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cONc rY cP xNK Y TP.HCM
(YrECo)

Sd : O2/2 02 5/YTC-PKD-CNCT

V/v: Thay aAi sii ddng ki, sdn
phdm Prololsavi 10, Debomin.

Kfnh gr}i: 56 Y TE TTNX GIANG

6,8 {0.1b Ld; s,

CQNG HOA XA HQI CHU NGHIA VIET NAM
D@,i"

TP.HCM, ngdy 25 thdng 03 ndm 2025

Loi diu ti6n, C6ng Ty C6 PhAn Xurit Nhflp KhAu Y T6 TP.HCM - YTECO xin g0i ldi cim
on chdn thdnh vd sdu s6c d6n Quy Sd Y T6 dE tin nhi6m vd tpo di0u kiQn cho chring tOi cung rlng

thu5c trong suOt thOi gian qua.

C[n crl Quy6t dlnh sd 1630/QE-SYT ngdy 27/612024 cria Sd y tC vA viQc phO duyQt ktit qui
lya chgn nhd thAu G6i sd 2: G6i thAu thu6c generic thdng thudng thuQc kti ho4ch lya chgii nhd

th6u cung c6p thudc tflp trung tinh Ki6n Giang, giai ttoan 2023-2025 (dqt 3)".

C[n cr? c6ng v[n sO ZApO-QLD ngdy lg/l\/2023 cfia Cgc QuAn Ly Dugc vA viQc ban

hdnh Danh mgc 435 thu5c sin xu6t trong nu6c tlugc gia h4n gidy ddngky luu hdnh tpi ViQt Nam

-Dqt 188;

Cdn cri c6ng v[n s6 ZISIQO-QLD ngdy 24ll\l2o24 cria Cqc Qunn L! Dugc v€ viQc ban

hdnh Danh mgc77l thu5c, nguy6n liQu ldm thu6c sin xu6t trong nudc dugc gia hpn giSy dAng k1i

luu hdnh tpi Vipt Nam - Eqt 211;

Cdng ty chring t6i ld nhi thAu cung ring sin phAm Prololsavi 10 do C6ng ty C6 phAn Duqc

phAm Savi sin xuAt vd sin phAm Debomin do C6ng ty C6 phAn Dugc phAm Phuong DOng sin
xu6t. Chring t6i xin th6ng b6o v6 viQc thay O6i ttrOng tin s6 ddng ky sf,n phAm Prololsavi 10 vd

Debomin nhu sau:

Sin phAm SDK tIfl cfp SDK gia h4n

Prololsavi 10 vD-29115-18 893110370923

Debomin YD-22507-t5 8931 10071600

Ngodi viQc thay dOi nhu tr€n , chfng tdi cam k6t vOi Sd Y T6 kh6ng c6b5t ctr thay ddi nao

khdc.

Vi v4y chfrng t6i trAn trgng th6ng b6o cliin quy Scr Y TC chAp thudn viQc thay d6i thdng tin
cta} simphAm Prololsavi 10 vd Debomin n€u tren clO chring t6i c6 th€ ti6p tuc cung rlng hdng cho

c6c don vi , phdng kh6m trgc thuQc So Y T6 KiOn Giang.

Xin c6m cvn vd trdn trong kinh chdo !

Noi nh$n:
- Nhu kinh gui;
- Luu.
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YTE
r,.f nrlgc

ceNG HoA xA ugI cHU Ncnia vIET NAM
DQc lfp - Tqr do - H4nh phtic

Hd N|i, ngdy 19 thdng \0 ndm 2023

QUYET DINH
VG viQc ban hinh Danh muc 435 thu5c sfrn xu6t trong nufc

.A
tlugc gia h4n giiy tling kf luu hirnh tai ViQt Nam - Dgt 188

cuc rRrIoNG cuc QUAN LV DrIgc

Cdn cfi LuQt Duqc tA tOS/2016/QH13 ngdy 06/4/2016;
Cdn c{r Nehi dlnh sii 95/2022/ND-CP ngdy I5/11/2022 cila Chinh phil quy

dlnh ch*c ndng, nhi€m ur,,, quyin hgnvd 
"o "Au 

tii chrirc cila B0 Y fi5;

Cdn ca Quy€t dlnh sd 1969/QE-BYT ngdy 26/4/2023 cila BQ tradng BO Y tA
quy dinh ch*c ndng, nhi€m rr1, qryin hqn vd ,o 

"Au 
t6 chuc cfia Cqrc Qudn ly Daqc

thulc B0 Y t€;
Cdn cft Th6ng ta s6 08/2022/TT-BYT ngiry 05/09/2022 cila BQ trwdng Ap f rc

quy dlnhviQc ddng ty lnu hdnh tlutic, nguy€n tiQu,ldm thuiic;
Cdn c{r kdt luqn cfia H)i d6ng ta vtin ciip giiiy ddng try ltru hdnh thu6c, nguy€n

li€u ldm thu6c - AO Y tA;

Theo di ngh! cila Truong phdng Ddng lq, thuiSc, Cqtc Quan li, Duqc.

QUYET D!NH:
Di6u 1. Ban hanh kdm theo Quy6t dinh ndy danh mqc 435 thu6c sin xu6t trong

A .A
nu6c dugc cdp gi6y d[ng ky luu hdnh tai ViQt Nam - Dqt 188, cq th6:

1. Danh mvc 372 thu6c sin xuAt trong nu6c dugc gia h4n gi6y dang ky lrru hdnh
hi-0u lpc 05 n6m (Ph4lac I kim theo).

2.Dathmgc 56 thu6c sin xu6t trong nudc dugc gia hpn giey ddlngky luu hdnh
hiQu lgc 03 ndm (Phu lwc II kdm theo).

3. Danh mpc 07 thu6c sin xu6t trong nu6c dugc gia h4n gi6y ddng ky luu hdnh
hiQu lgc dtin 3 llt2l2\25 (Phw lwc III trim theo).

Di6u 2. Co s& sin xuAt vA co s& ddng (i thu6c c6 trdchnhiCm:
1. Sin xuAt thu6c theo dring c6c h6 so, tdi liQu d5 dang [i v6i BO Y tC vd phii in

sO Cang lry dugc BO Y t6 ViCt Nam c6p l6n nhdn thu6c.
2. Chi dugc sin xu6t, dua ra luu hdnh c6c thu6c ki6m so6t dflc biCt khi c6 GiSy

chring nhfln dri di6u kiQn kinh doanh dugc pham vi kinh doanh thu6c phii ki6m so6t dflc
biQt pht hgrp v6i pham vi ho4t dQng cta co so d6p ring quy dinh tai khoin 5 Di6u 143

Ngfti dfnh sO 54l2}l7IND-CP ngdy 08/512017 cria Chinh phu quy tlfnh chi ti6t mQt sO

di6u vd biQn ph6p thi hdnh Luflt Dugc.
3. Thgc hign viQc cflp nhat ti6u chuAn ch6t luqng cria thu6c theo quy tlinh tai

Th6ng tu s6 1 ll2OlSlTT-BYT ngity 0415/2018 cria BQ trucrng BO Y tti quy dinh vC ch6t
luqng thu6c, nguy0n 1i9u ldm thu6c.

4. ThUc hiQn, ph6i hop v6i co s& nhAp khau thUc hiQn theo dring quy dinh t4i
COng vdn sO 5853/QLD-CL ngdy 191412019 cria Cpc Qu6n ly Dugc vC viQc ki6m tra
ch6t lugng nguyCn liQu ldm thu6c nh6m sartan eOi vOi c6c thu6c thuQc danh mqc t4i
Ei6u I ban hdnh kdm theo Quy6t dinh ndy c6 chria dugc ch6t thuQc nh6m sartan

5. Thu6c dugc gia hpn giAy ddng ky luu hdnh tai Quyi5t dinh ndy nhung chua nQp

h6 scv cflp nhat nQi dung nhan thu6c, td hu6ng d6n sri dpng thu6c theo quy dinh cria
Th6ng tu 01/2018/TT-BYT ngdy 18/0112018 cria BQ trucrng B9 Y t6 thi phii thpc hi6n

QD-QLD



c6p nh6t theo quy dinh tai di6m b Khoin 1 Di6u 37 Th6ng tu sO 01/2018iTT-BYT trong

th&i han l2thitgt0 ttr ngdy dugc gia hpn gi6y dturyky luu hanh.

6. Sau 12 thhngkttir ngAy ky ban hanh Quy-Ct dfnh ndy, c6c thu6c dugc gia hpn

giAy d[ng ky luu hanh theo quy0t dinh ndy cQ thay AOi ve npi dung hdnh chinh (bao

lOm .a ilflu nnan vd td hudngdln sri dpng thu6c) ph6i sdn xuAt vA luu hanh v6i c6c nQi

dung da dugc ph6 duyQt thay d6i trong hd so gia h4n. .
j. Co rb Aang t y thu6c ph6i bio d1m duy tri di0u kiqn hoat dQng trong thoi gian

hiQu lgc cria giSy Airg f.y tuu nanr thu6c, nguy6n liQu ldm thu6c. Trong truong harp

kh6ngcdn d6p ring ari dieu kiQn ho4t dQng, co s0 ddng ky ph6i c6 trich$iOm thuc hiqn

tnay EOi 
"o 

,6 dang hj theo q-uy dinh tai Th6ng tu sO O8/Z\L2|TT-BYT trong thoi han

30 ngdy te tu ngdy co pd dang ky kh6ng cdn dri diAu kiQn hoat dQng

8. Co s0 sin xu6t tfru6c ph6i b6o dim c6c di6u kien hoat dQng cria co s0 sin xudt

trong thdi han hipu luc cna giSy dang ky luu hanh thy6c, nguy6n 
TelJA1n 

,l"5.. .:f,
9. Citc thu6c rlugc gia h4n eiAy ddng ky luu hdnh t4i Quy6t. dfnh ndy ttugc ti6p

tsc sri dung sO dang h7 d; cAp tru?c-khi gia Lan trong thdi han te;i da tZ thfung t<C ttr

ngdy dugc-cfp s6 d[ng ky gia h4n theo quy dinh tai Php lpc VI ban hdnh kdm theo

Th6ng tu sO O8/ZOLL|TT-BYT. 
_.r

10. PhOi hqp v6i c6c co so dieu tri dO thUc hiqn theo dring c6c quy dinh hi0n hanh

ve thu6c kC don, theo dOi an toirn, hiQu qua t6c dpng h6gg mong mudn cria thu6c tr6n

ngudi ViQt Nam vd t6ng hsrp, b6o c6o theo quy dinh iai DiOu 5 Th6ng tu sO O8/Z 022lTT -

iiVi aOi "ri 
ca" thuo" IA irii tq 2l ,22, 23 ,)i t ongPhu luc II ban henh kdm theo Quy6t

ilfnh ndy.
OiOu 3. Quy6t dinh ndy c6 hiQu lUc kC tir ngdy ky ban hdnh.

Di6u 4. Giim d6c So Y t6 c6c tinh, thdnh ph6 tr.uc thuoc Trung 
"Tq 1a ^Giay

d6c co sd sin xu6t vd co s0 dIng ky c6 thu6c tai Ei6u 1 chiu trilchnhigm thi hanh Quy6t
dinh niy./.
Noi nltQn:
- Nhu DiAu 4;

- BT. Ddo H6ng Lan (dC b/c);
- TT. D5 XuAn Tuy6n (dC b/c);
- Cgc QuAn y - Bq Qu5c phdng, Cuc Y t6 - eq COng

- Cuc Y te CfVf - B0 Giao thOng vfn tii;
- TOng Cuc HAi quan - B0 Tei chinh;
- BAo hi6m xS hQi Vi6tNam;
- Bq Y ttl: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
BQ, Vin phong LIETV c6p GDKLH thu6c, NLLT;
- Vi€n KN thu6c TU', Vi6n KN thu6c TP. HCM;
- TOng C6ng ty Duo. c ViQt Nam - C6ng ty CP;

- Cac-gQnh viin, Vi6n c6 giudlg bOnh truc thuQc B0 Y t6;

- Trung tAtn mua sdm tAp tmg tlru6c qu6c gia;

- Cpc QLD: P.QLKDD, P,QLCLT, P.PCHN, P.QLGT;
Website;
- Luu: VT, DKT (T) (02b).

