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Ot; LGID 1,_t* t;
ceNG HoA xA Hglt cHU Ncnin vrBT NAM

DQc l$p - Tq do - HSnh phfc

fp. ruA Ch{ Minh, ngdy 14 thdng 04 ndm 2025

c6xcvAx
(V/v: cQp nhfit gia hqn gidy phdp lwu hdnh sdn phdm)

K{nh etbi: so y rn riNrr xrtN GrANG

Trong thoi gian tham gia dU thAu COi ttrAu sO 02: COi tfrAu thu6c Generic th6ng thucmg tOn dg
todn mua sim: k6 ho4ch lUa chqn nhd thAu g6i thAu "rrg 

c6p thu6c tflp trung tinh Ki6n Giang, giai

doqn 2023 - 2025 (dqt 3). Cdng ty dU thAu san phAm Sulcilat 750mg (Sultumicillin (Ampicilin +
sulbactam)theo s6 d6ng [i cff: VN-18508-14

Ng?y ilrcAtZaZq COng ty c6 phAn dusc phAm Minh Iii chung t6i c6 trung thAu G6i thAu s6 02,

G6i thAu thu6c Generic th6ng thudng theo quy6t dinh s6: 1630/QE-SYT nghy 27 thfing 06 nim
2024.

Nay C6ng ty chring t6i kinh gtri c6ng vdn cflp nhpt gia han hipu lgc 5 ndm giAy dlngky luu hanh

san pham Sulcilat 750mg (Sultamicillin (Ampicilin * sulbactan) nhu sau:

- C6ng ty b6 sung cac gidy to: Quyi5t dfnh gia han gi6y d[ng ky luu hdnh (dinh kdm tni liQu).

Kfnh mong Phdng nghiQp vp Dugc Sd Y td tintr Ki6n Giang xem x6t vi cflp nhflt !h6ng tin do
c6ng ty chring tdi cung cip.

Chen thenh cim on.

I'{oi nhdn:

- Nhu'tuAn;

- Ltru.
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1
Sulcilat
75Omg

Sultamicillin
(Ampicilin +
sulbactam)

750mg vN-18508-14 868110003724
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CUC Qu,ix t-i
G HOA XA nol cHU NCITIAVIFT NAIIT

SOC]IALIST II TPTJBT,IC OF VIE']-},IAM

DQc l3p -'frg do - H4nh Pht'ic
lndepcndencc - Frcedonr - llappincss

HANH SAi\ PHAM
MARKETI NG AUTHORIZATION

75O mg
HQp 1 vi x 10vi6n; Vi6n n6n

NSX

24 th6ng

vN-18508-14

Sulcilat 750

Sultamicillin (dudi danO Sultamicillin tosylat dihydrat)

678/QO-OLD

Tavsanli
Turkey

Ngdy c6p: Ogt12l2o14
Date of lssuance:

56 1-3, L6 c, Cu xi Lac
Hd chi Minh - Viet Nam
Atabay Kimya San ve Tic A.S.

Long

Koyu, Esentepe Mevkii,

Ghi chu: rr*,,.'
1- Giey phep lutr hinh san pli,irn nay durlc cap tfioo
dang ki thu6c d6 dugc B0 \' lu pirti clu,.t

fr t0xc rv'
-r'<S6-lpufrh

'USbe pnfrir

,ffi'rmu xi
138AGl6ng V6 - HA Noi -

Tel: &0.4 37366483/38464413 ' R

56 giAy phep luu hinh sin Ph6m (SDK):
M a r*eting Au thoriza lion N u m b e r:

s6 quy6t dinn
Approval Decision Number:

T€n thu6c
Name of Drug:

ThAnh phln chinh, hAm luEng
Active I ngredienfs, St/Brgfrr:

Qui c6ch d6ng g6i, bio ch6
Packing Slze, Dosego form:

Ti€u chuln ch6t lugng
Quality Specification:

Han d&ng
Sholf- life:

approved by ths Vleham Minislry ol 4oallh.

ffi
[i\ our

'W

Hieu h,rc ctia giay ph6p lwu hirnh s6n phSm: co gi6 tri o5 nim k6 tu ngery cAp
Expiration Date of this Marketing Authorization:

