
C*I{G TY TNHH EI,$C FI'IAM &

TfiANG THITT BI Y TE

HOANG BIJC
ceNG HoA xA nQr cHU rygHiA Yryr NAM

Ddc liP - Tu do - Hanh Phric

Tp.HCM, ngdY 09 thdng 05 ndm 2025

c$P €5P
tSOgu0L r}008

vi sri* $)m f0ro ff{li,

36 L12912025/TENDER
(V/v b6 sung SDK)

Kfnh gfri: SO Y TE TiNH TTTN GIANG

Ldi dAu ti6n, Cdng ty TNHI{ Dugc PhAm v}r Trang Ttri6t Bi Y t5 l{o}rng Dric chdn

thanh c6m cm euf Se dd quan t6m trng hQ c6c s6n phAm ctra c6ng ty chirng t6i ph6n phdi

trong su6t thdi gian qua.

- cdn cth Quyat dinh s6 1465/gD-sw ngdy 16/05/2024 cila Gidm d6c s6 Y tA tinh

Ki€n Giangra 
"re, 

pii iryet t dt qua hsa chen nhd thd:u G6i s6 l: Goi thdu thu6c generic

cdp crhu thuyc K€ ioqch lqa chpn nhd thdu goi thdu cung cdp thui5c tQp trung tinh KiAn

Giang, giai doqn 2023 - 2025 (dqt 3);

- Cdn c* khd ndng cung ang hdng h6a ctia C6ng ty TNHH Daqc Phiim & Trang

Thi6t Bi Y t€ Hodng Duc.

C6ng ty TNHH Dugc PhAm vd Trang fhitit Pi Y ti5 Hoang Dric ld nhn phan ph6i

chinh thric cho s6n phAm combiwave SF 125 (Mdi liiu hit chtira salmeterol 25mcg (dubi

d.qng salmeterol xinafoate) vd Fluticason propionat 125mcg). chring t6i tla tning thau san

,fral Combiwave SF 125 vi dang cung img v6i sO da'g ry 
*O-'.t897'15 tai Quf 56'

Nhrmg hiQn t.i, ,i, prrA* ndy il6 dugc Cpc Quan ly Duqc c6p si5 dang ky m6i

gg011002 g823,16 hnng theo s6 rt6ne hj m6i ndy tta vc kho vd s6 cung img cho Quy se'

Bing vdn ban niy, chring t6i xin b6 sung s6 ddng ky m6i vd cung img san phAm

combiwav. sn izi itr.o ,o iarrg kf mdi 890110028s23 vd m6u nhan m6i. viQc thay cl6i

ndy kh6ng anh huong d6n 
"6, 

th6rg tin kh6c cffng nhu ch6t lugng san phdm ' (dinh kdm

erryAt dtnh s6 146/QD-QLD ngdy 02/03/2023 cfia Cqc Qudn l!'Duqc)'

Kinh mong Quf Sd xem x6t vd ch6p thuqn'

Trdn trgng c6m crn vd kffi chdo!

Noi nh$n:

- Nhu ffAn

- Lru phdng thdu ffi
AXC TRUNG
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cQi\G HOA XA HQI CHU NGHIAVIT'T NANI
SOCIALIS't' RIIPUBLIC Or VIETNAIvI

DQc llP - Tg'do - Hlrnh Phric
Independence - Ffi)odon' F[appincs's

i ii':,ll

t,.'.

.

T6n thu6c
l\ame ol Drug:

Thdnh phAn chinh, hAm luqng
Activo lngredienfs, S(rengfh; ' 

,, ',, '

Qui cAch d6ng g6i, bdo ch6 '

Packing Sze, Oosago fotm: .' )

Ti6u chuAn ctrAt tuqng
Quality Specilic ation:

Han dilng
Shetf- life:

Name of Mafueting Authoization Holder

Dia c.!ri1

Addrp$si

rgn cO.i0,sAn,xuAt

(sDK):

.,r.' ,270/QLD-DK '1,,;

vN.18897,15

:Ngiv:'i6pi 26 to5t2o1 5

'Date 
of lssuencei ;'r ' ; ' ,

"ilil;. 
giav pnep tuu hAnh sdn pham: c6 gia trid6n nigiey 26t5l2O2O

T6ncosOd5ngkf..:Glenml|t.PharmaceuticalsLtd.
,t

irifrffi
: B/2, Mahalaxmi Chambers, 22 Bhulabhai Desai Road'
I . Mumbai-4O0 026 ' lndia

:' ' Glenmaik Phaimaceuticals Ltd. 
l

: (Unit ltl) Village Kishanpura, Baddi-Nalagalh [oa.!'
i"n.if elooi, distt. Solan, (H.P')-173 205, lndia' 'lndia

Iddress.'

TEn co s& d6ng g6i
Name

fAnvr o6c

1- GiAy pnep luu hAnh sAn ilh5m nay.duoc c{p lheo dtng h6

oang lii'iLr'6" tta duqc BO V t6 ph6 duvQt,

This marieling buhortation has been r'ssue( i1r accordance'iith the

aoorcved bvtha Vtetnam Mlnlstry of Heafth. . , .

Z'-'AAt cusu thay d6i nAo v& nqi dung cr)a giAy ph6p phdi'duvc

cuc oudn ti oudg - gq t t6 x6c nh0n, ,.., : ,' " 
':

Any vadalbns of the bontants of tha markoting aulhoizaition are rdquirsd lo bei

adopiedbytheDrugAdmtnlstratlonolVietnam.', "

TAT DAT

lb t,

{J.i'AV PHEP T-U,U $TAFIT{ SAIH T}tr{AIV,H

MARKETI N G AUTHORIZATION

(cAP LAI)

, Comblwave SF 125

'.1, 

S"trnuteicil iinlafoate S, B0B g g ; Fl utic,ason propi onat 
.

iOmg;:ltuong duong 120 li6u-hit x 25mcg salmeterol

+125mcg fluticason ProPionat);

HOp 1 binh 120 li6u; Thu6c hlt dinh liAu

NSX

,:,.
,, "24 th6hg: .', ; , .. , , ,

S6 giAy phep !,ru hanh.qinrPhAm
M atuati ng Authoization Numbe r
s6 quy6t cinh
Apprcval Dacision Number

r<
o',
ar; Ijl
,*
\a

TRUdNG
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ffi [i]S:'*o',
es oum: B0 Y tC

)gIiji,8l;T- BQ Y TE
+07:oo cuc euAN l{'uUqc

So: 146 iQD-QLD

cgNG HoA xA ngr cnu NcuiA YIPT NAM

DQc lflP - Tr; do - Hanh Phtic

Hd Ni,i, ngdy02 thdngO3ndm 2023

QUYET DE.{II
vii viQc ban hinh dantr mgc L70 thu6c nu6c ngohi

dugc gia h4n gi6y tllng kf tuu hhnh t4i ViQt Nam -Dc'tLlz

cuc TRIIOI{G CUC QUAN I",f nuQC

CdncaLuQtDuqcsatos/2016/QH13ngdy06/4/2016;

