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ceNG HoA xA HeI cHU Ncuia vIET NAM
DQc lfp - Trp do - H4nh phric

56: 885/202slccM-TD
(V/v: Clp nhfi sd itdng ki, gia hsn fp. HO Chi Minh, ngdlt 21 thdng 04 ndm 2025

cho sdn phdm OJIovid ophthalmic ointment)

K{nh ewi: 56 Y TE riNrr rrPN GIANG

C6ng ty TNHH Dugc phAm Gigamed xin ch6n thanh cirn crn sp tin tucrng cria Quii Sd Y te d6i
.lv6i c6c sdn ph6rn do C6ng ty chring t6i phdn phdi t4i thi trucmg ViQt Nam trong thoi gian qua.

Theo Quy6t dinh trung thAu sO 1630/QE-SYT ngdy 2710612024 cu4 Gi6m d6c So Y t6 tinh Kien
Giang v0 viQc PhO duyQt k6t qui lga chgn nhd thAu cung c6p thu6c tflp trung,tinh Ki6n Giang, giai dogn
2AB -2025 (dqt 3) G6i s6 Z: G6i thdu thu6c generic lh6ng fty*g , c6ng ty chring t6i c6 trring thAu vd
ffmg cung rmg oen c

san xuAt Santen Pharmaceutical Co., Ltd., Nhd mdy Shiga - NhOt.

Hi6n nay, san phAm Oflovid ophthalmic ointment dd duoc Cgc Qu6n ry Duqc c6p sO ddng ky gia
h4n n6n chung t6i sE ti6n hdnh cung img hdng h6a d5n c6c co sd y t6 tryc thuQc Quf SO Y tti theo sO dang
ky gia h4n v6i th6ng tin chi tiSt nhu sau:
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Oflovid
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Ofloxacin 0,3%
HQp I tujp x
3,5g; Thudc
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Pharmaceutical
Co., Ltd., Nhd
m5y Shiga-

Nhat Ban

36

thdng

SDK tnine thiu/kf
hot tl6ne: \fN-18723-

l5
7'?QJ;

QLD ng[Y*
l9li0/20\SDK sia han:

.199115415523

Chung tdi cam ktit ngodi viQc thay d6i sO d6ng ky nhu n6u tr6n, c6c th6ng tin kh6c cira sin phAm
Oflovid ophthalmic ointment nhu: TAn thuiic, nhd sdnxudt, fi.Cu chufin chdt laqtg, mdi tlrc, nh6m th.u6c
cilng nhrc gid cung {rng crtasan phAm vcri s6 d6ng ky m6i kh6ng thay d6i so voi sO Oang kf cfr. Nh[m t4o
di6u kign thuf,n lgi cho viQc thanh to6n cfrng nhu dim b6o quy6n lgi cho nguoi bQnh tham gia B6o hi6in Y
t6 dugc thanh to6n khi sir dpng san ph6m Oflovid ophthalmic ointment, chung t6i xin dugc th6ng b6o
d6n Quy Sd Y tC ve sg thay d6i trOn.

R6t mong dugc sg xem x6t vi ch6p thu4n cria Quf Sd Y t6 d0 chung t6i sd cung img s6n phAm
Oflovid ophthalmic ointment voi s6 d6ng ky gia h4n.

COng ty chdn thanh c6rn cm sU hqp titc claQuf Sd Y te.

Trdn trgng kinh chdo./.
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QUYfT EINH
Vii vi$c ban hirnh danh mlc 191 thuiie nu6c ngoii

tlu-o'c gia h4n giffy ilf,ng kf luu hirnh t4i ViQt Nam - Dgt 115.2

cuc rRrlclf,{G clrc QUAN Lf DIIgc
Cdn ca Ludt Drqc sd lOStzOt6/9H13 ngdy 06/4/2a16;
Cdn cth Ngh! dinh sii SS/ZOZZ/\'\O-CP ngdy L5/11/2022 cfia Chinh phi quy

dinh ch.drc ndng, nhi€m vq., qrryir. han vd co cdu tii chdrc crta B0 Y t€;
Cdn ctl Q"yiit dinh s6lSOStgO-nYT ngdy 26/4/2023 cfia B8 tra6'ng BA Y #

quy dinh ch{rc ndng, 4hi€m v,,,., quyin hgn vd 
"o 

,du fii chrhc cfia CEc Qudn $;,

Daqc thuQc B0 Y t€;
Cdn c* Thdng ta sd O8/2022/TT-BW ngdy 05/09/2022 ctia Bp truong BO Y

# quy dinh vi€c ddng h!, tw hdnh thudc, ngry€n h\u hm thuiic;- 
Cdn cilr k6t ludn c*a HOi ddns tu viin ciip giay ddng lc! la'u hdnh thudc,

nguy€n liQu ldm thuiSc - B0 Y tii;
Theo d€ ngh! cfia Truong phdng Ddng b!, thudc - Ctrc Qudn l! Dxqc.