Vfi Tu6n Cudng

CUC TRUONG
r#jdd



PhU lgc I
DANIr MqC 372 THU6C SAN XUAr rRONG NrIOC EUqC GrA HAN GrAy DANG KV LUU HANII

T4r VrET NAM rrryU LUC 0s NAM - EqT 1SS

(Kim theo Q,ryht dtnh s6 776 /80-8LD ngaylg rhdngL0 nam 2023

cia C4c Qudn l! Duqc)

STT T6n thu6c Ho4t chAt chinh -
IIhm lugmg

D4ng bio
chii

Quy cdch t[6ng
g6i

Ti6u
chuAn

Tu6i
thg

(th{ng)

56 tllng lcf
gia h4n

(si6 rlnng kf
irda cap)

56lfln
gia h4n

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

1. Co s& tling lrf: Cdng ty C6 phnn Duqc phim vi Sinh hgc Y td lOia chi: 31 Ng6 Thdi NhiQm, Phuong VO Thi S6u,

Qu$n 3, TP. H6 Chi Minh, ViQtNam)
1.1. Co s& sin xuit: Chi nhinh C6ng ty Cd phnn Dugc phAm vi Sinh hgc Y t5 (Oia chi: Ld III-18, dudng sO 13, KCN
Tin Binh, Phudng Tdy Thpnh, Qufn TAn Phri, Tp. HO Chi Minh, ViQt Nam

2. Co s& tting kf: C6ng ty
H6 Chi Minh, ViQtNam)

219 (Dia chi:299/22 Llii Thudng KiCt, Phulng 15, Qu6n 1 1, Thinh ph6

2.1. Ca sO sin xu6t: C6og ty Cd phAn Dugc phim 219 (Diachi: 930 C4 clucrng C, Khu c6ng nghiQp C6tLAi, a1m2,
Phuong Thpnh Mf Lgi, Qufln 2, TP.HO Chi Minh, ViQt Nam)

-.\23664

)NG T\
i pHAr
,rHAp I
yrE
NS PE

Cetirizin
dihydroclorid
1Omg

893100355823
(vD-30s82-18)

Vi6n nang 8931t0355923
(vD-2s3 17-16)

Fenofibrat 100mg 8931 10356023

(vD-24892-16)

roxil (du6i
g Cefadroxil

monohydrat)

500mg

HQp 10 vi x 10

vi6n; Hdp 20 vi
x 10 vi6n

893tr0356t23
(vD-223s8-1s)

5 Fexnad 120 Fexofenadin
hydroclorid 120mg

Vi6n n6n

bao phim
H6p 1 vi x 10

vi6n

NSX 36 893100356223
(vD-302s4-18)

0l
l

6 Nadyoflox Ofloxacin 200mg Vi6n n6n

bao phim
HQp 5 vi x 10

vi6n
NSX 36 8931 15356323

(vD-302ss-18)
01

7 Sicongast Simethicon 80mg Vi6n n6n

nhai

HQp l0 vi x 10

vi6n
NSX 24 8931003s6423

(YD-22107-1s)
01

3. Ccr s& tting kf: Cdng ty TNHH Sin xuAt Thuong m4i Dugc phAm Thinh Nam (Dia chi: 34 Edng TAt, Phuong Tin

MI}

ludc
-*

Einh, Qufln 1, Tp H6 Chi Minh, Vi-etNam)
3.1. Ccr sO sfln xu6t: Chi nhfnh c6ng ty TNHH SX-TM dugc phim Thinh Nam t4i Binh Duong (Eia chi: 60 Dai I0
DQc Lfp, KCN ViQt Nam-Singapore, Thf xE Thu6n An, Tinh Binh Duong, ViQt Nam)

8 Tana-Nasidon Nefopam
hydroclorid 3Omg

Vi6n n6n

bao phim
HQp 02 vi x 06

vi6n; HQp 10 vi
x 10 vi€n

NSX 36 893t10356523
(vD-30881-18)

01

4. Ccr s& tllns ki: C6ns tv c6 phAn ducrc nhAm Asimexnharm (Dia chi:27 Nsuv6n Th6ing kf: C6ng ty c6 phAn duqc phAm Agimexph (Dia chi: Nguy6n Th6i Hgc, Phudng M! Binh, Thdnh
ph6 Long Xuy6n, Tinh An Giang, ViQtNam)
4.1, Ca s& sf,n *u6t: Chi nh6nh cdng ty c6 phffn dugc phim Agimexpharm- Nhd mfy sfln xu6t dugc phim
Agimexpharm (Dia chi: Du&ng Vfl TrgngPhpng, Kh6m Th4nh An, P. My Thdi, TP. Long Xuy6n, Tinh An Giang, Vi0t
Nam)

9 Gentritason MOi tuip 5 gam

chfa: Clotrimazol
50mg;

Kem b6i da HQp 0l Tulfp x 5

gam

NSX 24 893tt03s6623
(vD3-23-19)

01

1 Alzyltex Vi6n n6n HQp l0 vi x 10

vi6n

NSX 48 01

2 Cefaclor 250mg Cefaclor (du6i
C4ng Cefaclor
monohydrat)
250ms

HQp2vix10
vi6n

DD\TN 36 0l

J Fenbrat 100 Vi6n nang
:ring

HQp 03 vi x l0
vi6n

NSX 36 01

4 Ofbe- Cefadroxil Vi6n nang

cring
DE'\rN 36 01



15

STT TGn thu6c Ho4t chAt chfnh -
llim luqng

D4ng bilo
ch6

Quy c6ch it6ng

96i

Ti6u
chuAn

Tu6i
thg

(th6ng)

s6 tlmg rf
gia h4n

(Sd ileng ki
tle c6p)

ia h4n

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

t45 Bacfenz 10 Baclofen 10mg Vi6n n6n HQp3vixl0
vi6n

BP 2021 36 893110370223

(vD-30487-18)

01

146 BisoproloVHydro
chlorothiazide
2.516.25 mg

Bisoprolol fumarate

2,5mg;
Hydrochlorothiazide

6,25m9

Vi6n n6n

bao phim
HQp3vix10
vi6n

NSX 36 893110370323
(vD-20806-14)

01

147 Dobdia Mirtazapin 30mg Vi6n n6n

bao phim
HQp 1 vix 10

vi6n

USP 43 36 893110370423
(vD-29104-18)

01

148 Insuact 20 Atorvastatin (du6'i

dang Atorvastatin
calci trihydrat)
20ng

Vi6n n6n

bao phim
HOp3vix10
vi6n

NSX 36 893110370523
(vD-304e1-18)

01

149 Levofloxacine
SaVi 500

Levofloxacin
(du6i dang

levofloxacin
hemihydrat) 500mg

Vi6n n6n

bao phim
HQp1vix10
vi6n

USP 42 36 893115370623
(vD-29109-18)

01

150 LoxicSaVi 7,5 Meloxicam 7,5mg Vi6n n6n HQp 2 vix 10

vi6n

USP

202t
36 893110370723

(vD-29110-18)
01

151 SaviParnol 80 Paracetamol 80mg Thu6c c6m

siri bqt

HQp 10 g6i x 0,6

gam

NSX 36 893 I 00370823
(vD-29113-18)

01

152 Prololsavi 10 Bisoprolol fumarat

1Omg

Vi6n n6n

bao phirn
HQp3vix10
vi6n

USP 43 36 893t10370923
(YD-29115-18)

01

153 Rosuvastatin
10 mg

Rosuvastatin (du6i
d4ng Rosuvastatin

calci) 1Omg

Vi6n n6n

bao phim
HQp3vix10
vi0n

NSX 36 89311037 1023

(vD-30489-18)
01

1s4 SaVi Donepezil
10

Donepezil
hydroclorid (du6i
d4ng Donepezil
hydroclorid
monohydrat) 10mg

Vi6n n6n

bao phim
HQp3vix10
vi6n

USP

2021

36 893110371123
(vD-3049s-18)

01

155 SaVi Glipizide 5 Glipizid 5mg Vi6n n6n HQp 3 vi x 10

vi6n

USP 42 36 89311,0371223

(vD-29120-18)
01

156 SaVi Olanzapine
5

Olanzapine 5mg Vi6n n6n
bao phim

HOp3vix10
vi6n

USP
2021,

36 893110371323
(vD-29124-18)

01

151 SaVi Quetiapine
100

Quetiapin (du6'i

d4ng Quetiapin
fumarat) l00mg

Vi6n n6n

bao phim
HQp3vixi0

vi6n
USP
2021

36 893110371423
(vD-304e8-18)

01

158 SaViMetoc Paracetamol

325mg;

Methocarbamol
400rng

Vi6n n6n

bao phirn
HQp3vix10
vi6n

NSX 36 893t10371523
(vD-30s01-18)

01

159 SaViPamol250 Paracetamol

250m9

Thudc c6m

srii bqt

HQp 10 g6i x 1,5

gam

NSX 36 893100371623
(vD-2e128-18)

01



Ghi chil: 
2

1. Cdch ghi fieu chuiin chiit tryng thu6c Ui cQt (6);

- Nhd sdn *uiit 1Nsx1, Tiau chudn nhd sdn xuiit gcXSxl, Tiau chuiin co so (TCCS), In-house c6 y nghla turong duong
nhau, ld fiAu chuiin chtit luqng thu6c do co so san xudt xdy d.mg vd diu cd thA duqc ghi trAn nhdn thu6c.

'- CdchvA ffi cdc fiAu chutin chiit luqng daqc diAn; Duo. c di€n ViQt Nam (DDVN), Duqc di6n Anh (BP), Daqc di\n Mi
(USP), Duqc diiln Nhdt Bdn (JP), Dw. c diAn Trung Qu6c (CP), Duqc dien Chdu du (EP), Daqc di6n Qu6c ft 0P)...
2. Sd ddng bi tqi clt (B);

- SA dang ky gia hqn ld si5 dang fui daqc ctip theo quy dinh tqi Phq luc VI Th6ng ta 08/2022/TT-BYT ngay 05/09/2022 ctia
BQ trwong ap r te quy dlnh viQc ddng lry lru hdnh thuiSc, nguyan liQu ldm thurjc.
'- Sti dang $t dd crip (dro. c ghi trong ngodc don) td si5 dang W dd daqc crip uudc khi thu6c dursc gia hqn theo quy€t dinh
ndy.



d ptrAr.r )
Y$ tsg

sd cHtMslE.

''f nrrgc
CQNG HOA XA Ugr CHU NGHIA VIpr NAM

DQc I$p - TU do - H4nh phric

LD Hd NAi, ngay 24 thdng t0 ndm 2024

Quytr EINH
VO viQc ban hhnh Danh mgc77l thu5c, nguy6n IiQu lhm thuiic sin ru6t
trong nudc duqc gia h4n gi6y tlIng \i luu hhnh tai ViQtNam -Dqt2ll

cuc rRrIoNG cuc QUAN r-.f nrlgc

Cdn air Ludt Duqc sii |OS/2016/8H13 ngdy 06/4/2016;
Cdn ctir Nghi dinh tA SS/ZOZ2/ND-CP ngdy t 5/l 1/2022 cila Chinh phil quy dinh

ch*c ndng, nhi€m vq, quyin hgn vd co cAu td chdrc cila B0 Y t€;
Cdn c* Quy€t dinh s6 176L/QD-BYT ngdy 26/4/2023 cua B0 truong BO Y t€ quy

dinh chrtc ndng, nhi€m u4, quyin hgn vd ,o ,Au ti| chrhc cila CqLc Qudn ly Daqc thu\c
86 Y tA;

Cdn crt Thdng ta sd 0B/2022/TT-BYT ngdy 05/09/2022 cila BQ trahng BO Y #
quy dinh viQc ddng ley ltu hdnh thutic, nguyAn l.i€u ldm thutic;

Cdn c{r kOt luqn cila HOi ding tavdn ciip giiiy ddng ty lnu hdnh thudc, nguyAn
ti€u tdm thuiic - BA Y te dqt 211 tqi C6ng vdn sd B2/HDTI/-I/PHE ngdy 27/9/2024 cia
Vdnphdng Hpi d6ng tavdn ciip GDKLH thudc, nguyAn tieu ldm thudc;

Theo di nghi cila Traong phdng Ddng tq,thu6c, Cac Qudn ly Daqc.

QUYET DINH:

Di6u 1,. Ban hAnh kdm theo Quy6t dfnh ndy danh mpc 771thu6c, nguy6n liQu

lim thu6c san xu6t trong nudc dugc gia har gitry d[ng ky luu hdnh tai ViQt Nam - Egt
211, cp th6:

1. Danh mpc 556 thu6c, nguy6n fieu ldm thu6c san xu6t trong nu6c dugc gia
hqn gi6y dang lqy luu hdnh hi0u lpc 05 ndm (Phw lwc I kdm theo).

2.Danh mpc 159 thu6c s6n xu6t trong nu6c dugc giahqn gidy dl,rrrg ky luu
hanh hiQu lgc 03 ndm(Phw lwc II kim theo).

3. Danh mgc 56 thu6c sin xudt trong nu6c tlugc gia han giAy tl[ng ky luu hdnh
hiQu luc dtin 3llt2l2025 (Phu lwc III kdm theo).

Eidu 2. Co s& sin xu6t vd co s& dang hf thu6c c6trdchnhiQm:
1. Sin xu6t thu6c theo dring c6c hd so, tdi li0u dd tl6ng ky vdi 86 Y tti vd phii

in hoflc d6n s6 d5ng ky dugc B9 Y tti Viet Nam c6p 10n nhdn thu6c.
2. Chi dugc s6n xuAt, dua ra luu hdnh c6c thu6c ki6m so6t dflc biQt khi c6 GiSy

chring nhfln rhi di6u kiQn kinh doanh dugc pham vi kinh doanh thu6c ph6i kiOm so6t
d{c biet phn hqrp. v6i ph4m vi ho4t tl6ng ctra co sd t16p img quy dinh t4i kho6n 5 Di6u
143 Nghi tlinh sd 54/2Ol7NE-CP ngdy 08/5/2017 cria Chfnh phri quy dinh chi titit mQt
sO OiCu vd biQn ph6p thi hdnh Lu4t Dugc.

3. Thgc hiQn viQc c{p nhflt ti6u chuAn ch6t lugng cria thu6c theo quy tlinh tai
Th6ng tu sd 11l20l8lTT-BYT rgity 041512018 cria BQ tru&ng Bq Y tti quy tlfnh vC

ch6t luqng thrloc, nguy6n 1i0u ldm thu6c.
4. Thu6c dugc gia h4n gi6y ddng ky luu hdnh t4i Quy6t dinh ndy nhung chua

^ ,;.
nQp h6 so cflp nhat nQi dung nh5n thudc, td hu6ng ddn st dpng thu6c theo quy dinh
cria Th6ng tu 01/2018/TT-BYT ngdy 18/01/2018 cria BQ tru&ng B9 Y G thi phii thr;c

ffi
W
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hiQn cflp nh6t theo quy dinh tpi di6m b Khoin 1 Ei6u 37 Th0ng tu sO OI1Z018/TT-BYT

trong trrai na" 12 th6ng4c ttr ngiy dugc gia h?n gi6y di.tflgky luu henh.,

5. Sau 12thAngkO ttr ngay lqy ban hdnh Quy6t Ai*r 1dy, c6c thu6c dugc giahqn

gi6y ddngky luu han]r theo a;yet rlinh ndy c6 thay A6i vA nQi" dung hdnh chinh phii

;#r;ffidi; nann uOi cac n-Oi dung d6 iluqc ph6 duyQt thay d6i trong h6 so gia hqn.

