
di SALUD CONG TY TNHH DP SALIID cgNG HOA XA ngr cH0 NGHIA VIET NAM
DQc l$p - Ty do - H4nh phtic

TP HA Chi Minh, ngdy 29 thdng 08 ndm 2024

ciia nhir thAu

h"r!-ma

Kinh gfri: S& Y t6 tinh Bi Rfa- Vflng Tdu

Cdng ty TNHH Duoc phAm Satud xin chdn thdnh c6m on Quy Sd Y tC tld tin tudng vd
nhiQt tinh ring hQ chfng t6i trong sudt thdi gian vira qua.

Cin cr? php luc VI Th6ng tu.08l2022lTT-BYT ngdy'05/Ogl2\22 cira Bd trudng BO Y #
quy dinh viQc dnng kj luu hdnh thu6c, nguy6n liQu ldm thu6c;

Cin cri quy6t <Iinh sti 226IQE-QLD ngity 0310412023 cria Csc Quan ly Dugc vC viQc ban

hdnh danh muc 182 thu6c nudc ngoii dugc gia h4n gi6y dang kf luu hdnh t?i ViCt Nam - Dot
113;

Cin cri Hd so du thAu G6i 1: Thu6c generic, thuQc k6 hoach lga chon nhd thAu rnua thu6c,

vic xin tdp trung c6p diaphuong cho c6c ctv sd kh6m, chta bQnh c6ng l{p nFm2023 - 2024 c:iua

C6ng ty TNHH Duoc phdm Salud;

Cdn cri quy6t dinh sO 35iQD-SYT ngiry l5l0l/?024 cta Sd Y t6 tinh Ba R!a- Vfrng.Tdu v0

viQc ph6 duyQt k6t qui lira chqn nhd thAu G6i 1 : Thudc generic thuQc k6 ho4ch lga chon nhir thAu

-ru ihr6c, vic xin tflp trung cAp dia phuong cho c6c co sd kh6m, chta bgnh c6ng lQp nim 2023

- 2024;

C6ng ty TNI-{H Dugc phAm Salud d0 nghi thay dOl sO dang ky sin phAm Zentocor 40mg

theo th6ng tingia h4n gi6y d5ng kj sin phAm trong quy,5t Otntr sO ZZOIQO-QI-D ngiry 03104/2023

cria Cuc Quin lj Dugc, clt th6 nhu sau:

. TGn thu6c: Zentocor 40mg - Ho4t chdt: Atorvastatin (ducri d4ng Atorvastatin calci)

40mg - Mi s5: PP2300401268 - Nh6m 1.

- SO Aang ki thu6c da fftng thAu: VN-20475-17.
- Sii Oeng kf thuiic tld nghi thay il6i: 520110073523 (VN-20475-17).

(Dinh kdm quy6t dlnh sO ZZOIQO-Q1-D ngiry 03/0412023 c;, Cuc Qurin ly Du<rc V6 viec

ban hdnh danh mpC 182 thu6c nu6c ngoiri dugc gia h4n gi6y dang ky luu hanh tAi Vigt Nam - Dqt

1 13)

Ngodi nQi dung thay doi rren. tdt cA cdc nQi dung kh6c tluoc giir nguyen theo nhu h6 so dg

thAu. Ching t6i xin cim t6t vC tinh trung thuc cta hd so dE nQp.

Kinh mong Quy Sd Y t6 xem xdt vd chAp thudn c6ng vdn cua c6ng ty chtng t6i'

36: 67-20241CY-SL
V/v; thay diji sii ddng l<y thuiic

TrAn trong cim on su hgp tiic cria Quy Sd Y t6.

Noi nhQn:

- NhttAn;
- KDXNK.

