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V/v diAu chinhthOng tinthu6c trung thAu

CQNG HOA XA IIQI CHU NGHIA YIET NAM

DQc lfP - Tq do - H4nh Phric

Tp. Hd Chi Minh, ngay 14 thdng 4 ndm 2025

Kinh efri: SOY t6 tinh Ki6n Giang

Tru6c ti6n, COng ty TNHH Duo. c phAm Helios xin gui loi chio t6n tqng den Quf S0 Y tC'

can cri Quyct ainn so gsg/g?-lyT ngdy 04 thang 07 nim 2023 cir.S6 v t6 Ki6n Giang va

vi6c ph6 duygt k6t qua 1ga chgn nhe theu gqita" tfrrA""G.rr.ri" thuQc kti hoactr luachgn nhn thAu

H;i?;ffi;;6ffi;rirhiailat*g EAi uoi cic mtthang thu6c phat sinh nhu cAu str dsng

C6ng ty chring t9i dang cung rlng diSn c6c co sd y tti t6n dia ban tinh KiCg Giang san p!4
Colistimed (Hoqt chiit: Colistin; NOng d0, hdm luqn[: I MIQ cil1n[i sa1,xu,i, a9-"t 

U Hry
S)1pp Medlac phanna Italy, ViQt Namvoi so dang k-y vD-24643-L6 trung thdu theo Quyet ilinh st)

95S/QD-SYT ngiry O4l7l2OZZ 
"t^Sd 

Y te Ki6n Giang'

Do thu5c Colistimed dugc gia hqn gi6y dang ky luu hanh hiQu luc 05 ndm theo Quy6t dinh

,A qOlaD-aLO 
"g"V 

3ll0ll2y24 cua CuJa-uen ly Ooo.t, C6ng ty nVmf Ou.qc PhAm Helios xin

r6n reng th6ng ua,i iC" q"y So v ie ,'a ,L-; A;y eoi'thong ti" tl"o. cotistimed trung thAu nhu

sau:

S

T
T

TOn thuiic
TGn ho4t chdt,

Nbng iIQ/Hnm
luqng

Co s& sf,n xudt

- Nufc sin
A.xuat

Dom

vi
tinh

Sii Aeng W luo hirnh

Th6ng tin
trufc tli6u

chinh

Thdng tin sau

tli6u chinh

1 Colistimed
Colistin

1Mru

C6ng ty TNHH
san xuAt dugc

pham Medlac

Pharrna Itaty -

ViQt Nam

Lo
vD-24643-

t6
893rt4099324

(Cdc tdi tiQu chring minh, dd duqc phA duyQt xin gui dinh kim c6ngvdn ndy)

Chung t6i cam ktit ngodi viQc thay AOI ttrOng tin sd d6ng ky luu hanh, c6c th6ng tin trrh6c cua

san phAm mOtt* thay ddi so voi th6ng tin cta san phdm trung thAu dang cung rmg'

C6ng ty TNIII{ Dugc Phem Helios rAt mong nhfn duqc sg ch6p thuan cua Quf Sd Y t6 vA

viQc thay AOi tnOng tin thu6c trung thAu.

Trdntrsng./.N/

Noi nhdn:

- Nhu tr6n;

- Luu: P. KHBH; VPCT./.
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ceNG uoA xA nQl crrO Ncni,q' vtrT NAM' 
DQc qP - Tq do - II4nh Phfc

Hd NAi, ngdy 3t thdng 0l ndm 2024

QUTET DINI1
hhnh Danh mgc 608 inr6. sin xu6t trong nudc

h4n gi6y tllng lqrluu hlrnh tei ViQt Nam -Dqt 192

cuc rRt ol\G cuc QUAN Lf DIIgc

CdncuLuAtDuqctalOS/ZOt6/8Hl3ngav06/4/2016;
Cdn cilr Nsh; d;h;6 gs/2022N5-cr.ngay 15/11/2.0?2,cfia Chinhphil quv dinh

chdic ndng, nhrQi u1t, quyin-l,qn vd co cdu t'5 chrhc da BO Y t6;

Cdn cilr guyai'ai"i ta ioootgo-nYT ngdy 26/4/2023 cila Be truong BQ Y ft *ry
dinh chilrc ndig,'"n ei vq, qryin tqn vd ,riiiu tii chtirc ciia Cqtc Qudn ry Duqc thufc

Bp Y tA;
Cdn ah Th6ng tu s6 08/2022/TT-BW nsdy 05/09/2022 ciia B0 truong nO y td

quy dlnh viec dQng'W tn" hdnh thuiic, nguyhniie" 4* thu6c;
"- *';;;";; 

rct"|uan cila H1i d6ng tu vdn cdp gidy ddng tci hru \dnh r!!:",nguvan

lie" ti*ii"a" - nA'y tii aA igz phiAn I vd phi6n 2 tqi C6ng vdn s6 102/HDTI/-WHD

nsdv t1/12/2023 vd C6ng vdn sti 173/HDW-WHE ngay 12/12/2023 cfia Ydn phdng

iAi Ai"s tuvdn ciip GDKLH thu6c, nguy€n lieuldmthu6c;--- 
fnZo di nshi'ct)a Truyng phdng Ddng IE thu6c, A4c Qudn ly Daqc-

qursr E!NH:

Diiiu 1. Ban hanh kdm theo Quy6t dinh nny danh muc 608 thu6c san xriSt trong

nu6c dugc gra han gi6y Aeng 1oi luu han-h tai Viet Nam - Dqt 192, c* th9:

1. Danh -1r" SZq thui5c san xuSt trong nu6c duo.c gia han gi6y dang hi'luu
hanh hiQu lUc 05 tdm (Phq hqc I Hm.theo).

z.Danh-". Zfj tfrac stur xu5i tong nu6.c dugc gia fun gi6y deng hf luu hanh

hiQu 1Uc 03 nim (Phu luc II kdm theo).

