‘:T oIHC!"::.é_‘?,':

100mg/2mi

7 Co' & ding Ky Cﬁng ty b phian Duge Dﬁng Nai (E

Hoa, tinh Déng Nai, Vu;t Nam)

Héa, tinh Pong Nai, Vtét Nam)

1393171872024 |

(VD-33290-19)

30;-

Dognet' n

Sulpirid SOmg

6 | 893110873024

(VD-22096-15)

13

Entefast 60mg =

Felaidin

: hydroclond 60mg b

T3

Ponaicef

33

Fropemak 150

T pem ~ Ve
 phim

150mg

893100873124
(VD-20119-13)

1893115873224 |

(VD-24689-16)

| 893110873324
| (vp22414-15)

3

Topemak 50

Tolperison HCI
150mg

| Vit na bs 1.

iphim

10 vién,

__:ﬁgplﬂ’?;)tlﬁﬂén Eo

1893110873424
1 (VD-22415-15)




o | Quy cach déng gol | Tieu | Tudi | Sodingky | S6
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1. Céich ghi tiéu chudn chat lieong thuée 1gi et (6):

- Ni san xudt (NSX), Tiéu chudn nha sin xudt (ICNSX), Tiéu chudn co's¢ (TCCS), In-hause cé  nghia twong duwong nhau,
la tiéu chuan char heomg thuée do co 5o san xwitxéy dimg vd déu cd thé drge ghi trén nhin thube.

- Cdch viél 1t edc iiéu chudn chat heong duge di  (DBVN). Duge dién Anh (BP). D"Q‘- dién Mp
(USP) Durgre dién Nhdt Ban (JP), Durge dién Trung heu du (EP) Duge dien Quac 1 P)...

2. 86 dding ) tai cjt (8): " R

- 86 dang kf gia han 155 diing ky dhege odp theo quy dinh tgi Phi ke VI Théng te 08/2022/TT-BYT ngly 03/09/2022 cia B
truimg Bg Y té quy dinh viée déng Jo i hanh-1 uyé ;

- 56 dang ky da cdp (dege ghi irong ngodc dom) la 6 ding |

bdﬁdwc'-!épmc khi thube dicpe gia han theo quyét dinh ndy.

s by e



S3 Y TE AN GIANG CONG HOA XA HQI CHU NGHIA VIET NAM
TRUNG TAM Y TE GIANG THANH Poc iip — Tw do - Hanh phiic

, PHIEU GIAI QUYET VAN BAN DEN
S("):....?.gg.é/..ghf:-.../.\.lm......ngz‘iy,..t.s,é.o...thél.ig..(?.:...nz‘im 2025.........

1. Y kién cia linh dao co quan, to chirc
- Giao don vi, canhﬁnchutrl,[(;h@f))ﬂ:ﬁ

- Giao cac don vi, ca nhan tham gia phoi hop gidi quyét vin ban dén (néu co);

- Thori han giai quyét d6i véi mdi don vi, cd nhan (néu €0);.......................

KT.,QH’_M.'QQ;‘ ........................................................
; " NS LM DL B _om X
- \lgay,ogoz.thang B’ 2 50 )} 1é"n phan phéy, giat quyet...............

e i ThuLigt
T)@IP dr(E)llunggzi rlahﬁn (néu co);

-Ngay,... thang,.....nam.....cho Y Kién...............ocoooiiii

3. Y kién dé xvAt chia nguwoi giai quyét.

_ Y kién dé xuét giai quyét vin ban dén cua ca nhén;

- Ngay,... ... thang,........ nim....... déxudt ykién. .. ...