6. Co s0 rldng ky thu$c phf,i b6o dim duy tri diAu kien hoat dQng trong thli gian

hi-Ou lUc cna giay AEng f.y tuu frantr thu6c, nguy6n liQu ldm thu6c. Trong trudng hgp

kh6ng cdn d6p tmg dtr diAu kiQn ho4t dQng, co sd d5ng,ky phii c6 tr6ch nhiQm thUc

rrie" Iruv aot co rdoerg ky theo quy gt* t4i Th6ng g to oglz}2zlTT-BYT trong thdi

han 30 ngdy k6 ttr ngdy co s0 $ang ky kh6ng cdn dir dieu kien hopt dQng.

7. Co so sin xu6t thuO" phii b6o dim c6c di6u kiQn hopt dQng cta co sd sf,n

*.rat tro.rglrrJi ni, rrigu ruc cria iiay.odng ky luu hdnh thu6c, nguyon 1i0u ldm thu6c.

8. Cfc thu6c dusc'gia hqi ei6v d;"g ky luu hdnh tai q"v6t dinh ndy duqc ti6p

tqc sir dpng s6 dang ky di cap tru?c-khi giu irptt trong thdi han t}i da tZ th6ng kC ttr

ngdy dugc-c6p sO JU"g t"y gia fran theo quy tlinh tai PhU lUc VI ban hdnh kdm theo

Th6ng tu sO 08/Z022|TT-BW.
9. ph6i hqp v6i c6c co so diAu tri dC thUc hiQn theo dring c6c quy dinh hiQn

hanh vC thu6c ke don, theo ddi an todn, hiQu qu6, t6c dpng kh6ng .mong mu6n cta
thu6c tr6n ngudi ViCt Nam vd t6ng hqp, b6o c6o theo quy dinh tai Di6u 5 Thdng tu s6

OB]2}L2]TT-BYT AOI vOi c6c thu6c iiong Phu luc II ban hanh kdm theo Quyi5t dinh

ndy"
Didu 3. Quyi5t <tinh ndy c6 hiQu luc k0 ttr ngdy-ky ban hinh.
Di6u 4. Gi6m d6c S0 Y t6 c6c tinh, thdnh ph6 trgc thuQc Trung uong vd Gi6m

d6c co sO sin xuAt ve co sO dAng ky c6 thu6c tai Ei6u 1 chiu trdch nhiQm thi hAnh

Quy0t dinh ndy./

No'i rthQrt:
- Nhu Ei6u 4;

- BT. Ddo H6rrg Lan 1ae b/c1;

- TT" Ed Xr-rAn Tuy6n (de b/c);
- Cpc QuAn y - BO Qu6c phdng, Cpc Y tC - gO C6ng an;

- Ctlc Y te CtVf - B0 Giao th6ng v4n tii;
- T6ng Cuc Hii qlran - B0 Tei chinh;
- 86o hi6rn xa hQi Vi6t Narn;
- BO Y t6: Vp PC, Cqc QLYDCT, Cuc QLKCB, Thanh tra
B0, Vdn phong HDTV cAp GDKLH thu6c, NLLT;
- ViQn KN thu6c TU', ViQn I(N thu6c TP. HCM;
- T6ng C6ng ty Duoc ViQt Nam - C6ng ty CP;

- C6c-genh riQn, Vien c6 giud'ng b€nh truc thu6c 86 Y t6;

- Trung t6tn mua sirn t6p trung thu6c qudc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT,
Website;
- Luu: VT, DKT (C.H) (02b).

#oo{h
'N{ c-us , \:\
3i ou(tl tlfrrft
*\.. D#frfi

cuc rRuoNG

Vfl Tuin Cudng
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STT TGn thu6c Ho4t ch6t chfnh -
Him lugng

D4ng bio
chd

Quy cdch tl6ng g6i Ti6u
chuAn

I UOI

thg
(thing)

56 tleng xy
gia h4n

(Sii tlnng ti
I,

oa cap,

lffn
gia

han

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

71 Alphausar Alphachymotrypsin
420}trJ

Vi6n nang

mem

HQp 02 vi x 10 vi6n,
HQp 03 vi x 10 vi6n,

HQp1chaix100
vi6n, HQp 05 vi x 10

vi6n, HQp 10 vi x 10

vi6n, HQp 1 chai x
50 vi6n, HQp 1 chai

x 200 vi6n

NSX 24 893i 10071s00
(YD-23296-ts)

1

ffisE6ne(Diachi:L6s57,Dudngs62,Khuc6ngnghiQpT6n 4o,ll. Co s0 illng lcf : C6ng ty cd phAn Dugc phAm Phuong E6ng (Dia ct

Phudng TAn Tao A, Qufn Binh TAn, Thdnh pnO ftO Chi Minh, ViQtNam)

L7.1. Cosirsin xu{t: C6ng ty c6 phin Dugc phim Phuong DOng (Dia chi: L0 sl5 7, Dudng s5 2, Khu c6ng nghiQp Tfln

Tp6, Phudng Tdn T4o A, QuQn Binh TAn, Thinh phO UO Chi Minh, ViQt Nam)

12 Debomin

\
Magnesi lactat

dihydrat 940ng;
Vitarnin 86
(Pyridoxin

hydroclorid) lOrng

Vi6n n6n srii H}p2vix4vi6n,
HQp4vix4vi6n;
HQp 1 tulip x 10

viOn, HQp 1 tuyp x

20 vi6n

NSX 36 8931 10071600

ND-22s07-rs)

1

(Diachi:S546,Dud.ngHtuNghi,PhudngBhcL!,Thinh
eh6 DOng H6i, Tinh Qu6ng Binh, ViQtNam)

g kf: C6ng ty

28.1. Co sO sin xuAt: COng ty c6 phffn dugc phim Quf,ng Binh (Dia chi: 56 46, Eudng Hfru Nghf, Phudng BhcL!, Thdnh

Phd DOng H6'i, Tinh Quing Binh, ViQtNam)

t3 Vitamin C 250mg Acid ascorbic 25Omg Vi6n nang

c['ng

Lq 100 vi6n NSX 24 8931 10071700

(vD-213s0-14)
I

29. Ccr sO tling kf : Cdng ty C6 phan Dugc phAm Sao Kim (Dia chi: KCN Quang Minh, thi trlin Quang Minh, huyQn MO

Linh, TP. Hd NQi, Vi€t Narn)

29.1. Co s6 sin x,rft: COng ty c0 phAn dugc phAm Sao Kim (Eia chi: Khu c6ng nghiQp Quang Minh, thi trSn Quang Minh,

huyen MC Lir.rh, thdnh phO Ua N6i, ViQt Nam)

14 Alpha-SK Chynrotrypsin 4200

USP unit
Vi6n n6n

phdn t6n
HQp 1 tiri x2vix
10 vi6n

NSX 24 8931 10071800

(vD-3r842-i9)
1

1< Co-lutem Force Artemether 80mg;

Lumefantrine 480mg
Vi6n n6n HQp1vix6vi6n NSX 24 8931 10071900

(vD-31844-19)
1

j0. Co sO tling kf: Cdng ty cd phffn dugc phAm Savi (Savipharm J.S.C) (Dia chi: Ld Z0l-02-03a, Khu COng nghiQp trong

Khu Ch6 xuAt Tan Thufn, Phudng TAn Thufn D6ng, Qufn 7, Thdnh pn5 UO Chi Minh, ViQtNam)

30.1. Co sO sin xuft: COng ty cd phfln dugc phAm Savi (Savipharm J.S.C) (Dia chi: Ld Z0l-02-03a, Khu COng nghiQp

fong Khu Ch5 xu6t TAn Thuf,n, Phud'ng Tdn Thufln D6ng, Qufn 7, Thdnh phO UO Chi Minh, ViQt Nam)

16 Cetarnpir plus Cinnarizin 25mg;
Piracetam 400mg

Vi6n n6n
bao phim

HQp 3 vi x 10 vi6n;
HQp 10 vi x 10 vi6n

NSX 36 8931 10072000
(YD-2s770-16)

1

l1 SaVi
Rosuvastatin 10

Rosuvastatin 1Omg Vi6n n6n

bao phim
HQp 3 vi x 10 vi6n NSX 36 8931 10072100

(vD-27050-17)
1

78 SaViDopril Plus Indapamid hemihydrat
l,25mg; Perindopril
erbumin 4rng

Vi6n n6n

bao phim
UQp 3 vi x 10 vi6n NSX 36 893tt0072200

(YD-26260-17)
I

il. Co sO ding lcf: COng ty c6 phin dugc phim Tipharco (Dia chi: L6 08, 09 CUm C6ng nghiQp v'a fi6u thri c6ng nghiQp

IAn M! Chinh, Phuong 9, TP. M! Tho, Tinh Ti6n Giang, ViQtNam)



Phg lgc I
DANH MUC 556 THU6C, NGUyf,N LIEU LAM THU6C SAN XUAT rRONG NIIOC DrIgC GrA H4.N GrAY

DANG K''f LrIu HANH T4r vrET NAM HrEU Lr/c 0s NAM - DqT 211

(Kdm theo Quyiit dinh sA 718 /QD-QLD ngdy 24 thdng 10 ndm 2024

cila Cqrc Qudn l!,Daqc)

STT TOn thu6c Ho4t chflt chfnh -
Him luqng

Dang bdo
ch6

Quy cfch il6ng g6i Ti€u
chufln

Tu6i
thg

(thdng)

Sd ilnng Icf
gia h3n

(sii tlnng kf
x.

da caDl

S6
lfln
gia

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

L. Ctr s& ilIng \i: Cooperation Pharmaceutique Francaise (Dfa chi: Place Lucien Auvert 77000 Melun, Ph6p)

1.1. Co s& sin xuAt: Cdng ty cd phin Sanofi ViQt Nam (Dia chi: L6 I-8-2, Eudng D8, Khu COng nghQ cao, Phudng Long
Ih4nh M9, Tp.Thri Dirc, Tp. H6 Chi Minh, ViQtNam)

I Nautamine Diacefyllin
diphenhydramin

9Omg

Vi€n ndn HQp 20 vi x 4 vi6n NSX 36 8931 10008900

(vD-29364-18)
I

Z. Co s& ttlng kf : Cdng ty c6 phAn 5A Farma (Dia chi: 116145 T6 Hi6n Thdnh, Phudng 15, Qu4n 10, Thinh pnO ftO Ctri
Minh, ViQtNam)

2.1. Ccr s& sfln x,r6t: CAng ty c6 phfrn li6n doanh Duclc phim Etoge France ViQt Nam (Dla chi: Khu c6ng nghiQp qu6 VO,

rdPhucrng Li5u, huy6n qu6 Vo, tinh Bic Ninh, VietNam)

2 Atorvastatin*Ezet
imibe-5A Farma

10+1Omg

Atorvastatin (du6i
dqng atorvastatin

calci) 10mg;

Ezetimibe 1Omg

Vi6n n6n bao

phim
HQp 3 vi x 10 vi6n,
HQp4vix7vi6n

NSX 36 8931 10009000

(YD-337s7-r9)
1

:\
ts66a1

!G TY

f^uAru
IHAP KT
're'
,EPE(
IiMIN

J Atorvastatin*Ezet
imibe-5A Farma

20+1Omg

Atorvastatin (du6i
d4ng Atorvastatin
calci) 20mg;

Ezetimibe 10mg

Vi€n n6n bao

phim
HQp 3 vi x 10 vi6n,
HQp4vix7vi6n

NSX 36 8931 10009100
(vD-337s8-19)

4 Dutasteride-5A
Farma 0,5mg

Dutasterid 0,5mg Vi6n n6n bao

phim
HQp 3 vi x 10 vi6n NSX 36 8931 10009200

(vD-337s9-19)
lry

1

I

5 Sitagliptin - 5,A.

Farma 100mg
Sitagliptin (dudi
d4ng Sitagliptin
phosphat

monohydrat
128,48mg) 100mg

Vi6n n6n bao

phim
HQp4vixTvi€n,
HQp 3 vi x 10 vi6n

NSX 36 8931 10009300
(vD-33761-19)

6 Sitagliptin - 5,A.

Farma 50mg

Sitagliptin (du6i
d4ng Sitagliptin
phosphat

monohydrat
64,24m9) 50mg

Vi€n n6n bao

phim
HQp4vix7vi6n,
HQp 3 vi x 10 vi6n

NSX 36 893 1 1 0009400
(vD-33762-19)

l. Ccr s& tlIng kf: C6ng ty c6 phAn C6ng nghQ sinh hgc - Duclc phflm ICA (Dia chi: L6 10, tlulng s5 5, khu c6ng nghiQp

ViQt Nam-Singapore, thi xd Thufln An, tinh Binh Duong, Vigt Nam)

3.1. Co s& sfln xudt: COng ty c6 phffn C6ng nghQ sinh hoc - Dugc ph6m ICA (Dia chi: L6 10, dudng s6 5, khu c6ng nghiQp

ViQtNam-Singapore, thi xd Thudn An, tinh Binh Duong, ViptNam)

7 Adagrin Sildenafil (du6i
d4ng sildenafil
cihate 70,24mg)

5omg

Vi6n n6n bao

phim
HQp1vix3vi6n NSX 36 8931 10009s00

(vD-i8667-13)
I
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STT TGn thu6c Ho4t chAt chfnh -
Him luqrrg

D4ng bio
ch6

Quy cfch tt6ng g6i Ti6u
chufln

Tu6i
thg

(thfng)

56 tleng kf
gia h4n

(si6 dnng If,(.
da cap)

s6
IAn

gia
h?n

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

48 Prednison Prednison 5mg Vi6n nang
cring

Lq 200 vi6n NSX 36 8931 1008s100
(vD-30880-18)

1

49 Prednison Prednison 5mg Vi6n nang

cfrng
Lq 200 vi6n NSX 36 893r 1008s200

(vD-30877-18)
1

50 Prednison Prednison 5mg Vi6n n6n Lo200 vi6n, Lg 500

vi6n
NSX 36 893 l 10085300

(vD-2861s-17)
1

51 Prednison Prednison 5mg Vi6n nang
cfng

Lo 200 vi€n NSX 36 8931 1008s400
(vD-286r4-r7)

I

52 Prednison Prednison 5mg Vi6n nang

cfing
Lg 200 vi6n NSX 36 8931 10085500

(vD-27613-17)
1

53 Tacodolgen Clorpheniramin
maleat2mg;
Paracetamol325mg

Vi6n n6n HQp 5 vi x 20 vi6n,
HQp 25 vi x 20 vi6n

NSX 36 893 I 0008s600
(YD-27616-17)

1

54 Tanacelest Betamethason

0,25m9;
Dexclorpheniramin
maleat2mg

Vi6n n6n Lo200 vi6n, Lo 500

vi6n
NSX 36 8931 r 008s700

(vD-27618-17)

t

I

55 Vitamin C Acid Ascorbic 250mg Vi6n n6n

bao phim
HQp 10 vi x 10 vi6n,
Lo 100 vi6n

NSX 36 893 r t 0d.&$&00

(vD-276\ak)
1

56 Vitamin C250 Acid Ascorbic 250mg Vi6n nang
cring

Lq 100 vi6n NSX 24 8e31 1oo8r*qp
(YD-21,6fu,Jh)

1

Ghi chil: I
l. Cdch ghi fiAu chuiin chdt luqng rhu6c tqi cQt (6):
- Nhd sim xuiit QVSX), Ti€u chudn nhd san xuat 1fCwSXl, TiAtt chudn cct so QCCS), In-hottse c6 y nghTct tlrong dtrong nhau,

h fiAu chudn chtit luqng thudc clo co sd stm ,r,dt *dy dtmg vd d|u c6 th€ duqc ghi nAn nhcin thudc.