QUYfT D[IrlH:

DiAu 1, Ban hdnh kdm theo quyiSt dinh ndy danh mirc 191 thuiSc nu6c
ngodi duo, c gia h4n giAy deng ky luu hAnh tai Vigt Nam - Dgt 115.2, cp th6:

1. Danh m1c 177 thu6c nu6c ngoii duo. c gia hpn gi6y dilng kf luu hAnh
hiQu lpc 05 nim (PhU luc I kdm theo).

2.Danh muc 09 thui5c nudc ngoii dugc gia hq.n gi6y d6ng kf luu hdnh
hiQu lgc 03 n5m (Phq luc II kim theo),

3. Danh mpc 05 thu6c nu6c ngodi dugc gia han gi6y deng ky luu hdnh
d6n 3 llL2/2A25 @hu luc III trim theo).

Eidu 2. Co sd sdn xudt vd co s& ddng lry thu6c c6 tr6ch nhiQm:

1. Cung c6p thu6c vdo Vi$t Nam theo rhlng c6c hd so, tdi liQu tl6 ddng ky
vdi B0 Y tO vd phdi in ho{c drln sO dang ky dugc BO Y t6 cfup l€n nh6n thu6c.

2, Chip hnnh dAy <tri phSp luflt cria nudc CFD(HCN Viet Narn viL cdc quy
dlnh cria Bq Y tt' ve nhAp khAu thu6c vlr luu hdnh thu6o Bi VietNam, ni5u c6 b6t

",i 
tt uy d6i gi trong qri trinh luu hdnh thudc d nudc sd t4i vn a ViQt Nam thi

phii b6o c6o ngay cho Cgc Quin $ Du-o. c - BO Y tC VigtNam.
3. Thpc hiQn viQc cfp nhat ti6u chu6n ch6t tugng cria thu6c theo quy.dinh

tpi Thdng tu sti l llzllrLffT-BYT ngdy A4/5l2OlS cria BQ trudng B0 Y t6 quy
dinh ve ch6t lu'gng thu5c, nguy0n IiQu ldm thu5c.

4, Thu6c dugc gia han giay deng ky luu hdnh tei Quyet dinh niy nhung
chua nQp h6 so cap nhQt nQi dung nhdn thu6c, t& hudrng ddn sir dpng thudc theo
quy dinh cria Th6ng tu 0l/2018/TT-BYT ngdy 18/01 /2018 cria 86 trudng B0 Y
te thi phai thpc hiQn cflp nhft theo quy dinh tai tfiem b Kho6n 1 Ei6u 37 Th6ng
tu s6 b1/2018/TT-BYT h'ong thdi h4n 12 thfung kii til ngdy dugc gia hpn gi6y
dang hf luu hdnh.
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5. Sau 12 thing t6 tU ngiy ky ban hinh Quy6t dinh nny, c6c thuiSc clugc
gia h4n gi6y dingkf tuu hanh theo Quyet dinh ndy c6 thay a6i vd n$i dung hAnh

chinh (bao g6m ci m6u nh6n vd to huung d6n st dqng thu6c) phai nhdp kh6u vd
luu hdnh v6i cdc nQi dung dd dugc ph6 duyQt thay d6i trong hd so giahpn.

6. Ph6i h-o.p v6i c6c co so di6u tri d6 thpc hiQn theo dring c6c quy dinh
hiQn hdnh vd thu6c k0 don, theo d6i an toin, hiQu qui, tic dgng kh6ng mong
rnuSn cta thu5c tr€n ngudi ViQt Nam vd tdng hgp, b6o c6o theo quy tlinh tpi
Ei6u 5 Th0ng tu s6 a\72022/TT-BYT ngiry 051912022 cta BQ truong BO Y t6
quy dinh viQo ddng kf luu hdnh thu6o, og.ry6n ligu ldm thu6c A5i vOi c6c thutic
thuQc Danh myc tpi Phg lpc II ban hlnh kem theo Quyt5t {f!nh niy.

7, Co sd ddng kf thuOc ph6i dAm bio duy tri didu kiQn ho4t dQng trong
thdi gian hiQu ltrc cria gi6y ddng kf luu hinh thu5c, nguy6n li$u ldrn thu6c.
Trong trulng hgrp khOng cdn d6p ri'ng dri diAu kiQn hopt dQng, co sd deng ky
phii c6 tr6ch nhiQrn thpc hiQn thay d6i co s& ddng hj theo quy dinh tai Th6ng tu
s6 oglzOzzlTT-BYT ngiry 051912022 ctnBQ tru&ng BO Y tii trong thli hpn 30

ngiy ki5 tu ngdy co s& dnng kf khdng cdn dri di6u kiQn hoAt c10ng,

8. Co sd d[ng ky thuiSc phii b6o c6o BQ Y t6 vA cflp nhSt tinh trpng t16p

ring Thyc hnnh t6t s6n xu6t cria co s& sAn xuAt thudc, nguy0n liQu lim thu6c.
Trudng hgrp co s& s6n xu6t Ui thu hdi giSy ph6p sin xuAt ho{c kh6ng ddp irng
Thgc hdnh tdt sin xuAt thuiSc, nguyOn liQu lim thu5c d nu'6c sd t4i, co s0 phii
thyc hiQn viQc b6o.c6o trong thdi h3n 15 ngdy t<6 fi ngiy c6. th6ng b6o cria co
quan quin lf c6 thAm quy0n nu6c sd tpi theo quy dlnh t4i diiim d khoan 1 EiAu
100 Nghf dinh sO 54l20l7lNE-CP ngdy 081512017 cila Ch(nh phi quy dinh chi
tiiSt mEt s5 aieu vi biQn phdp thi hanh LuSt Du'gc.

Eidu 3. C6c thu6c dugc gia h4n gi6y dAng ky luu hdnh t4i Quytit tlinh nny
dugc tii5p luc srl dgng sO dAng kf dd c5p tru6c khi gia hqn trong thdi hqn tdi da
12 thdngt<e ttl ngdy dugc c6p si5 dAng lcj gia hqn theo quy dinh tpi Plig lgc VI
ban hdnh kdm theo Th6ng tu sO OS/ZO221'[T-BYT.

