
BQYTE
CUC QUAN LV DIIqC

ceNG HoA xA ugr cHU Ncnh vrpr NAM
DQc lfp - Tg do - H4nh phfc

"So:1r1{Q /QLD-DK
V/v b6 sufrg-quy c6ch d6ng g6i, thay

ddi m6u nh6n

Hd I{1i, ngdy Jl thdng ,, ndm 2017

Kinh gtri: Cdng ty cO phAn tflp dodn Merap.
Dia chi; Th6n Bd Khe, xd Tdn Ti€n, huyQn Vdn Giang, Hung YAn.

Ngdy 0711112017, Cpc Qu6n llf Duqc nhfn dugc vdn thu dd ngay
O6llll2olT ci,r- c6ng ty (s6 titip'nhQn 1383/BSTDTN) vd viQc bO sung hilso
theo y6u cAu tai .9rg vdn so 16668/QLD-DK ngey rc1rc12017 ci.r.Cpc Qu6n lj
Dugc 1i6n quan dtin viQc bd sung quy c6ch d6ng g6i, thay cl6i m6u nhdn AOi 

"Oithu6c sAn xuAt trong nu6c dd dugc c6p rO cling ky luu hdnh.
Cdn cri Th6ng tu sO 4412014/TT-BYT ngdy 25llll2}I4 ciaBQ trucrng BQ

Y te quy dinh viQc ddng ky thuoc; Th6ng tu , s6 o6l2o16lTT-Byr ngey
0810312016 cttaBQ trucrng B0 Y tO hudng d6n ghi nhdn thu6c;

cdn cti Bi6n ban thAm dinh ho scr thay a6ilto sung ctra cdng ty, cgc euan
ly Dugc c6 y ki6n nhu sau:

, DOng y d6 c6ng ty dugc b6 sung quy c6ch d6ng goi, thay il6i m6u nhdn
AOi vOi thu6c Medoral, sO dang kf :VS-49ig-tS, cu th6 ,f," rur, 

-

1. 86 sung quy c6ch d6ng g6i :

- Quy cdch cl6ng g6i dd dugc ph6 duyQt: HQp 1 chai 250 ml.
- Quy cdchd6ng goi b6 sung: Hqp 1 chai 125 ml.
MAu nhdn cria quy c6ch ct6ng g6i bO sung dugc d6ng d6u x6c nhdn ctra

Cpc QuAn ly Duoc kdm theo Cdng vdn ndy.

2. Thay d6i m6u nhdn: MAu nhdn thay i16i dugc d6ng d6u x6c nhfn cira
Cpc Quin ly Duoc kdm theo COng vin ndy.

.Ngoai n6i dung.dugc thay c16i trOn, t6t cd cic nQi dung kh6c gifi nguy6n
nhu h6 so ddng hi thu6c luu tai Cpc QuAn l1i Duoc.

C.6rg ty ddng kli, nhe sAn xu6t ph6i chiu trdch nhiQm vO ch6t luqng d6i
v6i thu6c luu hdnh tr6n thi trulng, nQi dung ghi tr6n nhdn thu6c, quy dinh re ro
hiru tri tuQ li6n quan d6n nhdn hi[u hdng ho6 ctra ,h"5; .i ii.il-"niQm thong
b5o sy thay d6i ndy d6n cdc co quan li6n quan vd kh6ch hdng.

Sau 03 thdng tc ttr ngey ky c6ng vdn ndy, cong ty khong duoc san xu6t
thu6c tr6n v6i m5u nhdn cfi.

cpc Qu6n ly Dugc thong b6o d6 c6ng ty bi6t vd thuc hiQn dirng c6c quy
dinh cria Vi6t Nam vC luu henh thu6c./. r

Noi nhQn:
- Nhu tr6n;
- Luu: VT, DK (Chi).

KT. CUC rRuoNG
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Chai 250 ml

thinh ph6n: M6i chai 250 ml chrla:

Chlorhexidin digluconat . .. .. . ... ... 0,2%
Td dudc Maltitol, xylitol, su(ralose, hudng

Kalamansi, kolliphor RH 40, tinh d6u (am, menthol,

ethanol, propylen gly(ol, ndd( tinh khi6t

(hiilinh:

Thu6(s{(mieng,hgng MEDoRAL(6tii(dung:

- H6trddi6uilve ngin ngrla b€nh vi6m, nhi6m khudn

dhong/mi6ng nhu: viem hong vi6m amidan, viCm ldi,

vi6m mieng...

- S6t khudn, rir rhd srrhinh thirnh mang b6m tr6n rdng

-V6sinh reng mi6ng

- Ddy manh lim linh v6tthudnq sau pMu thuat hd(
ali€utri nha kh@

- Kidm soet lo6t mieng tiii phiit

- Nem soal rang gra qay vlem mtenq va nhtem nam

@ndidomiqng
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125 ml
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Ihenh phin: M6i (hai 125 ml (hia:

Chlorhexidin diglu.onat 0,7%
T,; duoc Mahitol xylitol, sudalose, hmg
(alamansi, kolliphor RH 40, tinh dru @m, menthol,

ethanol, propylen gly(ol, nud.tinh *hi6t

Oti dinh:
Ihud( aic mieng, hqng MID0ML (6 ti( dung:

- H6 tu di60 ff va nqin nqita Mnh vi6m, nhi6m khuen

d hqng/ miqng nh( vi€m hon$ vi6m amidan, viem bi,
Yiem mieng...

- 56t khudn, d( ch6suhinhthinh miinq him trcn doq
- Ve sitrh .ang mieng

-0;y mdnh hm linh vdl thudng su ph;u lhu;l hoi(
di6u ti nha khG

- Kiim sdt lo6t miang tAi phet

- fiim e6t ring gia gay viem miqng $ nhi6m ndm

@nditunte\g

liGu drdn: T(6
Bio quia
Ndi kh6, dtr6i 30 0(, trinh iinh liog tr.rt tdp
Eo< li hdAE dan ddrfDg trrr<Hri rliltrlg

D6ntimtaytr{m
sof,:V5-4919-15
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