- Vdn thu';

cfr
DUOC

A UD

CONG
TNH

Dit

Thinh



rNHHs6.
DUdC PHAM

SALUD

CoNG

BOYTE
UAN Lf DTIqC

/QD-QLD
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Hd NQi, ngdyl3 thdng\4ndm 202 3

QUYITDINH
Vii viQc ban hinh danh mgc 182 thu6c nudc ngoii

tluqc gia h4n gi6y ilnng ky luu hhnh t4i ViQt Nam - Eqt 113

CUC TRIIONG CUC QUAN Lf DI/qC

Can cu Luqt Dnq" sii 105/2016/QHli ngdv 06/4/2016;

Cdn cti NShi dinh tA gSZOZZIWB-CP nggv 1.5/11/2022 da Chinh ptu) quv

dinh chac ndn;, nhi€m ru, quyin lrqn rd co iiii t6 ch*c cila 86 Y t€;

Cdn ctl Quy€t dinh sA ZUA\}O-A.YT ngdv 28/12/2018 cia Bq truhng 86 Y

td quy dinh iii" na,ng, nhiqm va, quyin hqn vd co cd:u td chuc cila C4c Qudn lit

Dnoc thudc 86 Y t6;

Cdn cu Th6ng tu sA OA|ZOZZTf-|W ngdy 05/09/2022 cila BQ traong Bp Y

tA quy dnn viQc dZng bi hn hdnh thu6c, nguybn li€u ldm thuijc;

Cdn ca i, ki6n ct)a HQi drong nt vd:n cdp giiiy ddng lci' lm hdnh thutic'

nguyAn h€u ldm thu6c - BP Y t€;

Theo di nghi da Tracrng phdng Ddng lci'thudc - O1c Qudn ly Duqc'

quvpr EfNH:

Di6u 1. Ban hdnh kdm theo quy6t Ainrr ndy danh muc 182 thuoc nu6c

ngodi dugc gia h4n giSy dnng icf luu hdnh tai ViQt Nam - Dqt 113, bao g0m:

1. Danh muc 166 thu5c nudc ngodi dugc gia h4n gi6y ddng k!'luu hnnh

hiQu lUc 05 nim - Dot 1 13 (tai Phq luc I him theo)'

2. Danh muc 12 thu5c nuoc ngodi dugc gia h4n gi6y dnng kj'luu hdnh

hiQu lUc 03 ndm - Dqt 113 (tqi Pha l4c II la4m theo)'

3. Danh mgc 04 thu6c nudc ngodi dugc gia h4n gi6y dnng k!' luu hdnh

drx3lll2l2O25 - Dqt ll3 (tai Phq lvc III kem theo)'

Didu 2. Co s0 sdn *rrAt,re co s0 ddng lc!'thu0c c6 tr6ch nhiQm:

1. cung c6p thu6c vdo viQt Nam theo dring crlc h6 so tdLi li€u d6 d4ne ky

rdi BO Y;6; prr', i" n"a. a6";6 d;;s ki'duqc EO v tc c6p tcn nh6n thu6c'

2. Chdp hdnh diy dir ptr6p lu.flt cta nuoc CHXHCN ViCt Nam vd c6c quy

Oint ciu il i;fut Jaoil?, ir,ro. ua tuu hdnh thu6c t4i ViQt Nam, n6u c6 b6t

.rrTfr.v o?i gi trong qoi t ior, luu hdnh thutic d nu6c so tai vd d Vi$t Nam thi

ffra Uao c6o-rrgay.i,o Cu. Quln tj' Duoc - B9 Y tO ViQt Nam'

3. ThUc hien vi€c cpp nhit ti6u chuAn chAt lugng cria thu6c theo quy dinh
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t4i Th6ng tu s6 i1/2018iTT-BYT ngdy 041512018 cua BQ truong B9 Y til quy

dinh vA ch6t lugng thudc, nguy6n 1i€u ldm thu6c.

4. Thui5c dugc gia hqn giAy ddng kj' luu hdnh tai Quy6t dlnh ndy nhrmg
chua n6p hO so cfp nhat nQi dung nh6n thu6c, td hu6ng ddn su dgng thu6c theo

quy dinh tai Th6ng tu 01/201S/TT-BYT ngdy 18/01/201.8 cua BQ truong BQ Y
t^ti ifri pnai thuc hiEn viQc c4p nhat theo quy dinh tai diem b KhodLn 1 EiAu 37

Th6ng tu sO OtUZOtSltt-BY1 trong thoi h4n 12 thing ktl tu ngdy dugc gia h4n

gtlry dd,tgkj' luu hdnh.