Cdn ah Nshi dinh s6 ss/2022/ND-CP nggv lsry !n0?2 :yi,C!tuh 
phu quv

dinh chrhc ndng, nhi€m rr,,, quyin hqn vd co 'd' t6 ch{rc cfia BA Y ft;

cdn cu Quyet dinh s6 7868/7E-BW ngay 28/12/2018 cila BQ truhng BA Y

tA q"y- &"n A;, nqrg, nhi€m ru,-quyin hqi vd co ,Au ti| ch*c ctia Cuc Quan ly

Dwqc thuAc B0 Y ft;

Cdn cilr Th6ng ta sd 0B/2022/TT-BYT ngdy 05/09/202? "y, 
Bo trahng B0 Y

ta quy dlnh vi€c d"dng tqt luu hdnh thu6c, ng,yan liQu ldm thu6c;

Cdn c* lt kiAn cila H1i dirg tu vdn ciip gidy ddng tty lr* hdnh thu6c,

nguyAn ti€u ldm thu6c - B0 Y tA;

Theo di nghi cfia Trwong phdng Ddng tc!,thuiic - Cuc Qudn ly Daqc'

QUYET EINH:

Diiju 1. Ban hAnh kdm theo Quy6t dinh ndy danh mpc 170 thudc nu6c

ngodi dusc eiu r,; ;6,.55G k), 1", ha;th tai viet Nam - Dqt !!2,bao gom:

1. Danh mgc 161 thu6c nudc ngodi dugc giahqn giSy d5^gLy luu henh

hiEu lUc 05 n6m - Dqt fi2 Aqi Phu lwc I kDm theo)'

2. Danhmuc 0g thu6c nu6c ngodi dugc gia h?n gi6y dd,,r,Lg ky luu hanh

hiQu lUc 03 ndm - Eqt 112 (tqi Phw lwc II kdm theo)'

Eid,u 2. Co sd sin xuAt vA co sd ddng hi thu6c c6 tr6ch nhiEm:

1. Cung c6p thudc vdo ViQt Nam theo dring c6c hd s-o tdi liQu dA d6ng 1.i

voi eO y-te 
"? 

prrai in ho[c d6n sd ddng hf dusc gO v te cdp 16n nhdn thudc'

Z. Chdp hAnh dAy dri ptr6p luat cria nudc CHXHCN ViQt Nam vd c6c quy

dinh cria qq, y r#d niler-*ffi;il; iuu henh thudc tai viOt Nam, nt5u c6 b6t

cfi thay d6i gi trong qri t irt luu hdnh trruog g_"y.o" s& t4i vd 0 viQt Nam thi

phai b6o c6o-ngay Cho Cu. Quin Iy Dugc - B0 Y tC Viet Nam'

3. Thpc hiqn viqc cflp nhat ti6u chuAn ch6t lucr-ng .uu thu5c tF:gyldi"h
tai Th6ne tu s6 ttl2otglTr-gyr ngity 041512018 cta B0 tru&ng B0 Y te quy

Or"ft ud .tt6t t,rqng thudc, nguy6n liQu ldm thudc'



4. Thu6c dugc gia hpn gi6y d6ng ky luo h1nh tai PhU lpc I v,a Php lpc II

euy6t Jirfr ray nt *irtu, 
"6p 

h6 so ctp nhat n6i dung nhdn thual t_A huong

dil sri dpng thudc theo quy dinh tqi rrrgng 
_ !y lll2llSiTT-BYT ngdv

18l0ll2oL8 cria BQ tru&ng BO Y t6 trri ph6i thr,rc hiqn viqc cap nhat theo quy

OirfriA ali6m b Kho6n t 5i6u 37 Th6ng tu s6 Otl2OlSlTT-BYT trong thdi han

12 thdngt6 ttr ngdy dugc gia hpn giSy ddngLy luu hdnh'

5. Sau 12 thbngte tt ngdy ky ban hdnh Quy6t dinh ndy, :4: 4"0" dusc

gia hpn gi6y ddngLy l"u hanhiai Php lpg I_vd_Phu lpc II c6 thay d6i vC l6i.q"lg
[ann chinfr @ai gom ,o *du nhdn vd td haong ddn.sir dung) phhi nh6P khau,

luu hdnh v6i c5c ,r6i arrrrg d5 dugc ph0 duyQt ttray aoi trong h6 so dSng si gia

han.

6. ph6i hqp v6i c6c co s& di6u tri di5 thpc hiQn theo dting c6c quy dinh

hien hdnh vc thuoc k€ dcrn, theo d6i an todn, hiQu qu6, t6c dpng kh6ng mong

*r6n cria thu6c tren nguli Viet Nam vd t6ng hgp, b6o c5o theo q"y jfr.4_tai

Bidu 5 Th6ng tu s6 OVZOZZ]IT-BYT ngdy 05/9 12022 cua BQ lrucntg B0 Y tc

quy dinh viQc ddng ky luo hdnh thr6c, nE vcn liEu ldm thudc ooi voi c5c thudc

,irrO" Danh muc tali ptru tu" II ban h6nh kdm theo Quy6t dfnh ndy.

7. Co so cl6ng lcj phai d6m b6o duy tri diOu kiQrr ho4t dQng ctta co s0 dSng

kj trong thoi gian"t igr^tUc cua gi?ry dAng hi luu hdnh thudc, nguy6n liQu ldm

tn O.. irong **g hqrp kl6ng cdn d6p rmg du di6u kien ho4t clQng, co sd ddng

hj phai c6 trZch ohGrn thuc hiQn thay doi co s0 dang {1h_e9 guy dinh tai Th6ng

d;5 oyzoz7TT-ByT ngdy 05/9lzo22 cria BQFu.rng B0 Y t0 trong thbi hpn 30

,ru, t<c ttr ngdy co s0 d6ng ky kh6ng cdn dri cli6u kien ho4t dQng.

g. co s& dSne hi thu6c ph6i b6o c6o BQ Y t6 vC cap nhat tinh trpng d6p

img Thr,rc hanh t6t"san ro6t rriu co sd sAn xu6t thu6c, |guy6n 1i-0u ldm thu6c.

fnicrng'hap .c0 so sin xuAt.bi thu h9i g16V.qfreg. sin xu6t hopc kh6ng d6p ung

ThUc [arrft tOt s6n xu6t thudc, nguy6n ligu ldm 4r6t & nudc s0 tai, co so phii

thuc hiQn viQc b6o c6o trong thoi han 15 ngdy tc ttr ngay 9q 
th91q blo :T.:,

quan dA" ry c6 thAm qryAn nudc so tai theo quy dinh tai cli6m d khoin 1 Di0u

ioo Nefri dinh so sqtiOilXD-CP ngdy 08/5l2ol7 cria Chinh phfi quy dM chi

ti6t mQt sO OiCu vd biQn ph6p thi hanh Luflt Dusc.