3. Danh *u" bg'ttoric stur 
"r6t 

troog nu6c du-o. c gra han gi6y ddng h! luu hanh

hreu lUc AenZtttZtZ12s (Phtt fuc III kem theo)-

Di6u 2. Co s& sin xuit vi ccv s& d5ng 16y thu6c c6 tr6ch nhiQm:

f . Sa"11"14, til6;tn.o O""g c6c h6-sq, tai lieu {e d5ng lcy voi BO Y t6 vd phii
in sl5 dang h-i rtugc B9 Y t6 VietNam c6p l€n nh6n thy6c-

2. Chtaoq. .a; *"a,, i""l; il t*n .a. thu6c ki6m sorlt da9 biQt kfii c6 Gi6v

chirng ,ia" ari JiEu kiQn kinh doanh dugc phqm vi kinh doanh thu6c phii kiiim soat

d4c ulet pht hw. v6i phpm vi ho4t aOng cria co s& d6p rmg quy dinh tai moan 5 Di'ou

143 Nghi dinh s6 SttiOnmr.CP ngny"o 8l5l2}l7 ctra Ctrinn pLt qoy tlinh chi tii5t mOt

si5 AiCu vd bi-6n ph6p thi hanh Luat Dugc- . ,- 
3. Thlrc iien viec c{p nhflt ti€u chuAn ch6t lugng cria-thudc theg OuV di+ q

Th6ng tu s5' lLl2,otSlTT-BYT ngity 04l5l2ol8 cua B0 tru6mg B0 Y J6 q,ry tlinh v6

cnSt tiErg thudc, nguy6n liQu linl thutic.
- - 

i.ihuoc dui.c gia hqn gi6y ddng ky luu hanh tai q"v.t eionP{ nhrmg chua

nop h6 so cQp nhat-nal aung nhen thu6c, td hu6ng dan sri drrng_th161 |h9o 
quy dinh

""i^u 
fnOog tu OyZO1g6T-BYT ngiy 18/01I}OLB cua BQ tu&ng B0 Y tC thi phii thuc

(+,q'/
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$
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hiQn cAp nhQt theo quy dinh tai di€m b Khoan I Di6u 37 Thdng tu st5 Ot/ZOl8/TT-BYT
trong thcri hqn 12 thangt<6 tu ngdy dugc gra han $6y dlng ky luu henh,

5. Sau t2 +hingt<e tu ngdy lcy ban hinh Quyet dinh niy, c6c thutic dugc gia hqn
gi6y dtuglcy luu hinh theo q"#t dinh ndy c6 thay AOi vA nQi dung hanh chinh (bao
g6m cd mdu nh6n vd td hudmg d5n sri dung thudc) phai san xu6t vi luu hinh voi c6c

nQi dung di ilugc ph6 duyQt lhay clOi trong h6 so gra hp.
6. Co sd ddng hj'thu6c phii b6o d6m duy tri diAu ki-6n hoat dQng trong thcri gian

hiQu hrc cria gi6y ddng lcy luu hanh thu5c, nguyCn ligu ldm thu6c. Trong tru<rng hqp
kh6ng cdn d6p rmg thi diAu kiQn ho4t dQng, co sd <ldng lqy phii c6 tr6ch nhiQm thgc

,L

hi-6n thay dOi co sd dlng hjr theo quy dinh t4i Th6ng tu s6 08/2022TT-BYT trong thcri
hqn 30 ngny k6 tu ngiy go sd ddng hjr kfidng cdn thi d.ieu ki$n ho41 ilQng.

7. Co sd stur xu5t thu6c phii b6o dirm cfuc diAu ki-€n ho4t tlQng cria co s& s6n

xu6t tong thoi hal hiQu lUc cua gidy.deng ky luu hdnh thu5c, nguy6n li-6u ldm thu6c.
8. C6c thu6c dugc gia hao gr6y dnng kj/ luu hanh t4i Qrryet dinh ndy t1uo. c titip

tlrc sri dqng sO iteng ky de cef tru6c khi gra h4n trong thcri han tOi tla 12 thingtiS *
Lt

ngdy dugc cdp s6 deng ky gia h4n theo quy <tinh tai PhU lUc VI ban hinh kdm theo
Th6ng tu s6 08/2022TT-BYT.

9. Ph6i hqp voi c6c co so ili€u fi d6 thlrc hiQn theo <tring c6c quy tlin-r hiQn
hdnh ve thu6c kC dcrn, theo d6i an toAn, hiQu qu4 uic dpng kfidng mong mutSn cria
thutSc t6n nguoi ViQt Nam vi tdng hgrp, b6o c6o theo quy dinh tai Ei6u 5 Th6ng tu s6

0812O22ITT-BYT Ai5i vA cric thu6c trong Php lpc II 6an hanh kdm theo Quyet dinh
niy.

Ei6u 3. Quy6t dinh ndy c6 hiQu luc kii tu ngiy ky ban henh.
Didu 4. Gi6m d6c 56 Y tti c6c tinh, th&:h phi5 trr;c thuQc Trung uorrg vd Gidm

-i A.
d6c co so s6Ln xu0t vi co s& ddng lqy c6 thu6c tai Di6u 1 chiu tr6ch nhiQm thi henh

Quyet ttinh ndy./.

NoinhQn:
- Nhu Ei€u 4;
- BT. Ddo H6ng Lan ldiip/c);
- TT. D0 Xuin Tuy6n (de b/c);
- Cuc Qu?n y - B0 Qudc phdng, Cpc Y te - B0 Cdng an;
- Cqc Y te GTVT - BQ Giao th6ng v$n tai;
- Tdng Quc Hii quan - BO Tei ghinh;

- Bio hi6m xd hQi Vi€t Nam;
- nO y t,5: Vu PC, Cuc QLYDCT, Cgc QLKCB, Tharh ta
80, VIn phdng IDTV cdp GEKLH thu6c, NLLT;
- ViQn KN thuiic nJ, Vien fN thuric TP. HCM;
- T6ng C6ng ty Duo. c ViQt Nam - C6ng ty CP;
- C6c B€nh viQn, ViQn c6 giuong bQnh trlc thu0c B0 Y tti;
- Trung t6m mua sdm t$p trung thu6c qu6c gia;
- Cgc QLD: P.QLKDD, PQLCLT, P.PCHN, P.QLGT;
Website;
- Luu: VT, DKT (C.H) (02b).
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Phg lgc I
DANrr l\{qc s2e THUOC SAN XUAT rnoNc-i,liioC Drrgc crA H4.i{ crav DANG rcf r-,uu

