
cONG Ty co pnAN TAp DoAN cONG HoA xA ugr cnu xcnfu vrET NAM
MERAP

S6: 383/2024iCV-MR
D6c lAp - Tudo-Hanh phfic

V/v: Xin thay d6i SDK cria Navaldo Hmg YAn, ngay 1I thdng 09 ndm 2024

Kinh grh: SO Y TA Bir Ria - Viing Tiu
(Sau d6y goi li "Chri <ldu tu")

CONG TY c6 puAx TAp DoAN MERAP (Sau dfly gei ld..Nhi thAu ) c6 tham drJ vd
trung thiu san phim Navaldo theo Quy6t dfnh trung thAu s6 3s/eD-Syr ngdy t5l0ll2o24
cria S0 Y T6 Bn Ria - Vfrng Tiu.

Nay Nhri thAu lim c6ng vdn niy xin thay d6i th6ng tin s6 deng ky cta san phAm Navaldo
chi ti6t nhu sau:

T6n thu6c
Dol vi

tinh Quy c6eh
Hing sin xu6t,
Nufc sin xu6t

^r,-so oang Ky cu

Navaldo
Fluorometholon acetat

5mg/5ml
Lp

HQp I lp
5ml

COng ty CO fhan
Tdp Dodn Merap,

Viet Nam
vD-30738- l8 893110087324

(vD-30738-18)

Ngoii nQi dung duoc thay tt6i n6u tr6n, tilt ch cilc nQi dung khric git nguyOn trong euy6t
dinh s.i 35/eD-syT.

Nhd thiu xin ilinh kim :

- Quy1t dinh sii: 9\/QD-QLD cila Cqtc Qudn lj' Dtro. c vi vi6c ban hinh Danh muc 608 thuiic
sdn xudt tong nt^rdc dtqc gia hqn giib ddng bi ttru hdnh tqi viQt Nam - Dqt tg2.

Kinh mong chri dAu tu xem x6t vd ch6p thuin cho Nhi thiu duoc ti6p tuc cung c6p s6n phim
theo th6ng tin thay d6i tr6n.

Trdn rgng kinh chio!

Noi nhQn:

- Nhu trAn

- Lru n1i b0

DAI DIEN HqP PHAP CUA NHA THAU
G GIAMDo9t>_
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CQNG HOA xA ngr CHtr NGHIA vrET NAM
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Hd NQi, ngoy 3t thdng ot ndm 2024o140
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QUYfTDINH
Qc ban hirnh Danh mgc 608 thu6c sin xu6t trong nufc
gia hqn giiy tlIng kf luu hirnh t4i ViQt Nam - Dqt 192

cuc TRTIoNG cuc QUAN LV D[IO. C

*
,

Cdn ct Ludt Duqc sii tos/zoldtgat3 ngdy 06/1/2016;
Cdn c& Nghi dinh s6 95/2022/ND-.CP.ngdy 15/1 1/2022.cia Chinh phil quy dinh

chtc ndng, nhiQm v1t, quyin han vit co cciu tii chtic cia Bf Y rd;
Cdn c* Quyil dlnh sii teOO/gO-BYT ngdy 26/4/2023 cua 86 trudng BQ y tii quy

dinh ch:ic ndng, nhi€m vy, quyAn honvd co cdu t6 cht?c crta Cuc Qudn l! Dunc thu6c
BAYft;

Cdn ct? Th'ng tu sij 08/2022/TT-BYT ngoy 05/09/2022 cia BO truong BA y ili
quy dinh viQc ddng bj, lru hdnh thuiic, ngu2,An hQu ldm thu6c;

Cdn ct -kir ludn crta HQi ding tu viin ctip gray tldng lcj, hru hdnh thuiic, nguyAn
liQu ldm thuiic - BA f i aqt toZ phian I vit phiAn 2 Ui C6ns vdn sii tOZmorf-ypttO
ngay 1,1/12/2023 vg C6ng vdn s6 .1I3/HDTV-VPHD ngoy 12/12/2023 cua Vdn phdng
H6i d6ng ru udn cdp GDKLH thu6c. nguyAn h1u ktm thudc:

Theo di nghi cua Tntdng phdng Ddng lcj, thudc, Cuc Qudn ti Duoc.

QUY6,TDINH:

Didu 1. Ban hinh kdm theo Quy6t dinh niy danh mgc 608 thu6c san xu,5t trong
nu6c du. c gia han gi6y tlAng k! ltru hdnh tai Vi6t Nam - Eqr 192, cB th6:

l. Danh muc 529 thu6c sin xu,it trong nu6c iluo. c gia han gi6y <l6ng kf luu
hdnh hiQu lyc 05 ndm (Phu lqtc I kim theo).