9. E6i v6i c6c thudc c6 s6 thrt tg 8, 9, 10, 11, 15, 16, L7, 20,21, 33, 37,

57, 58, 67, 88, 93, 94, 95, !32, r4O, 145, 146, 147, 153, 159 tai PhU lpc I c6 d6

ngiti ttruy A6i -4, nhdn, h".""g d6n su dlrrg jrong hd stv dang hi-gia hpn: Co s&

ding hI thUc hiQn thu tgc. Od nEni thay d6i -6, ryra", td hu6ng ddn sir dsng theo

trintithric d6ng ky thay cl6i b6 sung sau khi Quy0t clfnh ndy c6 hiQu lUc'

10. C6c thu6c dugc gia h4n gi6y cl6ng.ky t* hanh tpifhp lpc I vd PhU luc

rr q",,ct Oi"f, ryV duqc t#p g9 ",i 
ao."g :a U,".t k!. qd'ce'y !ru.6c.khi 

gia h4n

trotigiftOi han t6i da 12 thangt6 ttr ngay dugc c6p sd cl6ng lcf gia h4n theo quy

dinhlai Php lgc vI ban hdnh kdm theo Th6ng tu s6 08120221TT-BYT.

Eidiu 3. Quy0t dinh c6 hiQu luc te ttr ngdy ky ban hdnh'



Eidiu 4. Gi6m d6c So Y t6 c6c tinh, thanh ph6 trpc thuQc trung ucrng, gi6m

d6c nhd sin xu6t vd co s& d[ng ky c6 thu6c tai DiAu 1 chiu tr6ch nhiQm thi henh

Quyet dinh ndy./.

Noi nltdn:
- Nhu Di6u 4;
- BQ truong (dC b/c);

CUC TRIToNG

- TTr. D6 Xudn Tuy0n (dC b/c);
- Cpc Qudn Y - Bq Quiic phdng, Cgc Y t5 - g9
an;'Cr,rc Y t6 GTVT - BO Gia; th6ng vQn tii; T,

Cgc Hii quan - B0 TAi chinh;
- 86o hirSm Xah0i ViQtNam;
- BO Y t6: VU PC, Cqc QLYDCT, Cpc QLKCB,
Thanh tra 86.
- Sd Y ttf c6c tinh, thanh phO trgc thuQc Trung uong;
- ViQn KN thu6c TU, ViQn KN thu6c TP. HCM;
- T6ng 96"g ty Dugc VN-CTCP; Cric C6ng ty )O{K
dugc phdm;
- C6c BQnh viQn & ViQn c6 giudng bqnh trUc thuQc

BYT;
- C6c phdng Cuc QLD: QLGT, QLKDD, QLCLT,
PCTTra, VP CUc; Website CUc QLD.
- Luu: VT, DKT (10b).

Vfl TuAn Cudng
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Phg lgc I
DAI\H MVC 161 THUOC NUOC NGOAr DugC GrA HAN GrAy EANG rf r,U'U HANH

TAr vrET NAM HrEU LUJ s NAM - Dqr l12

(Ban hdnh kim theo quyet dinh sii: ..l.+fr . /8D-8LD, ngdy9.?..fr.?../.29?1cfia Cuc Qudn lj, Dwqc)

1. Ccr s& itiing kf: A. Menarini Singapore Pte. Ltd. (Dia chi: 30 Pasir Panjang Road, #08-32 Mapletree
Business City, Singapore I17440, Singapore)
1.1. Co s& sf,n xufft: Gilead Sciences Ireland UC (Dia chi: IDA Business and Technologt Park,

2. Co sfr {I[ng kf: Abbott Laboratories (Singapore) Private Limited (Dia chi: 3 Fraser Street, #23-28
DUO Tower Singapore 189352, Singapore)
2.1. Ct s& sf,n xuf,t: Laboratorios Recalcine S.A. (Dia chi: Av. Carrascal No. 5670, Quinta Normal,
Santiaso, Chile

3. Ccr s& iting ky: Actavis International Ltd (Dia chi: No.a SQAQ Tal-gidi Off Valletta Road, Luqa LQA
6000, Malta)

ua

Razgrad (Dia chi: 68, Aprilsko vastanie Blvd. 7200 Razgrad,ph

STT

(1)

TGn thutic

o\

Ho4t ch6t chfnh -
Him luo.rrg

(3)

D?ng,
bAo ch6

(4\

Quy cr{ch
tt6ng g6i

(5)

Ti6u
chuAn

(6)

fu6i
thg

(thing)
(71

56 itlng kf
gia h4n

(Sd tlsng kf
itii c6p)

(8)

S6
Iffn
gia
hen
(9)

ill, Co. Cork, Ire
I Vemlidy Tenofovir

alafenamide (du6i
dpng Tenofovir

alafenamide
fumarate) 25ms

vi6n n6n
bao phim

HQp l lex
30 vi6n

NSX 48 s39110018823
(vN3-249-19)

01

ia
2 Drosperin Drospirenone 3mg,

Ethinyl estradiol
0,03mg

Vi0n ndn
bao phim

HQplvix
28 vi6n, (21

vi6n c6 chria
hopt ch6t, 7

vi6n chi
chfiatL
duoc)

NSX 36 780110018923
(vN-16308-13)

01

-) Rinofil
syrup

2.Smgl5ml

Drospirenone 3mg,
Ethinyl estradiol

0,03mg

Siro HQp l Chai
x 100m1;

HOp l Chai
x 15ml

NSX 24 7801 10019023
(vN-18e22-15)

01

3.1. Co s& sfln xuAt: Actavis Ltd. (Eia chi: BLB 016 Bulebel Industrial Estate, Zeitun, ZTN 3000,
4 Olmed 5mg Olanzapine 5mg Vi6n ndn

bao phim
H6p4vix7

vi6n
NSX 36 5351 10019123

r\rN-17627-14)
01

3.2. Cos&sfrn xu6t:san xu t: Actavis Ltd. (Dia chi: BLB1l 5-01 6 Bulebel Industrial Esitate, Zeitun, ZTN 3000,
5 Freeclo Clopidogrel (du6i

dpng Clopidogrel
bisulfate) 75ms

Vi6n ndn
bao phim

HQp3vix
10 vi6n

NSX 36 5351100t9223
orN-1ss93-12)

01

6 Olmed
1Oms

Olanzapine 10mg Vi€n n6n
bao phim

H6p4vix7
vi6n

NSX 36 5351 10019323
(vN-16887-13)

