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CQNG HOA XA HQr CHU NGHIA uEr NAM
DQc lap - Tq do - H4nh phric

fp. HO Chi Minh, ngdy 17 thdng 04 ndm 2025

Kinh efti: 56 Y TE TiNH XIPN GIANG

C6ng ty TNHH Du-oc PhAm Gigamed xin chin thAnh cim on sg tin tucrng cria Quli SO y t6 A6i
,;.vdi c5c sin ph6m do Cdng ty chring t6i phin ph6i tai th! truong ViQt Nam trong thdi gian qua.

Theo Quy6t dinh tnlng thiu sO t+eSlqO-SYT ngiy 16/0512024 cria Girim d6c S& y t5 tintr fien
Giang vd viqc ph6 duyQt ktit qui lga chgn nhi thAu cung c6p thut5c t$p trung tinh Ki6n Giang, giai ilopn
2023 - 2025 (dqt 3) G6i sO t: COi thAu thu6c generic c5p cr?u, cdng ty chirng t6i c6 trirng thiu vi <tang

. -acung img d6n c6c co s6 y tO tryc thuQc Quf Sd Y t6 sin ph6m Mixtard 30 cria nhd sAn xtdt Novo Nordisk
Production S/,S - Phrip.

HiQn nay, mQt s(5 sin phAm dI dugc Cuc Quan hi Duqc c6p s6 deng kli gia fun n6n chung t6i sE

ti6n hinh cung img hing h6a tltin c6c c<r sd y t6 trgc thuQc Quf Sd Y tti theo sri dang ky gia hpn vdi th6ng
tin chi ti6t nhu sau:

Chring t6i cam k6t ngodi viQc thay d6i sO tl6ng kj nhu ndu tr€n, cic th6ng tin kh6c cta sin phdm
nhu: T€n thu6c, nhd sdn xuiit, tieu chuiin chiit luqng, tu6i thq, nh6m thu6c cfing nhr gid cung *ng cria sin
phAm vdi s6 deng ky m6i kh6ng thay d6i so v6i s6 Aang ky cfi. Nhim t4o di6u kiQn thufln loi cho viQc thanh
to6n cflng nhu d6m bio quyAn loi cho ngudi bQnh tham gia Bio hi6m Y tii tlugc thanh to6n khi sri dgng sin
ph6m n6u trdn, chung t6i xin dugc th6ng b6o tl6n Quf Sd Y t6 v6 sy thay d6i tren.

Rdt mong duoc su xem x6t vd chdp thuQn cria Quf Sd Y ti5 dd chung t6i sE cung img sin phAm n6u
tr6n v6i s6 dlng $i gia h4n.

COng ty chdn thdnh cim on sU hAp thc obaQuf Se Y t6.

Trdn trgng kfnh chio./.

coxc OC PHAM GIGAMED,:
DoC6y_

Noi nhAn:
- Mutr6n;
- Luu:VT.

STT len tnuoc
TCn ho4t chAt,
ndng tlQ-hhm

Irrons

Quy cich, 
.

D4ng bho ch6

Nhir sin xu6t
- Nuric sin

xudt

Han
ding S5 tlxng kf

Quy6t
tlinh gia

hen

I Mixtard 30

Insulin Human

GDNA) (isophane
insulin crystals) +

Insulin Human

GDNA) (soluble
fraction) - (700ru

+ 300IU)/10m1

HQpllgx
10ml Hdn dich

ti6m

Novo Nordisk
Production
SAS - Ph6p

30
th6ng

SEF trrine thiu/kf horr
d6ne: QLSP-1055-17 308iQE-

QLD ngiy
1410512024SEK gia han:

300410305724
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BQ Y Tlr CQNG IIOA xA HQI CHU NGHIA vrpr NAM
CUC QUAN LV DUQC EQc l{p - Tg do - H4nh phric

Si5: 308 /QE-QLD Ild N|i, ngdy 14 thdng o5 ndm 2024

QIIYET DINII

V6 viQc ban hinh Danh mgc 40 r'fc xin, sinh phAm
rtuo. c c6p, gia hln gi6y dlng kf lrru hirnh $i ViQt Nam - Dqt 50