- Cdch vii* dt ccic fiAtt chudn chiit luqng cttrqc di€n; Duoc di€n ViQt Nam (DDVN), Dtroc tiidn Anh (BP), Du1'c di€n Mi
(USP), Duqc di€n Nhqt Bdn (JP), Duqc di€n Trung QuOc (CP), Duoc di€n Chdu iitt (EP), Ductc di€n QtriSc ft 0P)...
2. 56 ddng tq) tai c6t (B):

- SA dang ky gia hqn ld st5 dang b duqc ctip theo quy dlnh tqi Phu lqtc VI Th6ng hr 0B/2022/TT-BYT ngcw 05/09/2022 cira
BQ tnrong BO Y tA quy dinh viQc ddng lqt lmt hdnh thuijc, nguyAn li€u ldm thtrdc. Oiii vAi sii dang fut duqc ctfp ir rhtlr tur

10.000 cua ndru 2024, 2 chir s6 try hiQu cua ndm ld "00" vii 4 chir sii lry hiQtt ctia thttr trr cdp bdt ddu tir "000I ".

- Sii dang lq dd cAp @trqc ghi trong ngodc don) td sii dang tcy dd duq'c cdp tnnc khi thtr6c duoc gicr hgn theo quyiit dinh
ndy.
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coNc rY cP ntloc puAwt soNG vAN

31 Tin Trang, Phudng 9, Qufn Tin Binh

56:0804/ CV-SV

a0 t(o', d Li 65

CQNG HOA XA nQr CrrU NGrriA yIET NAM

. DQc l$p - TU do - H4nh phrtc

Tp. HCM, ngay 08 rhdng 04 ndm 2025

CONGVAN
V/v: Thay aOi sii dnng ky cria sin phAm Sovasol

Kinh gui: SO Y TE riNu xrtN GIANG

Cdn cri Quyrlt dinh s6 1630/QE-SYT ngdy 27 thatg6 ngr, 2024 ciaSo Y tti tinh
Ki6n Giang vC vi6c ph6 duyQt kdt qui lua chgn nhd th6u cung cdp thu6c t{p trung tinh Ki0n
Giang, giai doan 2023-2025 (dqt 3);.

Cdn cri vdo ThoA thu4n khung s6 |OOI2O24ITTK_G}-DQT 3 ngdy 08 th6ng 07 ndm
2024 gifta Sd Y T6 Ki6n Giang vd C6ng Ty C6 Phdn Dugc PhAm Song Vdn

Cdn cir vdo quy6t dinh sd 550/QD-QLD ngdy 0210812024 V6 viQc ban hdnh Danh
muc 700 thu6c sdn xu6t trong nu6c dugc gia han gi6y dang ky luu hdnh tai ViQt Nam - Dgt
206

Cdng ty chring tdi thay d6i s6 d6ng kf cira san phAm v6i th6ng tin cr,r thO nhu sau:

Chiing t6i.cam k6t c6c th6ng tin ndu tr0n ld chinh x6c vir chiu hoirn totur tr6ch nhiQm
tru6c ph6p lu4t v€ nQi dung trOn.

Kinh mong Quy Benh Vi6n xem xdt.

Trdn trong cim on!

Noi nhfn
- Nhu Tr0n
- Luu VT

STT TGn sin
phim

Ho4t ChAt -
Hlrm Luorre

Quy c6ch
d6,ne s6i

56 rlnng ky cft 56 iling W m,fi

1 Sovasol Clotrimazol
O,5mg/ml -100m1

H$p 1 chai
100m1

vD-2804s-17 893t10708s24

E4i diQn C6ng ty

ffi$Sm Dit"yrcisqAil CONG TY \

Dg Ye & phucrug 
Ven
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BQYTE CQNG HOA XA HgI CHU NGHIA VIET NAM
DQc lip - Trp do - II4nh phfccuc QUAN L''i Duqc

s[. 550 iQD-QLD Hd 
^i)i, 

ngdv 02 thdng os nam 2024

QTIYET DINH
ViiviQc ban hinh Danh mqc 700 thuiic sin xu{t trong nudc
tlugc gia h4n giiy illng ICy luu hinh t4i ViQt Nam - Dgt 206

cuc rRuoNG cvc QUAN lY nuoJ

Can c.ulaa*&i& r,, I05/20I6/QHI j ngalt 06/4/2016;

D$.qEitbl#rWy,?b,1, 
h sy 

ls/20]2ma,c1,ni,y7,,]!!y?:?^cila 
Chinh phu quv dinh

, u\1. -'-chtTc-ndng, nhi(nt vq, qtty1n han vd co cdu t6 cht?c cua Bd Y t€;

Cdi cri'QuyAt dinh so lg6glQD-BYT ngdy 26/4/2023 ctia BQ trtong Be Y i qu.,-

dinh ch{rc ndng, nhiQm w;r, qrq,in ltan ,-d co'cdu t6 chzlrc ct)a Cuc Qu,an ty Duttc thuoc

Be Y td;
Cd.n cir Th6ng tr sij 0B/2022/TT-BYT ngdy 05/09/2a22 cua B$ tnrong B0 Y ft

qu-,- ctlnh viQc etdng rc-ua ltru hdnh thu6c, nguytAn LiQu tdm thudc; 
!

Cdn c* k€t htqn ctia H6i dong ttr vdn cdp giay ddng N' lmt hdnh thtt6c, ngu.,"€n

li€u ldm ttu6c - BO Y tA Aqt 206 rqi C6ng vdn sii OOHBfV-\/PHD ngdv 20i6/2024 cutt

Ydn phong HQi ding ta vdn cdp GDKLH thu6c, nguvAn h€u tdm thu6c;
Theo dA nghi cua Trurmg phdng Ddng lry thuoc, C1c Quan l-v" Dw7'c.

QUYET D!NH:

Ei6u 1. Ban hinh kdrn theo Quy€t dinh ndy danh muc 700 thuric sin xu6t trong
nu6c dugc gia han gi6y d[ng ]i luu hdnh tpi ViQt Nam - Da'206, cu th6:

1. Danh mvc 479 thu6c s6n xudt trong nudc duo-c gia h4n giAy dSng hy luu
hanh hieu lUc 05 ndm (Phw ltlc I kim the.o).

2. Danh muc 193 thuOc sin xu6t trong nuoc dugc gia h4n giiy dang ky- luu
hanh hieu luc 03 ndm (Pha lttc II kdm theo).

3. Danh muc 28 thu5c sdn xudt trong nuoc dugc gia han gi6y dang k1z liru hdnh

higu luc d€n3lll2l2025 (,Phu lrtc III kdm theo).
Di6u 2. Co so sdn xu6t vd co so ddng $r thu6c co tr6:ch nhi€m:
i. San xuAt thudc theo dung c6c h6 so, tAi liQu d6 ding k!' v6i BO Y t6 va phai

in s5 dAng ky duqc Bd Y t€ Vi€t Nam cAp l6n nhin thudc. 
.

2. Chl dugc san xudt. dua ra luu hdnh c5c thu6c ki€m so6t dac biqt khi co Gidy
chimg nh4n du di€u ki€n kinh d,oanh duo. c ph4m vi kinh doanh thu5c phii ki6m so6t

dAc biet phu hop. vdi ph4m vi hopt dQng cua co so d6p img quy dinh tai khodn 5 Di6u
143 Nghl dinh sO 54t?017AID-CP ngi,v 08i5r2017 cua Chinh phu quy dinh chi ti6t m6t
s6 di6u vi biQn ph6p thi hdnh LuQt Duoc.

3. Thgc hiQn vi$c cap nhflt ri6u chuin chit luqng cua thudc theo quy dinh tai
Thong tu so 1li2OiSiTT-BYT ngdy 04l5?Aft cua 86 truong B0 Y t6 quy dinh v€

chdt lugng thu6c. nguydn liQu ldm thuOc.

.4. Thu6c duo. c gia hpn gidy ddng k! luu hdnh tpi Quyet dinh.ndry nhung chua
^ ,)

nQp ho srr cdp nnat nQi dung nhdn ihu6c, to hucrng ddn su dung thu6c theo quy dinh
cua Thong tu 01i'2018iTT-BYT ngd,v 18,'01i2018 cua 86 truong BQ Y tC thi phai thuc

(
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hi6n cgp nhpt theo quy dinh t4i di6rn b Khodn 1 Dieu 37 Thdng ru sO OtlZOlS/TT-BYT

trong thoi han 12 th6ng k0 nr ngny dugc gia han 916), ddng ky luu hinh.
5. Sau 12 thAng-ka r,, nguy tV ban hann qiyet dlnh gdy, c6c thu5c dugc gia han

giiy dAng kj' luu hdnh theo Quy€t dinh ndy c6 thay d6i v0 nQi. dung hdnh chinh phtii

sin xu5t vd luu hdnh voi c6c. nQi dung dd duoc phd duyqt thay d6i trong h0 so gia h4n.

6. Co so dang kj.thu6c phai bio dAm duy tri di€u kiQn hopt dqng trong thdi gian

hi0u lgc cua gi6y Oang f"i, iuu hinh thu6c, nguydn lipu idm thu6c. Trong tnrcrng hqp

kh6ng con d6p trng du di0u kien hoat dong, co s0 dang.ky,phai co tr6ch nhiqm thUc

hiQn thay d6i co so ddng ky theo quy dinh tai Th6ng tu s6 08i20221TT-BYT trong thdi

hgn 30 ngdy kd tu ngdy co so ddng ky khOng cdn du di6u kiQn hoqt dQng.

7. Co so s6:n xuit thu6c phrii b6o dim c6c di6u kiQn hopt ddng cua co sr: sdn

xuit trong thoi h4n hieu iUc cna giay dang ky luu hdnh thu5c,^nguydn liqu ldm-thu6c-.

8. C6c thu6c dugc gia h4n gi6y d6ng ky luu henh tai Quy€! dinh nay dugc ti6p
:--:r-,,r!-:

ruc su dpng sd dAng kj,dE cAp tnr6c khi gia hpn trong thoi han t6i da 12 thring kO tit
ngdy dugc.c6p so dlng ky gia hpn theo quy dinh tai Phr: 1uc vi ban hdnh kem theo

Th6ng tu sd 08i2022/TT-BYT
9. Ph6i hqp voi c6c co so di6u tri d0 thuc hidn theo dung c6c quy dinh hiQn

hnnh vd thuoc k€ dcrn, theo ddi an toin, hi6u qud', t6c dgng kh6ng .mong mu6n cua

thu6c tr0n nguoi ViQt Nam vd t6ng hqp, b6o c6o theo quy dinh tai Dieu 5 Thdng ru s0

O8I2072ITT-BYT O6i vOi ciic thu6c trong Php luc lI ban hdnh kem theo Quy6t dinh

ndy.
Di6u 3. Quy€t dinh nay co hiQu lgc k€ tu ngiy kj'ban hdnh.

Eiiiu 4. Gi6m d6c So Y t6 c6c tinh, thenh ph5 trgc thuQc Trung ucrng vd. Gi6m

d6c co so sdn xudt vd co so ddng kj' co thu6c t4i Di6u 1 chiu tr6ch nhiEm thi henh

fr. 
CON,

c6P
DUOC

. S(}NG

GQuytit dtnh nay./.