T6n co sd ddng kf ; C6ng ty c6 phin Duqc phAm Minh K!
Name of Mar*eting Authorization Holder

Name of Manufacturer:

Hd N}[ ngay 08 thdng 1.2 na1n 2414.
CUC TRLTONG CUG QUAN LY DI'.rgC
Ilffirnecron or rse onue ADMtNlsrRATtoN oF vIETNAM

\

2- Bet cu sy thay ddi nao ve noi dung i:ta giay phep phii duoc
Cr,-rc Qudn lf duqc - aO V te (;c rrhan

Anyvariahansottneconlentsa1ltlie:,1;tti:r:t:ti" '.,:l))itzai,ottar{'/a17u,ttldl.Jbc
adoptecl by tha f)rug Adftlttttslralr'tt )f Vi'!'ia'rl

TRUCYNG AUOC CITONG

3-.



KY bdi: C\tc Quitr
l, Duqc

$:,l,wti;'r s0 v rE
1$ffi"''ocuc QUAN lf nuQc

ceNG nda. xA ngr cnfi Ncnia. u[r NAM
DQc tflp - Tq do - IIPh Phlic

Hd N|| ngdy 03 thdnggPdm2l2456: 3 /QD-QLD

QTIYET DINH
VdiviQc ban hinh danh rng.2St thuSc nudc ngoiti

tlugc c6p, gia h4n gi6y tl[ng try luu h]rnh t4i Vigt Nam - Dgt L17.2

CUC TRTIdNG CUC QUAN Lf DTIqC

Cdn cw Ludt Daqc tti tOs/zOt6/QH13 ngdy 06/412016;

Cdn crir NShi dinh tA SS/ZOZZNB-qP llgay 15/11/2022 cfia Chinh phfi quy dlnh

chfcc ndng, nh{€m ,vu, quyAf hqn vd 
"o 

cdu tain;r" da B0 Y tA;

cdn-cu Quy€t dinh sd 1969/QE-BYT ngd2t 26/4/2023 cila BQ tahng B0 Y t€ quy

dlnh chuc 
"aig, 

nhiQm vu, quyi, hqn vd ,o cdu fi chuc cila CU.c Qudn ly Daqc thu)c

B0Yft;
Cdn air Thdng tu sii 0B/2022/TT-BYT ngdy 05/09/2022 cfia BQ trudng Bp Y tO quy

dinh vi€c ddng tcy lau hdnh thu6c, nguy€n .li€u ldm thu6c;' C;, ,iEet" m1n cila H1i doni ia ,ii, cdp giiiy dang lry hru hdnh thu6c, nguy*n

li€u ldm thu6c - B0 Y ft;
Theo di ngh! cila Tradng phdng Ddng lqt thu6c - Cuc Qudn l!'Duqc'

QTIYET DINH:

Diiiu 1. Ban hdnh kdm theo Quy6t tlinh ndy danh mpc 231 thu6c nu6c ngodi

dusc cAp, gia hpn Si6y.aeys,ki lry hrt luj ViOt Nam - Dqt I t7 .2, cvth0
1. Danh mpc 01 thu6c nu6c ngodi <lugc cdp gi6y ding kj'luu hinh hiQu lUc 05

n[m - Dqt 117.2 Aqi Phw lwc I kdm theo).
2. Danh mgc 206 thu5c nu6c ngodi dugc gia hpn gi6y d[ng ky luu hanh hiou

lUc 05 ndm - Dqt 117.2 (Phu fuc II kdm theo).
3. Danh mgc 24 thu6c nu6c ngodi dugc gia h4n gi6y ddngkf luu hdnh hieu lUc

03 ndm - Pqt 1t7.2 (Phu lwc.III kAm theo).
Didiu 2. Co sd s6n xu6t vd co s& <ldng hj'thu6c c6 trach nhiQm:

1. Cung c6p thu6c vdo ViQt Nam theo dtng c6c hd so, tii lieu dd rl6ng lcf vdi
BO Y tC vd phai in noflc d6n si5 dang hi'dugc B0 Y t€: c6'p 16n nhdn thu6c.