"o" 
r*u'*r 

"r. " 
or* rY ougc

Cdn c* LuQt Duqc s6.tOStZOtOtgttt3 ngfui 06/4/2016;
Cdn cir Nghi dfnh si SS4ZOZZLNO-CI| ngdy l5/l l/2022 cria Chinh phil quy dinh

chftc ndng, nhi€m vu, qu1'dy hqn vd co cdu t6 ch{rc ctia BQ Y i:
Cdn c* Ih6ng tlr sd 08/2022tf1-BllT ngdy 05/09/2022 cia BA ffadng BQ Y t0, qtry

dinh viflc ddng k!,truhinh th.u c, ngryEn liQu tdm thruic;
Cdn cfi'Qu1,iit dinh sd 1969/gD-81'1'ngiry"26/4/2023 cila BQ trudng BQ 1'td quy

ctinh ch*c ndng, nhiQnr vq, quyitr hgn vd co cdu b chtic cila Cttc Quan lj' Duvc thuOc B0
)'i;

Cdn cfr kiit htSn cia H\i ddng nr uiin ,dp gldy dang hi, tw hdnh rhudc, ngry,On

li€u ldru rhu6c - It/ Y rii;
Theo cli nghicira Trrongphinf::.A thudc, Ctlc Qudn l!'Duqc,

QIIYETD!NH:
Didu 1. Ban hdnh kdm theo Quy6t dinh nny Danli nrpc 40.vic xiq sinh phdnr duo. c

;, . . .7
cip, gia han gi6y d[ng lrj luu hdnh tqi ViQtNaur - Eqt 50, bao g6m:

l. Danh mpc 0l sinlr phAm duo. c c6p gi6y ddng k1i luu hirfi hieu luc 05 nIm - Dqt
50 (Phtt lltc I kdm theo Qtqtil dinh nity).

2. Danh mpc 08 vic xin, sinh phirn duo. c c5p gi6y deng kf luu hAnh hiQu luc 03

ndm - Egt 50 (Phu futc Il kim theo Qultil dylt ndy).

3. Danh rngc 22 vic xin, sinh phdmduo. c gia hqn gi6y d[ng lcf ltru hinh hi$u lyc
05 ndrn - Dqt 50 (Phu luc III kim theo Quyd dinh ndS).

4. Danh nipc 09 sinh phdm dugc gia hAn gidy d6ng kf luuiimh-hi&r 1uc 03 nAm -
Dgt 50 (Phy l4rc Il/ kim rheo Qultiit dinh nq).

Eiiu 2. Co sd sin xudt vir cs sd deng kf thu6c c6 tr6ch r:hiQm:

1. Sin xu6t, cung cdp thu6c vAo ViQt Nam theo thing c6c hd so, tdi li6u <If, deng k;f
v6i B0 Y t6 vA phAi in # aang klf tlu-o. c BO Y t6 ViQt Nam cAp l€n nhErr thu6c.

2. Chdp hAnh dAy dfi ph6p luft cria Vigt Nam vd c6c quy diph cria BQ Y d v0 sdn

xu6t, nh4p khiu thui5c ,a t* Ulnn tfruoc tai ViQt Nam, n6u c6 b6t cri thay d6i gi trong
qu6 trinh lmr l$nh thuiic 0 nudc sd t4i vi & ViQt Narn thi plrdi b6o c6o ngay cho Cpc

QuAn l;f Dugc - BQ Y # ViQt Nam,

3. 1'!irc hiQn viQc cqp nhgt ti6u chuin chdt lu-o.ng cfia thu5c.theo quy dlnh t4i
'thdng ttr s5 l112018ffl'-BYT ngay 04/5/2018 cria BQ tru'dng B0 Y te quy dinh vG chdt
luo. ng tlruiic, nguydn liqu lirn thu6c, Thdng ttr s6 0:/ZOZ0/'[T-BYT ngiry 22/0112020 cira

B0 trudng BO Y tC sira d6i, b0 sung ni6t s6 di6u crla Th6ng tu l112018/TI-BYT quy dinh

v6 ch6t lugmg thur5c, nguyOn liQu lirn thu6c.