- Nhu Didu 4; y'/'' : ''.:.i\
- BT. Ddo Hdng Lan (d6 blc): .i',,, ,':" ^,,.* 

'':1.
-Dt.uav \uvvr!/. ..ia.:t Arr.{

- rr. D6 XudniLry€n(ac urc;: iiii.,l,lj}, *'il
- Cuc QnSn y - 86 Qu6c phong, Cuc Y t6 - BQ C6ng u6- , 

'' i'\.ti 7ftab- v$w YLr4rr v$v a !v

- Cuc Y t6 Cfvf - BO Giao th6ng vqn tdi; '1.". .. '''\i '.- T6ng Cpc Hai quan - BO Tiri chin-h; \-,-'".'-*-*{
- 86o hi6m xa h6i Viet Nam; '' -*;i'r' { /! r , d - n-_r-- -
- RA V tA. \,',, FC Crrc oT vn(-T Crrc oI KCR Thrnh trn VU I Uan LUOIIg- B0 Y t€: Vti PC. Cuc QLYDCT. Cuc QLKCB. Thanh tra
BQ, Van phong. HDTV cdp GDKIH thu6c, NLLT;
- Vi6n KN thu6c TU'. Vi6n KN thu6c TP. HCM;
- T6ng C6ng r.v Dugc Vi€t Nam - COng ty CP;
- C5c Bqnh viqn, V.ien c6 giuong bQntr truc thu0c B0 Y t6;
- Trung tim mua sdm tdp trung thudc quoc gia:
- Cpc QLD: P.QLKDD, P.QLCLT, P.PCHN. P.QLGT;
Website;
- Luu: VT, DKT (C.H) (02b).



Phg lgc I
DANH n{;VC 479 THUOC Srrr XUAT TRONG NIIOC DIrgC GL{. HAN GIAY DANG rf r,r,tl rrANH

T4,I VIET N.{.M HrE:U LU. C 05 Ni,M - DqT 206
(Kdm theo Quvdt ctinhrA SSO /}D-QLD ngdy 02 thcing 0B ndm 2A24

cila Cuc Quan t1t Du'qc)

quan pho
N6i, Vi6tNam)

1.1. Co s& sin xu6t: C0ng ty cii phin Duqc Trung uang ltediplantex (Dia chi: Nhd mrly cirroc phim s6 2: Th6n Trung
HQu" xd Tidn Phong, huyQn Md Linh, rhenh ptr6 Ua N6i, Vi€t Nam)

2. Co sti iting ky: COng f"v cd ph0n Duqc - Vflt tu y td Thanh tl6a (Dia chi: Sti 231, Trdn Phu, phucmg Lam Scrn. Thanh
phri tnanl H6a, tinh Thanh Hori, Viet Nam)

2.1. Co' str siin ruit: C0ng (v c6 phnn Dus. c - Vit tu y t6 Thanh FISa (Din chi: So 0.1 duong Quang Trung. phuorg Ngoc
Trao. thdnh pnO fnanl Hoa. tinh Thanh Hoa. Vi6t Nam)

Minh. Vi6t ),iam)

3.1. Co sri sin xuit: COng tv cd phAn du-trc Apimed (Dia chi: Dumg N1. cum cOng nghiQp Ph[ Thanh - Vinh Thanh, xd
Wnh Thanh, huyQn Nhcm Trach. tinh D6ng Nai. Vi6t Nam)

ing kv: Cdng tv cO phAn duoc ATM lEia chi: Tru sr: chinh: VP 26, tang 16 toa elip. 1 i0 Trdn Phu. phuong V{o

Lao, cluAn Hi Edng, thnnh ph6 Hn NOi. Dia chi kinh cloanh: Ld B1.,{-LK31-01- Khu 116 thi Thanh Hd- Cieanco 5. x6 Cu ktr6,

huydn Thanh Oai, thdnh pir6 Ua N6i, Vi6t Nam)

\h
iTY
rAN
,HdM

UAil

Zv

STT TOn thu6c Ho4t chAt chinh -
IIim luqng

Dlng bio
ch6

Quy crich il6ng g6i Ti6u
chu6n

Tudi
thg

(thdng)

56 clnng kf
gia h4n

(Sii dnng lcf
,a-

oa cap)

S6

lnn
gia
h?n

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

l. Co s& tl5ng lcf: COng y cd phAn DTS Vi$t Nam (Dia chi: 56 18, td 51, phuong Quan Hoa, qudn CAu Gi5v, thanh HE

1 Goldagtin Vildagliptin 5Omg Vien n6n H6p 3 vi x l0 vi6n NSX 36 893t10652624
(vD-3 i455-1e)

I

2. Co sti tlins lcv: COns tv cd ohin Duoc - Vit tu v t6 Thanh H6a (Dia chi: 56 232 Trin Phr

2 Asigastrogit Attapulgit hoat h6a
2,5g; lvlagnesi

carbonat 250mg;

Nh6m hydroxyd khd

25Omg

Thu6c bOt

pha h5n dich
:

uong

H6p 30 goi x 3,2g NSX l6 893i00652724
(vD-23i51-ls)

1

J Piracetam Piracetam -l00mg Vi€n nang

cung
Hdp 10 vix 10 vien NSX 36 893 r i0652824

(vD-23153-15)
I

I Acethepharm Acetylcystein 200rng Thudc bdt
pha h5n dich

:
uong

FI6p 30 goi r 29 NSX t+ 893 1 00652924
(VD-10936-1.+)

I

f Cinepark Otloxacin -100mg Vidn n6n

bao phim
H6p 2 vi x 10 vi6n:
HQp l0 vi x 10 vi6n

DDV}i
ry

i6 893 I 1,i653024
(vD-22583-15)

i

6 Dutased Sulfamethoxazol
2000mg;

Trimethoprim 400mg

Thudc bot
pha h6n dich

,(
uong

HQp i chaix20gpha.':
)Umt n()n clrch

NSX it) 893110653124
(vD-25352-16)

1

,7
Nlontekas iviontelukast (ducri

dang Montehikast
natri):lmg

Thudc bOt

pha h5n dich
uong

H6p i0 g6i x
Hop 12 g6i x
HQp 20 goi x
H6p 30 g6i r

o'5t
g:

o'c,
g

NSX i6 893 r I 0653224
(vD-23783-15)

i

.3. Ccr sri tllng ky: C6ng y c0 phAn duoc Apimed (Eia chi: 263i9 L,.r Thucrng KiQt" Phuong 15. Quan 1 1. Thanh chi

8 Apitor 20 Rosuvastatin (duoi
dang Rosuvastatin

caici) 20mg

Vi6n nen

bao phim
H6p 3 vi x l0 vi6n.
H6p 1 chaix 100

vi€n, H6p 1 chai r
200 vidn

NSX 24 893 I I 0653324
(vD-30218-t 8)

I

4. Co sri tlins kf: Cdns fv cO ohin dusc ATM tEia chi: Tnr sri chinh: VP 26
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STT TOn thudc HoSt chAt chinh -
Ilirm lugng

Dpng bio
ch6

Quy c{ch il6ng g6i Ti6u
chuin

Tuor
thq

(thdng)

36 iling kf
gia h4n

(Sii tlsng kf
tl6 c6p)

S6

lin
gia
han

(1) (2) (3) (4) (s) (6) (7) (8) (e)
76 Zibit:r M6i 10ml chira:

Sit (Ut) (duoi dqng

iron (II1) hydroxide
polymaltose
complex 34%)
100mg

Siro HQplchaix60ml,
H6p 20 6ng x lOml

NSX 36 893 I 00708024

(vD-31 146-18)

I

27. Cu sri ding kf : Cdn ty duqc phim Phuung D6ng (D!a chi: L6 s6 07 dunng sd l. Khu c6ne nshrdp Tdn T

77 Ormagat Glucosamln sulfal
(duoi dang
glucosamin sulfat
natri clorid tucrng

duong vcri 393mg
Glucosamin ) 500mg

Vi6n n6n sui
bst

H6p l tuypx 10

vi€n, H6p I tujp x
20 vi6n, HQp 1 vi x
4 vi€n. H6p 2 vi x 4
vi6n, H6p 5 vi r 4
vi€n, HQp l0 vi x 4
vi6n

NSX 36 893 r00708 124
(YD-21986-17)

1

28. Co sii tti cd ohin ua

c6ng nghi6p ao
Phucrng Tdn Tao A, Quan Binh Tdn, Thdnh ph6 Hd Chi Minh, ViCr Nam)
27.1. Cs str sin xudt: C6ng ry- cd phin duqc phdm Phu'ong Ddng (Dia chi: L6 s6 07, duong sO 2, Khu c6ng nghidp T6n
Tao, Phucrng Tdn T4o A, Qudn Binh TAn, Thanh ph6 UO Cfri Minh. ViCt Nam)

ng ky': Cdng ty cd phin duoc phim Q ng Binh (Dia chi: Sd 46. drrr:ng HriLr Nghi. phucng Bac L1r, rhanh phci
Ddng Hoi. tinh Qudng Binh. Vi€t Nam)

28.1. Co so'sin xudt: C6ng t1'cii phin duo'c phim Quing Binh (Dia chi: So -16. duong Hinr Nghi. phrrung Bac Ly, thanh
ph5 OOng Hoi. tinh Quang Binh, \'iet Nam)

g. Phrrong 9, Quan
Minh, Vi€t Narn)

30.1. Co sti sin xuit: Cdng r.v* c6 phAu duoc vi v$t tu y tii einn Thu6n (Dia chr: 192 Nguy6n H6i, phuc,rg phu Trinh, Tp.
Fhan Thi6t. tinir Binh Thudn. Viet Nam)

tling hf: Cdng ty cd phin duoc phim Tipharco (Dia chr: Ld 08. 09 Cum c6ng nghiep d ti6u thu c6ng nghi6p
Tdn VIy Ch6nh. Phudng 9. Thdnh Ph5 lvly Tho, Tinh Tien Giang, Viet Natr)

31.1. Co sti'sdn xuit: COng tv cd phnn dug'c phim Tipharco (Dia chi: 15. E6c Binh Ki6u. Phucmg 2. TP. Mi Tho. Tinh.'-.:
I ren Ulang, Vlet 1\am)

78 DiLi khuynh di€p
phong nha

Eucalyptol
12,69115mI

Dir.r xoa HQplchaixl5ml,
25ml; Vi 1 chai x
25m1

NSX 36 893 10070822{
(vD-24842-T

1

29.Casridingky:C6ngtyC6phnnDuacphimSaoKim(Diachi:KCNQuangMi',h@
Linh. TP. Hn N6i, Vi€t Narn) /
29.1. Casti sin xu6t: Cdng ty Cd phin Duqc phdm Sao Kim (D!a chr: KCN Quang N,Iinh. thi trdn Quang Vi,lil.^S \,1e
Linh. TP. H;i Noi. Viet Nam)

7L) Co-lutem
paediatric

Artemether
(,{rrernether) 180mg;
Lumel'antrin
(Lumefantrine)

l080mg

Thudc bOt

pha h6n dlch
uong

HQp 1lox2-lg NSX 1.1_a 893 1 1 0708324
(vD-27028-17)

1

80 Dekasiam Acetylsalicylic Acjd
(duoi dang pellet
13.8%) 100mg

Thu6c c6m

chira pellet
bao tan trong
ru0t

Hop 20 _uoi r 725mg \SX 1,1_+ 89i I r 0708424
(vD-21,510- 15)

I

30. Ca sri ding ky': C6ng ty cd phin duqc ph Song Vin (Dia chi: 3 i Tin Trang. Phrrong 9 Iin Binh. TP. HO Chi

81 Sovasol Clotlimazol
0.5m9,'ml

Dung dich
dirng ngodi

H6p I chai 100m1"

l25mI
NSX ,r6 893 r 10708524

(vD-28045-17)
1

31. Co sri tling hi: Cdng fy cd phin



c0Nc rY co pIl^A,N Dlrgc ru^A.vr
IMEXPHARM

Noi nhfin:

- Nhu tr6n;

- Luu Phdng HTBH.

s6:LLLIIMP
V/v Xin thay d1i ftn thudc

Pharmox IMP tg trting thdu.

Kinh gti: So Y td tinh Ki6n Giang

C6ng ty CP dugc phAm Imexpharm xin ph6p gui ldi c6m crn ch6n thdnh d6n

quy Sd Y tC ddtin tudng vd hd trg Imexpharm trong nhi6u ndm qua.

Cdn cu Quytit dinh trung thAu s6: 163O/QD-SYT cria S0 Y tt5 tinh Ki6n Giang

ky ngdy 27 thdng 6 ndm2024. Chirng tdi c6 trung thuiSc Pharmox IMP 19 sO ddng

k)t ld VD-s1724-19.

Cdn cri qry6t dinh sO 364/QD-QLD, ngdy 07 thdng 6 ndm 2024 "Vi viQc ban

hdnh Danh mwc 484 thudc sdn xuiit trong nadc daqc gia hqn giiiy ddng ty tnu hdnh

tqi Vi€t Nam - dqt 1gg" cria Cpc Quan ly Dugc ViQt Nam, gia han thu6c Pharmox

IMP 19 sO ddng k;i ld: 893110358324 (SDK ci W-31724-19) vi6n n6n phdn tfit c6

hiQu lgc d6n ngdy 07 thdng 6 ndm 2029.

CEn cir vin s6: L743Ie!QLD-EK, ngey 01 th6ng 7 ndm2024 "Vd viQc thay

aAt, OA sung aat vai thudc dd daqc ciip Giiiy ddng lry luu hdnh" crta CUc Qu6n Iy

Dugc ViQt Nam cho chring t0i <l6i t6n thu6c Pharmox IMP 1g thinh t6n m6i ld
Arcaoxicillin 1000 mg vidn n6n phdn t6n.

HiQn tpi, Chring t6i chuy6n d6i sfur xu6t thutic iang theo t6n m6i ld
Amoxicillin 1000 mg vi6nn6n phdn t6n vd sti d[rg ky 593110388324.

Nuy, C6ng ty CP dugc phAm Imexpharm kinh xin quy Sd Y t6 cho chring t6i
dugc cung ring thu6 c Amoxicillin 1000 mg vi6n n6n phdn tdn vit sO dang ky

893110388324 d6 cung img thu6c phUc vr; cho c6ng tdcl<hdm chta bQnh c:0;a cdc co

so y t6 trong tinh Ki6n Giang theo Quyet Ainfr trirng thAu <16 n6u tr6n.

Chdn thenh c6m cm.

