BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péoc lap - Tw do - Hanh phiic
S6: 41054e/QLD-DK Ha Noi, ngay 08thang 12 nam 20 25
V/v thay doi, bo sung d6i voi thude
da cap GPKLH

Kinh giri: CONG TY CO PHAN DUGC KHOA

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

Tra 161 ho so so tlep nhan so 134352/TT91 ngay 12/7/2025 va céc 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 12/2025/TT-BYT ngay 16/5/2025 cua Bo Y té quy dinh
viéc dang ky luu hanh thudc, nguyen heu lam thuoc

Can ctr Bién ban hop Hoi ddng tu van cap gidy dang ky luu hanh thude, nguyén
liéu lam thudc Pot 220 - HO so TPBS, Cuc Quan Iy 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); ,
- Luu: VT, DKT (). P ;,_j.;;w_.gj:j--\\

,,Y/\} g By \/\

[=/ ) ¢ \AN

guyen Thanh Lam

4 Y '7( /



I
' EYE DROPS

ESKAR

'2DUlA0A YUIN 22 ‘PIEM ULA OB ‘BUOZ [ELASNPU || OA3ND 12315 £0E'L - Il ON 10T

| 2092 - €€6E4T (r8+) Xed/jaL

@G

4

30X 008 1A D0H YOHY

euIeyJ

j3enb peat|

“Y'S'TYOH) J0NQ 20Uy

1oy ‘piey BuniL eg fey 215 N 6uo UBANB 6 0

1301

g
H
g
g
H
s
B
g
2
g
H

“YUIN 288 Yup
eouy 30nq ugyd 93 A1 6UgD YUIN 88 YugyU 1

" | 09z e€6€ 0
“ION BH 'BUNIL g 1eH ‘L 6uQ UANBN 6 05 :yuIy> s Al

VOH) 2ONA NYHd 02 ALONQD J5X Uis YN

Vietnam Value

EYE DROPS

| WHO [ell1J

Hop 110 15ml
15ml bottle in box

EYE DROPS

ESKAR
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Vietnam Value

Tiéu chudn: TCCS
56 dang ky:

MG & PAY
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OPEN

Specifications:
Manufacturer's
Reg:

THUGC NHO MAT

Thanh phén

Natri clorid 0,28% (w/v)

T dugc: Acid boric, Natri borat, Benzalkonium
chloride, Natri edetat, Borneol tu nhién,
Camphor, Menthol, Nudc cat vira da.

Chi dinh:

- M6i mét, ngta mat, kho rat mat, khé chiu hodc
a6 mat do doc sach, lam viéc nhiéu trén may tinh,
tiép xtc véi gio, bui, khdi, anh ndng mat trdi hodc
khi bai 16i.

- Rita mat, dé loai vat la nhu bui ban vao mat,
lam sach ghén () mat.

-Phong ngtfa cac bénh dau mat.

Liéu ding va cach ding:

Dung cho ngudi I6n va tré em trén 2 tudi:

- Méi ngay nho 2 - 41an, méi lin nhé 2-3 giot
cho méi mat.

- C6 thé nhé nhiéu hon néu can.

Chéng chi dinh va céc thong tin khac:

Xem trong tos huéng dan str dung thudc kém theo.
Bao quan:

Noi kho mat, tranh anh séng, nhiét do dudi 30°C.
Han diing: 24 thang ké tif ngay san xudt.

Lo thudc da mé ndp khéng st dung qué 15 ngay.

DE XATAM TAY TRE EM
DOC KY HUGNG DAN SU DUNG
TRUGC KHI DUNG

EYE DROPS

‘lt

22 ESKAR
Composition
Sodium clorid 0,28% (w/v)
Excipients: Boric acid, Sodium borate,
Benzalkonium chloride, Sodium edetate,
Natural Borneol, Camphor, Menthol,
Purified water sqf.

Indications:

- Eyestrain, eye irritations, burning and irritation
due to dryness of the eye, redness of the eye
and discomfort due to reading book, using
computer, exposure to wind, dust, sun or after
swimming.