Di6u 4. Quy6t d-inh c6 hiQu lyc kC tir ngdy lc1i,ban henh.
Ei6u 5. Girim d6c Sd Y ti5 c5c tinh, thanh phiS tryc thuQc hung uong, gi6rn

d6c nhd san xu6t vd co so ddng ky c6 thu6c tpi Didu 1 chiu trfch nhiQm ttii hanh

Quyr5t d[nh ndy./.

Noi nhfin:
- NhuDiAu 5;
- BQ tu6ng 1e6 Ufc;;
- TTr. D6 Xu6n Tuy6n qOE Olcl;
- Cqc Qu6n Y - B0 Qu6c phdng, CUc Y t6 - BQ C6ng
Cpc Y t6 GTVT - BQ Giao th6ng vQn tdi;
- T6ng Cpe l{di quan - B$ Tii chinh;
- Bio hi6m Xa hQi ViQt Nam;
- B0 Y te: Vq. PC, Cqc QL$.CB, Thanh tra BQ, Vin
ph6ng HDTV ctp GDI(LH thu6c, NLLT;
- SO y tii cdc tlnh, thAnh ph6 ft1rc thuQc Trung u<rng;
- ViQn KN thu6c TU, Vi$n KN thurSc TP. HCM;
- T6ng C6ng ty Du'op MII-CTCP;
- Cic C6ng ty XNK dugc ph6rn;
- Cdc BQnh viQn &,ViQn c6 giudngbQnhlrgc thuQc BYT;
- Trung tdrn mua sam tflp trurg thu6c qu6c gia;
- Cric phdng CUc QLD: QLGT, QLKDD, QLCLT,
PCHN, VP Circ; Website CUc QLD.
- Luu: VT, DKT (2b) (NT). 
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Phg lgc I
DANH MUC 177 THU6C NrI6C NGOAr Dr.rgc GrA HAN GrAY DANG Kf LUIJ ni.xn

TAr VrET NAM HIEU Lu. C s NAM - Dqt 11s.2

(Ban hdnh kdm theo qryAt dinh sii: .7.7it.,..,,./QD-QLD, ngay,l9.'/$.2;02J,.c*a Cqc Qudn l! Dffqc)

l. Co s6'ding kf : Abbott Laboratories (Singapore) Private Limited (Dia chi: i Fraser Street, #23-

28 DUO Tou,er Singapore 189352, Singapore)
1.1.Cos&sinxuit:PT.AbbottIndonesia (Eiachi.:Jl,RayaJakarta-BogorKrn3T,Kel.Sukamaiu,
Kec. C i lodong, Depok, Jau,a Baral, .Indonesi a)

LOA 6000, Malta)
2,1. Co's6' sin xudt Actavis Ltd.
Maka)

(Dia chi: BLB016, Bulebel Industrial Estate, Zejtun 2TN3000,

2,2, Co s& sin xudt: Balkanpharma - Dupnitsa AD (Dia chi: i Samokovsko Shosse Stt'., 2600

Dupnitsct, Bulgaria)

2,3. Co s& sin xu6t: Norton Ilealthcare Limited T/A Ivax Pharmaceuticals UK (Eia chi: Aston

Lane North, Witehouse Vale Industrial Estate, Runcorn, WA7 3FA, United Kingdom)

2.4.Co' s6'sin xu6t: Teva Cr,ech Industries s.r,o. (Dia chi: Osfi'avskd 305/29, Kontdrov,747 70,

Opava, Czech Republic)
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I Klacid Clarithlomycin
l25mg/5rnl

COm pha
h6n dich
uong

HOp i Iq
30 ml;
HQp I le
60 ml

NSX ?.4 8991,10399323

(vN-16101-13)

0t

2. Co' s6' iling ky: Actavis International Ltd. (Dia chi: No.4 SQAQ Tal-gidi Off lralletta Road, Luqa,

2 Actelsar Telmisartan 40mg Vi0n ndn HQp2vix
l4 vi6n

NSX 36 535il0399423

0/N-20899-18)

01

J Bromhexin
Actavis
Srng

Bromhexine
hydrnchloride
Srng

Vi6n ndn HQpIvix
20 vi6n

NSX 36 3801 00399523

0rN-1ess2-16)

01

4 Budesonide
Teva
0,5mg12ml

Budesonide
0,5rng/2ml

Hdn dich
khi dung

HOp 
go

6ng 2ml
NSX 24 5001 10399623

(vN-r5282-r2)
0I

5 Equoral
25mg

Ciclosporin 25mg Vi6n
na.ng

m€rn

HQp5vix
10 viOn

NSX 24 859114399723

(vN-1883s-ls)

0l

3. Co's& tl6ng kf I Ajanta Pharma Limited @ia chi: Ajanta l:Iouse, 98, Government In&tsh'ial Area,

Charkop, Kandivl i (West), Mumbai -400 0 67, Indi a)

3.1. Co s6' sin xudt: Alanfa Pharma Limited (Dia
Aurungabad 431148 Maharashtt'a State, India)

chi: Plot No. 8-4/5/6, MIDC, Paithan,

:
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158 Tafsafe Tenofovir
alafenamide (dudi
dpng Tenofovir
alafenamide
fumamte) 25mg