HANH r4r vr$r NAM HrSu Lu. C 0s NAM - DEI 192

(Kd* theo Quyht finh s6 go /QD-QLD ngdy 3r thdng\t nd.m 2024

cila Cqtc Q"dryA-Qo@

Ti6u
chuf,n

Tu6i
thq

(thdng)

sii alngrY
gia h+n

(Si6 ilnng rf
iIfl cip)

56 tAn
gia h4nSTT T6n thudc Ho4t chit chfnh -

IIim luqng
DSng bio

ch6
Quy c{ch d6ng goi

(s) (6) (7) (8) (e)
(1) a) (3) (4)

en' the Netherlands)

1.1. Co sO sin xu6r c6ng ty c6 phAn Duqc vft tu y t6 Hii Ducrng (Dia chi: s6 102, pn6 cni L5ng, phulng Nguyan Trfi,

TP. Hei Duong, tinh Hii Duong, Vi6JNam)

Vitamin C Acid ascorbic

500mg/5ml

Dung fich
ti€m

H6.p 50 6ngx 5m1;

HQp 12 iingx 5m1;

HOp 6 i5ngx 5m1

DDVN
IV

24 8931t0047224
(vD-25862-16)

1

1

Ori. ffOu H4, huyQn Dric Hda, tinh Long An,ffi phin Euvipharm (Dia chi Binh Ti€n 2, xItling kf: Cdng tY

Viet Nam)

2.L. Ca so sin xudt: COng tY c6 Phln
An, VietNam)

Euvipharm (Dia chi: Ap Binh TiAn 2, xi Dric Hda Ha, huyQn Dric Hda' tinh Long

893100047324

ND-26134-t7)
HQp 10 vi x 10 vi€n

893110047424

ND-2s674-16)
HOp2vii10

893t10047524
(rD20692-r4)

2 vi x 10 vi€n

893110047624
(vD-18943-13)d?ng ceftazidim

893110047724
(vD-18944-13)ceftazidim

pentahydrit + n6fti
carbonat) 29

8931t0047824
(vD-206e3-14)

HQp 1 vi x 10 vi6n

893tt0047924
(vD-19861-13)

HQp 3 vi x 10 vi6nAmiodaron
hydroclorid 200mg

893 1 10048024

(vD-19339-13)

893 I 10048124

(vD-19340-13)

893rt0048224
(vD-19865-13)

HQp 10 vi x 10 vi€n

2 Acefalgan 500 Aceta:ninophen
500mg

Vi6n nen DDVN
V

36 1

.c

J Argrnin
Euviphann

M6i 5ml chria: L-
Arginin hydroclorid
1000mg

Dung dich
uong

NSX 36 1

Cefaclor (duoi
dang cefaclor
monohydrat) 500mg

Vi6n nang

cirng

USP 43 36 1
4 Cefclor

500 mg

5 Ce{idim 19 BQt pha

ti6m

HOp 1lq USP 43 36 1

Bdt pha

ti0m

F{0p 1 lq USP 43 36 1

:

v

6 Cefiidim 29

7 Cifrir 300 mg Cefdinir 300mg Vi6n nang

cmg

JP XVII 36 LY
,]

8 Cormiron
200 mg

Vi6n n6n JP XVII 36 1-
H(

9 Emerop 0,5g Meropenem (duoi
14ng meropenem

trihydrat) 0,5g

BQtpha
li€m

t10p 1 lq USP 40 36 I

10 Emerop 19 Meropenem (duoi

il4ng meropenem

trihydrat) 1g

BQt pha

ii6m

F{Op 1 lq USP 38 36 1

11 Enatril5 mg hnidapril
hydroclorid 5mg

Vi6n n6n JP XVI 24 1
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STT TOn thu6c Ho4t chAt chfnh -
IIim lugng

Dgng bio
chti

Quy c{ch tl6ng g6i rreu
chuin

luor
thg

(thdng)

56 ilnng ky
gia h4n

(Sii dlng trf
dfl cdp)

56lAn
gia h4n

(1) (2) (3) (4) (s) (6) (7) (8) (e)

5t7 Prascal Ceftazidime (du6i

dang hOn hqp vd
lfiuAn cria

Ceftazidime
pentahydrate vi
Sodium carbonate)

1g

BQtpha
ti€m

HOp 10lq USP

hien
hafi

36 8931 10098824

(vD-2504s-16)
I

518 Philfiroxim Cefiroxim(duoi
d4ng Cefuroxim
natri) 1,5g

BQtpha
ti6m

HQp 10lg x 1,5g USP

hiQn

hanh

36 893 1 10098924
(vD-30866-18)

1

519 Unjex Cefaclor (duoi

d4ng cefaclor
monohydrate)
250m9

Vi6nnang
cmg

H$p 1 vi x 10 vi6n;

HQp 10 vi x 10 vi€n
USP

hiqn
henh

36 893r10099024
(vD-2ssoe-16)

1

@ryTNIIHRelivPharma(D|acht:4l0l9T6nPhri,KhuM}Gia1,PhudnrgT6nPhri,Qu6n7,
thanhphii Ho Chi Minh, ViQtNam)

88.1. Ca sO sin xu{13 C6ng ty C6 phiin Du-oc phim Trung uong 2 (Eia chi: L6 27 l,huc6ng nghi€p Quang Minh, thi trAn

QuangMinh, huyQn Md Linh, thanhphS HeNOi, ViCJNam)

520 Cefepime 1g Cefepime
(duoi dang

Cefepime

hydrochloride)
1g

Thudc bOt

pha ti6m
HOp 1 1a-; HOp 10lq NSX 24 893t10099124

(vD-26013-16)
1

52t Cefepime 29 Cefepime (duoi
dang Cefepime

hy&ochloride)
)o

Thu6c bQt

pha ti6m
HOp 1 lq; HOp 10lq NSX 24 893t10099224

(vD-26014-16)
1

co s& tline kf: coog ima ltaly (Dia chi: Khu c6ng nqhiQp c6ng nghQ89. Co s& tling tcf: Cdng ty
cao I, Khu c6ng nghQ cao Hoi L4c, KM29, Dai 10 Thdng Long, xd H4 Bi.'ng, huyQn Thach ThAt, th;nt1 ptrls Ha NOi, Viet