- Irrigation, 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.

- If necessary, could use more.
Contra-indications & other information:

See the enclosed leaflet.

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

Exp: 24 months from the date os anufacturing,
to be used within 15 days after first opening.

KEEP OUT OF REACH OF CHILDREN
READ THE LEAFLET CAREFULLY
BEFORE USE.
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Thanh phan:
Natri clorid 0,28% (w/v).

Ta dugc vita du. Chi dinh, cach dung,
chéng chi dinh va cac théng tin khac:
Xem trong t& huéng dén st dung thuéc kém
theo. Bao quan: Noi kho mat, tranh anh séng,

nhiét d6 dudi 30°C.
Nha san xuét: CONGTY C6 PHAN DUOC KHOA
S8 9 Nguyén Cong Trd, Hai Ba Trung, Ha Noi.

I S5 16 SX/ Lot:
NSX/ Mfg:
HSD/ Exp:

15m

Kich thudc nhan: 23 x 27 mm
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TIEU CHUAN: TCCS.
S6 dang ky:

DE XATAM TAY TRE EM
POC KY HUGNG DAN SU DUNG
TRUGC KHI DUNG

N
DK)Pharma

KHOA HOC Vi SUC KHOE

ie

Vietnam Value

THUGC NHO MAT
HUGNG DAN SU DUNG

Thanh phan

Thanh phan dugc chat: Natri clorid 0,28% (w/v).

Thanh phan ta dugc: Acid boric, Natri borat, Benzalkonium
chloride, Natri edetat, Borneol tu nhién, Camphor, Menthol,
Nudc cat vifa du.

Dang bao ché: Dung dich nhd mét.
Dung dich trong suét, khéng mau, mui thom.

Chidinh:

Chi dung cho ngudi 16n va tré em trén 2 tui.

- M@&i mét, ngtra mat, khé rat mét, kho chiu hodc dé mét do doc sach,
lam viéc nhiéu trén may tinh, tiép xdc véi gié, bui, khoi, anh nang
mat trai hoac khi bai 16i.

- Rifa mat, dé loai vat la nhu bui ban vao mat, lam sach ghén (ri) mat.

- Phong ngura cac bénh dau mét.

Liéu dung va cach dung:

Nho 2-3 giot méi mat, ngay 2-4 lan. C6 thé tang liéu néu can.
Chéng chi dinh:

Di ting v6i bat ky thanh phan nao clia thudc.

Canh bao va than trong khi dung thudc:

Benzalkonium chloride c6 thé bi kinh 4p trong hap thu va lam
thay d6i mau kinh ap trong. Bénh nhan nén théo kinh p trong
trudc khi st dung thuéc va deo lai sau 15 phut.

Benzalkonium chloride cling c6 thé gay kich (ing mét, dac biét khi
bénh nhan bi khé mét hay c6 bat thudng & gidc mac. Théng bao
ngay cho bac si néu bénh nhan cé cdm gidc mat bt thuong,
cham chich hoéc dau sau khi st dung thuéc.

St dung thuéc cho phu nif ¢6 thai va cho con bu:
Thudc khéng anh huéng dén phu nir cé thai va cho con bu.

Anh huéng ctia thuéc 1én kha ning lai xe, van hanh may méc:
Thuéc khdng anh hudng 1én kha nang lai xe, van hanh may moc.

Tuong tac, tuong ky ctia thudc

Chua c6 canh béo vé tuong tac thudc xay ra khi dung dong thai
thudc nay véi cac thudc khac.

Do khéng ¢6 cac nghién citu vé tinh tuong ky ctia thudc,

khong tron lan thudc nay véi cac thude khac.

Tac dung khéng mong muén cia thuéc

Chua ghi nhan dugc bao cdo vé phan ting ¢6 hai cta thuéc.
Thong bédo ngay cho bac st hoac dugc si nhiing phan ting ¢6 hai
gap phai khi st dung thuéc.

Qua liéu va cach xir tri:

Khong c6 dir liéu vé st dung thudc qua liéu, khong dung qué liéu
chi dinh cda thuéc.