01

3.3. Co s& sAn x Balkannharma - Razsrad AT)

7 Dex-Tobrin Tobramycin 3mg/ml
(du6i dpng

tobramycin sulfate);
Dexamthasone

1me/ml

H6n dich
nh6 mdt

HOp 1 lq NSX 24 3801 10019423
(vN-16ss3-13)

01



STT

(1)

TOn thu0c

QI

Hoat ch6t chinh -
Him luqng

(3)

Dang.
bio ch6

(41

Quy c6ch
il6ng g6i

(5)

Ti0u
chuAn

(6)

tudi
thg

(thdng)
0l

Sd il[ng kf
gia h4n

(S0 tlsys kf
tI6 cf,p)

(8)

S6

6n
gia
h?n
(9)

100 Combiwave
FB 2OO

M6i li6u ph6ng thich
(liOu qua dAu ngflm)

chria: Budesonid
160mcg/lAn hit vd

formoterol fumarat
dihydrat 4,5mcglldn

hit,.tucrng ducrng. mQt
li6u chu6n dQg6m

budesonid
200mcg/lAn hft vd
formoterol fumarat

dihvdraf 6mco/lAn hit

ThuOc
hit ilinh

lleu
dang
phun
mtr

HQp l Binh
x 120 Li6u

NSX 24 890t70028723
(vN-20171-16)

01

101 Combiwave
SF 125

HQp 1 Binh
x 120 Li6u

NSX 24 890 I 1 0028823
(vN-r 88e7-r s)

0l

43.2.Ca s& sAn xuAt: Glenmark Pharmaceuticals Ltd,, (Dia chi: Plot No. E-37, 39, D-Road, MIDC,(Dia

(Dia

44. Ca s0 ding kf: Hyphens Pharma Pte.Ltd (D!a chi: 16 Tai Seng Street, #04-01, Singapore 534138,

Singapore)
44,1, Ca s& sin xuAt: Medice Arzneimittel Piitter GmbH & Co. KG (Dia chi: Kuhloweg 37, 58638
Iserlohn

45. Ca sfr d[ng kf:,Laboratoire Aguettant (Eia chi: ] rue Alexander Fleming, Lyon 69007, France)
45.1. Co sO sf,n xuAt: Laboratoire Asuettant (Dia chi: I rue Alexander Flemins, Lvon 69007, France

16

Nashik- 422 007, Maharashtra
102 Powercort Clobetasol propionate

0.05% ftl&l)
Kem
b6i da

HQp l Tufp
x 15 gam

NSX 24 8901 10028923
(vN-20283-17)

01

103 Tacroz Forte Tacrolimus 0,1o2
&1&l)

Thudc
m0

HQp l Tufp
x 10 gam

NSX .AL+ 8901 10029023
nrN-20284-17)

01

43.3. Co s& sf,n xuAt: Glenmark Pharmaceuticals Ltd. (Dia chi: Plot No. S-7, Colvale Industrial Estate,

C, Goa
104 Glemont -

IR 10

Montelukast (du6i
d4ng montelukast

sodium) 1Ome

Vi6n
ndn bao

ohim

HQp3vix
10 viOn

NSX 24 890tr0029r23
(vN-18896-1s)

01

, German.

105 Medikinet
MR 10mg
capsules

Methylphenidate
hydrochloride 1Omg

Vi6n nang
gini ph6.ne

bi6n d6i

HQp3vix
10 viOn

NSX 24 400tt2029223
(vN3-1s3-19)

01

106 Medikinet
MR 20mg
capsules

Methylphenidate
hydrochloride 20mg

Vi6n nang
gi6i ph6rg
bi6n d6i

HQp3vix
10 viOn

NSX aAL1 400tt2029323
(vN3-1s4-1e)

01

107 Medikinet
MR 5mg
caosules

Methylphenidate
hydrochloride 5mg

Vi6n nang
giii ph6ng
bi6n cl6i

HQp3vix
10 vi6n

NSX 24 400t12029423
0rN3-1ss-19)

01

45.1. Co sO sf,n xuAt: Laboratoire A nt (Dia chi: I rue Alexander Flemins, L
108 Nicardipine

Aguettant
10mg/10m1

Nicardipin
hydrochlorid
10mg/10m1

Dung
dich ti6m

truyen
tTnh mach

H0p 10 Ong
1Omlx

NSX 24 3001t0029523
(vN-19999-16)

01

M6i liOu hit chfa
Salmeterol25mcg

(dudi dang
Salmeterol xinafbate)

vd Fluticason
orooionat l25mcs

Thu6c
hit dinh

..>.
lleu

\.C
,b
/i
!l
'f.

z.\z



- Cdch vi6t tdt cdc ti€tr chutin chtit lrq'ng duqc didn: Du'7'c di€n ViAt Nam (DDVN), Dtq'c didn Anh (BP), Dtrg'c diin
MY (USP), Du'qc ditjn Nhqt Ban (JP), Du'oc diAn Trung Qu6c (CP), Du'oc didn Chdu du (EP), Droc diiin Qu6c tA

(IP)

Z. Sd dang lq, tli c\t (8);

- 56 ddng lq giq hem td sii ddng ki duqc cilp theo quy dinh tqi Phu lac VI Th6ng nr 08/2022/TT-BYT ngay 05/09/2022
cua.Bd trrrong BQ Y t€ quy dinh viQc ddng ty lnt hdnh thtiic, nguy€n ti€tt tdm thu6c.
- SO dang lq, dd cdp (duqc ghi trong ngodc don) ld sii dang tqt dd dryc cdp tnr6'c khi thtbc dtro'c gia hqn theo quydt
dinh nay.
- Cdc thuiSc dd dugc ciip sil.dang lry ldn ddu frttoc ngay 0t thdng 0l ndrn 2023.duq'c gia hqn giiiy dang t<y hru hdnh,

thi dtroc tidp hrc sti dung sii dang lE dd ciip n'rdc khi gia hqn trong thd'i h€tn toi dq t 2 thdng kd ir ngdy fuqc ciip sii
ddng tV theo ciiu trtic mdi.
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Nam Dinh, ngiLy 03 th6ng 05 ndm2025

Kinh gfri: S& Y T6Ifi6n Giang

Tru6c tiOn, C6ng ty C6 phAn Dugc phAm Minh DAn, chdn thdnh c6m on su tin

nhiQm vd quan t6m ctra QW SO cho C6ng ty trong thoi gian qua.

Cdn cir QuyOt dinh s6 1465/QD-SYT ngdy 16 th6ng 5 ndm 2024 cinGidm d6c S<r

Y t0 tinh Ki6n Giang vd vi6c ph€ duyQt k6t quA Lua chon nhd thAu cung c6p thu6c t4p

trtrng tinh Ki6n Giang, giar doqn2023-2025 (dqt.3);

C[n cf Cdng vdn s6 5401e/QLD-DK ngdy l3lo2l2\25 v0 viQc thay d6i, b6 sung

O6i vOi thu6c da cdp GEKLH, cU th0 mflt hdng Mizapenem 19 s6 dang ky 893110066624

duo.c b6 sung thOm quy c6ch " hQp carton chua 10 19 kdm 1 to huong d6n su dung thu6c".

