
Q0 tbrc- ki; 6 e

cONG HoA xA ngr cHU Ncnia vrET NAM
D6c I6p - Tu do - Hanh phric

Ci.n Tho, ngdy I I thdng 02 ndm 2025

cdxc ry co rHAN DrIgc rHAM
vhur pnuc

36: 5112025/VPC-CV
V/v: Thay d& thArg fin thutic trilng thdu

Kinh gftiz Sby t6 tinh Ki6n Giang

Tru6c ti6n, C6ng ty C6 phin Duqc ph6m Vinh Phric ch6n thinh cim crn sg h-o. p t6c vit
girip dO cria Quf Sd di5i vdi cilc sin ph6m ,a ai"n vg cria C6ng ry chring t6i trong nhirng thdi
gian qua.

Kinh thra Qu! SO!
C6ng ty CO phAn Duqg phAm Vinh Phric tham du thiu vd d5 trung thAu cdc m{t hdng thu6c

do c6ng ty chring t6i sin xu6t va phin ph6i theo quy6i dinh s6 1630/ab-ivr ,gey 27/06t2024
cfia Sd y 

1e 
gnh Ki6n Giang. Trong Ao co san pham Nisitanot (mq,tlii wrftp"m hydroclorid

20mg/2m1, s6 dang hy: VD-17 594-12).

Thu" hiQn-theo quytit tlinh s6 401/QD-QLD ngdy 18106/2024v4 viec ban hdnh danh muc
512 thu(ic s6n xu6t trorle nu6c dusc gia ha; 96], aani [y r", hanh tai vtCt N; -;;t00;;r"*
d6 c6 thay d6i t6n vd s6 deng \i cria s6n phAm Nisitanol.

pe eam bio viQc 
"ung 

t*g thu6c t*rg. thAu kh6ng bi gi6n dopn, COng ty c6 phAn Dugc
ph6m vlnh Phric xin th6ng bTo rE viQc thay ati tnong ti"Ih"#;t 

"*, 
thlu rho ,u.r,

STT TOn ho4t ch6t Lo4i th6ng tin
Th6ng tin cli
trring thiu

Th6ng tin thay tl6i

I
Nefopam

hydroclorid

TCn thu6c Nisitanol
Nefopam hydroclorid

20mgl2ml

SO dang ki yD-17s94-12 893110447924

Chirng t6i cam ktit sin phAm Nisitanol chi thay dOi t6n vd sr5 ddng lo-i, kh6ng thay d6i v6
ch6t lucr,ng, quy c6ch sin phAm vd ti6u chi k! thuQt trong hO so tham gia d6u thiu.

chring t6i grii kdm c6ng vdn s5 401/eD-eLD cira cuc eu6n ly Dugc - BO y t6.
Kfnh mong Quy So xem x6t.
C6ng ty chring t6i trAn trgng cim crr!

Noi nhSn:
- Nhu ktnh gli;
- Lru W.

EAI DIEN PUAP CUA NHA THAU
TR HONG DAI DIFN

{61
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NGQC ANH



,'t&,, ["m,':1'

W*H,Bfld?J#DUsc CONG HOA XA HOI CHU NGHIA
EQc tip - Tg do - H4nh ph

5[; +or /eD-eL.D t'{ii N|i, ngal; 18 thimg 06 ndnr

QUYET EINH
VG viQc ban hhnh Danh mgc 512 thuiic sin xudt trong nu6'c
dutr. c gia h3n gi6y dlng lcy luu hinh tai ViQt Nam - Egt 200

cvc TRUoNG cuc QUAN LY DU'O. C

{.|iin t:ti'Lu|t Dtxtc si IaSt:OtOtglII3 ng$,06/4i20t6;
Cdn cfi'Nghi dinh si gSlZtlZYYn-CP ngd1, 15/t t/2032 cziu Chinh phi qtt), riinlr

c'h{rt'rrcittg, nltietn r'q, qr,1,ir,lzcut t'ti ,rt,i,, 16 c'lni't'c'tia IJO Y tA.'

('tin cti'Qtryit tlinh sii t969iQil-BY7' ngdst 26/4/2023 ctia l]6 traong BA I' d quy
dtnh chic utittg, nhiim t,t,, tluvOn lun vit r,,., criu tlt chti'c crta (luc Qutin ty Duoc thu6c
B0Yft;

(tdn c* Thdng rt sii 0B/2022/TT-BY7' ngdl; Qjiggi2022 cita BO trrdng B0 Y ri
Ety tlinh viAc diing h',luu hdnh thuoc, nguyAn liAu ldm thu1c;

Cdn cti' kit tudn cia [I6i ddng tu tAn ,op giiiy dang fu' lmr lu\nh tlnric, rtgtrydn

li{u ltim thuic'- Bd )'ri rlut 200 tai C'ong ydn sd 43\HDT[,/-VPHD ngiy- t5/5i2024 ctru
Vdn phdng Hli ding tr ytin ctip GEKLLI thu6c, ngtryAn liAu ldm thudc;

Theo cii nghi ctia Tnrctng phr)ng Eiing k-v thtiic, Cuc Q.utirt bi Dre'c.

QUYtr D{NH:

Di6u I. Ban hanh kem theo Quy€t tlinl-r nriy danir muc 512 thuSc s6n xudt trong
nu6'c clucrc gia han gidy ddng ky luu hinh tai Viet Nam - Dot 200. cu th€:

1. Danh muc 418 thtiOc sin xu6t trong nudc dugc gia han giAy ding k1, luu
lriinh lriOu luc 05 n5,m (Pltu luc I kim rheo).

2. Danh muc 89 thu6c sin xu6t trong nrr<ic duqc gia lran gi6y ddng kf luu hinh
hi€u luc 03 ndm (Phq lryc ll kim theo).

3. Danh muc 05 thu6c sin xuat tror-,-q nu6'c duoc gia hiln gi51, ddng k1r luu hdnh
hi€u luc d6n 31/l 212025 (Phu lut: lll kitn tlrco).

Di0u 2. Co sd sdn xr,rdt va co s6'ci5ng ky thudc cti trdch nhiQrn:
l. San xufrt thu6c theo dirng c6c h6 scr, tdi li6u di dang k1,'v6{ B$ Y t€ vd phdi

in s6 d[ng ky tirroc I]t1 Y td Vi€t Nam c6p l6n nh8n thutic.
2. Chi ducrc san xu6t. dLra ra luu hinh ciic thu6q kiem soat dlc bi$t khi c6 Gi6y

chfing nhin du di6u kiQn kinh doanh du1c ph4rn vi kinh doanh thuSc phiii ki6m soat
d4c bi0t phu hgp r,6i pham vi hoAt dQng cira co so'ddp img quy dinh tai khoiin 5. Di0u
1a3 Nghi dinh sri 54/2017/ND-CP ngd,v A8/5i2017 cria Clhinh phu qLry <tlnh chi ti6t m6t
s6 di€u vd bi€n ph:ip thi hdnh Luat Ducy. c.

3. Thuc hi6n viOc cip nhdt ti6u chuAn chAt Iuong cua tiru6e theo cpr1,'cIlnh tgi
Th6ng tu s6 tti20l8/T'f-BYT ngdy- 0415/2018 crla BO trudng BO Y re quy dinh v€
chAt luo-ng thti6c. rrguyen li6u ldm thu6c.

4. Thu6c duoc gia h4n giAy d5ng k-v luu hhnh tai Quy0t dinh niy nhung chua
^ ,i

nQp ho str cap nhat nQi dung nhdn thu6c, to' hui;ng ddn su dqng tlru6c theo quy dinh
cfia Thdng ru 0ll20lBiTT-tlY'f ngii1.' I B/01/2018 cria 116 ffLrcmg BO Y td thi phii thuc
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hiQn cpp nhdt theo quy <linh tai di€rn b Khozin i Di€Lr 37 Th6ng tu s5 0t/:018,/TT-BYT
trong thcri hprr l2 thdrig ke tu ngd1.' du'gc gia han gi6y dang ky iuu hdnh.

5. Sau l2 thdng kii ru ngAy.kli ban hdnh Qu1€t d!n[ ndy, c6c thudc duoc gia han
gi5i,' dlng.krf ITu. hanh theo Qu1,€t rlinh ndy 

"O 
inuy rt6i vA n6i- Oun_r hAnh chirir plidi

san xlrAt va luu ldnh r,6'i c6cr n6i dung dd dr-rcrc ph€ duyQt thay r16i trong h6 so gia h4n.
6. Co sd dang k1, thu6c ph6i b6o ddm du.v tri diAu ki6rr hoat d6ng trong tho'i gian

hi€u lUc cua gidri, ddng k-v lrru hdph thu6c. lguy6n 1ieu ldm thg6c. lrong tiucrnglqp
kh6ng con d6p {rng dri di6u ki€n hoat i16ng, ccr sri ddng k,v phAi co tr6ch nhieni thuc
hi6n thal'd6i civ sd dirng kv theo quy dinh tai Th6ng tu sO 08,'2022/TT-BYT trong thoi
han 30 ngriy k€ tu ngt\1, ccr so'dang k1,1 khdng ccln clu diCu ki6n hoar ddng.

7. Ccr so' san xudt thudc ph.ii bao ddm c6c di€u kiQn hoat tiQnf cua ccr sr: siin
xuat trorg thoi hgn hi€u luc cua gi6y dang k1i luu hinh thu6c, nguy0n hlu Iam thu6c.

8. Cdc thu6c duoc gia.han gi5y dAng k1,' luu hinh tai qrr-oet dinli nriy cluoc ri6p
tyc su dung s6 clqing ki"dfr c6p h'uo'c khi ei* lla" trong thoi trari t5i cla tz ihang ko tiL
n-rrziy duo'c.cAp s5 cfdng k.(' gia han theo qu-v dinh tai Phu luc VI bap hdnh kdm theo
Thdng tu s6 08/20?2/TT-BYT.

9- Phdi hqp v6i c6c co str di€u tri d€ thuc hi6n theo dirng c6c quy dinh hidir
hinh vd thu6c kc dcrn, theo ddi an toan. hiQu qu6. t6c <lung khd-ng ,roirg mu6n cua
thuric trdn ngucri viQt Nam va r6ng hop, bao c6o theo quy dinh rai I;€u s it,ong iu s6
A9l2AzzffT-BYT aOi vO'i cdc thr"rdc trong Phq luc 1I ban hanh kdrn theo Quy5t dinh
niy.

Di6u 3. Quy0t rlinh niy c6_hiQu luc k6 u ngdy ky ban h.inh.
Ei0u.{. Gilim d6c S0 Y te cic tinh. thnnirlli6 irqrc thuQc Trung u<rng va Ci6rn

doc ctv s<v sirn xr-rdt vA co sti dnng ky co tliu5c tai OiAu 1 chiu trnch nhi€Jr thi iralh
Qu1'6t dinh ni.v./.

