BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc lap - Ty do - Hanh phic
z G © KA 4 . 230555, <
$6:623Y /QLD-PK Ha Néi, ngay 06 thing” " nat 2045
V/v thay dbi tén thudc, mau nhén, 7/ COng T\/\\\(i’\':
dia chi céng ty ding ky \i ‘

Kinh giri: - Cong ty TNHH Phil Inter Pharma :
Dia chi: S0 25, Duong s6 8, Khu CN Viét Nam-Singap

Thigodn, Bink
Duong T '

Ngay 27/02/2015, Cuc Quan ly Dugc nhén duoc vén thu s6 014/PIP de
ngdy 11/02/2015 ctia cong ty vé viée bd sung hd so theo y8u cau tai cong van sb
2332/QLD-BK ngay 09/02/2015 cta Cuc Quan ly Duogc lién quan dén viéc thay
dbi tén thudc, mau nhan, dia chi cong ty déng ky déi v6i thube san xudt trong
nuéce di duoc cap s dang ky luu hanh;

~ Can cir Thong tu 56 44/2014/TT-BYT ngay 25/11/2014 cta B4 truong Bo

Y t¢ quy dinh viéc dang ky thudc; Thong tu so 04/2008/TT-BYT ngay
12/5/2008 cta B truong B Y te hudng dan ghi nhan thube;

Cén ctr Bién ban tham dinh hd so thay d6i/bd sung ctia cong ty, Cuc Quan
ly Dugc c6 y kién nhu sau:

Dong y dé cong ty dugc thay d6i tén thudc, miu nhan, dia chi cong ty
ding ky d6i véi thube Philbicom-S, sb ding ky VD-18562-13, cu thé nhu sau:

1.Thay déi tén thude:

- Tén thudc da dugc phé duyét: Philbicom-S;

- Tén thudc thay d6i: Regatonic

2.Thay d6i mau nhan:

Mau nhén thay ddi duoc dong dAu xé4c nhan cta Cuc Quén ly Dugc kém
theo Cong van nay.

3.Thay dbi dia chi co s& dang ky thubc:

- Pia chi co s& dang ky thudc di dugc phé duyet S6 25, Puong s6 8, Khu
cong nghiép Viét Nam-Singapore, Thuén An, Binh Duong

- Pia chi co sé ding ky thudc thay dbi: S6 20, dai 16 Hiru Nghi, Khu céng
nghiép Viét Nam-Singapore, Thudn An, Binh Duong.

Ngoai néi dung dugc thay ddi trén, tit ca cdc ndi dung khac giit nguyén
nhu ho so dang ky thude luu tai Cyc Quén ly Dugc.

Cong ty dang ky, nha sén xuét phai chiu trach nhiém vé chét lugng déi

v6i thube Iuu hanh trén thi truong va co trach nhiém thong bdo su thay ddi nay
dén céc co quan lién quan va khéach hang.

Sau 03 thang ké tir ngdy ky cbng van nay, cong ty khéng duoc san Xuét
thudc trén véi tén thude, mau nhan va dia chi co sé ding ky thude cil.
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Cuc Quén ly Dugc théng béo dé cong ty biét va thuc hién ding cc quy
dinh ctia Viét Nam vé luu hanh thude./.
Noi nhan:
- Nhur trén;
- Luu: VT, BK (Hy).
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Regatonic®

L-Citrullin
Pyridoxine H

Retinv acetate.. 5001U

Cao Vaccinium myrtillus............. 100mg

CTY TNHH PHIL INTER PHARMA

Regatonic®

L-Citrulfine...oooiiiicieiees 10mg
Pyridoxine HCLscwumvmmcanises 25mg
DL-a-tocopheryl acetate.....c.cooeene 25mg
N-acetyl-L-aspartic acid................ 10mg
Retinyl acetateimmessmssmmes 2,5001U
Vaccinium myrtillus ext.............. 100mg

CTY TNHH PHIL INTER PHARMA
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INTER PRAR_MA