Ci hai quy c6ch "h6p 01 lg" vdr " hQp 10 lg" dOu gi6ng nhau vd: TOn thu6c, hopt ch6t, n6ng

dQ, hdm lu-o. ng, nhom TCKT, dang bdo ch6, dung tich lo, duong dirng, c6ch sri dgng, tu6i
A.

tlro, nhd sAn xudt, ch0t lugng, gi6 bitn kh6ng thay ddi vd gi6 k0 khai/ k0 khai lai d6 dugc

d[ng tii trOn c6ng thdng tin cua Cpc Quin ly Dr"rgc. (Cd hO so tdi liQu dinh kDm).

Nhd thAu chirng tdi kinh trinh Quy BQnh vi6n xem xdt cho Nhd thAu dugc cung cAp m4t

hdng Mizapenem ig theo ca hai quy c6ch hQp i 19 vd hQp 10 19. Chung t6i xin cam k6t

nl-rtng th6ng tin chirng t6i cung cAp ld hodn todrn drhng su thAt.

Bdng vdn ban ndy, Nhd thAu chirng t6i kinh mong Quy So xem xet.

Xin chdn thdnh c6rn on!

cONC TY CPDP MINH DAN
56:544ICV-MD

(V/v:86 sung th6ng tin thuiic)

CQNG TIOA XA HQI CHU NGHIA VIE,T NAM

DQc llp - Tr.r do - H4nh phtic

EAI DIEN HgP PHAP NHA THAUNoi nh4n:

- Nhu tr6n

- Lm VT.
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CQNG HOA XA HOr CHU NGHIA VIEiF++*r+_*. I

eo /QD-QLD Hci NAi, ngc)1t 31 thang Ot na

v6 viQc ban hinh r",SHIIIr?1ilfr" s6n x
tlugc gia h4n gi6y tlIng kf luu hinh t4i ViQt

cvc rR[IoNG cuc QUAN r,f
Cdn cil' Lrtitt Daroc s,r; l0S/20 t 6/QH13 ngciv 06/4/20N
Cdn cr.i' Nghi dinh sd 95/2022/ND-CP ngity l5/11/2022 'qtty dinh

chirc ndng, nhi€nt w,,, quy€n han vci ,o'r,du n Jrri', c.r)ra 86 Y ft,.
Cdn cir Qtnt€t dinh s6 196.9/QD-BYT ngdl, 26/4/2023 ctlta 86 truo'ngg$y1$Drey GIAM OOC

dinh chuc ndng, nhiart ,u, qt,yin han vd co'ciu to ch{rc, cua CLrc Quan ti DFqc thu6c;,n r-a
Bf Y t€: 'us.!9onna/fn*'Ao*,1

Cdn cw Th6ng ta so 08/2022/TT-BY7' ngtil; 05/09/2022 ciu 86 trtcrng B0 Y t€
qu.y dinh vi€c ddng lry tr,ru hdnh tlu.t6c, ngr,ty€n li€r,t ldnt thudc;

cd.n cr.'r'.lr€t lttan ctia HQi d6ng tu ran cip giiiy ddng try lr* hdnh thuoc, nguy\n
hAu htn thudc - BO Y t€ do't 192 ph:t€n I vd phili 2'tqi Cing'vdn s6 t02/HDT[/-VzHD
ngdy l_l/12/2023 vd. C6ng viut sO tOS/\LOT'|/-VPHD ngay 1Z/tZ/2023 cua Vdn phdng
HQi d6ng ta uiin cdp GDKLH thu6c, nguyAn hQu liun tiuijc;

Theo d€ nghi cua Trtrong phdng Eirng lgt thu6c, Cuc Q.udn 11, Dttqc.

QUYET DINII:

Di0u 1. Ban hAnh kdm theo Quy6t clinh ndy danh muc 608 thu6c sdn xudt trong
nudc cluoc gia han gi6y dang ky luu hdrnh tai Vitt Nam - Dqt l92, cuth€:

L Danh muc 529 thu6c san xu6t trong nuoc ctuoc gia han gi6y dang ky luu
hdnh hiQu luc 05 nam (Phu lqc I kdm theo).

2' Danl-r muc 70 thuOc san xudt trong nuo'c cluoc gia hgn gidy d[ng I<j, luu hdnh
hi6n lgc 03 n5m (PhtL lqtc II lidm theo).

3' Danh muc 09 thu6c sin xu6t trong nuo'c duo. c gia han gi6y ding ky luu hdnh
hiQu ltrc d,An3tl1212025 (Plu,t lttc III kdru theo).

Ei6u 2. Ctr s6'sd, xuAt vd co so d[ng ky thu6c co trdch nhi0m:
1. San xu6t thuoc theo clirng c6c ,ho io, tai fi6u dd cI[ng kj, v6i 86 y t6 va phai

in sO dlng kf dtroc B9 Y tO ViQt Narr cAp l6n nh6n tt uO..
2. Chi duoc sdn xuAt, clua ra luu hdnh c6c thuOc kiOm so6t ddc bi0t khi co Gi6y

chilng nh6n dir di€u ki6n l<inh cloanh drio-c pham vi kinh doanh thuoc pnai tiem soat
clac bi6t phr'r ho-p vo'i pharn vi hoat clOng cira co so d6p irng quy clinh tai khodrn 5 Di6n
143 Ngh! cI!nh s5 51l20l7iND-CP ngay OStstzOlT cira Chinh phir quy clinh .ni ,ie, ,1bi
s6 diOu vd bi6n phap thi hdnh LuAr Duoc.

3. Thqc hi6n viOc cdp nh6t ti0u chuAn chat lrro-ng cua thu6c theo quy dinh tai
Th6ng tn so tll2018/TT-Byr ngity 041512018 ctia B6-truo'ng Bo t,4.il;;il;d
ch6t luo. ng thu6c, nguy0n 1i6u ldm thu6c.

^ . ,4.Thu6c duo. c gia han gi6y dang ky lrru hdnh tai Quyet ctinh ndy nhung chua
n6p h0 so cdp nhdt n6i dung nhin thudc, to hu6'ng ddn su dung thu6c it.o qry Oint,
cfta Tlrdng tu 01/2018/TT-BYT ngdy I BlOll20l8 cua 86 rruongB9 y tti ttri piii ttruc

4 -.f,r-cg(
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hiQn cQp nhpt theo quy clinh tai cli(lm b ICroan I Di€u 37 Thlngtu sti 0tlZ018ITT-BYT
trong tlid'i han 12 th6ng k€ tir ngdy duo. c gia hirn giAy clang kj, luu hdnh..