Noi nhQn:
- Nhu Didu 4:
- BT. DAo H6ng Lan (dd blc):
- T'I. D0 Xudn'l'u,v.,€n (de b;c;:
- Cuc Qudn,v - B0 QuOc phdng. Cuc Y t6 - BQ C6ng an;
- Cuc Y t6 CfVf: - 86 Giao rh6ng vdn rii;
- Tdng luc H6i quan - BQ l'di chinh:
- Bao hi€rr xd hOi Viet Nam:

guc TRU0NG

ft Tudn Culng- Br; Y t0: Vu PC, CUc QLYDCT, Cuc QLKCB, Thanh tra
BQ, Van phdng l-{DT\r cAp GDKt..lt thu6c, NL,LT';
- Vign KN thu6c TtJ. ViC; KN thu6c Tp. HClv{;
- T6ng C0ng ty Duoc Vi6t Nam - COng ty Cp:
- Cric B€nh vi6n. Vi6n c6 giu'irng b€nh truc rhu6c 86 y t6;
- Irung tim mua sam tap rrung thu6c qu6c giat
- Cuc QLD: P.QLKDD, P.QLCL'|" p.pCHN, p.eLGT;
Website;
- Luu: Vl'. DK f (C.H) (02b).
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PhB lgc I
DANH MUC 4rS THUOC SAX XUAT ?RONG NUOC DUqC (;rA H4lr Cl,'iy OINC Xy lrrU HAXn

TAI vrsr riAN.r HrELr LUC 0s NAM - Dr)T 200
(Klm theo Qtn,it dlnh sd 40t iQD-QI-D ngol; lg thLing g(1 ndtn 2021

ctiu Cuc Qu)n li Dtrrlc)

Hung
Phirc, thinh pn6 Vlntr, tinh Nghe An, Vigt Nam)

I.t. Co sti's:ln xu{t: CAng tv c5 phin Dugc - V$t tu y te Nghe An (Eia chi: Sd 68 dudng Nguy6n S} Sdch, Irhudng l{ung
Ph[c, thdnh ph6 Vintr. tinh Ngh€ An. ViQt Narn)

Minh. ViQtNam)

2.1. Co s6'srin xudf: C0ng ty c6 ph0n dupc Apimed (Eia chi: During NI. cgm c6ng nghigp Phri Thpnh- VTnh Thanh, xd
Vinh Thanh- huyQn Nhon'l-rach. tinh Ddng Nai, Vidt Nam)

3. Co srl'tting kj': C6ng ty c6 phin dug'c Danapha (Dia chi: 253 Diing Si'fhanh Kh6. phuong 'lhanh KhO 'iil.'. q*rl I'hrrlt
Kh€. thinh ptrii Oa Ning. \ri€r Nanr)

3.L Co s6'sfrn xudt: C6ng ty c6 phin dugc Danapha (Eia chi: 253 D0ng ST Thanh Kh€. phu'dng Tlranh KhO Tdy, qudn
Thanh Kh6, thdnh ph6 Da Nfrng. Vift Nam)

STT T6n thu6c Hogt chit chinh -
Hlm lrgng

Dpng bdo ch6 Quy c{ch il6ng g6i Ti6u
chuin

I UOI

thq
(thfng)

Sd ttdng kj'
gia h4n

(36 rrang kf
oa caDl

50
Iin
gia
han

(1) (:2) (3) (4) (si (6) U) (8) (e)
Co s6'{I6ng kf: C6ng ty c5 phin Dugc - V{ tu y t6 NghQ An (Dia chi: 56 68 du'ong Nguy6n Sl Siich, Phu)lg

1 inatan'rDNA Cliiiarizin 25r":ig:

Piracctarn 400mg
Vi0n nang

cirng
H6p 6 vi r l0 vi6n;
IIrip l0 vi x l0 viOrr

NSX JO 893 I 1 0425424
(vD-263_s9-17)

1

2 Piracetaru - DNA Piracetarn 400rrrg Vi6n nang

ciurg
l"lQp -5 vi x I0 vi€n:
Hop l0 vi x l0 vierr

DEVN
v

36 89il 1042552.1

(vD-26361-t 7)

1

J Ietracyclin
l50mg

Tetracyclin
hydroclorid 25Omg

Vi6n n6n l,o -150 vien. l,o
400 vien. Lo 100

vi€n, L9 100 vi€n

DDVN 1A 893 1 I 0425624
(vD-20928-1"1)

I

2. CosotlSng k-f: C6ng ty c0 ph6n duqc Apimed (Dia chi: 26319L! Thu<rng Kig! Phuong 15, Qugn 1 l, Thdnh ph6 Hr chi

4 I\{isopato 5 Bisoprolol fumarat
5mg

YiOn n6n bzro

phim
HQp 3 vi x l0 vi€n USP 38 24 893110425724

(vD-3 r034-r 8)

I

Nooapi 400 Pjracetarn 400mg Vi€n n6n bao
phim

I{Qp 10 vi x l0 vi0n NSX 24 rJ93 I 10425824

(vD-3 r036-18)
1

6 Nooapi 800 Piracetam 800rng Vi€n nen bao
phirn

HQp l0 r,i x l0 vi6n NSX 24 893t I042s924
(vD-30?20-18)

I

1 Sucrapi Sucralfat l000rng l{On dich udng Il6p 20 g6i x 5m11

HQp -50 g6i x -5nrl

NSX ?4 893 100426024

(vD-i0914-18)
I

Co sri' k cn d

I Disidana Nefbpam

hydroclorid
)0mgi2rnl

Dung dich
ti6ln

HQp l0 6ng x 2rrrl NSX JO 893 I 10426r?4
(vD-i 1s 18-19)

I

9 [:'urosol f:urosenrid 20ml2rnl Durrg dich
ti€m

HQp l0 6ng x 2rrrl NSX ?4 893t10426224
(vD-24683-16)

1

l0 Gzrnotal Phenobarbitai l00rng Vi0n n6n HQp l0 r,i x l0 vi6n NSX 36 893fi2426324
(vD-24084-16)

I

11 Ilaloperidcrl 2 rng I{aloperidol 2nig Vidn r.r6n HQp I lo x f00 vien NSX 36 8931rc426424
(vD-il11s8-13)

I

l2 N{eloxicam l5mg fuleloxicarn l5mg Vi0n n6n IlQp 3 vi x l0 r,ien NSX 36 893110426524
(vD-3ts20-19)

1

13 Ner"rropvl 400 Piracetam 400rng Vi€n nang
crnrg

HQp 5 vi x 10 vi6n NSX 36 893trc426624
(vD-25094-16)

I
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STT TGn thu6c Hopt ch6t chfnh -
Him lugng

Dgng bio ch6 Quy cdch il6ng g6i Ti0u

chu{n
Tuor

thq
(thing)

56 tlSng ky
gia hgn

(Sii axng kf
oa caDt

S6

lin
gia
han

(1) (2) (3) (4) (s) (6) (7) (8) (e)
222 Pregabalin 300 Pregabalin 300mg Vi6n nang

cirng

HOp 03 r.i x l0
vi6n; H6p 05 vi x
I0 vi€rt; I IQp l0 vi
x l0 vi€n; H$p 20
vi x l0 viOn

NSX l6 893n0447524
(vD-32004-19)

I

2?3 Siribre Diacerein 50mg Vi6i'r nang

cfirg
HQp 3 vi r I0 vi€n NSX 36 893110441624

(vD-25319-16)
I

47. Co s0'tl5ng kf: Cdng ty c6 phAn Duqt phf m VCP iDia chi: Th0n Thach LSi. x6 Thanlr XuAn. huven S6c, So.n. thdnhuyOn Sirc So'n,
pl6 ua Noi, Viot Nam)

47.1. Ctt sd'srin xudt: C6ng ty c6 phAn Dugc phiim VCP (Dia r:hi: Th6u Thach L6i, xi Thanh Xudn. hLryon S6c Sgn. lhiinh
phO Ha Neri, Vi6t Narn)

ph5 Vinh Ydn. tinh VInh Ph0c. Vi6t Nanr)
dudng nh. phuong Khai Quang.

.{8.1. Co sti' srin xuiit: C6ng ty cii ptr0n tlupc phAm Vinh phric (Dia chi: 'I'lr6n Milu -l'hong. phuong Khai euang" thanh pliii
Vinlr Y€n, tinh Yinh Phirc, Vi€t Narn)

n1A Fluocide Fluocinolon acetonid
).25mllg

ThuOc mtf bOi

da

ll6p I tujp thu6c
md'159

NSX -ro 8931 t0447124
(YD-320r2-r9i

I

225 Vitazovilin 39 Piperacilin (du'di

dang Piperacilin
natri) 39:

Tazobactarr (dLrai

dlng -laz-obactarn

natri) 0-375g

'l-hu6c b6t pha

ti6rn
HOp 0l lq; I-l0p 10

lq
USP

2023
36 fri931 1044782.1

(vD-25323- t6)
1

48- Cn sii' tlSng kf : C6ng ty' c6 phin rtuqc phdm Vinh Phric (Dia chi: S6 lll. dudns Me Linh- thulns Khai Ouans- rhd"l.t

226 Nefopam

hydroclorid
20mgi2rnl

Nefopam

hydroclorid
20mg1?rnl

Dung dich

tienr

l-lOp I vi x 10 6ng

x 2nrl: Hgp 5 vi r
l0 Ong x lml

NSX 36 893110447924
(vD-17594-12)

I

2?7 Vilcariiipin Nicardipin
hydroclorid
l0mg/10m1

Dung dich
ti€rn

.A
H(.)p I vr x ,\ ong .\
1Oml

NSX a4 893 r 10448024

(vD-32033-19)
I

228 Vilcopane Hyoscin - N -
butylbromid
20mgrlml

Durrg d!ch

ti6rn

Ht2p l0 6ng x I rnl NSX 36 893110448124
(vD-20891-14)

I

229 Vincotine Biotin 5mg.r1ml Dung dich
ti0m

HOplvix66ngx
lrnl

NSX 36 893 I r0448224
(vD-24907-16j

I

230 Vinphacine 250 Arnikacirr (drroi dqng
Amikacirr sullht)
250mg12rnl

Dung dich
ti6rn

HQp I vi r l0 6ng
-r 2rll; Hdp 5 vi x
I0 5ng x 2rnl

NSX 36 893 l 10448324

(vD-32034-19)
I

231 Vinphylin Arninophylin
340rng/5m1

Dung dich
tirim

HQp2vix56ngx
5ml. I-I6p 4 vi .x -i

6ng x,sml. H6p l0
. -tvrx)oltgx)ntl

BP
24rc

36 8931 I0448424
(vD-32ss2-1e)

I

232 Vinsalam.in 500 Mesalamin 500mg Vi€n ndn bao

tan trong ru$t
HQp 3 vi x I0 vien:
Hdp l0 vi x l0 vi€n

NSX 36 893 I t0448_s24

(vD-32036- 19)

I



g CONG TY C6 PHAN
Dr-rgc pnAu rRrrNG rIcrl{c cPCl

QJ [69. La, 6(

cgNG uoA xA ner cHU Ncuin vrET NAM
DQc lfp - Tg do - H4nh phric

fp. Ui Chi Minh, ngdy 20 ttuing 02 ndm 2025so})Zcpc1-cNHCM
V/v thay AOi ttrOng tin thu6c trung thAu

Oxacilin 1g

Kinh grii: So Y ti5 tintr Ki6n Giang

chta bdnh, c6ng ty chring t6i xin dugc ti6p tpc cung fmg thudc trOn theo

chinh vd d6ng thcri cam ktit vigc ttray d6i ndy l*rdng inh hucrng rt0n ti6n dQ

nhu cam k6t ti6u chuAn ch6t lucrng san phAm cria thuoc lh6ng thay d6i.