5. Sau i2 th6,ng k6 hr ngdy lcj'ban hdnh Quyt5t dinh ndy, c6c thu5c dugc
gia h4n gi6y {eng hj. luu hdnh tai Quy6t dlnh 1dy c6 thay aol vc nOi durg hdnh

clinh (bao g6m cd mdu nhdn vd td hudng ddn sa d4ng) phtti nh4p khAu, luu
hdnh vdi c6c nQi dung dd dugc ph6 duyQt thay d6i trong h6 scr ding lcj'gia hpn.

6. PhOi hqp vdi c6c co sd diAu tri OC thgc hiQn theo dring c6c quy dinh
hien hdnh vA th,r6" kC don, theo ddi an toirn, hiQu qu6, t6c dgng kh6ng mong

mu5n cta thu6c tr6n ngudi Vi0t Nam vdL t6ng hqp, b6o c6o theo quy dinh tai

Di€u 5 Th6ng r, 
"5 

OAIzOZZITT-BYT rrgay \stStiOZ2 cria.B6 truong Bq Y t6
quy dlnh vigc Oang hf luu hdnh thu5c, nguy€n lieu 1dm thu6c d5i v6i c6c thu6c

tiro$" puot muc t?i Phu lgc II ban hdnh kdm theo Quy6t dinh ndy.

7. Co sd dd"g ky phii ddm b6o duy tri diBu kiQn ho4t dQng cira co sd ddng

ky trong thdi gian higu lgc cua gi6y ddng 1c!' luu ldnh thu5c, nguy6n liQu ldm

thudc. irong truong hqp kh6ng con d6q rmg dri diAu kiQn ho4t dQng, ctr sd ding
hj phai c6 tr6ch nhiQm thgc hiQn thay d6i co sd ding kj'theo quy dinh tai Th6ng

tu;6 OB]2)L21TT-BYT ngiy 051912022 cira BQ trucrng BO Y t6 trong thoi han 30

ngdy kO tu ngdy c<r sd ddng kj'lJr6ng con tlt tlidu kiOn ho4t dQng.

8. Co sd ding lcj' thu6c phii bdo c6o B0 Y tti."C cflp nhat dnh tr4ng drip

img Thgc na*r tOt san *u6t c,iu co sd sdn ,uAt thrr6c, gguyen hQu ldm thu6c'

Truone hqp co sd srin xuAt bi thu h6i giAy ph6p sAn xu6t ho4c kh6ng d6p ung

fnuc trantr-tOt sin xu6t thu6c, nguyCn liQu ldm thut5c & nu6c so t4i, co sd phdi

thgc hiQn vigc biio.c6o trong thoi h4n 15 ngdy k€ tu ngny c6 th6ng b6o cria co

quan qudn lj' c6 thAm quy€rinudc sd tgi theo quy dinh tai tli6m d khoan I Di6u

iOO Ngtidinh s6 5412017/NE-CP ngity 081512017 cira Chinh pht quy dinl chi

tiOt mQt sO AiCu vd biQn ph6p thi hdnh Lu4t Duqc.

9. D6i vdi thu6c c6 .O ttt, t.u 29 tai PhU lgc I c6 d€ nghi thay dOi m6u

nhdn, hudng d6n su dgng trong h6 so ddng ky gia h4n: Co sd ding hj'thgc hi6n

thri tUc d6 nghi thay AOI m6u nh6n, td huong d6n sri dgng theo hinh thuc d[ng hi'
thay d6i b6 sung sau khi quyt5t einn ndy c6 hiQu lgc.

Di6u 3. C6c thu6c dugc gia h4n gi6y dang ki' luu hdnh tai Quytit dinh. ndy

dugc ti€p qrc su dqrng s6 deng kf da c6p truoc khi gia h4n trong thoi hqn t6i da

0 thiln[k€ tu ngdy dugc cAp sd dang ky gia h4n theo quy dinh tai Php lsc VI
ban hdnh kdm theo Th6ng tu sO OAtZOZZnf 'eyt.

Didu 4. quyiit Ainn c6 hiOu luc k6 tu ngiy ky ban hdnh.
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Di6u 5. Gi6m d6c So Y t6 cric tinh, thdnh ph6 truc thu6c trung uong, girim
-: , :..
d6c nha sdn xuit vd co so dnng kj'c6 thu6c tai Dieu 1 chiu tr6ch nhiQm thi hdnh
quyiit Ainir nay./.