TrAn trsng kinh chio /lly

D4i diQn hgp ph6p cria nhh thAu

a.{/ te n L&; rg

CQNG uoa xA ugl cHU NGHIA YII.0r NAM

EQc I$p - Tg do - H4nh Phtic

Ddng Thdp, ngdy tB thdng 3 ndm 2025

GIAM EOC

6Y
AI CP

L\ws
coNo rv

CP DUQC PHAM

IT{I)(PHAR}I



CUCQUANLvDugCCQNGHoAxATTSTC-HUNcHiaYIETNAM-' -vXN iHoNG DQc I$p - Tq do - rr4nh phtflc

GTAYBIENT\Hax$&i$R"r[TiitrJJ.StaBosuNG

TOn Cdng ty {Inng ky:C6ng ry C6 phAT Duqc Phim Imexpharm

Cgc euin If Duqc ie ti6p 
"fr4n 

cfc hd so illng Isf thu6c cria Cdng ty nhu

Me titip nhflnTOn thu6c
57l0el2023lT

N/TT91Pharmox IMP 1g

Hii scr ile nQp bao gdm:

NQi dung

tld s,r hirnh chinh
STT
I

1.1

t.2 l{6 so c6n nQp (D) MiV- P41i-
1.3

6c mdi A6i vOi thu6c san

xuat t?i nudc ngodi. r ,:
1.4 Bans til*ffiE
1.5

@inay eovu6 sung th6ng tin Thay d6i t6n thu6c

t.6
i/b6 sung th6ng tin Tlay d6i nQi dung cria

hudng d6n sri dpng vd m5u nhfln (f
t.7 HdT@,
1.8 Hucrne d5n sri dpng vd/ho{c mAu nhdn mol

t.9
cria td hu6ng dhn str dqng

(tru5ng hqp thay AOi nQi dung td hucvng d6n sri dUng).

1.10 Gi6i trinh lf do thay d6i.
1.11

2 Tni HQU kh6c
2.2
2.3

2.4

2.5 B6ng so s6nh nQi dung thaY d6i

2.6

2.1

2.8 @ sri dung vd m6u nhan da dugc ph6 duyQt (CV sO

1 60 1 0/QLD-EK nsiry 13 109 12019)

(



Hi NQi, ngiy 07 th6ng 12 ndm2023

Quflch Thi Thu Quy0n



V/v thay eOi, UO sung d6i v6i thu0c
dE dugc cdP GDKLH

Kinh grii: C6ng fy C6 phAn Dugc PhAm Imexpharm
pir'rti, sa oioi""s-30/4, phadng t, Tp.cao Ldnh, Ding Thdp.

T16 ldi h6 so ,o ticp nhQ, s5 stloelzg2l{TN/Tt?}."g?v.0711212023 vd cdc titi
liQu 1i6n quan cria c6ng ty vO viQc thay d6i, b6 sung d6i ,6iitt O" dd dugc cdp giey

d[ng (i luu hdnh;

C6n cri Th6ng tu si5 O.811O111TT-BYT ngey O5lgl2o22 cria BQ Y tti quy dlnh

viQc d6ng ky luu [a"n thu5c, nguy6n liQu ldm thu6.c;
Cin cri Bi6n bin th6m dinh h6 scr thay d6i/b6 sung cria c6ng ty, CUc Quin l1i

Duoc c6 y ki6n nhu sau:

Ddne f v6i n6,i dung dC nghi thay d6i, b6 sung dugc ph6 duyQt kdm theo c6ng

vdn ndy?5i ,oi thu6c Pharmoi IMP 19, s6 dang k)' vD-31724-19 '

Ngodi nQi dung dugc ph6 duyQt, c6c nQi dung kh6c git nguy6n nhu h6 so ddng

ky thu6c luu tpi Cgc Qu6n lY Duqc.

c6c nQi dung thay d6i, b6 sung n6u tr6n dygc-thuc hiQn k6 tt ngay ki c6ng v6n

ndy. Ri6ng noi [""g thay d6i, sau.12 thfung k6 tir_ngdy k1i c6ng v6n niy, c6ng ty
ph-ai tfrpc [ign theo nQi dung thay ct6i dd dugc ph6 duyQt

cqc Qu6n \i Duqg th6ng b6o cl6 c6ng 6, bi6t vd thgc hiQn dung c6c quy dinh v6

dlng kf luu hdnh thu6c./.

KT. CUC TNIIdNC
PHO CUC TRIIdNG

s0vrE
cuc au3lury Duqc

36: 11437I/QLD-DK

CQNG HOA XA HQI CHU NGHIA VIET NAM

DO. tap - Tu d, - Harh

Hd Nf.i, ngdY 0l thdng 07 ndm 20 24

5n Thhnh Lffm

4
'/

I

;P

lll
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nANC SO SANH NQI DUNG THAY EOI
Vi6n n6n phin tdn Pharmox IMP 19

56 Aing kf: VD-31724-L9

Thay tl6i t6n thu5c thinh phAm
g.=uq6i dung

thay d5i, b6 sung

Th6ng tin tlfl duyQt Th6ng tin iI6 nghi

thay tl6i, b6 sung

Thay d6i t6n thu6c thdnh

pnam lfnay A6i;

Pharmox IMP 1g Amoxicillin 1000 mg

vh miu nhin (Trulng hgp thaYsrd cua2. MiV-PA2: Thay d6i nQi dung cria huong din sfr dgng

n$i dung)

NQi dung

thay il6i, b6 sung
Th6ng tin dd duyQt

Thdng tin iI6 nghi

thay d6i, b6 sung

thay d6i nQi dung cria
,.tr;

luong darn su oung va mau

rhdn (Trudng hatp thay th6

rQi dung)

.Thay dOi)

- Muc TAn thu6c thdnh phdm:

Pharmox tMP 19

- Mttc TAn thudc thdnh Phdm:

Amoxicillin 1000 mg

Ti' hwtng ddn sft dgng vd Mdu nhdn hQP

- Muc TiAu chudn chiit luqng:

Duqc.IiSn Mi
- Mttc SDK/ Visa No.,' "xx-

xxxxx-xxt'

- Mttc ftn co sd sdn xutit:

CHI NHANH CTY CPDP

IMEXPHARM N}IA MAY
KHANG SINH C6NG

NGHB CAO vrNH LoC

L0 815/I - B 16/I, Dudmg 24,
Khu c6ng nghiPp Vinh LQc,

Phucrng Binh Hung Hda B,

Qu{n Binh Ten, TP. HCM,
VietNam.

- Muc TiAu chudn chdt luqng: USP

(Dusc ili6n Mf)
- Mttc SDK/ Visa No.: Kh6ng c6

toxx-xxxxx-xxtt

- Mtlc lhn co sd sdn xudt:

CHI NHANH CONG TY CO

PHAN DIJqC PHAM
IMEXPHARM . NHA UAY
KHANG SINH CONG NGHE

cAo VINH LoC
L0 B 1 5A - Bl6ll,tludng 2A, khu

c6ng nghiQp Vinh LQc, Phudng

Binh Hung Hda B, qu4n Binh

TAn, thirnh pn6 u6 Chi Minh,
Vi0tNam.

Mdu nhdn hQp

- Vi trt in mdvqch: Khdng c6 - Vi tr{ md vqch:86 sung v! tri in
miv4ch
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rxicillin',,"Amoxicillin"'
1o00mg: : 1000m9:

amorkilrn rdhyd.at ., '. {duor d.ng Mox(ilrn trhydrdl -
.. aodp.dd)

... Mg.|"""'.-..... ,,.l,to+""'-"......
i'Amoxicillin", .'Amoxicillin'..: 1000 mg I : 1000 mg :
'. (ruo danq Arorl(l n rnhydr.t . . ICw, ddnq A?oxroln ?.hydrdr
'. (ompdctco) .. . (ompa(.d)

..- MO')"""""'...

,,'Amoxicillin",
i "..- ^, 

199.9.T-q 
'

... uo.+.....-........ 
.l()-lm6xFnesrvr

Amoxicillin . .*.iv"ig,tiijii[,",^
: 1000 mg I Nr,hryhriffiIfJl5""r,*
', (ouord.nqAmo{(ilLnlflhyd.ar,, s,anrnoir-erinoinCorp.
'. (ompn(edl _- v nh to. Hr.ictr pranratcurr:a,
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Dgc ki hurimg d6n sfr dgng truri'c khi dtng.
D6 xa t6m tay tr6 em.

Thu6c niy chi dirng theo tlom thu6c.

rnAnn PHAN cONG THLIc rHUOc:
VtSi vi6n ndn phdn t5n chria:

Thdnh phdn dwqc chiit:

Amoxicilin (du6i dang amoxicilin trihydrat compacted). . . .. . '.1000 mg

Thdtttt phin td dtqc: Aspartam, Bgt mrii ddu, BQt miri tutti frutti, Magnesi stearat, Colloidal

anhydrous silica, Crospovidon.

DANG BAO CHE:

Vi€n ndn phdn tan

Vi0n ndrr dii, hai mat tron, canh vd thdnh vi€n nguy€n vqn.

CHi DINH:
Amoxicilin dugc chi dinh dC di6u tri c6c nhi6m khudn do c6c vi khuAn nh4y cam gdy rao nguoi l6n

':va tre em, Dao gom:
. Vi0m xoang c6p tinh do vikhuAn

:. Vi0m tai giira cAp tinh
. Vi6m amidan vir vi6m hong do li6n cAu khuAn c6p tinh.

,,,. Dgt cdp cria vi€m ph6 quAn m4n
. Vi0m pfrOi mac phdi cQng ddng
. Vi€m bdng quang c6p tinh
. Nhi6m khu6n ducmg ti6t niQu khdng triQu chrlng trong thai kj'
. Vi6m b0 thfn c6p tinh
. Stit thucrng hdn vd ph6 thuong hdn
. Ap *" nha khoa kdm vi6m m6 t6 bdo lan t6a
. NhiSm tring khcrp gi6
. Loai trrlr Helicobacter pylori
. BQnh Lyme
Amoxicilin ciurg dugc chi dinh dti dr,r phdng vi€m nQi tdm mqc.

LIEU DUNG * CACH DUNG:

Lidu dirns:
Lua chgn lidu luqng amoxicilin nOn dga vao c6c d{c tinh sau:

. Cdc titc nhdn gAy bQnh nghi ngo vd khd nlng nh4y cdm cta chflng vdi kh6ng sinh.

. Mric d6 nhiSm khuAn vd vi tri nhi6m khuAn.
- 

t.. Tu6i. cAn n{ng vd chirc ndng th{n cfra bQnh nhAn.
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lon vi tr6 em > 40

T16 em < 40 kg

Chi tlinh Lidu dirng

Vi6m xoang c6p tfnh do vi khu6n ZU gO melkel neiLy. 2 lAn/ngdY

Vi€m tai gifa c6p tinh

Viem pnOi mic phdi cQng ddng

Vi6m bing quang c6p tinh

Vi6m b6 th0n cAp tinh

Ap xe nha khoa kdm vi6m m6 t6 bio lan t6a

Vi6m amidan vi vi0m hgng do li6n c6u khu6n

:6p tinh

+O - gO mg/kg/ngny,2ldn/ngirY

SEt ttrucmg han va.ph6 thuong hin 100 mg&g/ngAy, 3 16n/ngdy

i g (tuong duong I vi6n) m6i 12 gib

Nhi6m khuAn ndng: 1g (tuong ducrng 1 vi6n)

8 gio

Vi€m bang quang cdrp tinh c6 th6 di€u tri li
3 g^an (tuong duong 3 vi6nflAn),2 lAn/ngdy, tron

xoang cAp tinh do vi
du6mg ti6t ni€u kh6ng triQu

trong thai kj

xe nha khoa kdm vi6m m6 t6 bdo lan t6a

i€m bang quang cdp tfnh

1 g (tuong duong 1 vi6n) m6i 12 gid

Nhi6m khudn n{ng: I g (tuong ducrng I vi6n) m5

8 gid, trong 10 ngiy

i6m tai gita cAp tinh

i€m amidan vd viOm hqng do li6n

cAp cfra vi6m ph6 quan m4n

I g (tuong duong 1 vi6n) m6i 8 gio

2 g (tuong duong2 viOn) m6i 8 giot thuong hdn vi ph6 thucrng han

1 g (tuong duong I viOn) m6i 8 eid
2 g (tuong duong 2 vi6n), li6u ciuY

tru6c phiu thuit 30 - 60 phritDg phong vi6m nQi tAm m4c

1 elliin (tucrng duong I vi6r/l6n), 2 lAn/ngiy kC

hqp vdi thu6c irc ch6 bcnn proton (nhu omeprazol

lansoprazol) vd kh6ng sinh kh6c (nh

claritkomycin, metronidazol) trong 7 ngiry.

Loai trir Helicobacter pylori

Giai doan drli: I g (tuong duong I vi6n) m6i 8 gii
Oen tOi da 4 glngity. chia niriAu liAu, dung tron

14 ngiry 00 -21ngdy).
Giai clo4n sau: 2 g (tuong duong 2 vi6n) m5i a gi

den tOi da 6glngity, chia nhidu lidu, dung tro

10-30 ngiy.

Trang 2/10
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cho trd em dadi 6 thdng

ru6t.

Ngwdi ttn ndi: khOng cAn thii5t diAu chinh li6u.

BQnh nlrfrn suy ilr$n:
GFR (mVphtt) Nguli l0n vir tr6 em Z 40 kg Tre em < 40 kg#

>30 Kh6ng diOu chinh li6u Kh0ng cli6u chinh li€u

10-30 f,ieu t6i da 500 mg, 2 ldn/ngiy 15 mg&g,2l6nlngiry

1t6i ea 500 mg, zlilngiry)
<10 Li6ut6i <ta 500 mg/ngdy 15 mg/kg/ngiy li6u duY nhdt

ltOi ea 500mg)

:i. hqP dimg cho ddi tuqng bQnh

nhdn suy thdn.