Vi6n ndn
bao phirn

HQp I
Chai x 30
vi0n;HQp
3vix10
vi6n

NSX 24 890t 104r5023

(vN3-2s0-19)
01

77, Ca s6'dlng lcj': Saint Corporatiorr (Dia chi: Acadenqt Toy'eF, Rm #7t|,7lg, llB, Seongsui-r.o,
S eon gdo n g-gu, Se ou l, Kore a)
77.1. Co s8 sin xu6t: Korea Prime Pharm. Co., Ltd. (E!a chi: 100, Wanjusanclcm 9a.o, Bongdong-
ettp, lYanjt t-gt tn, Jeo llabuk-do, Korea)

78. Crvs6'tling kf: SakarHealthcareLimited (E!a chi: BlockNo.: I0- 13, Village: Changoclar,
Sarkhei-Battla Highway, Tal: Sanand, Dist. Ahnedctbad Changodar Ahmedqbad GJ 382 2l3,India)
78.1. Ccr s& sin xudt: Sakar Healthcare Limited (Eia chi: Btock No,: l0 - li, Sarkhej-Bavla
I{ighway, City: Changodar - 382213, Dist. Ahmedabad, Gujarat state, India)

79. Co sO iling kf: Santen Pharmaceutical Asia Pte. Ltd. (Dia chi: 6 Temasek Boulevard, #37-01,
Sunkc Tov,er Fow., Singapore 038986, Singapore)
79.I. Co's6'sin xu6t: Santen Pharmaceutical Co., Ltd., Nhi m6y Noto (Diq chi: 2-14, Shikinami,
Hodatsu sh i m i zu- ch o, Ha ht i -gu n, Ish i kowa, Japan )

79.2. Co's6's{n xu6t: Santen Pharmaceutical Co., Ltd., Nh} miy Shiga (Dia chi; 345:i, Aza-sui1aa,
O q za -s h i de, Ta ga-cho, Inukam i - gun, Sh i ga, Japan)

159 Sirnbidan Simvastatin 20mg Vi6n ndn
bao phim

HQp 3 vix
l0 vi6n

USP 36 8801 10415123

(vN-r6806-r3)
0l

160 Cefax-500
capsule

Cefalexin (du5'i
dqng cefalexin
monohydrate)
500m9

Vi6n
nang
cfrng

HQp l0 vi
x l0 vi€n

BP
hi6n
hdnh

24 89011041s223

(vN-18448-14)
01

I6l Sanlein
Mini 0.1

Natri lryaluronat
tinh khi6t
0,4mgl0,4ml

Dung
dlch nh6
mit

HQp I Tti
xl0vix
10fux
0,4m1;
HQp I Tni
x3vixl0
Lqx
0,4m1

JP

hi$n
hinh

36 49910041s323

(vN-re738-16)
0l

162 Mydrin-P Tropicamid
50mgi lOrnl;
Phenylephrin
hydroclorid
50mg/ l0ml

Dung
dich nh6
mdt

Hdp I lox
lOrnl

NSX 30 4991104ts423

(vNI-2r339-r 8)

0l

I63 Oflovid
ophthalmic
ointnrcrrt

Ofloxacin 0,37o I l-luoc

mOtm
mit

Hsp I
tufp x
3,59

NSX 36 4991154t5523

(vN-18723-15)
01
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CQNG Uda XA HQr CHU NGHIA VIET NAM
EOc I4p - Tu do - Ifanh phfc

I'ld N\i, ngdy\l thdngP2 ndnt2024

QUYET EINH
Vd viQc c6ng b6 Danh mgc thuSc biQt dup'c gi6c - Dg't I nilm2024

cuc TRLIoNG cuc QUAN LV Dr/qc

Cdn c*LuQt D*qc sO tOS/ZOlOtgnt3 ngdy 06/04/2016;

Cdn c* Nghi dinh sd gS/zoZZ/Wn-CP ngdy 15/11/2022 cfia Chtnh phd quy

dinh chirc ndng, nhiQnt vq, qu1,in hqn vd co' cA.u td chfic ctlct B0 Y tii;

Cdn c* Thdng tw sii 08/2022/TT-BYT ngdy 05/9/2022 cfia BS trfing BQ Y

td qu1, dinh vi€c ddig tci, hru hdnh thudc, nguliAn l.i€zt l.dm thuiic;

Cdn cfi'9u1,A dinh sd 1969/8D-BYT ngdy 26/4/2023 cila BQ tru:6ng Bp Y
td qny dinh ch.thc ndng nhi€m vqr, qu1,dn hqn vd co cAu tii chitc cia Cqrc Qudn I!;'

Dtrqc tlruQc BQ Y t€;

Theo di nghi cia Tru'dtr.g phdng PhdngDdng lE tlrudc - Cqc Qudn ry' Dffqc.

QTIYET DINII:

Ei6u 1. C6ng b6 Danh mgt
Plig lgc kdrn theo Quy6t dinh nny.

Eidu b6 Danh mgc 82 thu6c bi$t duqc g6c Eqt 1 - n6m 2A24 qi

Didu 2. Q.,yet dinh ndy c6 hiQu lpc k6 tir rUdy ky ban hanh'

Ei6u 3. Gi6m diSc S0 Y td c6c tinh, thanh ph6 tr"uc thu$c lrung uong, c6c

co s& kilh doanh dugc vd Gi6rn dOc co s0 c6 thudc nOu tpi Ei0u I chiu trfch
nliiQm thi hdrih Quy6t ttinlr ridy./.