4. CAp nh$t nhdn thu6c, to hudng ddn sri dpng thuSc theo quy dinh tqi Th6ng tusii
0112018/f f-BYll ngiy 18/01/2018 cria BQ tru6ng B0 Y tC quy dinh ghi nhdn thu6c,
nguy6n liQu lAm thuSc vn tb hu6ng d6n srl dgng thu6c trong thcri h4n 06 th6ng k6 tri ngAy

ky ban hAnh QuyiSt diuh niy, theo hinh thirc ihay A6l, UO sung gidy ddng kf Iuu hinh
thuoc quy dinh tai Tholg tu s6 ot/zazzTT-BYT O6i vOi thu6c chua cflp niralpi 9yu
nhdn thuiic, td hudng d6n sri dqng thu6c theo quy tlinh tqi Th0ng tu s6 0ii20l8fl"T-BYT
cira B0 tru&ng gO Y te.

5. Sau 12 thang k'i tu ngdy kf ban hdntr Quy5t dinh niy, c6c thu5c duo.c gia hqn
gi6y cldrrg ky.ly Pnh !?i 

Php lpc IlI,ry. c6 thay d6i.y: 
"ql 

dung hinhchinh (bao gim c!.
mdu nhdn, td' hrhtg ddn su dyng) phdi sin xudt (d6i vdi vdc xin, sinh phdnr sin xuit
trong nu6c), nhfp khau laOi vdi vic xin, sinh phAm nhflp khdu), luu hinh voi c6c n$i
dung dE rfuo. c ph€ duy$t thay d6i tucng h0 so dhng kf gia h4n.

6. Ph6i ho.p vdi cdc co sd y t6 dy phdng, co s0 didu tr! de thpc hi0n theo dfng c6c

quy.dinh hiQnlrinh r,0 thudc kC don, thco dii an toin, higu qud, tdc dgng fhdlelgong
nru6n c*a thudc trOn ngudi Vi6t Nanr vi t6ng ho.11 b*o c6o flreo quy dinh.tai Didu 5
'l1r6ng tu'sti 0tl/2022lT'f-BYT ngiy 051912022 cua B$ trrr&ng BO Y ti5 quy dinh viQc ding
kf luu hdnh thu6c. nguyOn liQu linr thudc d6i v6i c6c thu5c thuOc Danh mpc ban hdnh
kdnr theo QuyQt dinh niy.

7. Co sd ddrU ky tJrul5c phii b6o diru duy tri di€u kiQn hoqt dQng trong thbi h4n

hiQu lqc c0a gi6y deng kf lm hinli thu6c, nguyOn liQu lim thu6c. 'fiong trudng ho. p

kh6ng con ddp tmg dri di6u ki€n hoat dQng, co sd dEqS kf phai c6 tr6ch nhiQm thqc hiQn

tliay ddi co s0 ddng kj.flrco quy dlnh tqi Thdng tu *5 OS/2022.ffT-BYT ngdy A5t912022

cria BQ trucmg B0 Y te Qu), dinh viQc d[ng ky lmr h]rnh thu6c, nguydn liQu lim thu6c
trong thdi hqn 30 ngdy kE tu'ngdy co s& tl6ng $ kh6ng cdn dir cli€u kiQn ho4t d$ng.

8. Co s0 <l5ng k1i thur5c phdi b6o c6o BQ Y (Cpc Qlnn lf Duo. c) t6 v€ cap nhat tinh
tr4rig drip tmg Thyc hanh tOt sin xu6t cria co sd sin xu6t thu6c, nguy6n li0u lirn thu6c.
'trucmg hgp co sd sin xu6t Ui thu hdii gifly phip sdn xudt ho4c kh6ng d6p irng Thyc hdnh

t6t sin xu6t thu6c, nguydl liQu ldrn thu6c d nudc s0 t4i, co s0 phdi lhgc hiQn viQc b6o cdo

trong thdi h4n 15 ngdy k0 tir ngiy c6 thdng b6o cira co quan qudn l;i c6 thdm qr.rydn nuirc
so t4i theo quy dirrh tai di'5m d klroin I Ei0u 100 Nghi dinh sO 54/2017NE-CP ngiy
AU5/2017 cria Chfnh phri quy clinh chi tii5t m6t sO aiAu vi biQn ph6p thi hdnh Luqt Duo. c.

9. ThurSc si5 0r,i t.u l.t4i Phu luc IV Quytit dfnh.niy:-sau khi duo.c gia hgn gdy
dang kf tuu trinh thu5c, c6ng ty ddng kf phni nQp hd so hrn sing theo hinh thric thay
aoi. Uo sung qLry dinh tai Phl iuc f rtrong tu sti oglzoL2l"ff-BYT d6 duo.c ridp tpc
xern xdt gia l4n gi6y dlng kf lr.ru hinh cho lAn ti6p theo.