Loi dAu ti0n, COng ty CO phAn Dugc phAm Trung uong CPC1 xin cim crn sU ring hQ

vh hqp tdc cfnQuf S0 Y t6 tong su6t ttrdi gian qua.

Cdn cri QuySt dinh sO 1630/QD-SYT ngdy 271612024 cria Sd y t6 fien Giang vC viQc
phO duyQt ktit qui lpa chon nhd thAu cung c6p thu6c tQp trung tinh Ki6n Giang, giai do4n
2023-2025 (dqt 3) G6i sO 2: G6ithAu thu6c Generic thOng thudrng.

Cdn cri Quytit ilinh sO 550/QD-QLD ngiy ngiy O2lO8/2024 vC viQc ban hdnh danh
mpc 700 thu6c nu6c ngodi dugc gia hgn gidy ddngkf luu hanh t4i ViQt Nam - Eqt 206 (bin
sao dffi kbm c6ng v5.n), trong d6 m[t hhng thu6c Oxacilin L9 dugc gia h4n giily ddngk!
luu hlnh tai ViQt Nam hiQu lgc 05 n6m vlL dugc cfp nhft si5 dang kf moi.

CIn cri Quy6t dinh sO 181/QD-QLD ngdy 2L/312024 cria Cqc Quan lf Dugc vC viQc
ban hhnh Danh muc 881 thu6c sin xu6t ffong nu6c dugc gia hpn gi6ry ddngkf luu hdnh t4i
ViQt Nam - Dqt 193 Oan sao dffi kdm c6ng v[n), trong d6 mflt hing thu6c Atilene dugc

.A
gia h4n gi6y ttdng kf luu henh tai ViQt Nam hiQu h,rc 05 ndm vi dugc c{p nhQt s6 rtdng kf
mdi.

CU the th6ng tin thu6c c6ng ty xin dugc cQp nhat nhu sau:

d6p rmg kip b0nh tai Quf cdc co s0 kh6m

th6ng tin di0u
A-cung cap cung

A.P MTA THAU

STT
ME

phnn
(16)

T6n
thu5c

Co sO sin xu6t
- Nu6c sin

xu6t

Don
vi

tinh

sii amg
kf tr6n
QDTT

Sii amg kf xin
dugc thay tl6i theo
quyat itlnh gia h4n

Ghi chri

1

PP23
0062
9692

Oxacilin
1g

COng ty c6 phan
duo. c phAm VCP

- ViQt Nam
Lo

VD-
3t240-

18

893tt0687724
Ngoli th6ng tin
thay dOi SOf
c6c th6ng tin
cdn 14i kh6ng

thay d6i so v6i
H6 so d1r thAu

- --4.va l(et qua
trung thAu

2
PP23
0062
8441

Atilene

COng ty c.o phan
Duo.c phAm An

Thi0n - Viet
Nam

6ng
VD-

26754-
t7

893100203024

DO hdi nhu c6u khr{m chfr:a 56YtCv)

Kinh mong Quf Se Y tiS xem x6t vi ch6p thufln.

Trdn trong c6m crn sU hQp tdc ciaQuf So Y tti.
Noi nhQn:
- Nhu tr6n;
- Luu: Ban KD, MKT, VT.

DAI DIEry

O THI HANG
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CQNG HOA XA HQI CHU NGHIA VIET NAM
D6c l6p - Tq do - H4nh phlic

s50 /QD_QLD Hd N|i, ngoY 02 thdng Og ndm 2024

qursr EIrYH
Vd viQc ban hinlr Danh mrlc 700 thu5c sfrn xudt trong nu6c
duqc gia h4n gifly tllng lry luu hhnh tai Vi$t Nam - Egt 206

cuc rRrICI{c cuc QUAN Lf DUqc

Cdn crlr LuQt Duqc sii \OS/ZOt6/8H13 ngdy 06/4/2016;
Cdn air Nghi dinh sii SS|ZOZZ|NB-CP ngay 15/11/2022 ctia Ch{nh phil Ety dlnh

ch*c ndng, nhiQm vq, qryin han vd 
"o 

cAu t6 chilrc cila B0 Y ft;
Cdn cilr QrryAt dinh sd 1969/8D-BYT ngay 26/4/2023 cila BQ trudng BO Y td qrry

dinh chrlc ndng, nhiQm 14, qrryin hqn vd co cdu t6 ch*c ctia Cuc Qudn ti Duqc thioc
B0Yft;

Cdn ah Th1ng tu sd 08/2022/TT-BYT ngdy 05/09/2022 cila BQ tru&ng BO Y ft
Ery dinhviQc ddng tcy lnu hdnh thudc, nguyAn liQu tdm thudc;

Cdn air k€t luqn cua HQi ding tu vtin ciip giiiy ddng tcy t*, hdnh thu6c, nguyAn
tiAu ldm thu6c - BA Y ft dqt 206 tqi C6ng vdn sd 60/HDTY-WHD ngay 20/6/2024 cita
Vdn phdng HQi d6ng u vdn ciip GDKLH thudc, nguyAn ti€u ldm thutic;

Theo di ngh! da Traong phdng Ddng try thu6c, Cltc Qudn ly Duqc.

QUYET DPrl-H:

Di0u 1. Ban hdnh kdm theo Quyet dlnh ndy danh mpc 700 thuOc san xu6t trong
nu6c dugc gia hqn gi6y dang lfy luu hanh tpi ViQt Narn - Dqt 206, cg thO:

1. Dafi mgc 479 thudc san xu6t trong nudc dugc gia hqn giey d1ng ky luu
hanh hiQu lgc 05 ndm (Phq lqc I kdm theo).

z.Danh mqc 193 thu6c san xuAt trong nu6c duoc gia hqn giSy ddng ky luu
hanh hiQu lirc 03 ndm (Phq fuc II kdm theo).

3. quoh mpc 28 thu6c san xu6t trong nu6c duoc gia hpn gi6y dEng ky iuu hdnh
hiQu lgc ddn3lll2l2025 (Pha luc III kdm theo).

Didu 2. Cs s0 san xuAt vh co so d5ng ky thu6c c6 tr6ch nhiQm:
1. SAn xu6t thu0c theo dring c6c h6 so, tii liQu de ddng ky v6i B0 Y t0 vd phni

in sO eeng ky dugc BO Y tA Viet Nam c6p 16n nh6n thu6c.
2. Cllt dugc san xu6t, dua ra luu hanh c5c thudc ki6m soSt dflc biQt khi c6 GiAy

chring nhan dt didu kiQn kinh doanh dugc phAm vi kinh doanh thu6c phii kiOm so6t
dflc biQt phir hqp v6i phpm vi hopt dQng cira co s& d6p rmg quy dinh tpi ktroan 5 Didu
143 Nghi dinh sO 54l20174rD-CP ngay 081512017 cua Chinh-phtr quy dinh chi tiSt mQtx -..\sO diOu vd biQn ph6p thi hanh Ludt Dugc.

s0vrE
c QUAN LV Drlgc

3. Thgc hiQn viQc cfp nhpt ti0u chu6n chAt luqng cria thu6c theo quy
ftgng tu sd tllz}lSlTT-BYT ngity 041512018 cria BQ hucrng BO Y tO quy
chAt fugng thu6c, nguy6n lieu lem thu6c.

4. Thu6c duqc gia h4n giay d5ng ky luu hanh tpi Quyet dlnh ndy nhrmg chua
nQp hO so cdp nhat nQi dung nh6n thu6c, to hucmg d6n su dpng thu6c it 

"o 
qy Ainn

ctra Th6ng tE 01/2018/TT-BYT ngiy 18/01120t8 cria BQ tru&ng B9 Y tO thi phni thgc

,/'"6,
_!v)lri;ITR
1,,3\.

'e

dlnh tpi
).clnn ve
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hiQn cap nhQt theo quy dinh tai di6m b Khoan 1 Di0u 37 Th6ng tu s5 01/2018/TT-BYT
trong thoi han 12thangkO tu ngdy dugc gia hqn gi6y derrg ky luu hanh.

5. Sau 12 tharlgk0 tir ngdy ky bun hanh Quy6t dinh niy, c6c thut5c dugc gia hgn
gley dlngky luu hanh theo Quy0t dlnh ndy c6 thay OOi vd nQi dung hanh chinh phai
san xu6t vi liru hanh voi c6c nQi dung dd dugc ph6 duyQt thay d6i tong hO so gia hqn.

6. Co s6 d5ng ky thu5c phai b6o d6m duy tri didu kiQn hoat dQng trong thdi gian
hiQu lgc cua gi6y deng ky luu hdnh thu5c, nguy6n liQu 1dm thu6c. Trong trucrng hgrp

ktr6ng cdn d6p rmg dri di0u kien ho4t dQng, co s& d5ne ky phai c6 kSch nhiQm tftrc
hiQn thay d6i co so d6ng kf theo quy dinh tai Th0ng tu sO OS/ZO2}1TT-BYT tong thd
han 30 ngdy kd tu ngdy co s0 d5ng ky kh6ng cdn dri didu kiQn hopt dQng.

7. Co s0 san xu6t thuOc phAi b6o d6m c6c diAu kiQn hoat dQng cria co sd s6n
xu6t trong thdi h4n hieu lgc cria giSy dang H luu hanh thu5c, nguy6n 1i0u ldm thudc.

8. C6c thu6c duoc gia han grey dlng ky luu hanh tar Quy5t dffi niy dugc titip
tpc sir dpng sO ddng ky de cdp trudc khi gia han trong thdi han tOi da 12 tharyt6 ttr
ngiy du-o. c c6p s5 dSng lqy gia hqn ttreo quy dinh t?i PhU lqc VI ban hdnh kdm theo
Th6ng tu sO OS/ZO22TT-BYT.

9. PhOi hqrp voi c6c co so diAu fi dA thlrc hiQn theo dring c5c quy dinh hien
hanh v0 thu6c kC dcrn, theo d6i an todn, hiQu qu4 t6c (rng kh6ng mong mu5n cria
thutic tr6n nguoi ViQt Nam vd t6ng hcr,p, b6o c6otheo quy dinh tpi DiOu 5 Th6ng tu sd

08/20221TT-BYT AOi vOi cdc thuiSc hong Php 1pc tr ban hanh kdm theo QuySt dinh
niy.

Di6u 3. Quy0t dlnh ndy c6 hiQu lUc k6 tr ngiy ky ban henh.
Ei6u 4. GiSm d6c Se Y t6 c5c tinh, thanh ph6 tn;c thuQc Trung ucrng var Gi6m

-l L.
ddc co s0 sAn xuAt vd co sd d5ng ky c6 thu6c tpi Ei6u 1 chiu tr6ch nhiQm thi hanh

Quy6t dlnh ndy./.