2. Chdp hdnh dAy du phSp luflt cira nu6c CHXHCN Vigt Nam vd chc.quy dinh
cria BQ Y t6 ;d nhpp khAu thr& vd luu hdnh thu6c tai Viet Nam, ni5u c6 b6t cri thay
AOi gi trong qu6 trinh luu hinh thu6c & nu6c sd tai vd 6 ViQt Nam thi phdi b6o c6o

ngay cho CUc-Qunn lj'Duqc - Bg Y tO Vlgt Nu-.
3. Thgc LiO" 

"iO" 
cflp nhflt ti0u chuAn chAt lugng cua thu6c jheo quy ttinh tai

Th6ng tu sO t ll2Ol8lTT-BYT ngdy 041512018 cta BQ tru6ng B0 Y tC quy dinh v0 chit
lugng thu6c, nguy6n lipu ldm thu6c.

4. Cap nhat nhSn thu6c vd td hucrng ddn str dpng thu6-c theo quy dinh tai Th6ng

tu 01/2018/TT-BYT.ngiy 18/01 l2}l8 ctra eO trucrng BO Y t6 quy dinh ghi nh6n thu5c,

nguy6n 1i0u lim thu6c vd td hudng d6n st dUng thu6c theo hinh thrlc thay d6i, b6 sung

gi6y dlngkj, luu ha4 tq"6c quy dinh tai Th6ng fi 0812022iTT-BYT.n.giry 05/912022

.tu gO *oq, BO Y tC A5i v6i thudc chua cflp nhOt nOi du_1e_nhe_n rE9", to-hucmg ddn

sir dqng thu6c,theo quy dinh tpi Th6ng it 0L|2018/TT-BYT ngdy l8/01/2018 cta B0
trucrng B0 Y tC.
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5. Sau 12 thhngtcO tU ngdy ky ban hdnh Quytit dlnh gdy, c6c thu6c ilugc gia han

gi6y ddng ky luu hdnh theo Quytit tllnh ndy c6.thay AOI vC nQi dung hinh chinh (bao
i,x

gom ca mau nh6n vd td huong ddn.sir dpng thu6c) phei nhflp khdu vd luu hdnh vdi c6c

nQi dung dE tlugc phO duyQt thay ddi ltorg h6 scv gia hpn'

6. PhOi hqp v6i c6c co so diAu tri d0 thUc hi0n theo dring cdc quy dinh hiOn

hanh vC thu6c kO don, theo ddi an todn, hiQu qu6, t6c dUng ktrdng -mong muOn cua

thu6c trQn ngudi Viet Nam vd t6ng hgp, b6o c6o theo quy.tlinh tai Di6u 5 Th6ng tu s6

Oy21z/Tf-gyf ngdy 05/912022 cni BQ trucrng BO Y tti quy dinh viQc tI[ng lci' luu
hdnh thu6c, nguyen liQu ldm thui5c eOi vOi c6c thu5c thuQc Danh mgc t4i Phu lgc III
ban hdnh kdm theo Quy6t tti$ neY.

7. Co sdddng kj'thu6c phii dim b6o duy tri diOu kien hoat dQng trong thoi gian

higu lUc ctra gi6y ding kji luu hdnh thu6c, nguyOn 1i0u ldm thu6c. Trong trudng hqp

ktr6ng cdn d6p img dir di6u kiQn hopt dQng, co sd d[ng ki'ph6i c6 trdch nhiQm thgc

hign ihay d6i^ccy r-O Aeng hi theg quy dinh tpi Th6ng ff tq 0812O221TT-BYT ngdy

05lgl2y22 cira B0 truong Bq Y t6 trong thoi hpn 30 ngdy k0 tri ngdy co so ttdng kj'
kh6ng cdn dri ili6u kiQn hoat $0nS.