5. Sau 12 thdng k0 tir ngdy l<y ban hdnh Quy0t dinh niry, citc thuOc duo. c gia han
gi6y d[ng ky luu hdnh theo Quy€t dlnh ndy c6 thay d6i vC nQi dung hdnh chinh (bao
g6m cd mAu nhdn vd tcv hr-rong d6n sri' dqng thudc) ph6i s6n xuAt vd lr"rr.r hdnh voi c6c
nQi dung dd duo. c pli0 duyQt thay dOi trong hd su gia han.

6. Co so ddng kj'thudc ph6i bio d6m duy tri didu kiQn hopt dQng trong thdi gian
hiQu h.rc cira gi6y d5ng kj' hnr hdnh thu6c, ngr,ry6n li0u ldm thuOc. Trong truong h-o. p
kh6ng cdn c16p irng clir di6u kien ho4t d6ng, co s& dlng.ky phAi c6 trSch nhiQm thuc
hi6n thay d6i co so d5ng ky theo quy c1inh tai Th6ng tu s6 08/20221TT-BYT trong thd'i
han 30 ngdy k6 fu' ngdy co- so 96ng lcy l<hOng con dir di6u kiqn hoat d6ng.

7. Co so' sAn xudt thudc pltai brio dim cdc ili€u ki6n hoat d6ng cita co sd san
xu6t ttong tho'i han hiOu luc cita gi6y dang l<y hru hdnh thu6c, nguyOn liQu ldm thuoc.

8. C6c thu6c duo-c gia h4n gi6y cl5ng ky luu hdnh tai Quy0t dinh ndy duoc ti6p, ,(. --tttc su dpng s6 ding ky dd cdp tnroc khi gia han trong thoi han t6i d,a 12 thring k0 til
ngdy dugc.cap s6 dang ky gia han theo quy dinh tai Php lgc VI ban hdnh kdm theo
Thdng tu s6 08/2022f1T-BYT

9. PhOi hop voi cic co so'di6u tri d0 thuc hi€n theo dirng c6c quy clinh hiEn
hdnh v€ thu6c k€ do-n, theo d6i an todn, hi€n qnii, t6c dung kh6ng mong mu6n cira
thudc trOn ngud'i Vi0t Nam vd t6ng hu-p, bdo c6o theo quy dinh tai Ei6u S ihOng tu so
08120221TT-BYT ddi voi c6c thu6c trong Phu luc Ii ban hdnh kem theo Quy6t dinh
ndy.

Di0u 3. Quy6t dinh ndy c6 hi6r.r luc k6 tir ngdy.ky ban hdnh.
Ei6u 4. Gidni ddc So Y tC c6c tinh, thdnh phd trr,lc thuQc Trung uong vd Gi6m

d6c co sd s6n xu6t ,d co' sd dang ky co thu6c tii OiCu 1 chiu tr'5ch nhi6m thi hdnh
Quyt5t dinh ndy./.

Noi nlrQn:
- Nhu Di6u 4;
- BT. Ddo HOng Lan (d0 b/c);
- TT. E0 XuAn Tuy6n (16 b/c);
- Cpc Quin y - BQ QuOc phong, Cuc Y t0 - 86 C0ng an; i

,cuc rRuoNG

Vfl Tu6n Cudng

- Cuc Y tC GTVT - 86 Giao th6ng v.in tai;
- T6ng Cpc Hai qr"ran - 86 TAichinh;
- Bio hi€rn xd h6i Vi6t Nam;
- 89 Y t6: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
86, Vin phong HDTV c6p GDKLH thLrdc, NLLT;
- ViQn I(N thu6c TLI, Vi€n I(N thu6c TP. HCM;
- T6ng C6ng ty Duoc Vi6t Narn - C6ng ty Cp;
- Cdc BQnh vi6n, Vi€n co giuong bdnh truc thu6c 86 y t6;
- Trung t6m mua sEm tQp trung thu6c qu6c gia;
- Cpc QLD: P.QLKDD, P.QLCLT, P.PCHN, p.eLGT;
Website;
- Lnr.r:VT, EKT (C.H)(02b).



Phu lgc I
.DANH MVC s29 THU6C SAN XUAr TRONG NLr6c Erlgc GrA HAN GrAY EANG KV Lt u

uANn rAr vrTT NAM HIE,U LU'c 0s NArvr - EqT 192
(Kdnt theo Quydt dinh si so /QD-QLD ngdy 3t thdngOt ndm 2024

cila Ca$ Qudn li Daec)

1. Co sii'tling kf: Alcapharm B.V (Dla chi: Dorpstraat 101, 2742AN Waddinxveen, the Netherlands)

1.1. Co'sd'sdn *uAt: COng ty c6 phin Dugc vflt tu y ttl Hrii Du'ong (Dia chi: S6 102, ptrO Ctri LEng, phuong Nguy6n Tr6i,
1'P. Hai Dr.rrrng, tinh HAiDuong, Vi0t Narn)

g kf : COng ty cd phin Euvipharm (Dia clii: Ap Binh 'l'i0n 2. xa Duc Hoa Ha. huy0n Duc Hoa, tinh Lon-s Au.
Vi€t Nam)

2.1. Ca sii s6n xu6t: COng ty c6 phffn Euvipharm (Eia chi: Ap Binh Tidn 2, xd Duc Hoa Ha, huy€n Duc Hoa, tinh Long
An, Vi6t Narn)

STT TOn thu6c Hogt chit chinh -
Hhm lu'gng

D4ng bdo
chi5

Quy cr[ch il6ng g6i Ti0u
chu6n

TuOI

thg
(th6ng)

Sd ilIng kf
gia h4n

(S5 tling tf
lfl,l crn I

S0 lAn
gia h4n

(l) (z) (3) (4) (s) (6) (7) (8) (e)

I Vitamin C Acid ascoLbic

500mg/5ml

Dung dich

ti€m

HQp 50 6ng x 5ml;

HOp 12 6ng x 5ml;

HQp66ngx5mt

DDVN
IV

24 893110041224
(vD-2s862-r6)

I

2. Co s6'tlIns kf : CO hin Euv rm :l.ri: An Binh 'l' Duc Ho 0n Duc Hoa. tinh

2 Acefalgan 500 Acetarninophen
500mg

Vi6n nen HQp 10 vix 10 vi€n DD\TN
V

36 893t00047324
(YD-26134-t7)

I

3 Arginin
Euvipharm

M6i 5ml chira: L-
Arginin hydroclorid
l000mg

Dung dich
uollg

HQp 2 vi x l0 6ng

x 5ml

NSX JO 893110047424
(YD-2s614-t6)

I

4 Cefclor

500 nrg

Cefaclor (duiri
dang cef'aclor

monohydrat) 500mg

Vi6n nang

citng

HOp 2 vi x l0 vi6n USP 43 36 893t0041524
(YD-20692-14)