=.sl'

5[c
DT,

lltG
"cl
iHi

;r6

;>

Noi nhQn:
- Nhu DiAu 4;
- BT. Dio Hdng Lan (dC b/c);
- TT. D6 Xu5n Tuy€n (dC b/c);
- Cr,rc QBn y - B0 Qu6c phdng, Cpc Y tC - BO Cdng
- Cuc Y tC GTVT - Bd Giao thOng vQn tai;
- T6ng Cuc H6.i quan - 86 Tdi chinh;
- Bio hi6m x6 hOi Vi6t l{am;
- Bg Y t6: Vu PC, Cuc QLYDCT, Cpc QLKCB, Thanh tra
86, VAn phdng HDTV c6p GDKLH thu6c, NLLT;
- ViQn KN thu6c Til, ViQn KN thudc TP. HCM;
- T6ng Cdng ty Duoc Vi0t Nam - C6ng ty CP;
- C6c BQnh viQn, Vi6n c6 giuong bQnh t4rc thu6c 86 Y t6;

! ..
- Trung tAm mua s[m tflp trung thu6c qu6c gia;
- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT,
Website;
- Luu: VT, DKT (C.H) (02b).

6-is
cuc rRu6f{G

Vfi Tu6n Culng
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Phg lgc I
DANH MUC 479 TE.aOc sAN xuAr rRoNc lrfdc DrIo. c crA HAN cra,y DING rcf lUu HANH

T4r VrtT NAM ITITU rrJC 0s NiM - Oqr zOe

(Kdm theo Srryet dinh sii 550 /}D-)LD ngay 02 thang Ot ndm 2024

cuaCqc Quonli Duqc)

STT TOn thu6c Hogt chit chfnh -
Hhm lugng

D4ng bio
chti

Quy c6ch tl6ng g6i Ti6u
chu6n

Tudi
thg

(th{ng)

56 tllng lry
gia h4n

(Sli tllng tcy
,<.

oa cap.)

S6

dn
gia
h?n

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

1. Co sil tlIng kf: C6ng ty c6 phAn DTS Viet Nam @ia chi: 56 18, t6 51, phulng Quan Hoq quSn CAu GiAy, thanh ph6 Hd

N0i, VietNam)

1.1. Co s& sin xu6t:
H&r:, xE Ti6nPhong

phulng

ty cd phen Duqc Trung uong Mediplantex (Dia chi: Nhi mdy duoc ph6rn sli Z, Th6n Trung
LyQnMC Linh, thanhpnO UaNqi, ViQtNam)

n Duqc - Vit tuy Thanh H6a (Dla chi: ')?') Phu, phuong Larn Son, Thanh
Ho5, ViQtNam)

2. Co s& ding lry: C
ptr5 rmnnn6a, tinh

2.1. Co s0 sin xudt: ty cd phin Dugc - Vit tu y t6 Thanh H6a (Dia chi: S5 04 duong Quang Trung, phuong Nggc
Trqo, thanh phd H6a, tinh Thanh H6a ViQtNam)

85

YC
CP

rJdl

HT

ilH
;ttl

PI

HQp 3 vi x 10 vi€n 893110652624
(vD-314ss-19)

Asigastrogit Attapulgrt hoat h6a
2,5g; Magnesi

hydroxyd kh6

HQp 30 g6ix3,2g 893t00652724
(vD-231s1-1s)

HQp 10 vi x 10 vi6n 893110652824

(vD-231s3-1s)

HQp 30 g6ix2g 893t00652924

0'/D-20936-14)

HQp 2 vi x 10 vi6n;
HQp 10 vi x 10 vi0n

893t15653024
(vD-22s83-1s)

Sulfamethoxazol

Trimethoprim 400mg

HQp 1 chai x 20g pha..:
5Um.t hOn drch

893t10653t24
(yD-2s3s2-r6)

Montelukast (dudi
d4ng Montelukast
natri) 4mg

HQp 10 g6i x 1g;

HQp 12 g6i x 19;

HQp 20 g6i x 19;

HQp 30 g6i x 19

893170653224

0rD-23783-1s)

8 Apitor 20 Rosuvastatin (duoi
daag Rosuvastatin

calci) 20mg

Vi€n n6n

bao phim
HOp 3 vi x 10 vi6n,
Hdp1chaix100
vi6n, HOp 1 chai x
200 vi6n

NSX 24 8931106s3324
(\rD-3 02 i 8- 1 8)

1

4. Co s& tli ATM hi: sd chinh: VP 26 tda eli 04.Cos&tIIngky:C6ngtyc6phAnduocATM(Eiachi:Trysd.runn.ongM0
Lao, qudn Hd. Ddng, thanh ph6 HeNOi. Dla chi kinh doanh: LO B1.4-LK31-0i- Khu dd thi Thanh Hd.- Cieanco 5, xd Cu kh6,
huyQn Thanh Oai, thdnh pn5 Ua N6i, ViCt Nam)

1 Goldagtin Vildagliptin 50mg Vi6n n6n NSX 36 1

2 Thu6c bdt
pha hon dlch

:
uong

NSX 36 1

3 Piracetam Piracetam 400mg Vi6n nang

cimg
NSX 36 1

4 Acethepharm Acetylcystein 200mg Thu6c bOt

phah6n dlch

^uong

NSX 24 1

5 Cinepark )floxacin 400mg Vi6n ndn

bao phim
DD\TN

IV
36 1

6 Dutased Ihu6c bOt

phahSn dlch
uong

NSX 36 1

1 Montekas Thu6c b6t
pha h6n dich

/.
uong

NSX 36 1

3. Co s0 tling ky: Cdng ty cd phdn dugc Apimed (Dia chi:26319 Lf Thuong KiQt, Phuong 15, Qudn 11, ThAnh pnO U6 Ctri
Minh, Vi6tNam)

3.1. Co s& sin xudt: Cdng ty c0 phin duqc Apimed (Eia chi: Eucnig N1, cpm c6ng nghiQp Phfl Thanh - Vinh Thanh, xd
V-urh Thanh, huyQn Nhon Trpch, tinh E6ng Nai, ViQt Nam)
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STT TGn thu6c Ho4t chAt chfnh -

Him lugmg

D4ng bio
chd

Quy cdch il6ng g6i Ti6u
chuin

Tudi
thg

(th6ng)

56 rlnng kf
gia h4n

(Sii dlng lcfx.
oa cap)

S6

lin
gia

hen

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

4.1. Ca s& sin xuit: COng ty c6 phin dugc vit tu y t6 Hii Ducrng (Dia chi: i02 Chi LIng, Phuong Nguy6n Trii, Thdnh

pfrO Ua Duong, TinhH6i Duong, ViQtNam)

9 Atrnethysla 25Omg Etamsylat
250m9/2ml

Dung dlch
thui5c tiOm

HQp 10 6ng x 2ml NSX 24 893110653424
(vD-20147-r3)

1

5. Co s& tling kf: C6ng ty cii phnn Dugc Danapha @ia cht;253 Dtng Si Thanh KhO, P. Thanh Kh€ Tdy, Q. Thanh KhC,

TP. DdNEng ViQtNam)

5.1. Co s& sin xudt: C6ng ty cd phin Duo. c Danapha @!a cht 253 Dtng Si Thanh Kh6, P. Thanh Kh0 TAy, Q. Thanh Khe,

TP. EdNEng ViQt Nam)

10 Xylozin Drops

0,7 yo
Xylometazolin
hydroclorid
10mg/10m1

Dung dlch
nh6 mti

HQp1lqx10m1 NSX 36 893700653524
(vD-24688-16)

1

6. Co s& tlIng lry: Cdng ty c6 ph6n Ducrc Diing Nai (Dia chi: 56 2218, duong Ph4m Van Thu6n, phubng TAn Ti5n, thanh

pnO eiOn Hda, tinh Diing Nai, ViQt Nam)

6.1. Co s0 sin xuit: Cdng ty c0 phin Duqc DOng Nai (D!a chi: Si5 221P., duong Pham VEn ThuQa phuong T6n Ti6n, thanh

pni5 nien Hda, tinh D6ng Nai, Viot Nam)

11 Colchicine ARTH
1mg

Colchicine lmg Vi6n n6n Hdp 2 vi x 20 vi6n,

HQp 5 vi x 20 vi0n,

H6p 10 vi x 20 viOn

NSX 36 893115653624
(vD-24087-16)

1

72 Debutinat Trimebutin maleat

100mg

Vi6n n6n H6p 2 vi x 10 vi6n,

Hgp 10 vi x 10 vi6n
NSX 36 8931t0653724

(vD-24088-16)
1

13 Diclofenac 75mg Diclofenac natri
75mg

Vi6n n6n

bao phim tan

trong rudt

H6p 3 vi x 10 vi6n,

HQp 10 vi x 10 vi0n;
Chai 200 vi6n

DD\N
V

36 893 1 10653 824

(\lD-22404-15)
1

7. Ccrs& rl5ng ky: Cdng y c6 phin duqc Enlie (Dia chi: EulngNA6, khu cOng nghicp MI 'hu1c2, Phuong M! Phu6c
Thi xa B6n Crlt, Tinh Binh Ducrng, Viet Nam)

7.L. Co s& sin xuft: COng ty cii phin dugc Enlie (Dia chi: Dudng NA6, khu cdng nghiCp M! Phu6c 2, Phudng M! Phu6c,
TH xaBSn Ciit, Tinh Binh Duong, Vi0tNam)

\i&
!
ffi
Alt
8(
.NH
',H{

flH

n:

14 Beroxib Celecoxib 200mg Vi6n nang

cirng

HOp 3 vi x 10 vi0n;

H6p 10 vi x 10 vi6n;
HQp 100 vi x i0
vi6n;Chai 100 vi6n

NSX Jt) 893t10653924
(vD-29621-18)

1

15 Bromhexin Bromhexin
hydroclorid 8mg

Vi6nn6n HQp 3 vi x 20 vi6n;

HQp 10 vi x 20 vi6n;
HQp 50 vi x 20 vi6n;
HQp 3 vi x 10 vi6n;

HQp 10 vi x 10 vi6n;
Chai 200 vi6n; Chai
500 vi6n

NSX 36 8931006s4024

0rD-30227-18)

1

16 Lessenol 325 Paracetamol 325m9 Vi€nn6n HQp 10 vi x 10 vien;
HQp 100 vi x 10

vi6n; Chai 100 vi0n;
Chai 200 vi6n; Chai

500 viOn

NSX 36 893100654t24
(vD-28780-18)

1

17 Robestatine Rosuvastatin (duoi
dqng Rosuvastatin
calci 10,4mg) 10mg

Vi0n n6n

bao phim
HQp 2 vi x 14 vi6n;
HQp 10 vi x 10 vien;
HQp 100 vi x i0 vi€n

NSX 36 893t10654224
(YD-2e624-18)

1
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STT TGn thuiic Hoqt chAt chinh -
Him lugmg

D4ng bio
ch6

Quy cich tlt5ng g6i Ti6u
chuAn

ruSi
thg

(th6ng)

56 tHng ky
gia h4n

(Sii tllng lry.{.
oa cap)

s6

lin
gia

h?n
(1) (2) (3) (4) (s) (6) (7) (8) (e)
3s0 Kem Tenafin 1% Terbinafin

hydroclorid 10mg/1g
Kem bdi da HQp 1 tuyp 5g; 10g;

I 5o' ?Oo
NSX 35 893100687524

(vD-32014-19)
1

351 Naphazolin 0,05Yo Naphazolin
hydroclorid 0,05Y0
(kvtr)

Dung dlch
nh6 mfii

Boc mdng co 50 1o x
1Oml

NSX 36 893100687624

0rD-3r239-18)

i

352 Oxacilin 19 Oxacilin (du6i dang
Oxacilin natri) 1g

Thudc b0t
phati6m

HOp 10; HQp s01q USP

2023

36 893110687724
(vD-31240-18)