2. Danh muc 70 thu6c sin xu6t trong nudc duo. c gia han gi6y d6ng kf luu hdnh
hiqu lUc 03 nlm (Phu luc II kim theo).

3. Danh muc 09 thu6c sin xudt trong nu6c <luo. c gia han gi6y ddng kf luu hdnh
hi6u luc clOn 3111212025 (Phu luc III kim theo).

Didu 2. Co sd san xu6t vd co sd dAng kf thu6c c6 tr6ch nhi6m:
l. SAn xu6t thui5c theo itring cric }td so, tai li€u da dang kf voi B6 Y t6 vd phni

in s6 clang ky cluqc BO Y t6 ViCt Nam c6p lOn nhin thu6c. .
2. Chi tlugc sin xu6.t, dua ra lrru hdnh c6c thu6c ki,5m sorit tllc bi6t khi c6 Gi6y

chimg nh{n dt diAu kiQn kinh doanh duo. c phgm vi kinh doanh thu6c phdi kitim sorit
itac bi6t pht hqp vdi pham vi holt tl6ng cria co sd drip tmg quy tlinh t4i khodn 5_ Didu
143 Nghi dinh s6 5412017/I.{D-CP rtgity 081512017 cria Chinh pht quy rlinh chi tii5t mQt
s6 tli6u vd biQn ph6p thi hinh Ludt Duoc.

3. Thyc hiQn viQc cip nhat tiCu chuin ch6t luqng cia thu6c theo quy tlinh t4i
Th6ng tu s6 ltlZOlSltt-gYT ngiy 041512018 cta 86 tru&ng BO Y te quy rlinh vA
chAt luong thu6c, nguy6n liQu lam thu6c.

.4. Thu6c <lugc gia han gidy <lAng kf luu hemh _t?i Quy€t dinh,ndy nhrmg chua
nQp hd so cap nh{t nQi dung nhhn thu6c, td hu6ng ddn su dpng thu6c theo quy tlinh
cua Th6ng tu 01/2018/TT-BYT ngdy 18/01/2018 cua BQ truong BO Y t6 thi phdi thpc
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hiQn cflp nhit theo quy dlnh tai diem b Khoin I Didu 37 Th6ng tu s6 01/2018/TT-BYT
trong thcri h4n 12 th6ng kd tu ngdy cluo. c gia h4n gi6y <l6ng kf luu hanh.,

, 5. Sau 12 th6ng kC tt ngdy.ki ban hi,nh QuyCt dinh ndy, c6c thu6c duo. c gia h4n

Slay dang k1i lm hdnh theo Quydt dinh ndy c6 thay d6i v6 n6i dung hinh chinh (bao
g6m ci m5u nhin vd td hu6ng d6n sir dpng thui5c) phii sAn xuiit vd luu hdnh v6i c6c
nQi dung d6 dugc ph6 duy6tlhay d6i trong hti so gia han.

6. Co sd ddng kf thu6c phii bAo tlim duy tri <li6u kiQn hoqt <lQng trong thoi gian
hiQu lgc cria gi6y d6ng ki luu hdnh thu6c, nguyOn liQu ldm thu6c. Tiong truong hqp
kh6ng c6n d6p ung <hi ili6u ki6n hoat d6ng, co sd rllng-k;i phdi c6 tr6ch nhiQm thgc
hiQn thay cl6i co sd ddng ky theo quy dinh tai Th6ng tv_s6 O\DO22/TT-ByT trong thdi
h4n 30 ngdy k6 tu ngdy co sd ddng kj khdng cdn <lti didu ki6n ho4t tfQng.

7. Co sd san xuat thu6c phdi bAo clim ciic di6u kiQn hoat <lQng cria co sd siul
*r.6t rong thoi han hiQu luc cria gidy ddng kj lrru hinh thuilc, nguy6n li6u lam thu6c.

8. Cric thu6c du-o. c gia.han giiy dang kf luu hnnh t4i Quy6t <linh ndy rtugc ti6p
tuc sir dgng s6 dAng kf tld cAp tru6c khi gia han trong thdi han t6i da 12 th6ng k6 u
ngdy duo. c .cdp s6 dIng kj gia han theo quy dlnh tai Phu luc VI ban hinh kdm theo
Th6ng tu s6 08/2022/TT-BYT.

9. Ph6i hqp v6i c6c co so di€u tri di5 thr,rc hiQn theo drlng c6c quy dinh hiQn
hanh vd thu6c kd don, theo ddi an toin, hiQu quA, t6c dung kh6ng mong mu6n cria
thu6c tr6n ngucri ViQt Nam vd t6ng hqp, b6o criotheo quy dinh tai SiCu 5 ThOng tu s6
0812022TT-BYT <l6i v6i c6c thu6c trong Phg luc II ban hanh kdm theo Quydt dinh
nAly.