No'inhfin: KT. CUC TRU'ONG
-NhuDi€u3;. -., - .-; i , . .,.=p'HO cuc rRuoNG
- BQ truong Ddo tliing Lan (d0 bic); .,,,;:1i.lij-;i" - Y - ^

- T'lr(L trrrdng O6 Xrran 1\y€n (c1,5 b/c); /"/'.('.) 
----'{l'\. 

,' .,i :

- Cpc rrrrdng Vir TuAn Cu'dng (d6 b/c); lf -c/ t':.t.t, ii;r\l i ; , "

- Cuc Qudn Y - R0 Qu5c phong; CLrc v te - a9 C6ng an; Crii9 [ rI r",ir: : ',;! ii',ll i' ,i' ,' '

V te Cf'Vt - B0 Giao tlr6ng r,An tAi; \\ ,\, i,,r i,' ; ) ;i ,' ;' 
" 

'

- T6ng cr,rc I I6i quarr - B0'fii chinh; \...,,., - ..: .l "- Bio lridrri Xd hOi ViQt Nanr; ::''.(i 
. i'-.-. i',::')

- sO Y t6: V1r I'h{p cli6, Cuc Qt-t<CB, l'hanh tra tsQ; '" Nguytn ThAnh Lfim
- Cdc ViQn: KN tlru6c TW, KN thu6c TP. I-ICM;
- Trung tim mua sirn t{p tlung thu6c qu5c gia;

- T6ng C6ng ty Dugc ViQt Nanr- C'ICP;
- Cdc co s6'kinh doanh drrgc;
- Cdc BQrrh viQn & ViQn c6 gitrdng b0nh truc thuQc BQ Y t6;

- Cuc QI-D: QI.KDD, QI-CLT, PCI'IN, QLG'I', VPC, Wcbsite;
- I.utr: VT, EI( (02t).
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cONc ry cO pnAN

DuqC VTYT nAr DUOXC

s6: to( /cv-DHD
V/v T!6ng bdo thay d6t/b6 tung

sd ddng lE Levofoxaxime

a# ,(610 LS;

CQNG nO^r XA ngr cHtr NGHIA vrET NAM
EQc l$p - Tq do - Hpnh phfc

Hdi Duong,ngdy 03 thdng 05 ndm 2025

9tr

Kinh gr?i: - Sey t6 tinh Ki6n Giang;
- Chc co s& y t5 tr6n tl[a birn tinh Ki6n Giang;

C[n crl Th6ng fir sO }iill2O24lTT-BYT ngdy 17 thang 05 n[m 2024 Quy dinh vC d6u thAu

thu6c t1i cfuc co s& y t6 c6ng lflp;
Cdn cri Quyi5t dfnh s6 1630/QD-SYT ngdy 27 thang 06 ndm 2024 vi viQc phA duyQt k€t qud

hsa chsn nhd thdu cung ciip thuiic t6p trung tinh KiAn Giang, giai doqn 2023-2025 (dqt 3) G6i si|
2: G6i thdu thuiic generic th6ng thudng. C6ng ty C6 ph6n Du-o. c Vat tu Y t5 Hai Ducmg dugc lga
chon cung c6p m{t hdng thu6c Levofoxaxime (SDK: YD-30646-18).

Ngny 2710512024, Cuc Quan l;f Duqc ban hdnh Quy6t dinh s6 331/QD-QLD vO viQc ban

hanh Danh mpc 401 thu6c san xu6t trong nu6c duo. c gia han gi6y ddne ky luu hanh t4i ViQt Nam -
Dqtl97.

Bing vdn bin ndy, COng ty C6 phdn Dugc Vat hr Y tC Hai Duong kinh d6 nghi Quy So y t6,
BQnh viQn vA viQc tti6u chinh SO dang kf thu6c Levofoxaxime (SDK: VD-30646-18) dA duyQt t4i

Quy6t iflnh trung thiu 1630/QD-SYT, cU th6 nhu sau:

1. Thdng tin dfl ph6 duyQt:

Thu6c Levofoxaxime; 56 dnng kf: VD-30646-18

2. Th6ng tin rld nghi thay a6VfO sung:
Thu6c Levofoxaxime; 36 ttdng kf: 893115324424
C6ng ty xin gui kdm Quytit dfnh phC duyQt 1i0n quan dtin nOi dung thay d6i, bO sung cta co

quan qudn l)t nha nudc c6 thAm quyAn.

Ngoii nQi dung dA nghi thay d6i nOu tr6n, chring tdi cam k6t c6c th6ng tin kC khai tr6n Id
chinh x6c, ti6u chudn ch6t lugng ctra thu6c du thAu vd thu6c dC xu6t thay th6 kh6ng thay d6i vd
cam k6t cung img dtr thudc c6 ch6t lugng nhu h6 so d1r thAu vd tai Quytit <tinh s6 1630/QE-SYT.

R6t mong nhfln duqc sU xem x6t vd d6ng y ctra Qqi Sd Y t(5 vd BQnh viQn.

Xin tr6n trong cim cm!