1

353 Vibatazol lg/0,5g Cefoperazon 19;

Sulbactam 0,5g;
(dudi dang
Cefoperazon natri
ph5i hqp vdi
Sulbactam nati)

Thu6c bOt

phati6m
HQp 01 Ie; HQp 101o NSX 36 893110687824

(vD-30s94-18)
1

354 Vicefmix H6n ho-p Ticarcilin
dinatri vi kali
clavulanat tuong
duong: Ticarcilin
39; Acid clavulanic
0,19

Thu6c bdt
phati6m

HQp 1 1o; H6p 101o USP 43 36 893tt0687924
(vD-27t4s-t7)

1

355 Viciaxon 0,259 Ceftriaxon (duoi
dang Ceftriaxon
natri) 0,259

Thu6c bQt

phati6m
HQp 01 1o; HOp 10 Io USP

2024
36 893 1 10688024

(vD-30ses-18)
1

3s6 Viciaxon 0,5g Ceflriaxon (duoi
dqng Ceftriaxon
natri) 0,5g

Thu6c b0t
pha ti6m

HQp 01 le; HQp i0le USP

2024
36 8931 10688124

(vD-30s96-18)
1

351 Vicimadol29 Cefamandol (dudi
dang h6n hqp

Cefamandol nafat vd
natri ca,rbonat voi {r
16 1:0,063) 29

A . ^.lnuoc bot

phati6m
HQp 01 lq; HQp 10le USP 43 36 893110688224

(vD-32020-1e)
1

358 Vicizoiin Cefazolin (duoi
dang cefazolin natri)
1g

Thu6c bOt

pha ti6m
HOp 1 1o; HQp 10 iq USP

2023
36 8931t0688324

(vD-z86e6-18)
1

3s9 Vifortiam 19 Cefotiam (dudi dang

h5n hqp Cefotiam
hydroclorid vd Natri
Carbonat ti 16

1:0,242) 7g

Thu6c bQt

phati6m
HQp 1 1q; H6p 101o USP

41

36 8931t0688424
(yD-2e902-t8)

1

360 Vitafxim Cefotaxim (du6i
dang cefotaxim
natri) 0,5g

Thu6c b6t
phati6m

H6p 01 lo; Hdp 10 lq USP

2023
36 893 1 10688s24

(YD12022-19)
1

361 Vitafxim 1g Cefotaxim (du6i
dang Cefotaxim
natri) 19

Thu6c b0t
phati6m

HQp 01 lq; HQp 10le USP

2023

36 8931 10688624

0/D-30s98-18)

1

4J. Uo scr d[ng ki: Cdng ty cd phin dugc Vinh Phric a chi: 56 777- duorrp'M6

\
'cl

#

ph6 Vinh YOn, tinh Vinh phric, Vi0t Nam)
(Ei , dudng Linh, phuong Khai Quang, thanh



Kf bdi: C1c Qia
It Duqc

#ffi#r nQ v rE*'cqceuANlfnUgc

STl L

cgNG noA xA nQr crr0 Ncnia. vrpr NAM
DQc l$p - Tg do - II4nh phfc

Hd I{|i, ngh' 2t thdng 03 ndm 202481 /QD-QLD

vd vigc ban hinlr ,"r*ffiil?m" sin xu6t trong nu,r,c
du-oc gia h4n gi6y tllng kf hm hinh tai ViQt Nam - Dgt 193

cuc rRrlof{c cuc QUAN Lf DrIgc

Cdn crh LuQt Duqc si| tOS/ZOt6/eHI3 ngdy 06/4/2016;
Cdn cu Nghi dinh sA gS/ZOZZttfB-CP,n[dy t5/11/2022 .clia Chinh ptu) quy dlnh

ch*c ndng, nhi€m w, quyAn hqn vd co 
"d.u 

td chti,c cila BA Y ft;
cdn c* Quyot dinh sii 1969/QD-BYT ngdy 26/4/2023 ctia BQ truhng BO y t€ q,ry

dinh chthc ndng, nhiQm w, qLryAn hqn vd co cdu tii ch*c cila Cqc Qudn ti, nuqc tni\c
Bo Y t€;

Cdn cilr lhdng tu s6 08/2022/TT-BW ngdy 05/09/2022 c{ra Be trudng nO y tii
Ery dlnh viQc dQng t y tr* hdnh thudc, nguy€n li€u ldm thudc;

cdn ah k€t luqn cfia HQi d6ng tu viin ciip giQy ddng ty tot hdnh thu6c, nguy€n
liQu ldm thu6c - BA Y,tA aqt I9j tqi C6ng ui"iA'1L/HDT7/-WHD ngdy 19/02/2024
cila Ydn phdng HQi ddng tuviin ciip GEKLH thudc, nguy€n li€u tdm tl,i6c;

Theo di ngh! cfia Truhng phdng Ddng lg, thudc, Cac Qudn ry Duqc.

qUffr D[rrII:

Didu 1. Ban hanh kdm theo Quyet dlnh niy danh muc 881 thutic san xu.it tong
nu6c duoc gia han gi6y tl6ng ky luo hAnh t?i Viqt Nam - Dqt 193, cp thri:

1. Danh mgc 595 thu6c san xu6t trong nu6c dugc gia h4n gi6y dnng ky luu
hdnh hiQu \rc 05 ndm (Phq fuc I kAm theo).

2. Danh mgc 285 thu6c sin xu6t ftong nu6c duoc gia han gr6y tl5ng ky luu
hdnh hiQu \rc 03 ndm(Phu hac II kdm theo).

3. Qanh muc 01 thu5c sin xudt tong nu6c dugc gia han gi6y d5ng hf luu hdnh
hiQu l1rc ACnl,1rZ2}25 (Phu tuc III kem tieo).

Dilu 2. Co s& s6n xu6t vdr co s& tlEng hf thu6c c6 tr6ch nhiQm:
1. sin xu6t thu5c t4eo ilung c6c !o ro, ai hQu rt6 tlrng hi voi B9 y t6 vn ph6i

in s5 dang h! dugc BO Y ti5 Vlet Nam c6p 16n nh6n thu6c.
2. Cht dugc sfur xu6t, dua ra luu hinh c6c thui5c kiiSm so6t dic biet kfii c6 Gi6y

chirng nhan dt tti6u kiQn kinh doanh dugc phpm vi kinh doanh thuiSc ph6i kiOm so6t
d{c biQt phn hqp. voi phpm vi ho4t dQng cria co sd t16p r?ng quy dinh tai kfioan 5 Di6u
1a3 Nghi dinh s5 54l2Tt7 IND-CP ngiy0 8/512017 cria Cninn pLtr qrry dinh chi ti6t mQt
sO Aidu vi biQn ph6p thi hanh Luflt Duqc.

3. Thgc hiQn viQc cpp nhpt ti6u chu6n ch6t hqng ctra thu6c theo quy dinh tai
fr9rg tu s6 lll2}l9/TT-BYT rgity 041512018 cria BQ truong BO y t6 quy dirh ;a
ch6t hqng thu5c, nguyCn liQu ldm thu6c.

4. Thu6c dugc gia hao gr6y d5"g Ly luu hanh tai Quyi5t dinh 6, nhrmg chua
nOp hd so cQp nhat nQi aung nhan thu5c, io no*g o5o si d,log th"6" iheo quy tfinh
cria Th6ng tu 01/2018/TT-BYT ngdy 18/01 12018 cria BQ truong BO Y t6 thi phii thuc

ffiF--R
TRUilO UdIIG CPC

. . ct{ [HA[tt. '
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hi-6n cfp nh$t theo quy dlnh tai di6m b Khoan 1 Didu 37 Thdng tu s5 ot/2018/TT-BYT
trong thoi h4n 12thang\C tu ngey duo. c gia han gi6y deog ky hru hdnh.

5. Sau 72 th6ngk6 tu ngiy.lcf ban hanh euyi5t dfnh niy, c6c thu5c dugc gia han
si6r ddngp lry M thco quytit dinh niy cO thay a6i vd 

"6i 
a,-g hanh chinh (bao

g6m ci m6u nh6n vd td hu6mg d5n srl dgng thu6c) phai s6n xu6t vd luu hinh ys,i s5.
nQi dung tlfl dugc ph6 duyQt thay tl6i trong hd so gia iqn.

6. Co so dlng hf thu6c phii bio tl1m duy ti t1i6u kiQn ho4t tlQng hong thoi gian
hiQu l1rc cria gi6y d5ng ry hruhanh thu5c, nguyOn liQu 1dm thu5c.'riong i-u"g nqrp
kfi6ng cdn ttSp ,mg du tli6u kiQn hopt dQng, co s0 ddng lcf phii c6 tracn nhiQntnuc
hiQn thay doi co sd d5ng hf theo quyillnh t4 moog tu Jo osizoz2/TT-ByT tuong thoi
han 30 ngdy kc tu ngiygo sodrng lc! khong con rfiialAu ki-6n hopt dOng.

7. Co s& sin xu6t thu6c ph6i b6o ditrn circ diAu kiQn hopt rtQng cria cs s6 s6n
xudt tong thoi h4n hiQu lgc ct,r- gldy.ddngky Lro hanh thu6c, nguy6n t]Ou Um thoOc. 

-
8. c6c thutic dugc gia.her- gtdy da"sry luu hanh tal euyeq dfnh niy tluqc tiisp

tr,rc sri dung s6 d?ng ry d5 c6p troor-lti giu [a" hong thdd han toi ea f-iatugk6 t]
ngiy duo. c.c6p so tl5ng ky gra han theo quy dinh tai phu lpc VI ban hinh kdm theo
Th6ng tu sO OS/ZO22ITT-BYT.

9. Phoi hqp voi cfuc co s0 di6u fi de thuc hiQn theo dring c6c quy dinh hiOn
hdnh vo thu6c kc don, theo d6i an toin, hiQu qui, t6c dung kfi6ng mong mu5n cria
thu6c tuOn ngucri viQt Nam vi t6"g hgrp, b6o cao tleo qr'.y ffi ai #cu 5 fo6;g;;6
0812022/TT-BYT d6i voi c6c thu6c trong Php lpc II ban hanh kdm theo Quyi51 di"r'
niy.

Didu 3. q"#t dinh ndy c6 hiQu luc k6 tu ngdy Icf ban hdnh.
Di6u 4. Gi6m t16c Sd Y tC c6c tinh, thilh ph6 tr.uc thuQc Trung uollg vd Gi6m

dOc co s& s6n xu6t vd co s& tlIne ky cO inuOc Ci Oid" 1 chfu tr6ch-nhi0m thi hdrh
Quyi5t dfnh niy./.

l,
u

fl
A
(

NoinhQn:
- Nhu Di6u 4;
- !l Di" Hdng Lan 1a6plc;;
- TT. D6 Xudn Tuy€n (d6 b/c);
- Csc Qugn y - BO Quiic phdng Cgc y tii - gO C6ng an;
- Cgc Y te GTVT - Bd Giao th6ng vdn tai;
- T0ng Qgc Hii quan - BQ Tdi chinh;
- Bio hi6mxi hQi ViQt Nam;
- BO Y tiS: Vu PC, Cpc QLYDCT, Cuc eLKCB, Thanh ta
BQ, VEnphdngIDTV c6p GEKLH thu5c, NLLT;
- Vi-6n KN thui5c TtI, ViQn KN thuiSc Tp. HCM;
- Tdng Cdng ty Duqc Vi6t Nam - Cdng ty CP;
- C6c BQnl viQn, VjQn c6 giucng bQxh truc thuQc gO y t6;
- Trung t6m mua si* t4p trung inu5c quiic gra;
- Cqc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.eLGT;
Website;
- Luu: VT, DKT (C.ID (02b).

