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Ylv thay AOi m6u nhdn, ti6u chuAn
chAt.luong dugc chAt, td dugc vd ti6u
chgdn chdt lugng thu6c thenh phdm,
b6 sung cd 16 sin xuAt thu6c,thay
d6i nhd sin xuAt bao bi cdp 1, nhd

sin xu6t t6 duoc

Hd Mi, ngdy ,J,] thdng -i ndm 2019

Kinh gui: C6ng ty c6 phAn tpp tlodn Merap
Dia chi: Th6n Bd KhA, xd Tdn Ti(in, huyQn Vdn Giang, Hang YAn

;.
Ngdy 2910612018, Cpc Quin lj'Duqc nhfln dugc vdn thu s6 391/MR de

ngdy 2910612018 ctra c6ng ty vA viQc bd sung h6 so theo y6u c6u tpi cOng v[n sO

101l7/QLD-DK ngay 0510612018 cta Cuc Quan ly Dugc vC viQc thay d6i mdu
nhdn, ti6u chuAn ch6t lugng dugc chdt, t6 dugc vd ti6u chuAn ch6t luqng thu6c
thdnh phAm, bO sung cd 16 sin xu6t thu5c, thay d6i nhd sin xu6t bao bi c6p 1,

nhd s6n 
^udt 

tA dugc eOi vOi thu6c sin xu6t trong nu6c dd ttugc .5p sO ddng lcj'
luu hdnh; :

Cdn cri Th6ng tu sO 44l20l4lTT-BYT ngdy 25llll20l4 cinBQ trucrng B0
Y tC quy dinh viQc ddng ki, thudc; Th6ng tu s6 OLI2OI8/TT-BYT ngey
1810112018 cua B9 truong B9 Y t6 quy dlnh ghi nhdn thuOc, nguy6n liQu ldm
thu6c vd td hudng d6n su dUng thu6c;

Cin cf Bi0n bin thAm dinh hO so thay d0i/b0 sung ctra c6ng ty, Cpc Quin
ly Duoc co y ki6n nhu sau:

Ddng j' cl6 c6ng ty dugc thay d6i mdu nh6n, ti6u chu6n ch6t lubng dugc
,l 

9J

chdt, t5 dugc vd tiOu chu0n ch0t lugng thu6c thdnh phdm, b6 sung cd 16 sin xu0t
thu6c, thay il6i nhd sin 

^uAt 
bao bi c6p 1, nhe sdn xu6t t6 duqc eOi vOl thu6c

Metobra, sO deng ki VD-19616-13, cU th6 nhu sau:

1. Thay tl6i mdu nhdn ,. ,

MAu nhdn thay d6i Arrqi tl6ng dht xicnhfln cria Cqc Qudn ly Dugc kdm
theo C6ng vdn ndy.

2. Thay dOi ti6u chuAn ch6t lugng dugc chdt, t6 dugc vi ti6u chuAn ch5t
luqng thu6c thdnh phAm, b6 sung cd-16 san xu6t thu6c, thay d6i nhd s6n xu6t bao
bi c6p 1, nhd s6n xuAt t5 ducyc

Bing so s6nh nQi dung dd tlugc ph€ duyQt vcri nQi dung dC nghi thay il6i
dugc ct6ng ddu x6c nhfn cria Cpc Qudn l1i Duqc kdm theo COng vdn ndy.

.Ngoai nQi dung.dugc thay d6i trdn, tdt ch cdc n6i dung kh6c gifi nguyOn
nhu h6 so tting ky thu6c luu lai Cpc Quin ly Duqc.



96"g ty tI[ng ki, nhe sin xu6t phii chfu trSch nhiQm vO ch6t luong il6i
v6i thu6c luu hdnh tr6n thi trucrng va Co fiLchnhiem th6ng b6o sy ttray;$;;t
dtln c6c co quan li6n quan vd kh6c-h hdng.

Sau 06 th6ng t<c tt ngdy ky.c6ng vdn ndy, c6ng ty kh6ng dugc s6n xu6t
thu6c tr6n v6i cac nqi dung rt Aa 

-AC 
ng[i thay d6i.

Cpc QuAn ljr Quqc thdng b5o d0 c6ng ty bi6t vd thgc hi€n clirng cdc quy
dinh cira ViQt Nam v6 luu henh thu6c./.

No'i nhQn:
- Nhu tr6n;
- CT. Vn Tuan Cuorrg (di
- ViQn ki6m nghiQrn thudc TW;
- Vi€n Ki6m nghiOrn thuOc TP.HCM;
- Lrru: VT, DK (Bi).
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METOBRA
ftihhphen:M6i 195 ml<hta:
TobEmycin .-........ ......... . ...... ... ... . .... ... I 5 mq
T; dud.: a<id borl., natrl borat, nahi

!

METOBRA
Compositioh: E..h 5 ml bottl€ (ontainr:
Tobrahycrn.. ................tthq

nud< (it ..--....-........,.............. vna dt 5 mt
Quycid: H6p r lo 5 ol
<hidnh
Di€u ti tai ch6 .ho hhtug hhlEm ting d
nhfts (6u td. ngoii (0a mltvi vnng phu
.ih do nhftg vi khu;h hhay dm vdi
TobEmy.in: viem mi h:l vi6m di le, vi6m
mans k&,vieh g,ar mac
Phnns nqh nhiamdng su phauthufrmlt
[8u dntrg va .6Gh dnry
Nhi6m khuin nhe va Wa: nh6 1 2 gioJ vio

lll(.I3Iirl' Mts,....*.......-----------.--..,...,,.-,.,qs5 ml
P!finqiryl€:bxdl ffidshl

Tqbl Sh-& idl@H h $e eaffi d
ffihffisdtusandBad'e

s< inflammation, conjundiutB kerat,tis- . -

ftophraxE of lntedions after eye surgery
kg.and.dmhHEgon
Mild to modeEte lnftdons: intrll I 2 drops
ineadeyeevery4hours
sedous ihfedoro:in$ll 2 drops in each ey€
every t houL fte doqe may k decreas€d
uhtlSe fptoms dispFar
Dosge illu$ment a<(dding ro rh€
eFptomsdrtedtsea*
Oos€theGptightlyaftd Ging Uinq drug
6in 30daFafter inrod oFninq
@ddEF.d@d&dd
and d6 htolrfu H€& sE Se

ShGStmgein a drypb<eHow 30 oC,

proted from did llght

Xeep d of n.dr o{ 6edH
&.d0Ep.&OeiMd*fr&foGuirg

Mandactured by
ilEW GFNP

&&TaI4h&E,Hq\qr\fu

tY/lilf.I3llII

Nhi6m thudn n;ng: nhd 2 giotvro m6i ben
h;t sau m6i qid rho d6n hi fieu <hfrq

c6 the dieu chtnh t;hg hoac sidm lieu tui
theoki€u (hftg benh
B6y nlp sil kh, sqdung. chi !tdung thu6.
tonq vOnq 30 nqiysau khi mdn:p lJh dju
G&rg dl dnt!t6n !oq,6( dlhq phu
vi dc lhtug th h6c xin xem vonq toa dn
Beoquan:od noi kh6,dtrA 30o Cvinh 6nh

oi xa dm ay cia tr6 em

I)0( ki h(6ng din ri dung t(d( khi dirng

S0flira l{o:VD- 19616- 13
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/
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Thirhpi6n: M6ilo5ml(hfa:

Tohnmydn .................... 1 5 mg

I; dudc add bork, nati borat,

natri doid, benialkohiom,

natil eddat, nud( dt ... vd 5 ml
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