Di6u 3. Quyrit dinh ndy c6 hi€u luc kti tir ngiy kf ban hdnh.
Didu 4. Gi6m d6c Sd Y t6 cric tinh, thdnh ph6 tr.uc thuQc Trung uong vd Gi6m

<liic co sd sin xu6t vd co s& ildng kf c6 thu6c tai DiAu 1 chiu tnlch nhie; thi hAnh
quy6t di*r ney./.

Noi nhfin:
- Nhu Di6u 4;
- BT. Ddo Hdng Lan (dd b/c);
- TT. D6 xuan Tuyen (di5 b/c);
- Cgc Quin y - BQ Quiic phdng, Cuc Y t6 - Ba Cdng anl
- CUc Y te CTVT - BO Giao thdng van tdil
- Tdng Cpc Hrii quan - Bd Tdi chinh;
- Bdo hi6m xl hOi Vi4t Nam;
- BO Y t6: Vu PC, Cuc QLYDCT, Cpc QLKCB, Thanh tra
BQ, VEn phdng HDTV c6p CDKLH thu6c, NLLT;
- Vien KN rhu6c Tu, Vi€n KN thu6c TP. HCM;
- T6ng C0ng ty Dugc Viet Nam - COng ty CP;
- C6c BQnh viQn, ViQn c6 giuong bQnh truc thu6c BO Y t6;
- Trung tdm mua sim t{p trung thu6c qu6c gia;
- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
websitei
- Luu: VT, DKT (C.H) (02b).
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Phg lgc I
DANH MUC s2e THU6C sAN xuAT rRoNG N[I6C DUqc GrA H4N GrAy DANG Kf LUU

HANH T4r vrET NAM HrEU LrJc 0s NAM - DEr r92
(Kim theo Quyiit dinh sii oo /QD-QLD ngoy 3t thdng\r ndm 2024

cfia Cuc Qudn li, Duqc)

t. Co sii ding ky: Alcapharm B.V (Dia chi: Dorpstraat 101,2742AN Waddinxveen, the Netherlands)

l.l. Co s&sdn xu6t: C6ng ty c6 phin Drgc vgt tu y t6 Hni Duong (Dia chi: 36 102, ph6 Chi L6ng, phuong NguyEn Trdi,
TP. Hei Duong, tinh Hei Duong, Vi€t Nam)

n Euvipharm (Dia chi p Binh Tidnp2. Co sii tling kf : C6ng ty
Vi€t Nam)

2.t. Cc s& s6n xu6t: C6ng ty c6 phin Euvipharm (Diachi: ApBinhTidn2, xd Dric Hda Ha, huyCn Dric Hda, tinh Long
An, ViQt Nam)

s;
t

\.N
tAN

STT TGn thu6c Hoat ch6t chinh -
Hirm luqng

Quy crich tl6ng g6i Ti6u
chuAn

tuiii
ths

(th6ng)

56 dsrg ky
gia h4n

(56 dlng ky
d5 c6o)

s6 tAn

gia h4n

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

I Vitamin C Acid ascorbic

500mg/5ml
Dung dich
ti6m

H6p 50 6ng x 5ml;
HQp l2 6ng x 5ml;
HOp6iingx5ml

DDVII
IV

24 893110047224
(vD-25862- 16)

I

2 Acefalgan 500 Acetaminophen
50Omg

Vi€n ndn HOp l0 vi x l0 vien DD\.].,t 36 893 t00047324
(vD-26134-t7\

I

3 Arginin
Euvipharm

M5i 5ml chua: L-
Arginin hydroclorid
l000mg

Dung dich
uong

H6p 2 vi x l0 6ng
x 5ml

NSX 36 893t 10047424
(vD-2s674-r6)

I

4 Cefclor
500 mg

Vi6n nang

cimg
HQp 2 vi x l0 vi6n USP 43 36 893 r t0047 524

(vD-20692-14)
I

5 Celjidim lg B6t pha

tiCm

HQp I lq 36 I

Celjidim 29 Ceftazidim (dudi
d4ng ceftazidim
pentahydrat + natri
carbonat) 29

B0l pha

ti6m
USP 43 36 89311004'7'724

(vD-18944-13)
I

Cifnir 300 mg Cefdinir 300mg Vi€n nang

ctng
H6p I vi x l0 vi€n JP XVII 36 893 t t0047824

(vD-20693-14)
I

8 Cormiron
200 mg

Amiodaron
hydroclorid 200mg

Vi€n nen H6p 3 vi x l0 vi€n JP XVII 36 893 I t004'7924
(vD-19861-13)

I

9 Emerop 0,5g BOt pha

tiem
HOp I lq USP 40 36 893110048024

(vD-19339-13)
I

t0 Emerop lg BQt pha

tiCm
USP 38 36 893110048r24

(vD-19340-13)
1

ll Enatril 5 mg Imidapril
hydroclorid 5mg

Vi€n ndn H6p l0 vi x l0 vi€n JP XVII 893110048224
(vD-19865-13)