'/
Vfr Tufln Culng

,{

):



Phg lgc I
DANH MUC ses rHU6c sAN xuAr rRoNG NtI6c DUqc GIA H4.t{ crAy DANG 11f lu^u HANH

T4r VryT NAM HrEU LUC 05 NAN{ - DCrr te3
(Kim theo Qul,it clinh so 181 ieD-eLD ngdr.zr rhdmg 03 ndnt 2024

cia Cuc Qudn ly Duoc)

STT TGn thuiic Holt chAt chfnh -
Hirm lugmg

DSng bio
ch6

Quy cich tl6ng g6i Ti6u
chuAn

luol
thg

(thdng)

56 dlng lcf
gia h4n

(S5 illng tcf
ttii c{p)

56 tin
gia h4n

(1) (2) (3) (4) (s) (o (7) (8) (e)
. Co sO tlnng kf: C0ng ty cO phin C0ng ngh( sinh hgc - Duqc phAm ICA (Dia chi: L6 tO, Ouong s6S*thu cOne;ehl

=

I
n
b
rji
rl
{t
nl

,l
=

ViQt Nam-Singapore, thj xi ThuAn An, tinh Binh Duong, Vi6t Nam)
(Dia duong cdng nghiCp

1'1' cor so sin xudt cong ty c6 phin c6ng ngh$ sinh hgc - Dugc phim ICA (Dfa chi: L6 10, ttudmg s5 5, lfiu c6ng nghiQp
Viet Nam-Singapore, thi x6 Thufn An, tinh Binh Duong, ViQt Nam)

Vi6n nang
clmg

2 vi x 10 vi6n, 89311.0136424
(vD-18668-13)

2. Co s0 tlIng lrf: COng ty c6 phin Dugc - yAt tu y
Phirc, thAnh ph.5 Vinh, tinh NghQ An, Vi6t Nam)

NghQ An (Dia chi: 68 duong Ngu Sf S6ch, phuong Hrmg

2.1. co s& sfrn xu6t: cong fy c6 phin Dugc - vft tu y t6 xgnE An (Dfa chi: Si5 6g duong Nguy6n Sf s6ch, phucmg Hrmg
Phirc, thanhphii Vinh, tinhNghQ AJl, Viet Nam)

) DNAStomat Omeprazol (du6ri

dang pellet
Omeprazol 8,5olo:

235,3rn9) 20mg

Vien nang
clmg

HQp 10 vi x 10 vi6n,
vi nh6rn/nh6m; HQp
1 lq x i4 vi6n, 19

IIDPE

NSX 36 893Lt0I36524

uD24e33-16)
1

3.CosotIinglcf:C6ngtyc6phAnDrrqc-Yftfuyt5tlannH6;,thdnh
Thanh H6a, tinh Thanh H6a, ViQt Nam)

3.1. Co so sin xuft cong ty c6 phAn Dugc - V$t tu y t6 Thanh H6a (Dia chi: Si5 04 ttulng euang Trung, phudmg Nggc
Trao, thdnh pnii fnann H6a, t'nh Thanh H6a, ViQt Nam)

3 Amoxicilin
500 mg

Amoxicilin (du6i
dqngAmoxicilin
hihydrat compacted)
50Omg

Vi€n nang
qing

HQp 10 vi x 10 vi6n;
HQp 20 vi x 10 vi6n;
HQp 50 vi x 10 vi6n

DDVN
V

24 893tt0t36624

ND-24e4t-r6)
1

4 Ampicilin
500 mg

Ampicilin (du6i
dangAmpicilin
trihydrat) 500mg

Vi0n nang

cirng
HQp 10 vi x 10 vi6n;
HQp 20 vi x 10 vi;
HQp 50 vi x 10 vi6n

DDVN
V

24 893110t36724

ND-24396-r6)
1

5 Diclofenac Diclofenac natri
5Omg

Vi6nn6n
bao tan
trong ru6t

HQp 10 vi x 10 vi6n DDVN
ry

24 893tt0136824

uD-21e46-14)
1

6 Glimethepharm Glimepirid2mg Vi6n n6n HQp 3 vi x 10 vi6n;
HQp 10 vi x 10 vi6n;
HQp 50 vi x 10 vi6n

NSX 36 893t10t36924
(vD-30657-18)

1

7 Gut C thepharrn Colchicin lmg Vi6n n6n HQp 1 vi x 20 vi6n NSX 36 893115t37024
(/D-2227U-Ls)

1

8 Mectathepharm Diosmectite 39 Thu6c bQt

pha hdn
dich uiing

HQp 30 g6ix4g NSX 36 893100t37124
(vD-19s54-13)

1

9 Ptu Thepharm Propylthiouracil

5Omg

Vi€n n6n HQp 4 vi x 25 vi6n;
HQp 10 vrx25
Vi6n; H6p 1 19 x
100 vi6n

DDVN
V

36 893t10137224
(vD-18800-13)

1
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STT TOn thu6c IIo4t chAt chinh -
Him luqng

D4ng bio
ch5

Quy cich tl6ng g6i I leu
chuAn

luor
thg

(thfng)

56 tling Iry
gia hln

(s5 anng ky
tli c6o)

56lln
giahp

(1) (2) (3) (4'.) (t (o (7) (8) (e)
15.1. Co sO sin xudt: COng ty c6 phin dugc phAm Ampharco U.S.A (Dia chi: KCN Nhon Trpch 3, XA Higp Phu6c, huyQn

Nhon Tr4ch, tinh Ddng Nai, ViQt Nam)

57 Maxxhepaurso
300

Acid
ursodeoxycholic
300mg

Vi6n nang

mem

HQpltuixlvix
10 vi€n, H6p 1 tui x
3 vi x 10 vi6n, HQp

NSX 36 893t10201524
(vD-29676-18)

1

58 Sosdol Fort Diclofenac kali 50mg Vi6n nang
mem

H-6pltuix1vix
10 vi6n; HQp l tui x
3 vi x 10 vi6n; HQp

1tuix10vix10
vi6n, vit6mnnOm-
PVC

NSX 36 893110201624

ND-27780-17)

1

59 Usalukast 4 ODT Montelukast (duoi
deng montelukast
natri) 4mg

Vi6nn6n
phdn trfln

trong miQng

H-6p 1 vi x 10 vi6n,
HQp 3 vi x 10 vi€n,
HQp 10 vi x 10

". a
vlen, vt Dam nhom -
nh6m

NSX 24 89311020t724

ND2674t-t7)
1

16. Co s0 ding kf: C6ng ty c6 phin du-uc phAm An Thi6n (Dia chi: 314 B6ng Sao, phudng 5, quin 8, Tp.Hd Chi Minh,

5,i

co
)H,
'ilt

rAt

P
M

6

VietNam)
16.1. Ccr sti' sdn ru6t: COng ty c6 phf,n duqc phdm An Thi6n (Dia chi: L6 C 16, DLrong sO g. khu c6ng nghiclp Hiep Phuoc.
Huy6n Nhd Be, Thdnh pnO UO Chi Minh, Vi6t Nam)

60 A.T tuginin Arginin hydroclorid
40Omg

Vi6n nang

clmg
HQp 2 vi,3 vi,5 vi,
10 vi x 10 vi6n;
HQp 1 chai 30 vi6n,
60 vi6n, 100 vi6n

NSX 24 893tt020t824

ND2s622-t6)
1

61 A.T Arginin 200 Aryinin hydroclorid
20Omg

Vi6n nang

cimg
HQp 2 Yi, 3 vi,5 vi,
10 vi x 10 vi6n;
HQp 1 chai 30 vi6n,
60 vi6n, 100 vi6n

NSX 24 893110201924

uD-zs623-t6)
i

62 A.T Calcium cort M5i loml chria:
Calci glucoheptonat

1100mg; Vitamil g
100mg; VitaminPP
5Omg

Dung dich
uong

HQp 20 6ng,30 6ng
x 10mI

NSX 36 893t00202024

0/D-2884e-18)

1

63 A.T Glutathione
300 inj

Glutathion 300mg B_6t tl6ng
kh6 pha

ti6m

HQp 1 lq bQt cl6ng

lfi6phati6m+ 1

ting dungm6i 8m1,

hOp 3 lq bQt tl6ng
1fr6 phatiCm + 3
i5ngdungm6i 8ml,
hQp s le bQt tl6ng
tfi6phati6m+ 5

i5ngdungmdi 8ml

NSX 24 893t10202124

uD-2472e-t6)

1

64 A.T Zinc siro KEm (du6i dqng

KEm gluconat)
10mg/5ml

Dung dich
A

uong
HQp 20 6ng,30
t5ng, 50 iing x 5m1;

HQp 1 chai 30m1,

60m1, 100m1

NSX 36 893110202224

0rD-2s649-16)

1
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STT TOn thu6c Ho4t ch6t chfnh -

Him lugmg
D4ng bio

ch6
Quy cdch tl6ng gt6i Ti6u

chuln
luor
thq

(hfng)

Sd ilflng hf
gra h4n

(56 illng ky
I.

oa caDl

SO lin
gia h4n

(1) Q) (3) (4\ (s) (o (7) (8) (e)
65 A.T Glutathione

900 inj.
Glutathion 900mg BQt tl6ng

kfi6 pha
ti6m

HQp 1 l9 thu6c + 1

i5ng dungm6i
10m1; HQp 3lq
thuiic+35ngdung
m6i 10m1; HQp 5lq
thui5c+5iingdung
m6i 10ml

NSX 24 893170202324
(vD-25630-16).

c"l\
.H

c
'H

IO
r{t

1

b
66 Antilox plus Magnesi hydroxyd

800mg; Nh6m
hydroxyd (dudri dang
Nh6mhydroxyd gel
lhd) 400mg;

Simethicon (duoi
d4ng Simethicon
nhfi dfch 30%) 80mg

H6n dich
uong

HQp 20 g6i x 10g;

HQp 50 g6i x 10g

NSX 24 89310020242b\
(vD-296S9-18,

'v1

67 Antimuc 100 sac N-Acetyl cystein
100mg

lnuoc com HQp 10 g6i,20 g6i,
30 g6i, 50 g6i x 39

NSX 24 893t00202s24
(vD-2s63e-16)

1

68 Atessen M6i 5ml siro chrla:

Oxomemazin

hydroclorid 1,65mg;

Guaifenesin 33,3m9

Sfu6 HQp 20 Ong 30

i5ng, 50 5ng x 5ml;
HQp 20 iing 30
6ng, 50 6ng x
10m1; HQp 20 g6i,
30 g6i, 50 g6i x
5m1; HQp 20 s6i,
30 g6i, 50 g6i x
10m1; HQp 1 chai x
30m1,60m1, 100m1

NSX 24 893100202624

0rD-286s8-18)