BQnh nhdn thfim phdn mtiu
Nglroi lsn vd trd em > 40 kg: IiAu dung 15 mglkglngay, li€u duy nh6t. Dtrng trudc khi thAm phAn

1 liAu b6 sung 15 mg/kg vd d6 duy tri ndng OO ttruOc trong m6u, nOn dirng liOu 15 mg/kg sau khi

thAm phAn.

BQnh nhfrn thdm phfrn mdng bqrttg

LiAu t6i da 500 mg/ngiry.

BQnh nhAn say giln
Dirng thuiic th4n trgng vd dinh k) theo d6i chric ndng gan.

Thdi sian ali6u tri: tr)y thuQc vdo loai nhi6m khuAn vd d6p ung cira bpnh nhAn. Thtri gian cli€u trf

cdng ngin cAng t6t. MQt s6 bQnh nhi6m khuAn cAn thoi gian di6u tr! dai hcrn.

Cr{ch dins:

- Dung dudng u6ng.
^ ,i.
Su hdp thu cira amoxicilin kh6ng bi nnh huong boi thirc dn.

Thu6c c6 thd dugc sri dpng theo hai c6ch: ph6n t6n vi6n thu6c trong nudc dii t4o h6n <lich
a,-1

u6ng, hopc u6ng tryc ti6p v6i nudc. C6 th6 be d6i thu6c dB dE nu6t.

Hu6ng ddn c6ch mo bao bi:

Dirng tay ho{c dung cp sic nhon khodt m0 theo duong viAn tr€n vi dii 16y viOn.

Kh6ng bAm, An AC l6y vi6n thu6c ra khoi vi cl6 tr6nh vi€n bi gdy hoflc v0. (xem hinh b6n dudi)

Niiu hinh dqng vi6n thu6c kh6ng con nguyCn vgn, v6n tiOn hdnh pha thu6c vdo nudc vd sri'

dgng theo hucrng d6n.

Sir dqng vi6n ngay sau khi 16y ra kh6i vi

50 mgikg, li€u duY nhdt trudcvi€m nQi tdm mpc

iat doan dilI25 - 50 mg/kg/ngdY, 3

iai-do4n sau: 100 mglkglngiLy chia 3 lAn/

10-30 ngiy

Trang 3/10
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Md vi theo dudng viin Kh6ng iin aA Uiy viAn thuiic ra khdi vi.

c6 y6u cAu d{c biQt vA xrl lf thu5c sau khi srl dgng.

cui oINn:
l qua min voi amoxicilin, kh6ng sinh penicilin khiic hoac b6t cri thanh phAn ndo cira thu5c.

- TiAn sir qud mln nghi6m trgng (nhu s6c phdn vQ) v6i kh,ine sinh beta-lactam (nhu cephalosporin,

carbapenem ho{c monobactam).

CANH eAo vA THAN TRQNG KIII DtJNG THU6C:

Phfin tmg qurimdn:
Truoc khi brt dau aiAu tri blng amoxicilin, cin tim hir5u vA tiAn su di ung cua Enh nhdn voi c6c penicilirq

cephalosporin ho{c cr{c khang sinh ktuic nh6m beta-lactam.

Phan ung qua mdn nghidm to.ng vi d6i khi gdy tu vong (nhu siic phan vQ vi oic phan ung phlr t€n da

nghiEm to.ng) tt6 dugc gli nhAn 0 nhimg benh nhan dieu tri vdi c6c thu6c nh6m penicilin. Nhfing phan

tmg nay thuong xdy ra 0 nhfrng lfnh nh6n c6 riAn srl di ung voi penicilin vdl ho{c nhiAu t6c nhdn. N6u phin

,mg di fmg x6y ra, phai ngmg dung amoxicilin ngay lfp tr?c va hra chgn liQu phrip di6u d lJdc thich hqp

h<vn.

Cdcvisinh vQt khdng nhgy crtm:

Amoxicilin kh6ng thich hqp ae aiAu U c6c 1o4i nbiCrn t*ruar do c6c vi sinh v{t kh6ng nhay cam voi thu6c

g6yra.Vi v{y, chi str dpng thu6c d6 di6u tri c6c nhi6m ruruan khi de ghi nh{n du<r, c ch6c chan ho{c c6

rAt ntriAu thOng tin cho th6y cdctdc nhdn gfly bQnh nhay cim v6i thui5c. DiAu niy d4c biQt duo. c 6p

dr,rng dO diAu tri nhiSm khu6n dudrng tiiit nigu vi c6c nhi6m lJrurin n{ng d tai, mfri vA hgng.

Co giSt:

Co gi6t c6 th€ x6y ra d nhiing b$nh nhdn suy giAm chric ndng thfn hoac trong trudng h-o-p ding thu5c
,...1vdi li€u cao hodc 0 nhfrng b€nh nh6n c6 c6c yi5u t5 nguy co (nhu c6 tiAn sfr co gi{t, ctang didu tr! voi

cic thu5c chiSng dOng kiih ho[c c6 cic r6i loan li6n i"* ae, ming n6o).

BQnh nhfrn suy th$n:
NCn diAu chinh li6u thui5c cho bqnh nhen suy tl .r6n hry theo mrlc @ su),than (xin xem mpc LiAu dung - c6ch

dung).

Cdc ph,fin ilng phlt tAn da:
Khi moi Uitdaudi6u$ vdi amoxiciltuL mQt sO bgnhnhenc6 bi6uhiQn stitUan dO toanthAnkdm voi mpnmri.

Cdc bi6u hiQn nay c6 the E tiQu chr.mg cua hQi chrmg ngoai ban mun mri toan than c6p tinh (AGEP). Khi d6.

c6n ngtmg su dpng amoxicilin vi sau nay, k'1r6ng st} dgng UAt tcy ctr6 phAm nio co chua amoxicilin.

Khdng n6n srl dttrngAmoxicitlin 1000 mg cho nhirng benh nhan nghi ngo c6 tdng b4ch cAu don nhin
nhi6m lJru6n do c6c benh nhan niy c6 nguy co biph6t ban deng soi khi sir dUng amoxicilin.

P h d n fung Jaris c h-Hemh eime r :
Ee gfu ph6n img Jarisch-Herxheimer sau khi dirng amoxicilin ee ei6u tri benh Lyme. D6 li kiSt qua

//t\t/a/

EIC
n\ 
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61[To?t tim ,it4t kAuAn cga amoxicilin ddi voi vi khuan gay bqnn Lyme, ra

Borreliq burgdorferi.Ndn cho benh nhen biiit rang phf,n ung ndy li ptrO biiin do viQc diAu tri

Lyme blng kh6ng sinh vi thuong qr khdi.

{V phdt fi6n qud mirc cdc vi khufrn khgng nhgy crtm:

O*g tt 15, kio dai, d6i khi ldm ph6t tri6n c6c vi khuAn trrtrang thu6c'

Vi6m dai trdng li6n quan d6n thu6, Krang sinh d6 dugc b6o c6o voi gan nnu t6t c it cdc tdc nh6n kh6ng

khu6n va cO tie aao eErrg trong mirc aO ttr nhe <t6n de dqa tinh mang. ,:.l6::folhii ti6n hanh ch6n

do6n bQnh niy o nhinrg Ueol nt an.6 biiSu hiQn ti6u chiy hong ho{c sau ktri dung 9u0.. Ntiu vi6m dai

trang mdng gi6 do kh6ng sinh xiy r4 c6n ngung di6u ti ngay voi amoxicilin vi ti6n hinh c6c phucrng

pfrap aid"iri thich hqp. Kh6ng n6n dtng c6c thu5c irc chiS nhu dQng ruQt trong cic truong hgrp nly.

LiQu phtip itiiu tr! kCo ddi:
;fu;, UC* Ou ct uc nang cria cas hQ co qtran nhu chtc n6ng th$n, SarUlhi s6 huyet.hqc trong su6t qu6

oi"f, Ai'eu fi dai ngdy. Da ghr nh4n c6c truong hqp ting men gan vi thay d6i s6 lugng t5 bao m6u khi dung

amoxicilin.

Thu6c chiing ibng miu:
K6o ddi thoi gian prothrombin cl6 Clugc b6o crio o nhtng benh nhan diOu tri vdi amoxicilin, tuy nhi6n

rAt hiiSrn ttri iay ra. Vi vfy, cdn theo ddi bgnh nhdn ktri dtng dOng thoi amoxicilin voi thu6c ch6ng

66ng m6u. CO itr6 Oidu cirinfr li6u thu6c ch6ng ddng m6u niiu can dd duy tri ndng dQ cria thuiSc

ch6ng d6ng m6u nhu mong mu6n.
^. , .,7 .^
I rnh tne nrcu:
n6t ni6m troorrg hgp quan s6t th6y hipn tuqng tinh the ni$u d nhtng benh nhAn ginm bai tiiSt nudc

ti6u, chtr y6u o nheng benh nhan dirng amoxicilin dudi d4ng ti6m. BQnh nh6n n€n duy ti dtr luqng dich
I.L.,..A.A'-,--^--:^:r:--:4.-,lx^L:4,

uong vao va Dal xuzu vao nusc ueu oe gram khi ndng gay tinh th6 amoxicilin niQu, d{c biQt khi dung thudc

voiliQucao. O bQnh nhdn c6 d4t 6ng thOng ti6u, cAn ki6m tra thudrng xuy0n tinh trang Ong thdng

ti6u.

Twong tdc vdri ctic xdt nghiQm chffn itodn:
Sg hiQn diQn cta amoxicilin trong huyi5t thanh vd nudc ti6u c6 thO anh hu&ng d6n k6t qui cria mQt s6

xdt nghiQm nh6t dinh nhu cho k6t qui duong tinh gi6 khi x6t nghiQm glucose trong nu6o ti6u b6ng c6c

phucrng ph6p h6a hgc. Do d6, khi c6n xdt nghiQm glucose trong nudc ti6u n€n sir dpng c6c phucrng

ph6p xdt nghiQm dirng enzym glucose oxidase.

SU hien diQn cria amoxicilin cfrng co th6 enh huong d6n kCt qua dinh lugng oestriol & phq nt c6 thai.

Cdc fiAng fin cdnh bdo vd tti clwgc:

Thuiic c6 chrla aspartam (hdm luqng 20 mg/vi6n), aspartam bi thtry phdn trong dudrng ti€u h6a thdnh

phenylalanin. Do d6, benh nhan b! phenylketon niQu phii thfn trgng khi sir dUng thulic niy.
Chua c6 dir liQu phi l6m sdng cflng nhu dt liQu l6m sang ve Ortfr gi6 viQc srl dUng aspartam o tr6 du6i

12 tuan tudi.

sr/ DVNG THUoC CHO PHU Ntr C6 THAI VA CllO CON BfI:

Sft dyng thuiic cho phqt nib cd thai:
,l

uac ngffen cuu ve viQc sir dpng amoxicilin tr6n dQng vft cho th6y khdng c6 nhfrng nguy h1i trpc ti6p

ho{c gi6n ti6p ai5i vOi khi ning sinh sAn. C6c dt li€u vO viQc sr} dpng amoxicilin 6 php nt mang thai

cdn gi6i h4n, tuy nhi6n cho th6y kh6ng lim t6ng nguy co di tat bAm sinh. C6 th5 str dUng amoxicilin

cho phir nir mang thai ntiu il6nh gi6lgi ich sir dung cao hon nguy co ti€m An.

vlool gav bgnh Lyme,

'frang 5/10
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trs
hg thudc cho phrp nil cho con b{t:

icilin dugc bdi ti6t qua sta mg voi m$t luqng nh6 vi c6 th6 gdy phan rlng nhay cim d tr6' EiAu

'"a tndain atin ti6u chiy ho{c nhi6m ,r6m tr6r, ming nhAy 6 trd bri m9, do d6 n6n ngung cho con

bf khi dang ding thu6c dd dim b6o an tod,n cho tr6. Amoxicilin chi n6n sir dgng trong giai do4n cho

con bir sau khi dugc b6c si darh gi6 gita lqi fch srl dpng vi nguy co tiAm An.

Aun utlcfr.rc CtA THUOC t 0x rUA NANG LAI xE vA vAN IIANH nnAv nnOc:

Chua c6 cac nghi$n crlu vii 6.mh hucrng ctra thutic 10n khi nEng kii xe vi v4n hinh m6y m6c. Tuy

nhi6n, m6t s5 t6c dung khdng mong mui5n cria thuiSc nhu phfur rmg di img, ch6ng m{t, co gi{t...c6 th0

lnm gi6m khA ndng tap trung vd phan fng c0a benh nhan. Vi v6y, thdn trqng khi sri dpng thuiSc cho

cric d$i tuqng niy. N,5u bQnh nhdn gap phdi citctircdUng kh6ng mong mu5n kC tren thi kh6ng ndn l6i

xe ho{c van hdnh miiy m6c.

TUdNG rAc, ttftItrtc KY cta tnudc:
Tuone tdc cfra thu6c:

Probenecid:

Tr6nh dirng ddng thli amoxicilin voi pr,obenecid. Probenecid lam giAm bdi ti6t amoxicilin d 6ng than vi

th6 lim tiing vi k6o dii ndng dQ amoxicilin trong huy6t tuong.

Alopurtnol:

Srl dtmg d6ng thoi amoxicilin vdi alopurinol sE lim tEng klrindng xiy ra c6c phan tmg di tmg t€n da.

Ciic khdng sinh nhdm tetacyclin vd ctic thuic tdm khuin khdc:

Cac khrlng sinh nh6m tetacyclin vii cdc thu6c kim knuan thac c6 fte cin tr0 hiQu qua diQt khu6n cua

amoxicilin.