Noi nhQn:
- Mu Di€u 5;
- BO tru$s (d6 b/c);
- TTr. D6 Xudn Tuy6n (d6 b/c);
- Cr,rc Qu6n Y - BQ Qui5c phdng, Cpc Y tii - BQ C6ng
an; Cuc Y te GTVT - BQ Giao th6ng vpn tai; Tdng
Cgc Hii.quan - BQ Tdi chinh;
- Bio hi€m Xn hoi Viet Nam;
- BO Y tti: Vir PC, Cpc QLYDCT, Cuc QLKCB,
Thanl tra B0.
- Sd Y t6 c6c tini, th;nh ph6 tru" thrr6c Trung uong;
- Vi€n I(N thutic TU, viQn KN thu6c TP. HCM;
- T6ng C6ng ty Duqc VN-CTCP; Cric C6ng ty XNK
dugc phdm;

- Cic BQnh viOn & Vi6n c6 giudng b6nh tryc thuOc
BYT;
- Cic phdng Cpc QLD: QLGT, QLKDD, QLCLT,
PCTTra, VP Cuc; Website Cr,rc QLD.
- Luu: VT, DKT (l0b).
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Phu lgc I
DANH MUC 166 THUOC NtIdC NCO.IT DIIqC GIA HAN GIAY DANG K'f LUU HANH

TAI VIFT NAM HIEU LU. C 5 NAM - DEI T13

(Ban hdnh kDm theo quyit dlnh s6: ..229.......1Qo-QLo, ngdy0.3.-fr!../2021u)a Cuc Quan li, Daqc)

STT

(1)

TOn thu6c

(2)

Hoqt chAt chinh
- Hirm luqng

(3)

D?ng.
bho ch6

(4)

Quy cich
tl6ng g6i

(s)

TiEu
chuAn

(6)

ru6i
thg

(th6ng)

(7)

Sii .Iing ky
gia h4n

(56.Ung kf
-- r .
da cap)

(8)

S6
tAn
gia
h?n
(e)

l. Co s& tl5ng lcj: A. Menarini Singapore Pte. Ltd. (Eia chi: 30 Pasir Panjang Road, ll08-32

Mapletree Business City, Singapore 1 17440, Singapore)

I.I. Co sO sin xuit: ACS Dobfar S.p.A. (Dia chi: Via Laurentina Km 24, 7i0 - 00071 Pomezia

(Roma), Italy)

NSX 24 800110067023

orN-1593s-12)

Ciim pha
h6n dich
uong

Hqp I 1q

30m1,

6Oml

1 Ceclor Cefaclor
125mgl5ml (du6i
dang cefaclor
monohydrate)

1.2. Co s& sf,n xu t: GE Healthcare Ireland Limited (Dia chi: IDA Business Park Carrigtohill, Co

Cork, Ireland) \

)2 Omnipaque Iohexol
755mglml tuong
ducrng Iod
350mg/m1

Dung
dich ti6m

HQp 10

chai x
100m1

NSX 36 539t1006'7123

(vNr-20358-17)

01

3 Iohexol
647mglm1 tuong
ducrng Iod
30Omg/ml

Dung
dich ti6m

HQp 10

chai x
100m1

NSX 36 s39110067223

(vN-203s7-17)
01

M

2. Co s& tl5ng kf : Abbott Laboratories (Singapore) Private Limited (Dia chi: 3 Fraser Street, #23-

28 DUO Tower Singapore 189352, Singapore)

2.1. Co s0 sin xuAt: Abbott Biologicals B.V. (Dia chi; Veerweg 12, 8121 AA Olst, The Netherlands)

4 Duphalac Dung
dich

,
uong

NSX 24 870t0006'7323

(vN-20896-18)

01

Duphaston Dydrogesterone
1Omg

Vi6n n6n
bao phim

H6p l vix
20 viOn

NSX 870110067423

(\,N-211s9-18)

01

6 Femoston
1/10

17p-Estradiol
1*g;
Dydrogesterone
1Omg

Vi6n n6n
bao phim

H6p l vix
28 Vi6n

NSX 36 8701110067s23

(vN-18648-15)

01

01

Omnipaque

Lactulose
10g/15m1

HQp 20
g6i x
15m1.