I

5 Ce{idim lg Ceftazidim (du6'i

dang ceftazidim
pentaliydlat * natri
carbonat) Ig

B6t pha

ti0m
Hdp I lq USP 43 JO 893l|0041624

(vD-18943-13)
I

6 Cetlidirn 29 Ceftazidim (drroi
Cang celtazirlim
pentahydrat + natri
oarbonat) 29

B6t pha

ti6m
IJop I Io USP 43 36 893 I 10047124

(vD-18944-13)
I

l Cithir 300 mg Cefclinir 300mg Vi6n nang

cirng

HOp I vix l0 vi0n JP XVII 36 893 I I 0047824

(vD-20693- l4)
I

8 Corrniron

200 mg

Amioclarou
hydroc loriil 200r-r-rg

Vi6n nen H6p 3 vi x l0 vi6n JP XVII 36 8931 10041924
(vD-19861-r3)

I

t) Emerop 0,5g Meropeueni (cltroi

dang meropeitetr-r

tlihydlat) 0,5g

Bdt pha

ti6m
HQp I Io USP 40 36 893 r 10048024

(vD-19339-13)
I

t0 Ernerop 1g Meropcnent (chro'i

clang meropenenr

trihydlat) lg

BQt pha

ti6rn

H6p 1 lo USP 38 JO 893i 10048124

(vD-r9340-13)
I

il EnatLil 5 mg hnidapril
hycl'oclolicl 5mg

ViOn ncn I't6p l0 vi x [0 vi€n JP XVII 24 ,393 I 10048224

(vD- 1986s- l3)
I
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STT T0n thu6c Hogt chit chinh -
Him luqng

DSng bio
ch6

Quy cich tl6ng g6i I teu
chuAn

Tu6i
ths

(thdng)

56 tling kf
gia h4n

(Sii tlnng kf
i,

oa cap)

S6 I a n

gia h4n

(l) (2) (3) (4) (s) (6) (7) (8) (e)
30. Co's0 dlng ky: C0ng ty C6 ptrdn Du'qc phim Me Di Sun fD,ait iT6 SZ Kir.r ph6 An Lor, Phuone FIoa

172 Beprornatol 5 Bisoprolol liularat
5n.rg

Vien n6n

bao phirr
Hop 03 vi x l0 vi6n NSX 36 893110064324

(YD-29174-18)
I

173 Eslatinb 40 Sirnvastatin 40ms Vi6n n6n

bao phirn
Hop 3 vi x l0 vi6n;
HQp t0 vi x 10 vi6n

USP 40 36 893110064424
(vD-26874-t7)

1

t74 Irulnlimus
0,03%

Tacrolimus
0,003g/10g

Thu6c ni6' HOpltuypxl0g NSX 36 8931t0064524
(vD-26878-17)

1

t75 Mecli-aurbroxol Arnbroxol FICI

15tng/5n,l
Dung dich
uong

H6p 20 6ng x 5nl;
H6p 30 6r-19 x 5rnl

NSX 36 893100064624
(YD-29184-r8)

1

t76 Mcdibivo sol Bromhexin
hydroclorid 4mgl
5rnl

Dung diclr
uoug

Hop4vlx)ong
5ml; H6p 6 vi x 5:-
ong )lnl

NSX 36 893100064124
(vD-27935-17 )

I

31. Co s& dlng kf: Cdng ty C6 phAn Du'qc N{cdboliclc (Eia chi: Irhons 09. I6u toa nhii l'he

BOn CAt, Tinh Binh Duo'rrg, Vi6t Nam)
, Kiu ph6 An Lor, Phuong FIoa Lo'i, Thi xa

30.1. Ccr sii'siin xu6t: COng ty C6 phnn Dug'c phdrn Me Di Sun (Dia chi: SO 521, Khu phO en Lgi, phuong Hda Lo-i, Thi
xi B6n Cit, Tinh Binh Duong, Vi6t Nam)

(Eia ong 09, I6u 10, EvelRich 1, sO 968
rirLo'ng 3 thang 2, P. 15, Q.1 1, t'P. Ho Ciii Minh, Vi6t Nam)

3l.l.Co's6'srinxu{t:C0ngtyC6phf,nDu'o'cphdmMeDiSun(Diachi: 52lAnLoi,HdaLoi,B6nC6t,BinhDuong,
Vi6t Narn)

32.Cos0dIngkf:C6ngtyc6phf,nDu'ocph6miVIinhDf,niD@.ongngnGouoix7i
phLrong L6c Hoa, thdnh ph6 Narr Dinh, tinh Nam Dinh, Viet Nam)

32.1. Co' sti'sin xuit: COng ty c6 phAn Du'o'c phdrn }{inh Din (Dia chi: L6 E2,duo"ng N4, khu c6ng nghiep Hoa X6,
phLrcrng L6c Hoa, tht)nh ph6 Nam Dinh, tinh Nam Einh, Vi0t Narn)

Jz.]..co,soszinxu0t:C6rrgt1,c6phf,nDu,qcph6m[,IinhD6n(oru.I,l
phncrng My X6, thdnh ph6 Narn Dinh, tinh Nam Dinh, Vi0t Nam)

(Eia

ph

111tt/ Posisva 40 Pravastatirr r.ratri

40mg
Vi6u nen Hop 03 vi x l0 viOn USP

2022
36 893t t0064824

(YD-29193-18)
I

32. Co s0 dlng kf: COng ty c6 phf,n Ou'oc plr6*

I ao
I /O Cefaclor'25Omg Cefaclor (duOi

d4ng cefaclor
rnonohydrat) 250rng

Vi6n nang

cirng

HOp 01 vix 10

vi6n; HQ1r 02 r,ix
l0 vi0n; Hqp l0 vi
x l0 vi0n

NSX 36 893110064924
(vD-18971-13)

I

t19 Cefraclin 500rng Cefi'adin 500rng Vi6n nang

cirng
H6p 0l vi x l0
vi0n; H6p 03 r,i x
I0 vi6n; H6p l0 vi
x l0 vi6n

NSX JO 893 r 1006.5024

(YD-20712-14)
I

l8t) Cetirroxime
250mg

Ceiirroxirn (duoi
dang oefuroxiut
axetil) 250rng

Vi6n ncn

bao phirr
H6pltuixlvix
l0 vi€n, HOp l0 vi
x l0 vi6n

NSX 36 89311006sr24
(vD-22939- r 5 )

I

l8r Cephalexin
500rng

Cephalexin (clrrdi

dang cephalexin
uronohyclrat) 500nig

Vi6n nang

cung
HQp l0 vi thiug x
I0 vi6n; H6p l0 vi
cheo x l0
vi6n; Hdp 5 vi ch6o
x 12 vi6n

DEVN
IV

36 89310065224
(vD-183 r2-t3)