Nam)

g9.1. Cc sO sin xu6t: C6ng ty TI\HH sin xuAt du-oc phim Medlac Pharma Italy @ta chi: Khu c6ng nghiQp c6ng ngh6

c4o I, Khu c6ng nghQ cao Hod L4c,I(NI29,Dai l0 Thlng Long, xi Ha BEng, huyQn Thach Th6L thanh ph6 HiNOi, Viet

Nam)

g0. co.6r di"g k)r: c6ng ty TNIII{ Thai Nakorn Patana ViQt Nam (Dia chi: 636 Thenh, Phulng 9, Thinh

phiS Tuy Hda, Tinh Phri YCn, Viet Nam)

90.1. co s0 sin xu{t c6ng ty TI1HH Thai Nakorn Patana ViQt Nam @fa chi: 636 Nguy6n t6t thanh, Phudng 9,

Thanh phiS fuy Hda, Tinh Phri YCn, Viet Nam)

523 Canasone Clotrimazol l % Ihu6c kem
dring ngoii

H$p 1 tujp 59, 10g NSX 60 893t00099424
(vD-30882-18 )

i

524 Benda 500 Mebendazol500mg Vi€n n6n HQp lon ch{ra12

hQpnh6xlvixl
vi6n

NSX 60 893100099524

cvD-22381-1s)

1
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STT TOn thu6c Ho4t chit chfnh -
IIim luqng

D4ng bio
chii

Quy cich tl6ng g6i Ti0u
chuin

Tu6i
thg

(th{ng)

56 ilnng tf
gia hp

(56 itlng tcf

Ofl cfp)

S0lAn
gia h4n

(1) (2) (3) (4) (s) (6) (7) (8) (e)

: S6 t6 VSIP tr, duong s6 7, khu c6ng nghiQpnal Pharma @ii chi: 56 16 VSIP trtdIT.e 
16 

7: h:.Yg lslt
ViqtNam - Singapore II, Khu li6n hqp c6ng nghi€p - dich vu - dO thi Binh Duong, phudng Hda Phri, thanh ph6 Tht Dau

MQt, tintr BinhDuong, ViQtNam)

91.1. Co s0 sin xudt: CAng ty TIIHII United International Pharma (Dfa chi: SO 16 VSP tr, tludng s5 7, khu cdng

n*hi€p Vi€t Nam - Singapore II, Khu 1i6n hqrp c6ng nghiQp - dich vu - dd thi Binh Duong, phudmg Hda Phri, tlant pn5 fUri

DAu MQt, tinh Binh Duoni, viQt Nam)

525 Alaxan FR Paracetamol

325m9; Ibuprofen
20Omg

Vi6n nang

clnxg

HOp 10 vi x 10 vi6n NSX 24 893t00099624
(vD-31421-18)

1

526 Combuar Losartan potassium

50mg;

Hydrochlorothiazide
12,5mg

Vi6n n6n

bao phim
HQp 3 vi x 10 vi€n NSX 24 893r10099724

(tD-28623-t7)
I

u-crc phim Dam San (Dia chi: Gian822'823 -
92. Ca sO ding kf: Chi nh{nh cdng tY

Trung tam Thuong m?i dusc pnAim vi rrung ttirSt ti y ti5 - 134i 1 To Hi6n rhanh - Phudmg 15 - Qufln 10 - TP.H6 chi Minh -

Vi€t Nam)

92.1. Ca s0 sin xudt: C6ng ty TNHII Du-c. c phim USA-NIC (Eia chi: Ld 11D ttudng C - KCN Tdn Tpo - P- Tan T4o A -

Q.Binh Tan - TP.HO Chi Minh - ViQt Nam)

527 Pantonic40 Pantoprazol
(duoi dang

pantoprazol nafri)
4Omg

Vi6nn6n
bao phim
tan trong
ruot

HQp 5 vi x 10 vi6n;

HOp 10 vi x 10

vi6n; Chai 100 vi6n

NSX 36 893 1 10099824

0rD-29se7-18)

i

s28 Tolpernic - 150 Tolperison
hydroclorid 150mg

Vi6n n6n

bao phim
H$p 3 vi x 10 vi€n NSX 36 893r10099924

(vD-26048-17)
1

huo'ng m4i Duqc phim Thiurh Nam t4i Binh Duong (Diaillng kf: Chi nh{nh c6ng ty
chi: 60 Eai 10 EQc Lip, Khu C6ng Nghiep Viet Nam-Singapore, Thdmh ph6 ThuAn An, Tinh Binh Duong, ViQt Nam)

93.1. Ca s0 sin xudt Chi nhinh c6ng ty TNHII Snn xuig Thuong m4i Dugc phim Thirnh Nam t4i Binh Duong (Eia

chi: 60 Eai 10 DQc Lfp, Khu C6ng Nghi-ep ViQt Nam-Singapore, Thanh phii ThuAo fu, finh Binh Ducmg, Viet Nam)

529 Abochlorphe Clorpheniramin
maleat 4mg

Vi6n n6n

bao phim
Lg 500 vi6n; Lq
200 vi6n

NSX 36 893100100024
(vD-250s7-16)

.1

\

Ghi chil:
t. Cdch ghi fiAu chudn chdt luqng thu6c Ui cet (6):

- Nhd sdn xuiit (NSX), Ti6u chudn nhd sdn xudt QCNSX), TiAu chudn co st SCCS), In-house c6 y nghia tuong duon,

)+l*,
o5

ld tiAu chuiin chiit taqng thudc do co sd sdn xuiit xdy dqng vd diu c6 thi da.oc ghi trAn nhdn thudc.