8. Co so ddng hf thu6c pnai Uao c6o B_Q Y tti vO cflp nhflt tinh. trpng t15p img

Thlrc hnnh t6t sen xi6t-cira co r0 ran xuAt thu6c, nguyOn liOu ldm thulSc. Truong hqp

co s& sdn xu6t bi thu trOi gi6y ph6p sin xuAt holc kh6ng <t6p rmg ThUc hdnh t6t sin

"u6t 
th.r$c, nguyQn liQu ldm thu6c 6 nu6c sd tpi, co sd phii thuc hi€n viQc b6o c6o

trong thdi han iS ngdy t6 tu ngdy c6 th6ng b6o ctra to qrrut qudn.li' c6 thAm quyen

nu6c so tai theo q"v di"f, tai diSm d khoin 1 Di6u 100 Nghi.dinh s6 SqlzOtTAID-CP

ngdy 08/5/2077 cilr- Chinh phir quy ttinh chi ti6t mQt s6 di6u vd biOn phrip thi hdnh

Luflt Dugc.' 
ui6u 3. Cilcthu6c dusc gia hpn gi6y ding lcj' luu hinh tpi Quytit tlfnh ndy duqc

ti6p tr;c str dgng s6 dang ky de c6p trudc khi gia hpn trong thoi hpn t6i da 12 thfingkd

tr) ngdy dugc c6p sti dang ky gia h4n theo quy dinh tai PhU lUc VI ban hdnh kdm theo

Th6ng tu sO OglZO22lTT -BYT.
Didiu 4. Quy6t dinh c6 hiQu lpc kd tu ngdy kjz ban hinh.
Di6u 5. Cia- ddc So y iC cac tinh, thinir pt O trUc thuQc trung uong, gi6m ddc

nhi s6n xu6t vd co sd ddng lcj' c6 thu6c tai Di6u 1 chiu trdch nhiQm thi henh Quyet
tlinh ndy./.
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Noi nhQn:
- Nhu Ei6u 5;
- BQ truong (tI6 b/c);
- TTr. Dd Xudn Tuy6n (dC b/c);
- Cuc Qyan Y - B0 Qu6c phdng, Cuc Y tO - BQ C6ng
Cgc Y tC GTVT - BQ Giao th6ng vQn t6i;
- T6ng Cpc Hdi quan - B9 Tdi chinh;
- 86o hi6m Xe h0i ViQt Nam;
- BO Y ti5: Vu PC, Csc QL5CB, Thanh tra 80, Vin
phdngHDTV cAp GDKLH thu6c, NLLT;
- SO y tE cic tinh, thdnh ph6 tryc thuQc Trung uong;
- viQr KN thu6c TLI, ViCn KN thu6c TP. HCM;
- T6ng C6ng ty Dugc VN-CTCP;
- Cic C6ng ty XVf dugc phAm;
- C6c BQnh viQn &.ViQn c6 giucrngb6rh.ttu" thuQc BYT;
- Trung tAm mua sim tap trung thu6c qu5c gia;
- CLc phdng CUc QLD: QLGT, QLKDD, QLCLT,
PCHN, VP Cgc;Website Cpc QLD.
- Luu: VT, DKT (2b) (NT).

fi Tufn Cuirng

cuc rRrIoNG

fl{s



Phg lgc I
DANHMlTC 01 TrrUoC NuoC NGoAr ErIqc cAp crAv oANercfI.rlu HANH -

TAr VrET NAM HIEU LUC s NAM - DqT fl7.2

(Ban hdnh kdm theo quyet dinh s6: ..3........../QD-QLD, ngdy 93./.A1./2024cfia Cuc Qudn ly Dwqc)

1. Co s0 dlng kf: Cdng ty c6 phAn thuong m4i duqc phAm qu6c t6 Phric Ean (D!a chi: 1/22 Dmng

Cu Xd Lft Gia, Phudng 15, QuQn I l, Thdnh pna ni Chi Minh, ViQt Nam)

1.1. Co s0 sfln xu{t: Myung ln Pharm. Co., Ltd. (D!a chi: 361-12, Noha-gil, Paltan-myeon,

Hw as e ong- si, Gy eonggi- do, Ko r ea)

t
q
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!
frl
t;I

,r/,

D
Ghi chit:
1. Cd.ch ghi tiAu chudn chdt taqng thu6c @i c7t (6):
- CdchuTet tdt ti€u chudn chiit tiqns dtqc di6n: Daqc didn Hdn QuOc (KP),

STT

(1)

TGn thu6c

ol

Ho4t chAt chinh

- Him luo.'ng

(3)