Noi nhQn:

- Nhu trOn;

- Luu: VT, KKD

DAr D

rdue otAtu Poc

WcOI NHA THAU

za,\--
\(?ruo.r:

D$cKI:NowfirmlTf ANH



ceNG HoA xA ngr cHU Ncnh vIET NAM
DQc l$p - Tq do - H4nh phric

Hd N|i, ngdy 27 thdng 05 ndm 2024

Y errvtr DINrr
ban hhnh Danh mgc 40L thudc sin xu6t trong nu6c

ffi
tlugc gia h3n gi6y dnng lry luu hinh t4i ViQt Nam -Dlo.ttll

cuc rRrIdNG cuc QUAN rf DrIqc

Cdn c* LuQt Daqc sO |OS/ZO|6/QH13 nsay 06/4/2016;
Cdn c{r Nghi dinh sii gStZOZZtt|O-CP ngdy 15/11/2022 cfia Chinh phfi quy dlnh

chuc ndng, nhiAm u1r, qryi, hgn vd 
"o "Au 

td chiltc ctia B0 Y d;
Cdn c{r Quy€t dinh s6 1969/QD-BYT ngay 26/4/2023 cila BQ trrdng BO Y td quy

dinh chilrc ndng, nhiQm vq, quyin han vd co cdu t6 ch*c ctia Cqrc Qudn t!, Duqc thuQc
B0 Y tA;

Cdn c* Th6ng tu sd 08/2022/TT-BYT ngay 05/09/2022 cila Bq tradng BO Y ft
quy dlnhviQc ddng lcy tru hdnh thudc, nguy€n l,igu ldm thuiic;

Cdn cdr kAt hQn cila HOi d6ng tu vdn cdp giay ddng lry ln hdnh thu6c, nguyAn
li€u tdm thuiic - BO Y tii dqt 197 tqi C6ng vdn sd fi/HETV-VPHE ngay l1/4/2024 ctia
Vdn phdng H,Oi d6ng ta vdn ciip GDKLH thudc, nguyAn li€u ldm thuiic;

Theo di nghi cila Trabng phdng Ddng try thuiic, Cltc Qudn g Duqc.

QUYET D!NH:

Eidiu 1. Ban hanh kdm theo Quyiit ilinh ndy danh mpc 402 thutic san xu6t trong
nu6c duoc gia hpn gi6y di,r,rrgky luo hanh tai ViQt Nam - Eqt 197, cg th6:

1. Danh m]urc 256 thu6c san xu6t trong nu6c dugc gia h4n giSy ddng ky luu
hanh hiQu lpc 05 ndm(Ph1t lqtc I kdm theo).

z.Danh mpc 140 thu6c san xu6t trong nudc dugc gia hqn giey ddrrrg ky luu
hanh hi6u lgc 03 ndm(Ph1t luc II kdm theo).

3. Danh mpc 05 thu6c san xu6t trong nu6c dugc gia han giay ddng ky luu hanh
hiQu luc ddn3llt2l2025 (Pha luc III kdm theo).

Di6u 2. Co sd san xu6t vd co so ddng hj thu6c co trdchnhiQm:
1. San xuAt thu6c theo dring c6c h6 so, tdi li6u i15 deng ky v6i BQ Y d vd ph6i

in sO dang \y dugc 89 Y t6 Viet Nam cdp 16n nhdn thu6c.
2. Chi dugc san xu6t, dua ra luu hdnh c6c thu6c kiiSm soSt dac bi-6t khi c6 Gi6y

chimg nhan ffi di6u kiQn kinh doanh dugc phSm vi kinh doanh thu6c phai kiOm so6t
dflc bi$t pht hgp. v6i phpm vi hopt dQng cria co sd t16p rmg quy tlinh tpi klroan 5 Di0u
113 Nghi dinh sO 54l2}l7ND-CP ngdy0Sl5l20t7 cria Cfrintr ptli quy dinh chi tiiSt met
sO OiCu vd biQn ph6p thi hdnh Lupt Dugc.

3. Thgc hiQn viQc cfp nhft ti6u chu6n ch6t luong cira thudc theo quy tlinh tai
ft9ng tu s6 lll2}l8/TT-BYT ngiry 041512018 cira BQ truong Bq Y tti quy tlinh vc
ch6t luq,ng thu5c, nguyQn liQu lim thutic.

4. Thu6c dugc gia hqn gi6y ddng ky luu hanh tai Quyet tlinh niy nhrmg chua
nQp hO so c6p nhat nQi dung nhdn thu6i, iO fro*g ddn su dung thu6c ifr"o quy Oiot
cta Th6ng tu 01/2018/TT-BYT ngiy 18/01 12018 cria BQ truong B9 Y ti3 thi phii thgc

l

ffi



2

hiQn cfp nh4t theo quy ttinh tai tli6m b Khoan 1 Ei0u 37 Th6ng ru sO 0l/2018/TT-BYT
trong thdi hqn t2 thingEii tu ngay dugc gia h Al ei6y <t5ne ky luu hanh.

5. Sau 12thirrrgk6 tu ngdy.ky ban hatih Quytit dinh ndy, cdcthu6c dugc gia han
gi6y dgng ky luu hanh theo Quy0t dfnh niy c6 thay d6i yA n0i O*g hanh chinh ph6i
san xuAt vi luu hlnh v6i cdc.nQi dung dd dugc ph6 duyQt thay r16i trong h6 so gia hqn.

, .A , 6. go tg^dtoF kythygt phai ba9 dg" Auy tri didu kiQn hoat rl6ng trong tt Oi gi*
hiQu lgc ctn gidy deng ry luu hanh thu6c, nguyon liQu ldm thu6c. Trong truong hgp
ktr6ng cdn d6p img tlir diAu kiQn hopt dQng, co so deng ky phii c6 trac[ nfriem tfruc
hiQn thay it6i co so ddng lcj theo quy dinh tai rnOng t" rO OSizO22/TT.BYT trong thdi
hqn 30 ngdy k0 tu ngiy co so _da"g ky kh6ng cdn dri di6u kiQn ho4t dQng.