1

Jz.L. Co'so szin xu0t: C 6ng tv c()

Acir:lovir 200mg Vi6n nen H6p I0 vi x l0 vi€n 89311006s324
(vD-22934-1s)
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STT TOn thu6c Hogt chit chinh -
Hhm luqng

D4ng biro
ch6

Quy czich tl6ng g6i Ti0u
chu6n

Tu0i
thg

(thing)

56 tllng kf
gia h4n

(Sii tlsng ty.(,
da cap)

so lan
gia h4n

(1) (2) (3) (4) (s) (6) (1) (8) (e)

r83 Akavic 10 Periridopril arginin
IOmg

Vidn nen

bao phin-r

I'[op 3 r,i r l0 r,icn:

Hop l0 r,r x l0
viOn; I16p 30 vi x
10 vi€n

NSX 36 893t10065424
(vD-26184-r7)

I

184 Cefalemid 1g Cethmandol (dr,roi

dang cefamandol
nafat) lg

Thuoc b0t
pha ti€m

HQp I lq loai dung
tich 20ml

NSX 36 893 I t006s524
(vD-28670-18)

I

r85 Ciprofloxacin
500rng

Ciprofloxacin (dtLri'i

dang ciprofloxacin
itydroclorid) 500rng

Vi0n u6n

bao phim
Hr)p l0 r'r x 10 r,i€n NSX JO 893 t I 506s624

(\/D-22942-15)
I

r86 Diacerein
50 mg

Diacerein 5Ontg Vi6n nang

cirng
H6p 3 vix l0 Vi6n NSX 36 893110065124

(vD-29797-18)
I

r87 Ethambutol
400rrg

Ethar-nbr,rtol

hydroclorid 400mg
Vi6n n6n

bao pliim
HOp l0 r,i x l0 viOn NSX 36 893 r 1006s824

(YD-22943-ts)
I

188 Ibuprofer.r

400tng

Ibr-rproferr 400rng Vi0n r.ren

bao phim
FIOp 02 vi x 10

vi6n; H6p I0 vi x
10 Vien

DD\4'{ 36 893100065924
(YD-22944-1s)

1

rB9 Metronidazoi
250mg

Metronidazol
25Omg

Vi0n nen FIQp 10r,rx l0vi6n DD\TN 36 893115066024
(YD-2294s-ts)

I

r90 Midataxim 29 Cefotaxime (dLroi

dang cefbtaxim
natli) 29

Thu6c b61

plia ti6rn
IlQp I to NSX 36 89310066124

(YD-2t323-14)
I

l9l Midazoxim lg Ceflizoxirne (duri'i

dang ceftizoxime

natri) lg

Thuoc b6t

pha ti6m
HQp 0l lo; H6p l0
lo; Hqp 1 lo thu6c

bQt pha tr6m keli I
6ng mr6c cAt pt a
ti6m 5rnl

NSX 36 893Il0066224
(vD-204s2-t4)

I

192 Midepirne 0.5g Cefbxitin (drroi

Cang cefbxitin
Liatri) 0,5g

Thu6c b6t
pira ti6rn

H6p 1 lo clung tich
20mL;H6p 10 lo

clung tich l5nrl

USP 44 36 893110066324
(vD-2e011-18)

I

t93 Nlidcpime 29 Cefoxitin (drr6'i

dang Cetbxitin
natLi) 29

Thuoc b6t

pha ti€m
HQp I lo NSX 36 8931t0066424

(vD-29012-18)
I

r94 Midoxime Ig Cefepim (dtroi
dang cefepint
hydroclorid) 1g

Thu6c b6t
pha ti€rn

Hdp I Io loai dung
tich 20ml

NSX 36 893 I I 0066524
(vD-3 1 135-18)

I

I ()S N4izaltencm lg Meropencm (duoi
dang meropenem

trihydrat) I g

ThLtoc brlt
plia ti6rr

Hop I lo NSX 36 893tt0066624
(YD-20714-14)

I

t96 Paracetamol

500rng

Paracetamol 500mg Vi6n nen

siri

H6p 05 vi x 04 vi6n NSX 24 893100066124
(vD-29013-18)

I

t91 Paracetamol

500urg

Paracetan-rol 500mg Vi0n nen HQp 10 vi x l0 vi6n NSX 36 893 l 00066824

(vD-23604-15)
I
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cqc euAN r.f DUgc

S0: 540leiQLD-DK
.' -,i' ';.V/v thay d6i, bO sung d6i v6i thu6c

cl6 cAp GDKLH

Noi nh|n:
- Nhu tr6n;
- Cuc truong (16 b/c);
- Lim: VT. DKT (Sg).

CONG HOA XA HOI CHU NGHIA VIET NAM
EQc l$p - Trl do - H4nh

$.qonn&{i*q"*fl

Hd Nli, ngdy l3thdng oz n*il@Y4AN CHINH

Kinh giri: cONc rtr co IHAN DUQc IHAM MrNH DAN
Eict chi: LO E2, dudng N4, KCN l-{da Xd, phu'd'ng l-oc Hda, TP,Naru Dinh, Nant

Dinh

Tla lo'i hO so- sO ti6p nhfn s6 g5686lT"lg,i ngdy 12/6/2024 vii c6c tdi li6u li€n
quan cira c6ng ty v€ viOc thay dOi, b6 sung ddi v6'i thu6c dd dugc citp gidy ddng ky
luu hinh;

Cdn cu Th6ng tu sd 08/Z022ITT-BYT ngdy p5DD\22 cua BQ Y t6 quy dinh
vi6c ddng ky luu hdnh thu5c, nguy6n liOu ldmlhuOc;

Cin cu Bi6n ban th6m dinh h6 so thay d6i/b6 sung cua c6ng ty, Cr.rc Qudn ly
Duoc co y ki€n nhu sau:

^lEong y voi n6i,dung dC nghi thay d6i, b6 sung dr.rgc ph6 duyQt kdm theo c6ng
vdn ndy d6i vdi thu6c Mizapenen-r 1g, s6 cI[ng kf 893110066624.

Ngodi nQi dung duo. c phO duy6t, c6'c ndi dung khic giir nguy6n nhu hO so dlng
kj,thu6c luu t4i Cuc Quan ly Duqc.

Cdc n6i dung thay d6i, b6 sung n6u tr6n c1r.ro-c thuc hiEn ke tt ngdy ky c6ng v[n
ndy. Ri0ng n6i dung thay d6i, sau,l2 thang ke rir ngay ky c6ng vdn ndy, c6ng ry
phii thuc hi6n theo n6i dung thay c16idd dtro-c ph6 duyet.

Cuc QuAn ly Duo'c thong b6o dC c6ng ty bi6t vd thuc hi6n dirng c6c quy dinh vd
ddng ky lr,Lu hdrlh tltr6c./.

ffim
DUOC PH
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