Tel 84+ :650-3767040, Fax: 84-—65(}3767039 :
E maxl phx]pharm@vnn vn

~ PHIL INTER PHARMA

-No. 25 VSIP Street 8,VSIP, Thuan An, Binh Duong Vietham -

MAU NHAN TOA THUOC

Doc ky huong déin sir dung trudc khi ding.
Néu can thém thong tin, xin hoi y kién bdc st
hodc dugec si. :

Dé xa tim tay tré em. ,;;Z/féﬁ: ’
PHILBICOM-S soft Cii/ *
SPK:... L OPR
THANH PHAN N
MB&i vién nang mém chira: AW
Hoat chat:
| @415 01 171 PO ———————— 10mg
Pyridoxine HCI .....ccooovveveiiiniiieiienens 25mg
DL-a-Tocopheryl acetate (Vitamin E) . 25mg
N-acetyl-L-aspartic acid .........cccceevrvrunn 10mg
Retinyl acetate (Vitamin A) .............. 2.500IU
Cao Vaccinium myrtillus ...........ccceenee. 100mg
Ta dugc:

Dau dau nanh, lecithin, diu co, diu d4u nanh
hydro héa mét phén, sép ong trang, gelatin,
glycerin dém dic, D-sorbitol, ethyl vanillin,
titan dloxyd mau xanh dwong s6 1, mau vang
s& 5, mau dd sb& 40, methylparaben,
propylparaben, nudce tinh khiét

CHI PINH

H3 tro diéu tri mot sb bénh ly vé mét: can thi,
quang ga, moi mat, suy giam thi luc do thoai
hoa vBng mac ngoai vi hodc trung tdm, bénh
vong mac do tiéu dudng.

LIEU DUNG & CACH DUNG

1 vién x 3 1dn mdi ngay.

Thoi gian diéu trj 13 14 ngay mdi thang, sau d6
lap lai néu cén.

CHONG CHI PINH_ ,
Bénh nhén bi qua mén véi thudc ndy. Bénh
nhén bj thira Vitamin A.

THAN TRONG

1. Str dung thdn trong cho nhitng bénh nhdn
sau:

Tré nho duéi 12 thang tudi.

Bénh nhin dang ding thudc khéc co chira

vitamin A.

2. Thdn trong chung:

Theo dang liéu lwong va cach ding duoc @&

nghi.

Khi sir dung thubc

sat ciia nguoi 1on.

T8 :
et ’/VAVANHANHMAYMOC
Khoéng cé.

TAC DUNG PHU

Budn n6n, nén, tiéu chay, ngira c6 thé xay ra &
mot sb trrdng hop tuy nhién rét hiém. Khi c6
c4c triéu ching nay xay ra, nén ngung dung
thude.

Thong bdo cho bdc si hodic dwgc st nhitng tdc
dung khéng mong mudn gdp phdi khi ding
thube.

TUONG TAC THUOC

Thubc nay c6 thé lam giam tac dung cia L-
Dopa. Do d6, khong nén sir dung thudc nay
dong thoi v6i ché pham chira L-Dopa.

Thuoc tranh thai uéng c6 thé 1am ting nhu cdu
vé pyridoxine.

Vitamin E ¢6 thé c¢6 tac dung dbi khang véi
vitamin K.

Sir dung qua mirc lrgng dau khoang c6 thé 1am
giam hap thu vitamin E.

Neomycm cholestyramine, paraffin léng cé
thé 1am giam hép thu Vitamin A trong co thé.
Céc thudc tranh thai duong udng lam ting
ndng do clia Vitamin A trong huyét trong.

QUA LIEU

Budn ngii, chéng mit, hoa mét, budn nén, ndn,
dé& bi kich thich, nhirc dau, mé sang va co gidt,
ia chay... Phai ngimg dung thubc. Piéu trj tridu
chimg va diéu trj hd trg.

BAO QUAN: Trong hop kin, noi kho mat,
dudi 30°C.

HAN DUNG: 36 thang k& tir ngay san xut.
Khong dung thubc qud han sik dung.

PONG GOI: 10 vién/vi, 6 vi va 9 vi/hop.

San xudt tai
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