BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péoc lap - Tw do - Hanh phiic
S6: 17454e/QLD-DK Ha Noi, ngay 28thang 04 nam 20 25
V/v thay doi, bo sung d6i voi thude
da cap GPKLH

Kinh gtri: CONG TY CO PHAN DUQC KHOA

Pia chi: S6 9, Nguyén Cong Trir, phuwong Pham Dinh Ho, qudn Hai Ba Trung,
Ha Noi

Tra 101 hd so so tlep nhan so 110549/TT91 ngay 13/01/2025 va cac tai liéu lién

quan ctia cdng ty vé viéc thay doi, bo sung ddi véi thude da duogc cap gidy dang ky
luu hanh;

Can cir Théng tu sd 08/2022/TT-BYT ngay 05/9/2022 cta Bo Y té quy dinh
viéc dang ky luu hanh thudc, nguyen lidu lam thudc;

Can ctr Bién ban tham dinh ho so thay d6i/bo sung cta cong ty, Cuc Quén ly
Dugc ¢6 y kién nhu sau:

Dong y v6i ndi dung dé nghl thay doi, bé sung duoc phé duyét kém theo cong
van nay d6i voi thude Eskar, sb dang ky 8931 10627024.

Ngoai noi dung duoc phé duyét, cac noi dung khac giir nguyén nhu hé so ding
ky thude lwu tai Cuc Quan 1y Dugc.

Cé&c ndi dung thay doi, bo sung néu trén dugc thuc hién ké tir ngay ky cong van

nay. Riéng noi dung thay d6i, sau 12 thang ké tir ngdy ky cong van nay, cong ty
phai thuc hién theo ndi dung thay dbi da dugc phe duyét.

Cuc Quan ly Dugc thdng bao dé cong ty biét va thuc hién dung céc quy dinh vé
dang ky luu hanh thudc.

Noi nhén: KT. CUC TRUONG
-Nbw trén; PHO CUC TRUONG
- Cuc truong (dé b/c); ,
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Hép 110 15ml
15ml bottle in box

A

Vietnam Value

Tiéu chudn:TCCS

56 dang ky: 893110627024 MO & DAY WG GMP
OPEN

Specificatons:

Manufacturers

Reg: 893110627024

THUGC NHO MAT

Natri clorid 0,042 g.

Té dugc: Acid boric, Natri borate, Benzalkonium
chloride, Natri edetat, Borneol i nhién,
Camphor, Menthol, dia d 15l

“ ' EYE DROPS
=" ESKAR

Sodium clorid 0042 g
Excipients: Boric acid, Sodium  borate,

dinh:

- MBI mat, ngua mét, kno rét mat, kho chiu hodc
45 mit do doc séch, lam viec nhiéu trén may
tinh, tiép xGc V61 gi6, bui, Khdi, énh nang mat
i hodc khi bai I

- Rufa mat, 6é loai vat la nhu byl bén véo mat,
Tam sach ghén (1) mat

-Phong nguia céc bénh dau mét.

Liguluong va céch ding:

Diing cho ngudi Ién va tré em trén 2 tusi.

- Mi ngay nno 2 - 4 lén, mdi lén nho 2- 3 giot
cho m3i mét.

~C6 thé nho nhidu hon néu cin.

Chéing chi dinh, tic dung khang mong mud,
tutomg tac thudc: Xin xem them t huéng dén
sttdung bén trong hop.

Béo quin: Noi kho mét, trénh anh sang, nhict
6 dusi 30°C.

Han ding: 24 thing ke ti ngay sin xuit. Lo
thuc a3 mé ndp khong st dung aua 15 ngay.
‘D XA TAM TAY TRE EM

DOCKY HUGNG DAN SUDUNG

TRUGC KHI DUNG

chloride, Sodium  edetate,
Naturel Bomeol, Camphor, Menthol, Purified
water saf 15ml

Indications:

~Eyestiain, eye iitations, burning and iritation
due o dryness of the eye, redness of the eye and
discomfort due to  reading book, using
computer, exposure to wind, dust, sun o after
swimming.

- Irigation, remove dust and dash from eyes.
~Prevent eye disease.

Dosage and Administration:

Use for ADULT and CHILD over 2 years.
~Instill 2-3 drops, 2-4 times daily

- Ifnecessary, could use more.
Contrarindications, Undesirable effects &
interations  Sce the enclosed leaflet

Storage: Store in cool and dry place, protect
fromlight, at temperature below 30°C

Exp: 24 monthsfrom the date of manufacturing,
to be used within 15 days ater first opening,

KEEP OUT OF REACH OF CHILDREN
READ THE LEAFLET CAREFULLY
BEFORE USE.

:dx3/asH
BN/ XSN
1107/X5 0195

8] €618

—0
——
—0
—
N
—_—
0
N
—

D204012H

CONG Ty
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GIAM DOC CHAT LUONG
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Thanh pl
Natri clorid 0,042g. Té dugc:
vlia dd 15ml. Chi dinh, | U
va cach dung, chéng chi

é:i EYE DROPS

Viotnam Value

thuéc: Xin xem thém t& hudng dan sir
dung bén trong hop. Bdo quan: Noi kho
mat, tranh anh sang, nhiét d6 dudi 30°C.
ONG TY C6 PHAN DUGC KHOA
569 Nguyén Cong T, Pham Dinh HS,
Hai Ba Trung, Ha Noi.

NSK/ Mfg:
HSD/ Exp:

Kich thuéc nhan: 23 x 27 mm
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