7. Co so s6n xuat thu6c ph6i bno dim cdc diAu kiQn hop-t dQn[ cta co sd sdn
xu6t trong thdi hqn hiQu lyc cria gi6y deng ky luu hanh thu6c, nguyCn teu um thu6c.

8. c6c thudc dugc gia.h an eiey deng ky luu hanh tai euy5t dinh ndy <tugc tirip
h;c sir dpng sd dgne kf dd' cdp tru6c khi gia han trong thdi hAn tOi da 12 thangtO tir
ngdy dugc.c6p s5 d[ng hf gia tran theo quy dinh tpi Phu lpc VI ban hanh kdm theo
Th6ng tu s6 O8/ZO221TT-BYT.

9. PhOi hqp v6i c6c co so tliOu tri dO thUc hi-en theo ttring c6c quy dinh hiQn
hanh v0 thu6c kC don, theo doi an todn, hiQu qud, tirc dung kh6ng rn*g *on .riu
thu6c trcn ngudi viQt Nam vd t6ng hgp, t6o-cao trreo quy di;rh tai Sidu s Trrong t" 16
08/2022TT-BYT d6i v6i c6c thu6c trong Php lpc II ban hdnh kdm theo Quy6t dinh
ndy.

Di6u 3. Quyiit dffi niy c6.hi0u lUc kA tir ngiy lcy ban hanh.
Didu 4. Gi6m d6c So Y ti5 cdc tinh, thanh ptr5 tfuc thuQc Trung uong vd Gi6m

d6c co s0 sdn xu6t vd co s0 dAng ry c6 thu6c tai OiAu 1 chiu tracfr-nhiAri Uri fr*,f,
Quy0t ttinh ndy./.

Noi nhQn:
- Nhu EiAu 4;
- BT. Ddo Hdng Lan (dC b/c);
- TT. D6 Xudn Tuy6n (de b/c);
- Cqc Quan y - B0 QutSc phdng, Cgc Y ti5 - gO C6ng an;
- Cpc Y te GTVT - B6 Giao th0ng v6n t6i;
- TOng Quc Hni quan - BQ Tii chinh;
- B6o hi6m xe hQi ViQtNam;
- B0 Y t6: Vg PC, Cgc QLYDCT, Cuc QLKCB, Thanh rra
B0, VAn phdng HDTV c6p GDKLH thutic, NLLT;
- ViQn KN thu5c TtI, ViQn KN thuiSc TP. HCM;
- Tdng C6ng ty Duqc Vi-etNam - C6ngty CP;
- C6c BQnh viQn, ViQn c6 giudrng bQnh tr.uc thuQc B0 y t6;
- Trung tdm mua s6m t{p trung thuiSc quiSc gia;
- CUc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;
- Luu: VT, DKT (C.H) (02b).

CUC TRTIONG

Vii TuAn Culng
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DAIIH MUC 2s6 THU6C

(KDm theo

rffi rcf IUU HANH
. Phg lgc I
NIWTOC DIIOC GIA HAN GIAY DANG
.\L
uEu Lu. c os NAM - DEr 1e7

lpO-)tO ngdy 27 thdng 05 ndm 2024
g/l QuanU Duqc)
,/

STT TOn thu6c Ho4t chf,t ch)ffi
IIim lugmg

Wreo
chd

Quy c{ch tl6ng g6i Ti6u
chuin

Tudi
thq

(th6ng)

56 tllng ky
gia h4n

(S5 dnng kf
I,

fl,l crnl

Sd lfrn
gia h4n

(1) (2\ (3) @l (s) (6) (7) (8) (e)

1. Co sO rlIng ky: Cdng ty c6 phAn DTS Viet Nam (Dla chi 18, t6 51, phudrng Quan Ho4 qufln Ciu GiAy, thanh phd Hd

N0i, Vi0tNam)

1.1. Co s& sin xudt: C6ng ty c6 phin dugc phim Nam Hi (Dia chi: 56 4tS, ttudrng Hdn Thuy6n, phulng Vi Xuy6n, TP.

Nam Dfnh, TinhNam Dinh, ViQtNam)

893t10307124
(YD-2407s-16)

Thioctic acid (Alpha
Lipoic Acid) 300mg

HQp2vi,4vix15

893t10307224
(vD-286s4-18)

HQp 3 vi x 10 vi6n,
HQp 6 vi x 10 vi6n

HQp 3 vi x 10 vi6n 893110307324
(vD-30216-18)

1.2. Ca sO srln xu6t: COng ty TI\HH MTV 120 Armephaco (Dia chi: 118 Vii Xudn phuong Phric Lgi, qu{n Long

Bi6n, TP HeNQi, ViQtNam)

2. Co sO tling kf: C6ng ty C6 phin Duqc Danapha (Eia chi:253 Dfing Si Thanh Kh6, phudng Thanh Kh6 Tdy, qufln Thanh

KhC, thenh ptrO OaNEng, Vi6tNam)

2.1. Ca s& sin *uit: C6ng ty c6 phln duo. c Danapha (Dia chi 253 Dflng Si Thanh Kh6, phuing Thanh Kh6 TAy, qufn

Thanh KhC, thanh phO Oa Ning, ViQt Nam)

4 Amitriptylin
25 mg

Amitriptylin
hydroclorid 25mg

Vi6n n6n

bao phim
HQp1lqx100
vi6n; HQp l0 vi x
10 vi6n

NSX 36 893110307424
(vD-31039-18)