- Cdchvitft tiit cdc tiAu chuiin chiit luqng du.oc di€n: Du.oc ili€n Vi€t Naru @DYI'{), Duqc di€n Anh @P), Du.o.c di6n M!
(USP), Dtr.oc itidn NhAt Ban (JP), Du.oc diAn Trung Quiic (CP), Duqc diAn Chdu du @P), Duqc AAn guadtii ltq '..
2. Si5 ddng tE tai cQt (8):

- Sii dang ky gta hqn td sii ddng tcy duqc cdp theo quy illnh tgi Phqt l4c W Th6ng tu 08/2022/TT'BW ngdy 05/09/2022 cila

BA truon7 BA y tii q"y dlnhviQc ddng bi tm hdnh thu6c, nguyhn ti€u tdm thudc-

- SO ddn; ki da ciip iduqc Sht trong ngoQc don) ld sii ddng tE dd ituqc cdp trudc khi thu6c du.oc gia hsn theo ryyiit dlnh'

nay-



c6Nc TY Co rrrAN DUOC

- THIET BI Y TE O.q. NANC

sii: 6! no2slcv-cNHcM
(V/v: CQp nhQt sO Adng lc! gia hgn

clto srtn phdm)

Qa q54 r19Z lai 4s

CQNG HOA XA Ugr CHU NGHIA VIEr NAM
DQc l$p - Tg do - H4nh phtfic

fp. Hi Ch{ Minh, ngdy 11 thdng 04 ndm 2025

Kinh eITi: 56 Y TE riNH rrON GIANG

.Cgog ty CO pt Ao P*g" - fni5t ni V f5 Dh Ning.xin ch6n thanh cirn crn sg tin tuong ctra Quli
SO y tti aOi vcyi c5c sin ph6m do COng ty chring t6i phdn phOi tai thi trulng ViQt Nam trong thcri gian qua.

Theo Quytit dinh trung thAu sO eSZlqO-SYT ngiry 0410712023 ctra Gi6m diic So y tii tinh t<i6,
Giang v0 viQc phd duyQt ktit qui llra chgn nhd thAu g6i thAu thudc generic thuQc kti hoach lya chgn nhd
thAu 

-ung 
c6p th,rO" tfp trung tinh Ki6n Giang aOi vOi cdc mf;thing thu5c khdng lga chgn duqc nhd thAu

vd thu6c trung thdu ph6t sinh nhu cAu str dpng th6m sO lugng, giai do4n 2021 -2023, c6ng ty chring t6i c6

trung thAu vi dang cung img d6n cdc co sd y tii tryc thuQc Quy Se y ttl san phAm Albutein 20"h cinnhit
sin xu6t Grifols Biologicals LLC - M!.

HiQn nay, san phAm <td itugc Cr,rc Quan ly Dugc c6p sO d6ng ky gia h4n nOn chring t6i sE ti€n hdnh
crurg img hing h6a d6n c5c co sd y t6 tr.uc thuQc Quy Sd Y tti theo sO Aang kf giah4n v6i th6ng tin chi ti6t
nhu sau:

s)
STT TGn thuiic

TGn ho4t ch6t,
n6ng <IQ-hirm

lu'ors

Quy cdch, .
D4ng bio ch6

Nhh sin xuAt
- Nudc sin

t.xuat

H?n
ding 56 tldng kf

Quyet /'r
dinh gid .,

han ti -
l,

CU

f{
e)

1
Albutein

20Yo
Human Albumin -

20%ox50ml

HQp l chaix
50m1, Dung

dfch ti6m
truyCn

Grifols
Biologicals
LLC - My

36
thang

SDK trrine thiu/kf ho.'p
\-'

648/QD\
QLD ngdy
12109t2023

tl6ne: QLSP-900-15

SDK sia han:
0014102s1s23

Chung t6i cam ktit ngoii viQc thay AOi sO dAng ky nhu n6u trOn, c6c th6ng tin kh6c cria sfur phAm

nhu: TAn tlru6c, nhd sdn xudt, fiAu chuiin chiit laqng, ru6i the, nh6m thu6c cilng nhu gid cung {rng oiua stn
phAm voi s5 d5ng ky mcri kJr6ng thay d6i so vcvi sO dang ky c[.NhAm tao didu kiQn thuQn lgi cho viQc thanh
torin ctng nhu dim bdo quy0n lgi cho ngu<ri benh tham gia Bio hiOm Y t6 <Iugc thanh to6n khi sri dpng s6n
phAm n6u tr6n, chring t6i xin ducr. c th6ng brio d6n Quy Sd Y tti vC sg thay d6i tren.

RAt mong dugc slr xem x6t vi ch6p thufln cira Quy Se Y t6 dC chfng t6i sE cung img san phfun nOu

tr0n v6i s6 dang kf gia han.

C6ng ty ch6n thanh cim on sU hap t6c cria Quy Sd Y tti.

Trdn trgng kinh chdo./

DAI

NoinhQn:
- Nhu tr€n;

- Luu:VT.

CUA NHA THAU

cOHc rv cd pniru

DUoC.THIEI BlffiE



-$!-k,,ir r' n {-o2o Sr*f-

ceNG uoA xA ngr cnu Ncnia vr$r NAM
DQc l$p - Tg do - H4nh Phtic

HA Nfl| ngay tz thdng OS ndm 2023

BOYTE
Ki hii: &rc Gir Z ,
eflIHFC QUANLY DIIqC
26d rl{s,ll
+07:00

56:648 /QD-QLD

QUYET EINII
VdviQc ban hinh Danh mgc 26vtcxinn sinh phim

iluo. c cdp, gia @n gidy dlng Ly Ii* hn$ r13i ViQt Nam - Eqt 4S

"n"r*mfnugc
Cdn crt Ludt Duqc si 105/2016/8H13 nsay 06/4/2A16;
Cdn cthNghi dinh sd 95/2022/1{D-CP.ngdy ts/l1/2022.cila Ch{nh phfi Ery dlnh

chrtc ndng, nhi€it lu, guyin hgn vd co cdu ti5 ch*c ctiu B0 Y t6;
Cdn crt Thdng tt, s6 08/2022/TT-87'T ngqy 05/09/2022 cila BS trudng BO Y ft

quy dinh viQc ddng t y tnu hdnh thudc, ngtty\n hQu ldnt thudc;
Cdn cr? Quyil itinh sii 1969/}E-BYT ngdy 26/4/2023 bfia BA ffaong B0 Y ft quy

dinh ch,tic ndng, nhiQm vqt, quyin hqn vd co cdu fi ch*c cfiaCqc.Qudn UtDwqc thu\c
B0 Yft;

Cdn c* k& htsn cfia H\i dins tvvdn ciip giiiy ddng h! lan hdnh thudc, nguyhn
tiQu ldnt thuiSc - n6 V rc;

Theo di nshi ctia Trudng phdng Ddng b!, thudc, Cuc Qudn I!' Duqc.