I

69 Atiglucinol inj M6i 4ml chira:
Phloroglucinol (dudri

d4ng Phloroglucinol
dihydrate) 40mg;
Trimethyl
phloroglucinol
0,04mg

Dung dich
ti6m

HQp 5 6ng, 10 6ng,
20 6ngx4ml

NSX 36 893t70202724

ND-2s642-16)

1

70 Atigluco 1500
sac

Glucosamin (du6i
d?ng Glucosamin
Hydroclorid)
1.500mg

Thu5c c5m HQp 10 g6i,20 g6i,
30 g6i, 50 g6i x 39

NSX 24 893t00202824
(YD2s643-16)

1

77 Atihepam 150 L-Ornithin L-
Aspartat 150mg

Vi6n n6n HQp 2 vi,3 rri,5 vi,
10 vi x 10 vi6n;
HQp 1 chai 30 vi6n,
60 vi6n, 100 vi6n

NSX 24 8931t0202924

uD-25644-r6)
1

72 Atilene Alimemazin tartrat
2.5mgi'5ml

Dung dich
{

uong
Hdp 20 6ng, 30: -^ | -ong. )u ong x 5ml;
HQp 20 g6i, 30 g6i,
50 g6i x 5m1;HQp
1 chai x 30m1,

60m1, 100m1

NSX 24 893 1 00203024
(\iD-26754-17)

1



CONC TY TNHH DLTOC PUAVT

vrpr oirc

56: 70/CV-VD
Ylv: thay AOi sO ddng ky

cria thu6c.tning thiu do dugc gia h4n
gi6y d[ng k1r luu hdnh

Thdnh phii nA Cnt Umh, ngdy 18 thdng 02 ndm 2025

Kinh gfri: S& Y tti tinh Ki6n Giang

- Cdn cri Quy6t dinh sO 401/QD-QLD ngdy 18 thrlng 06 n6m 2024 cinCpc Quin ly Duqc ve

viQc ban hdnh Danh muc 512 thu6c sin xu6t trong nudc dugc gia h4n giSy ddng ky luu hdnh t4i

Vi9t Nam - Dqt 200;

- Cin cri Quy6t ctinh sO 1630/QD-SYT ngdy 2710612024 ct.r- S& Y tti tinh Ki6n Giang vC viQc

ph6 duyQt k6t qui lpa chgn nhd thAu G6i sO 2: G6i thAu thu6c generic th6ng thuong thuQc K6
hoach lua chen nhd thAu g6i thAu cung c6p thu6c tflp trung tinh Ki6n Giang, giai do4n 2023 -
2a2s @qt3);

- HiQn t4i, C6ng ty TNHH Dugc phAm Viet Dfc nhfln dugc thdng b6o tir Nhi sin xu6t COng

ty TNHH Li6n doanh Hasan - D.ermapharm'ud viQc thay dOi cach ghi s6 d6ng ky cria thu5c dugc

gia h4n luu hdnh tai ViQt Nam ttdi vdi thu6c c6 M5 thu6c: 2210210007838, Ma phdn (16):

PP2300629353, Nh6m 4, nhu sau:

Ti0u chf Sii Alng ky dfr theu Sii Oeng ky gia h4n

SO Aang fy vD-32404-t9 893rt0460s24

TCn thu6c Blocadip 10

Nhi sin xu6t C6ng ty TNHH Li0n doanh Hasan - Dermapharm

TuOi tho 36 thdng

Chirng t6i r6t mong nhAn duoc sU d6ng y cua Quy So y tC cho ph6p chung t6i du<rc cung

rin-e rndt hdng tr6n theo s6 d5ng ky gia han v6i ciic ti6u chuAn khric kh6ng dOi so v6i h6 so du
,' ;
tnau.

TrAn trong ./.

Noi ruhQn:

- Nhu tr6n;
- Luu: VT.

4dtb5o LAx 6t
CQNG HOA XA ngr CHU NGHIA VIET NAM

EQc ISp - Tg do - H4nh phfc

vtET D[c

C6ng ty TNHH Dugc pham Vigt Orlc
9!a chi: s6 286 Td Hi6n Thinh, phr?ong 15, quen 10 Tp. Hd Chi Minh

Dion ti'!o4i: 028 3863 3843 Fax: C28 3863 1134 - Enail: !'ielducpharma@gmail.corn
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CQNG HOA XA ngr cHU NGHIA VrET NAM
EQc lgp - Tg do - H4nh phric

/QD-QLD Hd N\i, ngay t8 tfuing 06 ndm 2024

QUYET DINH
ban hinh Danh mgc 512 thu6c sin xu6t trong nu6c

gia h4n gi6y.Iing hi luu hinh t4i ViQt Nam - Dqt 200

cqc rRrIorYG cuc QUAN Lf DUOC

Cdn c* Ludt Duoc sii I Os/ZOt OtgUt j ngoy 06/4/2016;
cdn c* Nghi dinh s6 95/2022/ND-.cp 

"ngay 
j 5/t t/2022:ia chfnh phti quy dlnh

chtc ndng, nhiQm u.qt, quyin_hanvd co ciiu tii 
"hic ""a 

B0 y t0;
cdn cth Quy€t rtinh sli tg6g/eD-Byy ns? 26/4/2023 ctia B0 truong a6 r rc qry

dlnh ch.*c ndng, nhiom ,r, quyi, hqn vd 
"o 

idu ti clulc ctia cqc eudn Il Duqc thuac
BOyrc;

cdn c* Th6ng tu s6 0g/2022/TT-Byr ngdy 05/09/20.22 cua BQ truhng no y rc
quy dlnhviQc ildng W lnu hdnh thudc, nguyAnii/u ldm thu6c;

cdn c*.kil tus: c!1 H9i-dans u-ri, ciip.gitiy ddng w lru hdnh thu6c, nguyan
liau ldm thu6c - ry r rc dql 20.0 tqi cangra".iti"rsiuorV-ipuo ngay 15/5/2024 cua
vdn p!9ng Hgi ding ta vdn ciip GDKLH thuric, ngryon lt€u ldm thuZc,l 

- '' -'-"- '

Theo dA nghi cila Trudng phdng Ddng bj, thuiic, Cuc eudn ry Duqc.

QUYET E!NH:

Di6u 1. Ban hinh.kdm theo Quyet dlnh ndy danh muc sl2 thu6c sin xudt trong
nudc duo. c gia h4n gi6y d[ng l.y l* hanh rai vi€t Nam - Dor 200, cp th6:

1. Danh mgc 418 thu6c sin xu6t trong nu6c ducyc gia han gidy deng ky luu
hdnh hiQu lgc 05 ndm (Phu luc I kDm theo).

2. Danh mqc 89 thu5c sin xudt trong nu6c rlugc gia h4n gi6y dang ky luu hdnh
hi6u lgc 03 ndm (Phu luc II k\m theo).

3.grrh muc 05 thuSc san xu6t trong nu6c du<yc gia han gilIy deng k\i 1uu hanh
hiQu lsc d€n3l/1212025 (Pha luc III kim tieo).

Di6u 2. Co sO san xu6t vi co so d[ng k), thu6c c6 trAch nhiem:
l. Sin xu6t thu6c rheo thing crich6-so, tii li€u {e dang r.r'*i BO y tti vd phai

in s6 dang \i ctu-o.c eO y tC ViCt N; cdp l6n nhdn tfr"O". 
-c

2. Chi <luo. c s6.n xudt, dua ra luu tann 
"a" 

thu6c ki6m sorlt dac biQt khi c6 Gi6y
chimg nhan dir didu kiQn kinh doanh ducr. c phgm vi kinh AoaJ ,frrA" pirai 

-f.ia- 
roa,

dac bi0t phn hqq v6i pham vi ho4t d6ng cria co sd rl6p img quy ctinh tai khoan 5 Ei6u
143 Nghi dinh s6 54l2or7ND-cp ngayls /s/20t7 

"r,j 
crriirr'pirt q"v JrJ.rri,ia1,no.

s6 aieu vi biQn phdp thi hdnh Lu{r D;
3. Tluc hi€n vi6c cfp nh{t ti6u chuAn ch6t luong cira thu6c flreo quy dinh tai

Th6ng tu s6 lli2OtslTT-BVr ngity 04t5t2018 cta Bo*trued go y i6 ory ir* ;e
chdt luqng thu6c, nguy6n li6u ldm-thu6c.

^ . 
^4. 

Thy6c.dyq" gi1 han giAy deng ky luu hdnh t4i euyet dlnh.ndy nh*ng chua
nQp h6 so cdp nn,0t {i d,ng nhdn thu6c, tcr hu6ng ddn s.. dung thui5c it"o q.,J, airr,
cta Th6ng tu 01/2018/TT-BYT ngny 18/01/2018 cria B9 trucrng 89 y tri tfri pfrii ttrsc

ffi:k"\
rmcn tttrFu nUu

ougc nniu
vtEr BUC

S6:
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hiQn cQp nhQt theo quy dinh tai diem b Khoan 1 Di6u 37 Th6ng tu s6 01/2018/TT-BYT
trong thoi h1n L2 thring k0 tir ngdy dugc gia han giSy dAng kf luu hdnh.

5. Sau 12 thring k6 tu'ngdy ky ban hanfr Quy5t dlnh ndy, crlc thu6c <lugc gia h4n
gi6y deng ky lou hanh theo Quydt dinh nny c6 thay AOi vC nQi dung hdnh chinh phii
s6n xu6t vi luu hdnh vdi cdc nQi dung di tluoc ph6 duyQt thay d6i trong hA so gia han.

6. Ccv so d[ng ky thu6c phdi b6o d6m duy tri diAu kien hoat d6ng trong thdi gian
hiQu lgc ctra gi6y deng ky luu hdnh thu5c, nguy6n liQu ldm thu6c. Trong truong hqp
kh6ng cdn drip tmg dtr diOu kiQn ho4t d$ng, co sd tl[ng ky phii c6 tnich nhiQm thlrc
hiQn thay t16i co sd dlng $i theo quy tlfnh tai Th6ng tu sO OtlZO22rcT-BYT trong thdi
han 30 ngdy kC tir ngdy co so dlng h-i kh6ng cdn dir di6u kiQn ho4t dQng.

7. Co sd sAn xu6t thudc phii b6o <lim cric di6u ki-0n ho4t it6ng ctra co sd s6n
xudt trong flroi han hiQu lgc cria gi6y ileng ky luu hdnh thu6c, nguy€n liQu lim thudc.

8. C6c thu5c dugc gia hpn gi6y deng k1r lrru hdnh tai Quytit dlnh nny ducr. c ti6p
tuc sri dgng s5 dang ky dd cdp tru6c khi gia h4n trong thoi han t6i cta 12 thring kO tu

I I-,ngdy tlu-o. c c6p s6 dlng \i gia han theo quy ttinh tai PhU lUc VI ban hdnh kdm theo
Th6ng tu s6 08/202211T-BYT

9. Ph6i hgp v6i cdc co s6 di0u trf tI6 thgc hiQn theo dring cric quy dlnh hiQn
hdnh v€ thu5c kC don, theo d6i an todn, hiQu qufl, tiic dung kh6ng mong mu6n cria
thu6c tr6n nguoi Vi€t Nam vi t6ng hgp, biio ciio theo quy dlnh tai DiAu 5 Th6ng tu s5

O$/}O}}1TT-BYT ddi v6'i c6c thu6c trong Phu luc II ban hdnh kdm theo Quy6t dlnh
nay.