Chai
200ml,
500mI,
1000m1.
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STT

(t)

T6n thu6c

(2)

Ho4t chit chinh
- Him luong

(3) (4)

D?ng
biro ch6

(s)

Quy c{ch
cI6ng g6i

(6)

Ti6u
chuAn

(7)

tu6i
thQ

(th{ng)

SO dnng kf
gia h4n

(56 dlng kf
dn cAp)

(8)

S6

Iin
gia
h?n
(e)

22.2. Co s& sin xu t: Bilim [Iac Sanayii ve Ticaret A.S. (Dia chi: Gebze Organize Sanayi Bolgesi
1900 Sok.No 1904 Gebze, Kocaeli, Turkey)

36 8681 10073323

(vN-17477-13)
64 Bilgrel

75mg
Clopidogrel (du6i
dang Clopidogrel
hydrogen sulphat)
7Smg

Vi6n n6n
bao phim

Hdp2vix
14 Vi6n

NSX 01

22.3. Co s6 sin xu t: Pharmavision San. Ve Tic. A,S (Dia chi: Davutpasa Caddesi, No: 145,

65 Zebacef
l25mgl5ml

Cefdinir 125mg B6t pha
h6n dich

,
uong

HOp 1 Lq
x 100m1

868110073423

(\TJ-19835-16)

01

23. Co s& iling kj: C6ng Ty TNHH Duqc Pham Salud (Dia chi: 297/18D fudng Li, Thuong Ki€t,

Phrdng 15, Qudn 11, Thdnhphii Hi Chi Minh, Vi6tNam)
23.I. Co s0 sin xu{t: Pharmathen International SA (Dia chi: Sapes industrial park, Block 5,

Rodopi, GR-69 j00, Greece)

NSX 520t10073s23

(\4{-20475- i 7)

01

,\

Zentocor
4Omg

Atorvastatin
(du6i dang
Atorvastatin
Calci) 4Omg

Vi6n n6n
bao phim

H6p3vix
10 vi0n

66

24. Co s& tling kf : C6ng ty TNHH Duoc Ph m Y-Med (Dia chi I -3, Dtrdng s6 45, Phudng 06, *
QuQn 4, TP. H6 Chi Minh, Vi€t Nam)
24.1. Co s& sin xu6t: Agio Pharmaceuticals Ltd. (Dia chi; T-81, 82. M.I.D.C,, Bhosari, Pune

4l 1026 Maharashtra State, India)

Bactronil Mupirocin 2%
(w/w)

M8 b6i
ngoii da

Hop 1

Tuj'p x 59
BP

2020
890100073623

(\,N-19379-15)

01

25. Co s& iling kf: C0ng ty TNHH GlaxoSmithKline Hirng Ti6u Dtng vh Chim S6c St?c Kh6e

Vi6t Nam (Dia chi: Ting 16, tda nhd Metropolitan, sd 235 dwdng D6ng Khoi, Phudng Bdn Nghe,

Qudn 1, Thdnh pnii nd cw uinlt, ViQt Nam)

25.1. Co s0 sin xu6t: GSK Consumer Healthcare SARI (rla chi: Route de I'E*az 2, 1260 Nyon,

Switzerland)

68 Voltaren
Emulgel

Diclofenac
diethylamine
1,1691100g

Gel b6i
ngodi da

sOp 1

tujp 20g
NSX 36 '760100073723

(vN-1753s-13)
01

26, Co s& tling lrf: C6ng ty TNHH Johnson & Johnson (ViQt Nam) (Eia chi

Vietcombank, Sii S Cang tudng M€ Linh, Phuong Bdn Nghi, Q
Nam)
26,1. Co s& sin xuAt: Janssen Pharmaceutica NY (Dia chi:

Belgium)

uQn 1, Thdnh ph6 H6
ng )2, Tda nhd
Chi Minh, ViAt

t2

Turnhouts eweg 30, 8-2340, Beerse,

Topkapi, Istanbul, Turkey)

NSX 36

67