QTIYETDINII:
Didu l. Ban hinh kdm tlreo Quyilt dinh nny Danh mgc 26 viio xin, sinh phAm

duqc c6p, gia hqn giiy ddng lrf luu hinh tai Viet Nam - Dgt 48, bao g0m:

1-. Danh rugc 0l sinh phdm dugc cAp gi6y dang ky luu hdnh hiQu luc 03 n6m -
Dqt 48 (Phu lt)c I kim theo Quyiit dlnh nay).

2. Danh mpc 17 vic xin, sinh phAm duq c gia han gi6y d[ng kf luu h]nh hi€u
lgc 05 ndnr - Dgt 48 (Phu h1c II lcinr theo Quyiit tlinh ndy).

3. Danh nrqc 08 sinhphim dyo. c gia han gi6y d6ng hf luu hinh hiQu IUc 03 nlur
- Eo-t 48 (Phu fuc III Hm theo Quy€t dinh nay).

Dilu 2. C<r s& sin xudt vi co sd ddng lcj thu6c c6 tr6ch nhiQm:
l. SAn xu5t, cung cip thu6c vlo ViQiNam theo dfng c6c h6 ss, tdi ligu.eH dnng

lcj vdi BO Y !6 vi phAiin s6 deng ky tlusc BO Y t6 Vi-CtNam cdp l6nnh6n thuiSc.

2. Ch6p haih diy thi ph6p luft cria ViQt Nam vd ol" qly ttinh.cria B0 Y tri vA

sin xu6t, nhAp nr6u thu6,c v[ tuu nann thu6c tai Vi€t Nam, n6u c6 bAt cir thay Aoi gi
trong qrui tuinh luu hdnh thu5c d nu6c sd t+i vi e Viet Nam thi phii b6o c6o ngay cho
Cr;c Quf,n lf Dugc - BO Y t6 ViQt Nam.

3. Thyc hiC.n vi$c c{p nhflt ti6u chuAn ctrAt luqng cria thu6c flreo quy dinh tai
Thdng tu si5 |1I2018/TT-BYT ngAy 04l5l2}l8 cta B$ truong B0 Y t.i quy dinh vd
ch6t tuqng thu5c, nguy€n iigu lim thu5c, ftgrg tu sd oztzO2OlTT-BYT ngdy
2210112020 cria B0 truo:rg B0 Y td sta d6i, bO sung mQt s6 diOu crla Th6ng tu
Itl2Olr8fIT-BYT quy dinhvi chSt luqng thudc, nguydn liQuJim thu.5c.

. 4. Cflp nh6t nh6n thuiic, td huong d6n srl dpng thuSc theo quy dinh tAi Th6ng.tu
sO OtlZOtgfm-BYT ngiy 18/01i2018 cria BQ trucmg BO Y ti quy dinh ghi rfidn thu5c,
nguy€n li-Eu lirn ttrudc yn td huong d5n sir dpng thuiic hong thbri han 06 th6ng kA tir

"gav 
tlt ban hanh Quy6t ttlnh nayrtleo hitrh flrirc tluy d6i, bO sung gmy tldng kf luu

hAnh thu6c quy dilh tai Th6ng tu s.i 08/2022ITT-BYT.

, 5. Sau iZ th6ng k6 tu ngay ky ban hanh Quyi5t tllnh ndy, cdc thu6c tlugc gia h4n
gi6y d_eng ky luu Uantr tai lhp lrrc II, I c6 t]ray d6l vA ngi dung.hiuth ch!n\' (bgo giy
cd mdu nhdn, td hudng ddn sth fung) phhi san xuAt 1d6i voi v8c xin, sinh phAm san

==,\4

,tN
^1\

C. \'

si\
'lo:

ffi



xudt trong nu6c), nh{p }.h6u 1O5i vOi vic xin, sinh ptrim nh{p kJrAu), luu hinh v6i cic
n6i duns d2i ttuo. c phO duy€t thay cl6i trong h6 so ddng lci gia hqn'

6.ph5i hq,p voi cic co so y tii dU phdng, cd sd diAu tri tf6 thlrc hiQn theo dung

cAc ouv dinh hid hlnh vd thuiic kO ttoq theo d6i an toin, hiQu qu6, tAc dgng kh6ng

*ooe *u6n cria thui5c tr6n nguoi ViQt Nam vi t6ng hgp, bi[o ci{o theo quy dlnh tai

Ei6u 5 Th6ng tvs6OZ11Iz2TT-BYT ngny 05/912022ctnBQ trudng B0 Y te quy dinh

,ie" aeng ky"luu hinh thl6c, nguy€n fieu iam thu5c d5i voi cric thuiSc thuQc Danh mgc

banhdntrkdm theo QuyCt dinh ndY.