1

5 Daquetin 25 Quetiapin (duoi
d4ng Quetiapin
fumarat) 25mg

Vi6n n6n

bao phim
HQp 3 vi x 10 vi6n NSX 36 893t10307524

(vD-25s80-16)
1

6 Dibulaxan Ibuprofen 200mg;

Paracetamol 325mg
Vi6n n6n HQp 5 vi x 20 vi6n NSX 36 893t00307624

(vD-30234-18)
1

7 Magnesi - 86 Magnesi lactat
dihydrat 470mg;
Pyridoxin
hydroclorid 5mg

Vi6n n6n

bao phim
HQp 5 vi x 10 vi6n NSX 36 893110307724

(YD-27702-17)
1

8 S-Enala 5 Enalapril maleat

5rg;
Hydroclorothiazid
12,5m9

Vi0n n6n HQp 5 vi x 10 vi6n;
HQp 10 vi x 10 vi6n

NSX 36 893110307824
(vD-31044-18)

1

9 S-Levo Levofloxacin (du6i
dqng levofloxacin
hemihydrat) 750mg

Vi6n n6n

bao phim
HQp 2 vi x 10 vi6n;
HQp 5 vi x 10 vi6n

NSX 36 893115307924
(vD-3104s-18)

I

3. Co sO iling kf: Cdng ty c6 phin Duqc Edng Nai (Dia chi: 56 227 B, cludng Pham Vdn Thudn, phuong Tdn ,hdnh

pnO niOn Hda, tinh D6ng Nai, ViQt Nam)

3.1. Co s0 sin xu6t: COng ty cii phdn Duqc Ddng Nai (Dia chi: 56 2218, rlucrng Pham Vin Thu{n, phuong TAn Ti6n, thdnh

pnO ni6n Hda, tinh D6ng Nai, Vi0t Nam)
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STT TGn thu6c Ho4t chit chfnh -
Him lugmg

D4ng bio
ch6

Quy cdch tiling g6i Ti6u
chuAn

Tu6i
thg

(thing)

56 tling kf
gia h4n

(s5 tlnng kf
i.

oa caDl

SO Ian

gia h4n

(1) (21 (3) (4\ (s) (6) (7\ (8) (e)
t72 Vacoomez 40 Omeprazol (duoi

dang vi hat bao tan
trongru6t 8,5%)
4Omg

Vi6n nang

cimg chrla
vi h4t bao

tan trong
ru0t

HQp 10 vi x l0
vi6n; H$p 20 vi x
10 vi6n;HQp 50 vi
x 10 vi6n;HQp 100

vi x 10 vi0n; Chai
100 vi6n; Chai 200
vi6n; Chai 500 vi6n;
Chai 1000 vi6n

NSX 24 893110324224
(vD-30641-18)

1

173 Vadol Caps Paracetamol 500mg Vi6n nang
oung

HQp 10 vi x 10

vi6n; HQp 20vix
10 vi6n; H$p 50 vi
x 10 vi6n;HQp 100

vi x 10 vi6n;Hdp 5
vi x 15 vi6n; HQp

10 vi x 15 vi6n;
HQp 20 vi x 15

vi6n; HQp 25 vix
15 viOn; HQp 50 vi
x 15 vi6n; Chai 100

vi6n; Chai 200 vi6n;
Chai 250 vi6n; Chai
500 viOn; Chai 1000

vi6n

DD\TN 36 893100324324
(yD-237ss-ls)

1

49. CcrsO rling kf: C6ng ty c6 phin Du-crc Vg tuy t6 Hii Duong (Eia chi: 02, ph6 Chi rat
TP. Hai Duong, tinh Hai Duong, ViQtNam)

49.1. Co so sin xudt: c6ng ty cil phin Duoc vf;t tu ty t6 Hrii Duong (Dia chi: Si5

TP. Hai Duong, tinh Hai Ducrng, Vigt Nam)

Lang phudng Nguy6n Trdi,

102, ph5 Chi LEng, phudngNguy6n Tr6i,

174 Levofoxaxime Levofloxacin (duoi
dang Levofloxacin
hemihydrat)
25mgl5ml

Dung dich
thu5c nh6

mat

HQpllqx5ml NSX 36 893115324424
(vD-30646-18)

I

115 Redtadin Loratadin 5mg/5ml Sird HQp I chaix60ml;
H6p 1 chai x75ml

NSX 36 893100324524
(vD-30647-18)

1

50. Co s& ding kf: C6ng ty c6 phAn Euvipharm (Eia chi: Ap Binh Ti6n 2, *a pric Ho"a ga. fruv6, O,i. HOu. tint
Vi6tNam)

50.1. Co sO sin xudt: COng ty c6 phAn Euvipharm (Dia chi:
An, Vi€t Nam)

H4, huyQn Dric Hda, tinh Long An,

Ap Binh TiAn 2, xd Dr?c Hda Hq, huyQn Drlc Hda, tinh Long

t76 Cefpodoxim
200 mg

Cefpodoxim (du6i
d4ng cefpodoxim
proxetil) 200mg

Vi6n n6n
bao phim

HQp 1 vi x 10 vi6n USP 38 24 893110324624
(vD-30362-18)

1

177 Euroxil500 Cefadroxil (duoi
dang cefadroxil
monohydrat) 500mg

Vi6n nang

cung
HQp 10 vi x 12 vi€n USP

2022
36 8931t0324724

(YD-29736-18)
1

5L. CosOdingkf: C6n ty C6 phfln H6a dugc ViQt Nam (Dia chi: 36 2T, Tdy Son, phudngNgd Tu Sfl qu{n
Da, thdnh phO Ua N6i, ViQt Nam)