Dang,
bio chO

(4)

Quy cich
tl6ng g6i

(s)

Ti0u
chufrn

(6)

I uot
thg

(thing)
0\

56 ilnng kf

(8)

1 Motin Inj. Famotidine 20mg BQt d6ng
kh6 pha
ti6m

HOp 10lq KPX 36 8801 10000124



13. Co sO tlSng kf: Contract Manufacturing and Packaging Services Pty Ltd (Eia chi: Unit I &
21, 38 Elizabeth street, Wetherill Park NSW, Australia)
13.1. Co sO sin xu6t: Contract Manufacturing and Packaging Services Pty Ltd @ia chi: 20-22
Long Street Smithfield NSW 2164, Australia)

14. Co s0 tling kf: COng ty C6 phAn dugc phim Minh K! (Eia chi: l-3 LO C, Cu xd Lqc Long

Qudn, Phrdng 5, QuQn I l, TP. Ui Cnt Unh, ViQt Nam)
14.1, Ca s0 sin xu6t: Atabay Kimya Sanayi ve Ticaret A.S. (D!a chi: Dilovast Organize Sanayi
Bdlgesi 4. Ksm Sakarya Caddesi No:28 Gebze/Kocaeli, Turkey)

14.2. Co sO sin xu6t: Nobel IIac Sanayii ve Ticaret A.S. (Dia chi: Sancaklar 8I 100 DUZCE, Turkey)

STT

(1)

TOn thu6c

(21

Ho4t chAt chinh

- Him lugng

(3)

D?ng
bio ch6

@'l

Quy cdch
il6ng g6i

(s)

Ti6u
chuAn

(6)

Tudi
thq

(thing)

0l

56 illng kf
gia h3n

(56 dlng kf
dfl c6p)

(8)

S6

lin
gia
h?n
(e)

JJ Ginkgo
3000

Cao16 Ginkgo
biloba 60mg
(tucrng duong
Ginkgo
flavoglycosi
14,4mg)

Vi6n n6n
bao phim

Chai 60
vi6n;HQp
6vix15
vi6n

NSX 36 930r10003424

NN-20747-t7) hl!l*l
'"€/

34 Klavunamo
x625mg

Amoxicillin (du6i
dpng Amoxicillin
trihydrat) 500mg;
Acid clavulanic
(dudi @ng Kali
clawlanat:Avicel
:1:l) l25mg

Vi6n n6n
bao phim

HQp3vix
5 vi6n

NSX 24 8681 10003524

orN-17312-13)

0l

35 Klavunamo
x Fort

MOi 5mt h6n dich
sau kiri pha chrla:
Amoxicillin (dudi
dpng Amoxicillin
trihydrat) 250mg;
Acid clavulanic
(du6i dang Kali
clavulanat:Syloid
:l:l) 62,5m9

BQt pha
hdn dich

A
uong

HQpllex
100m1

NSX 24 8681 10003624

orN-17313-13)

0l

36 Sulcilat
750m9

Sultamiciilin
(dudi dang
Sultamicillin
tosilat dihydrat)
75Ome

Vi€n n6n Hqplvix
l0 vi6n

NSX 24 868n0003724
orN-18s08-14)

01

37 Mibelcam
Fort

Meloxicam 15mg Vi0n n6n HQplvix
10 vi6n

NSX 48 868 1 1 0003824

orN-16166-13)

01

38 Pulcet
40mg

Pantoprazol40mg
(du6i d4ng
Pantoprazol natri
sesquihydrat
45,lmg)

Vi€n n6n
bao tan
trong
ruot

HQp2vix
l4 viOn

NSX 36 8681 10003924
(\rN-16167-13)

01



CONG TY CO PHAN DTIqC PHAM
KIIITONG DUY

s6:,494 tzl2stcY-KD
(V/v Thay OOi ttrOng tin thu6c trfng thAu

G6i sd 2: G6i thAu thu6c generic th6ng thulng)

5,.r) 1; :l {. l;; gG

CQNG HOA XA ngt cHU NGHIA VIET NAM
oocr0n;_[ffi19rn*

fP. HO Chi Minh, ngdy 15 thdng 04 ndm 2025

Krnh gfri: sd Y Tf riNn rutx crAf[c

Tru6c h6t, C6ng ty C6 phdn Dugc fiAm Khucrng Duy xin ch6n thanh cim cvn sp hgp t6c

cria Quf SO voi COng ty chring t6i trong su6t thdi gian qua.