Trong trudng hop st dung thudc qua liéu, tich cuc theo déi dé
c6 bién phép xtr tri kip thai.

Quy cach déng géi: Hop 1 1o 15ml.

Bao quan:

Nai kho mét, tranh anh sang, nhiét dé dudi 30°C.

Han duing: 24 thang ké tir ngay san xuat.

Lo thuéc d& mé ndp khéng st dung qué 15 ngay.

Nha san xuat: CONG TY C6 PHAN DUGC KHOA

Tru s& chinh: S6 9 Nguyén Céng Trd, Hai Ba Trung, Ha Noi.
Dién thoai/Fax: 024.3933 2607

Email: info@dkpharma.vn — Website: http://dkpharma.vn

Dia diém san xudt: Nha may Dugc pham DKPharma —
Chi nhanh B4c Ninh Céng ty C6 phan Dugc Khoa

Lo dat I11-1.3, Dudng D3, Khu cong nghiép Qué Va i,
phudng Dao Vién, tinh Bac Ninh.
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Specifications:
MANUFACTURER'S
Reg:

KEEP OUT OF REACH OF CHILDREN
READ THE LEAFLET CAREFULLY
BEFORE USE
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Vietnam Value

EYE DROPS
INSTRUCTIONS FOR USE

Composition:

Sodium clorid 0,28% (w/v).

Excipients: Boric acid, Sodium borate, Benzalkonium chloride,
Sodium edetate, Natural Borneol, Camphor, Menthol,

Purified water sqf.

Dosage form: Ophthalmic solution.
Clear, colorless, odor solution.

Indications:

Use for adult and child over 2 years:

- Eyestrain, eye irritations, burning and irritation due to dryness
of the eye, redness of the eye and discomfort due to reading
book, using computer, exposure to wind, dust, sun or after
swimming.

- Irrigation, remove dust and dash from eyes.

- Prevent eye disease.

Dosage and Administration:
- Instill 2-3 drops, 2-4 times daily.
- If necessary, could use more.

Contra-Indication:
Allergic to any components of the drug.

Warnings and cautions:

Benzalkonium chloride may be absorbed by soft contact lenses
and may change the colour of the contact lenses. You should
remove contact lenses before using this medicine and put them
back 15 minutes afterwards.

Benzalkonium chloride may also cause eye irritation, especially
if you have dry eyes or disorders of the cornea. If you feel abnormal
eye sensation, stinging or pain in the eye after using this medicine,
talk to your doctor.

PR
Preg y and breast-feed|

Can use for pregnant & breast-feeding women.

Effects on the ability to drive and operate machinery:
There is no influence of the drug on ability to drive or operate
machinery.

Drug interactions and incompatibilities
There is no study on drug incompatibilities. Do not mix this drug
with other drugs.

Adverse drug reactions

There is no reported case of adverse drug reactions.
Immediately inform your doctor or pharmacist of any adverse
reactions experienced while using this medicine.

Overdose and management:

There is no record of drug overdose. Do not use this medicine in
larger mounts than recommended.

Keep monitoring to respond in time.

Package: 15ml bottle in box.

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

Exp: 24 months from the date os manufacturing, to be used
within 15 days after first opening.

Manufacturer: DUOC KHOA J.S.C

Head quarter: No 9 Nguyen Cong Tru Street,

Hai Ba Trung Ward, Ha Noi.

Tel/Fax: (+84)24-3933-2607

Email: info@dkpharma.vn — Website: http://dkpharma.vn.

Factory: DKPHARMA pharmaceutical factory -

Bac Ninh Branch of DUOC KHOA Pharmaceutical joint stock company
Lot No Ill - 1.3, D3 Street, Que Vo Il Industrial Zone,

Dao Vien Ward, Bac Ninh Province.
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TONG HQP SO SANH CAC NQI DUNG PE NGHI THAY POL BO SUNG
(Cé in ddgm cdc néi dung thay d6i)

Thuéc ké don Thuoc khong ké don

Fidn log Do S8 diing ky 893110627024 S§ diing ky 893100627024
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