Di0u 3. Quy6t dlnh niy c6 hieu luc k6 tri ngiy ky ban hdnh.
Di6u 4. Gi6m d6c S0 Y t6 c6c tinh, thdnh phti tn;c thuQc Trung uong vd Girim

-i a.
tl6c co sd sin xuit vi co sd ddng ky c6 thu6c tai Ei6u 1 chiu trulch nhiQm thi henh

Quyet dinh nny.i.

Noi nltQtt:
- Nhu Di6u 4;
- BT. Ddo lJ6ng Lan (dd blc;;
- ff. O6 Xuirr Tuy€n (d€ b/c):
- Cpc QuAn 1'- 86 QuOc pl.rong, Cuc Y t€ - BO C6ng an;
- Cuc Y te GTVI'- 86 Giao th6ng v6n tiit
- T'6ng Cpc H:ii quan - 86 Tdi chinh.
- Biio hi€m xd htji Vi6t Narn;
- Bg Y te : Vu PC, Cuo QLYDCT, Cuc QLKCB, Thanh tra
86, Vin phdng HDTV cip GDKLH thu6c, NI.I-T;
- ViQn KN thuOc TU. Vi€n KN thu6c -fP. HCM;
- T6ng C6ng ty Duoc Vi€t Narn - C6ng ty CP;
- Cdc B€nh vi€n. Vi6n c6 giuolrg bQnh truc thu6c 86 Y t0;
-'l'rung tdm nrua sim t4p trung thu6c qui5c gia;
- Cuc QLD:P.QLKDD, P.QLCLT. P.PCII"-. P.QLCT.
W'ebsite;
- Luu: VT, DKT (C.H) (02b).
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Phg lgc I
DANH MUC 418 THU6C SAN XUAT TRONG NIT6C EIIqC GIA HAN clq.y DANG Kf LUU HANH

T+r vrET NAM HrEU L-I.IC 0s N;.M - DEr 200
(Kim theo Quy\t d.iruhra +Ot /eD-eLD ngdy tg thdng Qg ndm 2024

cila Cuc Qudn ly Duoc)

Ph[c, thdnh ptiO Vintr, tirih Ngh€ An, Vi€t Narn)
sy PhudngHmg

l-I- Co s& sin xudt: C6ng fy c6 phAn Dugc - V{t tu y t6 Nghe An (Eia chi: 36 68 duong Nguy6n S} Srich, phuong Hmg
Phric, thanh pht5 Vinh, tinh Ngh6 An, Vi6t Nam)

Minh, ViQtNam)

2-1. Co s6 sin xudt: C6ng ty c6 phin duo. c Apimed (Dia chi: Eubng Nl, cgm c6ng nghi€p phri Thanh - Vtuh Thanh, x6
Vinh Thanh, huy6n Nhon Tr4ch, tinh E6ng Nai, Vi€t Nam)

ilIng kf: C6ng ty c5 phin duqc apha (Dia chi: 253 Dtng Si Thanh Kh6, phudng Thanh Kh6 fay, quan ffranfr
Kh6, thdnh ptrO Oa l8ng, Vi€t Nam)

3-I. Co' s<i'sin xu6t: C6ng ty cii phAn <Iug'c Danapha (Dia chi: 253 Dfrng Si Than6 Kh6. phuong l-5anh Kh6 T6y, quAn
'l'hanh Kh€, thanh ph6 Da Ning, ViOt Narn)

.R
'iY

,i0U 
HI

,iil,t

iluc

,#

STT T€n thu6c Ho4t chit chfnh -
Hhm Iugng

D4ng bio ch6 Quy uich ifting grli Ti6u
chu6n

Tu6i
thg

(thing)

56 ilsng kf
gia h?n

(Sd tlsng kf
oa caDt

s6
16n

gia
han

(1) (2) (3) (4) (s) (6) (7) (8) (e)
- c{r so deng ki: COng ty c6 phin Duo. c - V{t tu y tG NghQ An (Dia chi: 36 68 tluon.q Nguv6" SV Sacr,. FtrucrnsE

I CinatamDNA Cinarizin 25mg;
Piracetam 400mg

Vi6n nang
ctlng

H6p 6 vi x l0 vi€n:
HQp I0 vi x 10 vi0n

NSX 36 893rt042s424
(vD-26359-17)

I

2 Piracetam - DNA Piracetam 400mg Vi6n nang

cfng
HQp 5 vi x l0 vi6n;

HQp l0 vi x i0 vi€n
DD\IN

V
36 89311042ss24

uD-26362-17)

I

J Tetracyclin
250mg

Tetracyclin
hydroclorid 250mg

Vi6n nen Lo 450 vi6n, Lg
400 vi€n, Lq 200
vi6n, Lg 100 vi€n

DE\IN
V

24 893110425624
(vD-20928-14)

I

2.Co's&iI5ngkf:C6ngtyc6phtndu.c.cApimea1oia"triuanlI,Thdnh chi

4 Misopato 5 Bisoprolol funrarat
5ntg

Vi6n nen bao
phim

Hop 3 vi r l0 vi€n USP 38 24 893tt042s724
(vD-31034-18)

l

5 Nooapi 400 Piracetaln 400mg Vi€n ndn bao
phim

H6p i0 vi x l0 vi€n NSX 24 893110425824
(vD-31036-18)

I

6 Nooapi 800 Piracetarn 800mg Vi€n nen bao
phirn

H6p l0 vi x l0 vi€n NSX 24 8931 t 0425924
(vD-30220-18)

1

Sucrapi Sucralfat l000mg H6n dich u6ng HOp 20 g6i x 5nrl;
H6p 50 g6i x -surl

NSX 24 893100426024
(vD-30914-18)

I

3. Co so' co nd f)an

8 Disidana Nefopam
hydroclorid
20mgl2ml

Dung dicli
ti€rrr

H6p l0 6ng x 2ml NSX 36 893110426124
(vD-3r5I8-te)

I

9 Furosol Furosemid 20m!2ml Dung dich
ti€m

HQp l0 6ng x 2ml NSX 24 893110426224
(vD.24683-16)

I

IO Garnotal Phenobarbital l00mg Vi6n nen HQp l0 vi x l0 viOn NSX 36 893t12426324
(vD-24084-16)

I

il Haloperidol 2 mg Haloperidol 2mg Vi6n nen HQp I lq x 200 vi€n NSX 36 8931t0426424
(vD.l8l88-13)

I

t2 Meloxicam 15mg Meloxicam l5mg Vi6n ndn I{6p 3 vi x l0 vi6n NSX 36 893110426s24
(vD-31s20-l9i

I

l3 Neuropyl 400 Piracetam 40.0mg Vi6n nang

ctxg
H6p 5 vi x 10 vi6n NSX 36 893110426624

(vD-25094-16)
I
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STT TGn thu6c Hqt chit chinh -
Hnm luqng

Dang biro ch6 Quy cfch il6ng g6i Ti6u

chuAn

Tu6i
thq

(th6ng)

56 tlIng kf
gia hgn

(S5 tllng ky
oa capl

S6

Iin
gia
han

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

348 felminic-80 Iehnisartan 80mg Vi6n ndn HQp 3 vi. 5 vi, l0
vi x l0 vien: Chai

30 vi6n

NSX 36 893t10460L24
(vD-32383-19)

I

Vinh Ph:it 28 6 Thanh77. Co' s6'ilIng kf: C6ng ty TNHH dugc phi Tudng (Dia clil Dudng 266, Phucrng 6, Qufln 8,

H6 chi Minh, viQtNam)

77.1. CosO sin xudt: Cdng ty c6 phin Dua. c phim Phong Ph[ - Chi nhinh nhi mrly Usarichpharm (Dia chi: L6 s6 t2,
dudng s6 8, Khu c6ng nghiQp Ttur T4o, Phudng Tdn T4o A, Quin Binh TAn, Thanh Ph6 Hd Chi Minh, ViQt Nam)

78. Co s& tlSng kf: C6ng ty TNHJ
Mai, thdnh phO Ha Nqi, ViQt Nam)

78.1. Ccr sri sin xuSt C6ng ty c6 phin du-crc ph6m CPCI Hi NQi (Dia chi: Cgm c6ng nghigp Hi Binh Phuong xd Vf,n

Binh, huyQn Thucrng Tin, thinh ph6 Ha Noi, ViQt Nam)

An, phudng Binh Hda, thnnh phi5 Thu{n An, tinh Binh Duong, Viet Nam)

79.1. Ccr s& sin xu6t: C6ng ty TNHII Li0n doanh Hasan - Dermapharm (Dia chi: L6 B, <Iudng sO 2, khu c6ng nghiQp

E6ng An, phudng Binh Hda, thdnh phi5 Thuan An, tinh Binh Duong, Vi€t Nam)

349 Bichivi Linezolid 600mg Vi6n nen bao

phim
HQp 03 vi x l0
vi6n; HQp 05 vi x
10 vi€n; HQp l0 vi
x 10 vi€n

NSX 24 893110460224
(vD-32385-19)

I

350 Lioked Lercanidipine HCI
20mg

Vi6n ndn bao

phim
HQp 03 vi x l0 vi6n NSX 36 893r10460324

(vD-32386-19)
I

78. Co s& tlSng kf: C6ng ty TNHII Du-o. c VNP (Dia chi: O 54, F3, khu tl6 thi Eai Kim, phuong Dai Kim, qudn Hoing

351 Mucome drop Kylornetazolin

hydrochlorid
D,5mg/ml

Dung dlch
nh6 mti

HQp 16ngx5ml,
HQpl6ngxl0ml

NSX 36 893100460424
(vD-24ss2-16)

I

79. Co s6'tl5ng kf: Cdng ty TNHH Li6n doanh Hasan - Dermapharm (Dia chi: L6 B, dudng s6 2, khu c6ng nghiQp

352 Blocadip l0 Lercanidipin
hydroclorid 1Omg

Vi€n ndn bao
phim

H6p 02 vix 15

vi€n, HQp 04 vi x
l5 vi6n, H6p 08 vi
x 15 vi€n

NSX 36 893110460524
(vD-32404-19)

I
z\\
,;a

t\;

353 Blocadip 20 Lercanidipin
hydroclorid 20mg

Vi0n ndn bao

phirn
iJQp 03 vi x l0
vi€n. H6p 05 vi x
l0 vi€n, l{Qp l0 vi
x I0 vi€n

NSX 36 893rt0460624
(vD-32405-19)

i

354 Brocizin 20 Hyoscin burylbromid
20mg

Vi6n nen bao
phim

H6p 03 vi x l0
vi€n, H6p 05 vi x
l0 vi6n, Hop 10 vi
x 10 vi€n

NSX 36 893100460724
(vD-32406-19)

I

3s5 Hasanbin 200 frimebutin maleat

20Omg

Vi€n ndn bao

phinr
IIQp 03 vi x l0
vi€n. H6p 05 vi x
l0 vi6n, HQp l0 vi
x 10 vi€n

NSX 36 893t10460824
(vD-2s989-16)

I

356 Levetacis 1000 Levetiracetam
t000mg

Vi€n ndn bao

phim
T-l6p 03 vi x l0
vi6n. H6p 05 vi x
l0 viOn, H6p i0 vi
x l0 vi6n

NSX 36 893r10460924
(vD-30843-r 8)

I