Theo Quytit dinh s6 tO:OlqO-SYT ngity 271612024 oua S0 Y te tinh Ki6n Giang vC viQc

ph6 duyQt k6t qui.lUa chOn +e th"I cung c6p thu6c tflp trung tinh Ki6n Giang, giai do4n 2023-
2025 (dqt 3) G6i s6 2: G6i thdu thudc generic th6ng thudmg;

HiQn tai,.trong danh mpc thu6c C6ng.ty Khucrng Duy trirng thAu c6 thu6c dd dugc Cpc

Quan lf Dugc tl6ng f cho tdng hpn dtng (tu6i thq).

Vi vfy, blng v6n b6n ndy, C6ng ty chung t6i xin dugc thay Aai tUOng tin thu6c trfng
thffu cg th6 nhu sau:

TT Me phAn (6) TOn thu6c
trring thAu

H4n ding
trring thdu

Hpn dtng
thay tl6i

Dinh kim Tii liQu

CBC QLD

1 PP2300629996 Gliptinestad 100 24thang 36 th'ing 3875e/QLD-DK
ngiry 15102/2024

Chring t6i cam k6t ngodi c6c th6ng lin thay d6i tren kh6ng c6 bdt ky sU thay d6i ndo vi:
ti6u chuAn ch6t luo. ng dd ddng ky v6i BO Y tC.

Kinh mong nhpn dugc su xem x6t ch6p thu4n tir Quy Sd.

ChAn thdnh cdm crn.

Trdn trgng,

Noi nhiln:
- Nhu tuAn

- LwUHC

cOruc rv
cd pnAr,r

r6ruo GilM o6c
DS. Mguy6n Thi Vi0t Hoa



es,s
ai/ :r'^;i.: \'crsl :Y'"^T \o

CONG TY

CO PHAN

oUQc pniu

Kinh gtri: COng Ty TNHH Li6n Doanh Stellapharm

Dla chi: K6j/t Nguydn Thi S6c, ip My Hda 2, Xd Xudn Thoi Ddng, HuyQn H6c

M6n, Tp. H6 Chi Minh, Vi€t Nam

rra ldi h6 so s6 ticp nhQn go 4t38e12023/TN/TT9.1. nq?v- 06110!?0?3 vd cac.tdi

1i0u li6n quan cira c6ngty vb viQc thay d6i, bi5 sung dOl v6i ttruiSc ctd dugc cdp glity
tl6ng lcj'luu hinh;

C[n cri Th6ng tu sO 0.812O22ITT-BYT ngiry 05/912022 cria BQ Y t0 quy ctinh

viQc ddng ky luu henh thu6c, nguyCn liQu ldm thu6c;

Cln cr? Bi6n bin thAm dinh h6 so thay AOiruO sung ctta c6ng ty, Cpc Qu6n ly
Puqc cO i, ti6" nhu sau:

D6ng y voi nQi dung tI6 nghi thay c16j, b6 sung clugc ph€ duygt kdm theo c6ng
vln ndy it6i vcyi thu6c Gliptinestad 100, s6 c[[ng kj/ 893110064323.

Nggdi nQi dung clugc ph6 duyQt, c6c nQi dung kh6c git nguy6n nhu h6 so ding
kf thu6c luu tpi Cuc Quin lf Dugc.

C6c nQi dung thay t16i, b6 sung n6u tr6n tlugc thUc hiQn kC tt ngey ky cdng v6n

ndy. Ri6ng nQi dung thay d6i, sau .12 thang kC tu ngdy ky c6ng vln ndy, c6ng ty
phii thlrc hiQn theo nQi dung thay d6i d6 tlugc ph6 duyQt.

Cgc Quin ly Dugc th6ng b6o <16 cdng ty biiit vd thgc hiQn dring ci4c quy dinh vd
tl6ng 1c!'luu hdnh thudc./.
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