10. CAc thu6c s6 thir ry 2,3 tqi Php lgc IV Qtrydt dinh'niy: sau klri du-oc gia h4n

gi6y cldng kj luu hdnh thu6c, c6ng ty dnrig k! phii nQp h6 so lf,nr sing hay cdng thilc
inaiu cfrieu thco hinh thric thay aOi, UO sung quy diuh t+i Phg lpc II 'fhdng tu s6

OB12)2}ITT-BYT dii dusc titlp ipc xem xdt gia hqn gi6y dlng kf luu hAnh cho I0n ti6p
theo.

DiEu 3. C6c thu5c dtroc gia hgn gi6y ddng kf lurr hAnh t4i I']hp luc III vA Phu lpc
IV Quy6t dlnh ndy dgor ti6f tuc sri dgng sri dlng lcf d5 cdp ru6c khi gia han trong thdi
hqn t6i tla 12 thdrig kE fir ngAy dtro. c c6p s6 dang kf gia h4n theo quy dintr tai Ph-u luc VI
ban hinh kdm theo'fh6ng tu sO Og/2022[T-BY'f.

Ditu 4. Quy6t dinh ndy c5 hi$u lyc k0 tu ngdy kf ban hdnh.
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Phg lgc III
DANH MVC 22 VAC >ON, SrNlr PHAM y 16, DuqC GrA rr4N GrAy DANG Xf LIIU [rANrr

1'4.r VIET NAM ErsU Lu. C s NAM - DqT s0

(Kim theo qq,h dirh si: .308....... /88-QLD, ngdy 14./AS./zaZtcfia Cuc Quein tit, Du'pc)

(1)

STT

(2\

T6n thu6c Itolt chat chfnh -
IIim lu'Eng

(3)

D?ng
bAo ch6

(4)

Quy cfch
d6ng g6i

(5)

I rcu
chuin

(6)

I UOr

thq
(thing)

fi)

56 dnng ki,
gia h4n

(56 dtrng kf
de cdp)

(8)

SO

lin
gia
h{n
(9)

l, Co s6'iling kf: Abbott.Laboratorics (Singapore) Private Limited (D!a chi: 3 l\'aser Slreet, #23-
28 DUO Toy,er Singapore I 89352, Singapore)
I.1. Cosdsin xuit: Abbott Biotogicals B.Y. (Diochicosd'sdnxucit thdnhphdm: l/eerweg 12,8i,21
AA Olst, Hd Lan: Dia chi sdn xutft bdn thdnh phiin don gid vd ttlr gid: C.J. van l'loulenlaan 36, 1i\l CP
l|reesp, I{it Lan)

2. Cn'sb tling ky: C6ng ty c6 phin thuong mli Du'gc Hoing Long (Eia chi: Sii 143, duong t7A,
Khu B, An Phti - in Ktdnh, phudtgAn Phfi, QuQn 2, Thdnh,phd I{i Chi A,Iinh, Iriet Nam)
2,1. Co's6'sin xulit: Biotcst ltG (Dia chi. co so sdn xudt: Landsleinerslrasse 5, D-63303 Dreieich,
Dfrc);
Co'sd'xn6t xu6ng: Biotcst Pharma GmbII (Eia chi: Landsteinerslrasse 5, D-63303 Dreieich, D*c)

=0.
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In fl uvac
'l'ctra

Nt6i 0,5m1 vic xin
chfra:

AtDarwintgl202l
(l'I3N2)-like strain
(AlDarwinl9/2021,
SAN-010) l5mcg
haemagglutinin,

A/Victoria/4897/202
2 (l-llNl)pdm09-

like strain
(A/Victoria/4897120
22,lYR-238) lSmcg

haemagglutinin,
B/Austria/1359417/

2021-like stt'ain
(B/Ausrria/ I 3 59417 I

202t, uvt{-26)
I5mcg

haernagglutinin,
B/PhuketB073l20l3

-like strain
(B/Phuket/30TDA1
3, wild type) l5mcg

haemagglutinin

H6n diclr
ti€m

I{Qp 1

xylanh ch0a
0,5m1 h6n

dich

NSX t2 8703 I 0304024

{vx3-t228-21)
I

2 Irrtratect Globulin mi6n dlch
ngrrdi trong d6 c6
clr(ra it nh6l96o/o

IgG - 509/l

Dung
dich ti€m

truydn
titth mqch

HQpllgx
20ml; HQp I
lp x 50nl;
tlQp I le x
l00rnl; !lQp
I !o x 200m1

NSX 36 400410304124
(QLSP-0802-

t4)