7. Co s&dang roy uruoc phai bag $m dur It gji Fcnl"i dtQng trong thbi h4n

hiQu lgc cria gi6y d[ng kf luu hinh thu6c, nguy€n ligu lim thudc. Trong truong hqrp

kh6ng cdn drip ung dt diau kiQn hoat dong, co s0 d[ng hi phai c6 tr6ch nhigm thuc

hi€n ihay d6i-co s6l tlEng kf the.o quy dinh tli Th6ng tu s6 08/20221T1-BYT ngiry

O'/glzyiTcria BQ trunng gO Y t6 quy dinh viQc deng hi lqu henh thu6c, nguy.en fipu

ie- [16; t,"rg irrt'i rr+i gd 
"gay 

t 6 ttr ngiy ccr so oang hf kh6ng cdn dir eieu mgn

oou'uo';.*ao 
sd rtEng kf thuoc phdi b6o cao BO Y (cuc Quig li oyoc) tii vd c4p nh4t

tinh tr4rrg <l6p {rrig fuUc frann itit ra, xu6t cria 
"o 

.& ten xrrit tnuiSc, nguy0n 1i0u ldm

tfr"a".'ir:oOng hd co s0 sdq xuAt bl thu h6i gi6y pldp sinixuAt ho[c lfiang d6p rlng

Thfrc hinh t6t san xudt thuii", nguy€n liQu^ lim thuSc o nqdc sd.t4i, co s& phii=thgc

hiQn vigc bdo c6o trong thbi h4n l5 ngiy k6 trl ngiy c6 thdrig b6o.cua co quan quan lf
c6 thdm quyen nudc sd t4i theo quy dinh tai diiim d khoirt I Pi6u 100-Nghi tlinh s6

54lzofiNy-Cp lgiy osistzllT iria clriot-phrl quy dinh cbl titit mQt s5 aidu vi bi€n

phepalt!1tflruQtDy-o". . . .tg. c6cthu6c duo. c g16 nan gray oang ky luu hinh tai fhp lgc IIi Quy6t dinh nily
(tru.thuiSc cO sl5 thu qu O6,?hrr-lu" m;, sr" khi tluo. c gia hBn giAy {ang lql lurl hanh

thu5c, c6ng ty dlng kf phii nQp h6 so l6m sALng theo hjah thric thay d6i, b6 sung

quy <tigh tai pfru tuc f fnOng tu s5 OBIZOzztTT-gyf de dugc ti6p tqc xem xdt gia

han gi6y ddng lcj tuu h4fr cho l6n ti6p theo. :

Dilu 3. Cric thu6c duo. c gia han gi6y ttang kf luu hinh tai Phu luc II vi Phu luc

III Quyiit dinh niy duo. c ti6p tgc srl {rng _s6 4ang ky de cpp tutdc khi gia h4n trong
thdi han tdi da 12 th6ng kd nr ngiy dugc c6p s6 Aeng ky gil hq.n theo quy dFh tpi Php

Iuc Vf ban hinh kEm tieo flrong tu s6 Oglz0zzfrf-gvt.- i

Ditu 4. Quyr5t dinh ndy * nigu Uc k6 ttr ngAy-lcf baahanh.
Eiiu 5. Gi6m d6c Sd Y t6 cdc tinh, thAnh ph6 ftirc thuQc Trung uong vi Gi6m

d6c co s& sdn xu6t ve co s0.dEng kf c6 thu5c tai Ei0u 1 jchiu-tr[ctr nhigm thi.hanh

4-1

i',N

:6t
ttt

NF

,-P\

Quy6t dinh nly./.
Noinhfrn:
-Nhu Di€u 5;
- B0 truong BYT (Ad U/c);

- Thri huong Od Xuan Tuy6n (d6 b/c);
- Cqc Qqan y - B$ Qu6c phdng, Cpc Y tA - P0
Cuc Y t6 CtVf - B0 Giao th6ng vfn tdi; T6ng
quan - B-$ Tdi chinh;
- Bio hi6m xd hOi Vi€tNarn;
- BO Y t6: Vu PC, Cuc YTDP, Cgc KHCN&DT; CUc

QLKCB, Thanh h'a BQ, Vin phbng NRA, Vnn phdng

fioTv c6p GDKLH thu6c, NLLB Trung tan mua sim QG;
- Vien KDQG YX&SPYT, Vi0n VSDTTW;
- T6ng Cdng ty Dugc VN - CTCP, Cric C6ng ty )G{K dugc
phAm (xem Website Cqc QLD);
- C6c Bgnh vi-6n & Vifu c6 giutrng b$nh kuc thuOc BYT;
- CUc QLD: c[c phdng QLGT, QLKDD, QLCLT, PCHN,
VP Cuc, \VebsiteCUc QLD;
- Luu: VT, DKT (4b).

ii Tu{n Crdng

CUC TRU6NG



Phg Igc Itr
DANr{ MUC 0s SINIr PHAM DuqC GIA IrAN G_rAY DING rf r,ull nArur

r4r VIET NAM HEU LUc 03 N;,M - EO. r 48

(Kdm theo quydt ainh sii: .....9.48../QD-8LD, ngdy .12.,/-9..../.2023.crta O1c Qudn ry Dwc)

1. Ca s0 6}ng hf: Cdng ty c6 phln cOng ngh$ sinh hgc dugc Nanogenl(Dia chi: LO I-SC, Khu cdng

nghQ cao, phtdttg ldng Nhm Phil A,.qudn 9, thdnh phd H6 Chi Minh, Yi€t Nam)

2. Co s6 tlxng ky: C6ng ty C6 phln Duo.c - Trang thi6t bi y td Binh Dinh (Bidiphar) (D!a chi: 498

Nguydn Thdi Hpc, phfing QuangT'u-ng, thdnh phii Quy Nt1on, tinh Binh Dlnh, ViQt Nam)

z.i.'Cc s& si, *uAt, COng ty C6 phAn Ougc - Trang thi6t bi y t6 ntnn Dinh (Bidiph ar\ (Eia chi: 498

f]f. Cc sA sin xudt: COng ty c6 ptrin c6ng nghQ sinh-hgc dugc Nanogen @fu chi: I-O I-sC, Khu cdng

3. Co s6'ilnng lrf: Cdng ty cd phin Euvipharm (E!a chi: .ip Binh Tiin 2, xd Dtic Hia Hq, huy€n D*c
Hdo, tinh LotrgAn, ViQtNam)
3.1. Cd sO sAn xuit: JW

l{dn

4. Co s& ilEng kf: C6ng.ty.Li6n doanh.Dugc'phim Mebiphar-Austrapharm'pia chi: LO III-18,
tlrdng sii 13, nhdm CN III, Khu c6ng nghigp Tdn Binh, QuQn Tdn Phi, Thdnh phd Hd Chf Minh, Vipt