I

2, xi Dtc Hda H4, huy€n Dric Hda, tinh Long An,

iP

D4ng biro
ch6

lCefaclor (duoi

ldqng cefaclor

lmonohydrat) 
500mg

lCeftazidim (dudi

ldang celiazidim

lpentahydrat + natri

lcarbonatl lg

USP 43 8931t004'7624
(vD-18943-r3)

6 HQp t le

,7

lMeropenem (duoi

ldung ,.rop.n.,n
lnihydrat) 0,5g

lMeropenem (dudi

ld4rg r".op"n.,
Itrihydrat) lg

HOp I lq

24



66. Cc sd'tling kf: C6rg ty c ph n tip tloin d u<rc p m vir thuong mgi Sohaco (Eia chi: 56 5 L6ng He, phuong Thdnh
Cong, quin Ba Dinh, thanh ph6 He Ndi, Viet Nam)

66.1. Cc s0 sin xu6t: Cdng ty c6 ptrin Dugc phAm Me Di Sun (Eia chi: Si5 SZt, fnu ph6 An Loi, phudng Hda Lgi, Thi
xd B6n C6t, Tinh Binh Duong, Viet Nam)

67. Co stt dSng ky: Cdng ty c6 phin t6p ttoirn Merap (Dia chi: Th6n 86 KhC, xe T6n Ti
Y6n, Viet Nam)

67.1. Co s& siin xudt: C6ng ty c6 phln tip rloin Merap (Dia chi: Thdn 86 Kh6, xE Tin Ti6n, huy€n Vdn Ciang, tinh
Hrmg Y€n, Vi€r Nam)

TGn thu5c Hoat ch6t chinh -
Him lugng

DBng bio
ch6

Quy c6ch al6ng g6i Ti0u
chu in

.tu6i

th9
(thing)

56 dlng ky
gia h4n

(s6 dnrg ky
tti c6 p)

s6 tAn

gia h4n

(l) (2) (3) (4) (s) (6) (7) (8) (e)
394 Mepraz Orneprazole 20mg Vi€n nang

ctng chta
vi hqt bao

tan trong
ru0t

H6pTvix4vi€n,
H6p I 6ng x 28 vi€n

NSX 24 8931 10086524
(vD-29991-18)

I

395 Paracetamol

Choay

Paracetamol 500mg Vi6n ndn H6p l0 vi x l0 vi6n NSX 36 893100086624
(vD-28323-17)

I

396 Sorbitol 5g Thu6c bOt

uong

HOp 20 g6i x 59 NSX 36 893100086724
(vD-29366-18)

I

397 Medi-Loratadin Loratadin lOmg Vi€n ndn Hdp l0 vi x l0
vi6n; Chai 100

vi6n; Chai 200

vi6n; Chai 500 vi€n

36 893100086824
(vD-22181- r s)

I

398 Benate Clobetasone

butyrate 0,05 %
(w/w)

Kem bdi
ngoiri da

HQp I tulpx59;
HQp I tufpx l0g

NSX 893100086924
(YD-24464-16)

I

399 Efodyl Cefuroxime (duoi
dgng Cefuroxime
axetil) 25Omg

Vi6n ndn

bao phim
HQp 2 vi x I0 vi6n USP

hiQn

hdnh

42 893110087024
(vD-30002-18)

I

400 Efodyl Cefuroxime (duoi
d4ng Cefuroxime
netil) 500mg

Vi6n nen

bao phirn
HQp 2 vi x l0 vi6n USP

hi€n

hdnh

42 893110087124
(vD-30737-18)

I

401 Meterbina Terbinafine
hydrochloride l%
(w/w)

Kem b6i da HQpltujpx59;
Hdp I tulpx l0g

NSX 36 693100087224
(vD-28350-17)

I

402 Navaldo M6i 5ml chria:

Fluorometholon
acetat 5mg

H6n dich
nh6 m6t

HOpllqx5ml NSX 24 893110087324
(vD-30738-18)

1

403 Olevid Olopatadine (dudi
dgng olopatadine
hydrochloride) 0,2
o/o (w/v)

Dung dich
nh6 mit

H0p
H0p

lq x 2,5m1;

lo x 5ml
NSX 24 8931 10087424

(vD:27348-17)
1

404 Cefditoren (durii
d4ng Cefditoren
pivoxil) 200mg

Vi6n ndn

bao phim
H6p 2 vi x l0 viOn;

HQp I l9x 100

vi6n; HQp I l9 x
200 vi6n

NSX 8931 10087524
(vD-30739-18)

I

huyQn Vdn Giang, tinh Htmg

STT

Sorbitol Sanofi

NSX

36

Pemolip 36