I

3. Cos&tlIng ky: C6ng ty cO phAn Y t6Dirc Minh /D1a chi: Sd 51, ngd 205, ngdch j2j/83, dwng
Xttdn Dinh, phu'dngXGn Dinh, qudn B&c Ti LiAtn, thdnh phi Hd Ndi, Viet Nam)
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(r)

srr
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'l'0n thu6c Ilogt chfit chiuh -
IIim luqng

(3)

Dang,
bio chd

14)

Quy c6ch

tl6ng g6i

rs)

'r'i6u

chuin

(6)

I uor
thq

(th6ng)

0t

Sii tllng ry
gia hqn

(56 ilXng lrf
oa cap)

(8)

S6

lin
gia
han
(9)

I00ntcg/0,5m1 dich ti6m xylanh d6ng
sin 0,5rnl vi
0l kirn ti6nt

(QLSP- r r 24-
l8)

9. Co' sii' ding ky:. Novo Nordisk AIS (Dia chi: Not o Alle I, DK-2880 Bagsvaerd.
9.1. Co sif sin xu6t: Novo Nordisl< NS (E!a chi: Novo Alle 1, DK-2880 Bctgsvaet

9,2,Ca s6'sin xu{t: Novo Nordist< AtS (Dia chi co so san xutit: Novo Alle t, DK-2880 Bagnoercl,
Dqn Mqch: Dla chi co sdtip aip, ddn nhdrtdddng gdi tht? cdp: Brennum Pat.k t, DK-34O0 llitleroed,

9.3. Cos6'sf,n xudt: Novo Nordish NS (Dia chi cosdsdnxudt: NovoAlle t, DK-2880 Bagnaerd,
'Etm tulqch (Cdch tih khtic: Noto llle l, B;crgsvaerct, 2880, Dan Mqch); Eia chi co si ldp rdp btil fiAm:
Brerutun I'cn'k l, Hilleroed,3400, Eqn A4qch (C(ichvidt khdc: Brennun Park 1, DK340A, Llilleroed,
Ean Mqch); Dia chi co so d6ng gdi thi'ciip: Ilallas AIle l, Kalundborg, 4400, Ean ntqch (Cdch viiit

Dan i4clclz)
d, Ean i[qc

HOp 5 bfit
ti6m bom

sln thu6c x
3rnl

57041 0305524
(QLSP-e30-16)

Insulirr degludec
l0,98rng/3ml

HQp s b{tt
ti6rn born

sdn thu6c x
3ml

. kltdc: Hallas Alle I, DK-4400, Ean
l7 Victoza Liraglutide

l8rng/3ml
Dung

dich ti€rn
HQp chua 1

bfrt ti6m
bsm sin

thu6c x 3rn1;

HQp chtu 2
bfit ti6rn
boru sirr

dru6c x 3rnl;
HQp-chta 3

brit ti6m
bon sin

thu5c x 3rnl

NSX 30 570410305624
(QLSP-1024-

t7)

I

\
\a_

' /*'
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9.4. Co' s6' san
Chcnlres,

xuit: Nor,o Norclisk Production SAS (Drcr chi: 45 Tvenue d'Orldans, F'28000

Jo M6i l0rrrlchfra
Insulirr Ilunratr

(rDNA) (isophane
insulin cryslals) 700
ILi, Insulin I lunran
(rDNA) (soluble
li'action) 300 IU

l{6n dlch
ti6rn

HQpllox
l0 ml

NSX 30 3004 r 0305724
(QLSP- r0ss-

t7)

I

10. Co s6' dirrg kf:.Sauoli I'asteur (Dio chi: l4 Erpace lfenry Vall;s, 69007 l4,on, Phdp)
10.I. Co's6'sin xufft:
Cos6'sin xrr6t: Sanoli Pasteur (Dia chi: Eio diim sdn xutit 1: 154t, avenue Marcel A{drieux 69280

didm srat xuit 2: Parc Industriel d'Incan itte 27 t 00 ttal de Reuil,
3003 r 0305824

l'litoile - P.