Naru)
4.1. Ca sO sln xudt: C6ng ty Li6n doanh Dugc phim Mebiphar-Austrapharm @!a chi: LO lII-18,
drdtg sd 13, nhdm CN III, Khu c6ng nghiQp Tdn Binh, Qu$n Tdn Phi, Thdnh phi HO Chi Minh, Vi€t

Pharmaceutical Corporation (Dia chi: J$, Haniin l-gil, Songak-eup,

\
('r
IAN

,Y 1i

{G,

e

STT

(r)

TGn thu6c

(o'l

Hoqt chat chfnh -
Him luqng

(3)

D4ng bio
ch6

u\

Quy cich
tl6ng g6i

(5)

Ti6u
chuin

(6)

Tudi
thg

(th6ng)

ot

56 iliing kf
gia h4n

(56 rrlng xy
de cdp)

r8)

S6
Dn
gia
h?n
(9)

cao, NtonPhi A, 6. tia,in ottd id cni
I Feronsure Recombinant

Hunran Interferon
alfa -2a

3MIU/0,5m1

Dung
dlch ti6m

HQp I bom
ti0m

oong san
thu6c 0,5 ml

NSX 24 893410251723
(QLSP-9r7-16)

1

T NAT thdnh tinh Binh
) Lacbiosyn LactobacilJus

acidophilas 108 Czu
Vi6n
nang
crme

HQp 2, l0 vi
x 10 vi6n

NSX 36 893400251223
(QLSP-e3e-16)

1

880410251323
(QLSP-1064-

8934002s1423
(QLSP-852-1s)

HQp i0 g6i,
30 g6i, 100

g6i x 1g

1l Temple,At,enue, Cily of,ludus111,, .
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(1)

S1'T

{2i

T€n thu6c Hogt chit chinh -
Hlm lugrng

(3)

D4ng bio
ch6

GI

Quy c{ch
tt6ng g6i

(s)

Ti6u
chuAn

(o

Tu6i
thg

(thfng)

0t

56 tlIng kf
gia h3n

(sd dITs ky
ila c6p)

(8)

s6
Gn
gia
han
(9)

19,0-2lPg trong
l00ml

truyOn chai x 100m1

6. Ca s& illng lcf: Ever Neuro Pharma GmbII (Eia chi: Oberburgau 3, 4E66 Unterach am Attersee,

Ao)
6.i. co s& sin xu6t OM Pharma SA chi: Rue du Bois-du-Lan 22. 1217

6 Uro-Vaxom Lyophilized
Eschericbia coli

bacterial lvsate 6me

Vi€n
nang
c{ms

HQp3vix
l0 vi6n

NSX 36 7604rc2:5t623
(QrsP-H03-

1161-19)

1

?. Co s& illng kf: Kedrion S.p.A @ia chi: Localita'Ai Conti - Frazione Castelvecchio Pascoli, 55051

Barsq (L(0, t)
7.1. Cd s& sin xude Kedrion S.p.A (Dia chi: Co sd sdn xudt fi c6ng doqn II vd xudt nfing; S..S 7 Bis
Kn. 19,5 - 80029 Sant'Antiwo (N4, f; Co sd sin xuiit ddn cilng dgqn II, Idm lht nghi€m xdc dinh chdt19,5 - 80029 Sant'Antinp (N4, f; Co sd sin xuiit ddn cing dgqn II, Idm thr| nghiQm xic dinh chdt

sdt: yia Provinciale (loc. Bolosnaia) - 55027 Gallicano (LU), Y)

8. Ctr str tl5ng kf: ViQn Vic xin vi Sinh phAm Y t6 GVAC) (Eio chi: 9 Pasteur - Nha Trang - Khdnh
Hda - YiQt Nant)
8.1. Co s0 sin xu6fi Vi6.n Vic xin vi Sinh phim Y t6 GVAC) (D!a chi: 9 Pasteur - Nha Trang - Khdnh

H$p l lqx
3ml

800410251723
(QLSP-870-15)

ImmunoHBs Proteinnguoi: 100 -
180g/l; trong d6

globulinmi6n djch
ngunri (IgG) t6i thieu

90%; Khdng th6
chi6ng ktrdng rguy6n

HBs (anti HBs)
kh6ngnh6 hon

540IU/3ml

Hda -
8 Superferon Interferon o-2b

3.000.000 ru
B$t ddrlg
kh6 pha

ti6m

H6p 1 lq vA
I dngnu6c

cdt pha ticrn
lml; HOp 2
l9 vi 2 6ng

Du6c ciit pha
ti6m iml

DEVN
v

24 893410251823
(QLSP-g66-16)

I

Ghi chit:
1. Cdch ghi ti6u chuin chil hrqng.thudc @i c$t (6):
- Nhd san xuiit 1N54, TiAu chudn nhd sdn xuiit SICNS4, Ti€u chudr co sd (TCCS), In-house c6 ! nghia tuong
ilrong nhau, tA iieu;hwin chdt lqng thu6c do co.-sd sdn xudt.xiy dungvd diu cd thd dvqc glti tAn nhdn thudc.
- Cdch viih tdt cac tiEu chudn chdt lWtE d,rqc ilj€n: Dvqc di€n Yi€t Nam (DDYN), Dtro. c di€n Anh (BP), Duqc didn

MY PSP), Duqc iliin Nh,it Bdn (JP), DWc ifiAn fiang Qu6c GP), Duqc diin Chdu iu (EP), Dryc dith Qudc i
0P).,
2. 56 ttdne k!,tqi c6t (8):
- Sd aang try eia hqn ti sd dang k! du.oc cdp theo quy dinh tqi Plu tuc YI Th6ng tr 08/2022/TI-BYT ngay
05/09/2012 cia Bf trudng B0 Y i qtry dith viQc ddng kjt tm hdnh thuiic, nguy€n ti(u tdm thuiic.
- Sd ddng kj, da aip (duw ghi tongigo{c don) Id sl idng k! dd duqc cdp iuoc lehi thudc duec gia hqn theo qqit
dinh nay.