Thudc chdng ffing mriudimg itndngu6ng:

Thui5c ch5ng d6ng m6u dung ttudrng uOng vi c6c khang sinh nh6m penicilin dd ttugc sir dpng rQng r6i trong

thgc t6 mi khOng ghi nh{n duqc bdt k} nrong ac ndo. Tuy nhi€n, tong cdc y vEn c6 dA cflp d6n viQc ting chi

s6 Uintr thudng h6a quSc t6 (INR) d nhrng bgnh nh6n ding acenocoumarol ho{c warfartn diing th<ri

vdi amoxicilin. N6u cAn ttritit phai dung ddng thoi, n6n theo d6i cAn thfln thdi gian prothrombin ho{c

INR khi Uit OAu ho{c ngtmg dirng amoxicilin. C6 the OiAu chinh [Au thudc chdng d6ng m6u n6u can,

Methofiexat:

Cric kJ:,ing sinh nh6m penicilin lAm gidm bii tiiit methotexat, do ct6, ldm tlng clQc tinh cta methotexat.

Tuone tdc voi cfc x6t nqhiOm chin alodn:

X6t nghiQm glucose trong nudc ti6u: SU hi€n diQn cria amoxicilin trong nudc ti6u c6 th6 cho k6t qud

ducrng tinh gi6 khi xdt nghi$m glucose trong nu6c ti€u blng c6c phucrng ph6p h6a hqc. Do d6, trong

thoi gian diAu tri v6i thuSc khi c6n x6t nghi$m glucose trong nudc ti6u n6n sir dpng cac phuong ph6p

x6t nghiQm dtng enzym glucose oxidase.

Dinh luqng oestriol o phg nt c6 thai: SU hign diQn cria amoxicilin cfrng c6 the enh hu&ng d6n k6t qud

ilinh luqng oestriol d phg nfr c6 thai.

Tuons ky cfra thuSc:

Do kh6ng c6 c6c nghiOn cuu vd tinh tucrng ky cira thu5c, khdng trQn 6n thutic nlry vtri c6c thui5c khric.

TAc DUNG ran6xc MoNG MUON cfia rnu6c:
Phan ung ktOng mong mu5n cua thutic th6ng thuong nh6t h tieu chay, budn n6n vA ph6t ban da.
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g?p (U100 SARD < U10):

H€ ti6u h6a: 1i€u chiy, budn n6n.

Da vd t6 chric dudi da: ban da.

gSp (1/1.000 SARD < 1/100):

- Hg ti6u h6a: nOn.

- Da vi td chric dudi da: ngua, mC daY.

ndt ti6m g{p (ADR< 10.000):

- Nhi6m khudn vd nhi6m kf sintr tung: nhi6m Candidat€'nni6m m4c da

- M6u vi hQ b4ch huyilt gi6m bach cAu co h6i phpc (e6m giarn lo4ch cdu tung tfnh n{ng vd mdt b4ch

cAu trat), giem ti6,o cdu c6 hOi phgc vi thi6u m6u uin hoy.t; kdo dai ttroi gian chiy miu vi ttroi gian

prothrombin

- He mi6n dich: phan ung di ung n{ng bao gdm phtr mgch thAn kinh, s6c phar vQ, b€nh huyiSt thanh vi
vi6mm4chquamdn.

- He thAn kinh: tnng vdn ttQng, ch6ng m{t, co gLAL

- He ti€u h6a: vi6m d4i tang liOn quan Ath Urang sinh (bao g6m vi6m d+i tane gri m4c vi vi6m d4i

uang xult huyiSQ, ludi mgc l6ng den, thay ddi miu rtrng (phan rmg nay duo. c biio c6o d tE em. Vrpc

vQ sinh r6ng mi€ng t6t sE ng6n ngua dugc tric dUng phU niy).

- Gan - mft: vi6m gaq vang da rl m{t, t6ng wa phii AST val hoflc ALT.

- Da vd t6 chtc dudi da: phan img t&r da nhu hdng ban da d+ng, hQi chimg Stevers-Johnson, hQi

chrmg ho4i trl bi6u bi da nhi6m <tQc (IEN;, vi6m da b6ng nudc vi bong van hQi chimg ngo4i ban

mgn mt toan thdn c5p tintr (AGEP), hQi chrmg pMt ban do thu5c voi chung ting b4ch cdu ua acid vd

nhtngtriQu chung toanften (DRESS).

- Th4n vd tilit niQu: vi6m thqn kC, tinh the nieu

Tin sudtchua xic ilinh:
- He mi6n dich: phan rhrg Jarisch-Hexheimer.

Thdng b6o ngay cho b6c si hoflc dugc si nhilng phin tfrng c6 hei gip phii khi sft dgng thu6c.

euA Lmu vA cAcH xrTrni:
Ouri [du:
Cac bi6u hiQn thuong gAp khi qu,i 1i6u amoxicilin h rOi loen ti€u h6a (nhu bu6n n6n, ndn, ti€u chdy) vd ri5i

Ioan cdn bdng nudc, diQn giai. Da quan sa ttr.iy tinh th6 amoxicilin ni6u tong mQt s6 ruong trq,p d6n d6n suy

than. Co giflt c6 th0 xay ra t€n nhtng b€. nh nhdn suy ttr{n hoac bQnh nh6n dung fidu cao.

Cich x& tri:
Ngirng s& dgng thu6c, diAu tri c6c triQu chirng tr€n dubng ti6u h6a vd duy tri c6n bdng nudc/ diQn giii.
CO tne loai b6 amoxicilin ra kh6i tuin hodn bing phuong ph6p thim phdn miu.

DAC TINH DUqC LI/C HQC:

Nh6m ctugc lf: kh6ng sinh nh6m penicilin vdi ph6 kh6ng khudn rQng.

Mn ATC: J01CA04.

Co ch6 khr{ng khuin:
- Amoxicilin ld khiing sinh b6n t6ng hqp thuQc nh6m penicilin (khang sinh beta-lactam).

Amoxicilin c6 t6c dpng digt khu6n do gan vdo mQt ho{c nhi6u protein gin penicilin cria vi
khu6n (PBPs) d€ rlc chii sinh t6ng hqp peptidoglycan, Id mQt thdnh ph4n cria thdnh t6 bdo vi
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>l np rTrfnf:PR"nffi- ria thinh te beo vi khudn.. Cu6i ctng, vi LhuAn tU phdn hiry do cilc enzymtg huy cUa thilnn te Dao u Knuan'

icilin d6 bi phd htry boi ckc urzym beta-lactamase vi do d6 ph6 khring khuin cira

lin dtng don dQc kh6ng bao g6m nhfrng vi khuAn sinh c6c enzym niy.

Wffiniln quan dugc tlQng hqc/ dugc lgc hqc:

fhOi eian n6ng cIQ kh6ng sinh duy tri O muc cao hon n6ng d0 uc chiS t6i ttri6u (T > MIC) li thdng s6

chinh the hiQn t6c dgng cria amoxicilin'

co ch6 ad tneng:

Cric co chii chinh cria vi khuAn aA *uing amoxicilin li:
- g4t ho4t thu6c bOi c6c beta-lactamase cta vi khuAn.

- Birin rt6i c6c protein gin penicitin (PBPs), do d6 lim giam ai lgc cira ctr6t t<trang khudn t4i vi tri

t6c dung.

SU ginm tinh th6m cria ti5 bio vi khuAn ho{c co ch6 born dAy thu6c c6 thil gdy raho{c g6p phAn vdo

sg d6 kh6ng thu6c cria vi khuAn, dac biQt li o vi khuAn Gram 6m.

Ph6 kh6ng khuin:
C6c vi khuAnilruong nhay cim:

Vi khudn Gram duong hi6u khi: Enterococcus faecalis,lidn cAu khuAn tan m6u B (nh6m A, B, C vd

G), Lis t e r i a mono cytoge nes.

vl thui5c

- Vi khuAn Gram 6m hi6u khf : Escherichia coli, Haemophilus influenzae, Helicobacter pylori,

Proteus ntirabilis, Salmonella typhi, Salmonella paratyphi, Pasteurella nrultocida.

- Vi khuAn Gram ducrng hi6u khi: tu cAu 6rn tinh vdi coagulase. Staphylococctt:; aureus,

S tr ep t o c o c c us pne umo ni a, li€n cAu khudn nh6m Vi ridans'

- Vi khu6n Gram ducrng ky khi: Clostridium spp.

- Vi khuAn Gram Am ky khi: Fusobacterium spp.

- Kh6c: Borrelia burgdorferi.

Cric vi khuAn vdn dd khanq thudc:

- Vi khuAn Gram ducrng hi6u khi: Enterococcus faeciunt.

- Vi khuAn Gram Am hi6u khi: Acinetobacter spp., Enterobacte,'spp., Klebsiella spp.,

Pseudomonas spp.

- Vi khuAn Gram 6m ky khi: Bacteroides spp. (nhiAu chirng Bacteroidesfragitis di khdng

thu6c).

- Kh6c: Chlamydia spp., Mycoplasma spp., Legionella spp.

DAC TINH DUqC EQNG HQC

H6p thu:

- Amoxicilin bi phdn ly hodn todn trong dung dich nudc 6 pFI sinh ly. N6 duqc hAp tliu t6t vh

rihanh ch6ng sau khi uiing. Sau khi u6ng, sinh kh6 drpg cria arnoxicilin khodng 70%.'I'hdi
:'

giarr d4t n6ng d$ dinh trong huy6t tuong lA khoAng 1 gio.

Cdc ktit qud duqc dQng hgc trong mQt nghi6n ciru md amoxicilin dugc u6ng voi li6u

250 rng/lAn x 3 lAn/ngdy khi dang d6i d nhiing nh6rn tinh nguyQn vi0n khoe mqnh dugc

trinh bdy duoi dAy:
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Trung vi (khoang)

f- 6 tu tu*,g q"* t"rEin t''h gitalGu d')ng vn sinh khi dlrng

cfia thu5c (duqc do luong bing C** vd AUC). Sy h6p thu cria thu5c kh6ng bi anh hu&ng khi dung

dOng thoi v6i thric 6n.

Tham ph6n m6u c6 th,5 dugc sri dpng de loai trt amoxicilin ra kh6i co th6.

PhAn b6:

- Khoang 18yo amoxioilin gan t<6t vOi protein huyist tuong. fne tich phan b6 bi,5u kitin khoang

0,3 - 0,4 L/kg.

- Sau khi ti6m tinh mach, amoxicilin d5 dugc tim th6y trong t(ri mft, m6 bung, da, m0, md co,

ho4t dlch vd dich mdng bgng, mflt vi mir cria vi5t thuong. Amoxieilin khOng ph6n b0 nhiAu

trong dlch n6o tuy.

- C6c nghien crlu tr€n dQng vflt cho thAy khOng c6 sg tich trt c6c chAt chuy6n h6a cira thu6c

trong co th6. CiOng nhu cdc kh6ng sinh kh6c nh6m penicilin, amoxicilin qua dugc hang rdo

nhau thai vi phdn bd vio hong sfta mg.

Chuy6n h6a:

Khodng l0 - 25% amoxicilin trong fidu khdi cliu tluo.c bdi tii5t trong nudc tiilu duoi d4ng acid

peniciloic kh6ng ho4t dQng.

Thii trir:
- Amoxicilin clu-o. c th6i trtr chri ytiu qua than.

- Amoxicilin c6 thdi gian ban thei trung binh trong khoing 1 gid vi d0 thanh th6i toan phdn

trung binh khoing 25 Lth o nhtng ngudi kh6e manh. Gen 60 - 70% amoxicilin duge thdi trir

vdo nudc ti6u dudi d4ng khOng bi6n ddi trong 6 gid dAu sau khi uting mQt li6u dsn 250 mg

ho{c 500 mg amoxicilin. C6c nghiCn crtu kh6c chi ra rEng khoang 50 - 85% amoxicilin dugc

thii trir qua nu6c ti6u trong su6t 24 gio.

- Dtng d6ng thdi vdi probenecid c6 th6 lAm chAm thai trir amoxicilin.

Tu6i tdc:

Thdi gian bdn thai cria amoxicilin d tr6 tir 3 thring diin 2 tu,5i, re lon hcrn vi nguoi lon tuong tg nhau.

OOi voi tre nhd (bao g6m tr6 sinh non) trong tuAn dAu ti6n sau khi sinh, khoang c6ch gita c6c lAn

dirng thui5c kh6ng n6n qu6 hai IAn m5i ngdy do chrtc ndng thai tni ctia thfln chua hoin chinh. OOi vOi

benh nhan cao tu6i, do c6 nhi€u khi ndng bi suy giim chrlc ndng th4n ndn cAn luu y khi lga chgn [Au

lugng vd cAn dugc theo ddi chrtc ndng th$n.

Gidi tinh:
Sau khi cho u6ng amoxicilin d nhtng php nt vd nam gi6i kh6e mqnh cho thAy gi6i tinh kh6ng dnh

hucrng dang kC dang d6n dugc dQng hgc cira amoxicilin.

BQnh nhfln suy th$n:
HQ sii thanh thii toan ph6n trong huy6t thanh ctra amoxicilin gi6m tucrng img voi sU suy giim chric

ndng th{n.

AUC to-zttl

1,36 + 0,5626,7 *4,561,5 (1,0 - 2,0)3,3 +1,12
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bQnh nhdn suy gan n$n dugc chi dlnh fiAu mQt c6ch thfn trgng vd theo ddi chric n6ng gan

CACH o6NC C6r:
HQp 2 vi x 7 vi6n n6n phAn tan.

Drtu r(EN sAo QUAN:
Kh6ng qu6 30oC, tranh Am vi rinh s6ng.

H4,N DtiNG:

24thingk6 t& ngiy san xu6t.

Trtu cHUAN cnAr LUqI{c cua rnu6c:
Ti6u chuAn ch6t luqng: USP (Du-oc di6n Mf).

Hotline: 1800 555 535 Email: imo@i

CHI NHANH CONG TY CO PHAN DI/-O. C PHAM IMEXPHARM -

NHA MAy rsANc SINH coNc NGHE cAo viNH LQc
LO B15/I - B16/I, dudng 2A, khu c6ng nghi$p Vinh LQc, phudng Binh
Hung Hda B, qu{n Binh TAn, thdnh phO ga Chi Minh, ViQt Nam.
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