https./itrungtamthuoc.com/
NI'PAN Hng

Rosro

MEDICALEYE DPOTE

RMEDlCAL EYE DROPS

6 16VEP, dulng 305, i corg ohiip)
ikdong Blal 03, 1] xa Thadn

DUNG DICH NHO MAT
V0 TRONG
. HoplloSmi . :




iﬁtlt_ﬁﬁllt_rangtamthuoc.com/

MAT TRUGC MAT SAU
100%

MAT SAU

200%



htt
Tp

s:/itrungt
O HUGN

thyoc.com/
D N SU DUNG

HUGNG DAN SU DUNG THUOC

Thudc nho mét

ROHTO

HYDRAR

Dock§ hudng dén sir dung trudc khi ding.
Pé xa tam tay tré em.

THANH PHAN, HAM LUONG

Hoat chat: mdilo 5 mL chita 5 mg Sodium Hyaluronate,

Té duge: Potassium Chloride, Sodium Chloride, Boric Acid, Sodium Borate, Chlorhexidine Gluconate Solution, nudc tinh khigt,

DANG BAO CHE

Dung dich nhd mét.

CHIDINH

11 loan biéu md két-gidc mac do cde bénh sau:

Céicbénh ni tal nhuhol chitng Sjagren's, hi chiing Stevens - Johnson, va bénh viém kha két - gidc mac do kém xudt tiét nude mat (ko mat).
Céc bénh do tac ddng i bén ngoai nhw phéu thudt, thudt, chdn thudng, mang kinh sat trong, v.v...

LIEU DUNG VA CACH DUNG

Nhd mat mdilén 1 giot, 5- 6 lan/ngay. Liéu lirgng co thé diéu chinh tiy theo triéu chiing cda bénh nhén,

CHONG CHI DINH

Khéng diing cho ngudi b man cdm voi coc thanh phén cda thudc.

CANH BAO VA THAN TRONG KHI DUNG THUGC

Chi ditng thuc ndy dé nhé mét.

Ngung st dyng thudcva hi y kign bicsTnéu xdy ra phin dng di (ng ngay sau 1dn st dung ddu tién,

Tré em diing thudic theo s hugng ddn cla ngudi ldn.

Cén thin khang 48 d4u lo cham vao médt hodc bt kj bé mat nao d& tranh 3m nhigm ban thudc,

Khéng si dung néu dung dich thude déi mau hodc vin duc,

sU DUNG THUGC CHO PHY N0 €O THAI VA CHO CON BU

Chi diimg thuéic n3y cho phu ni? cd thai hodc dang cho con bi néu lai ich diéu tri dytinh han hin rli ro cé thé xdy ra do diing thudc.

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chura ghinhén dugc béo cdo phan ting bt Igi hodic chua cd nghién ctiu ndo vé dnh hudng cba thudc lén khd ndng |4 xe, vén hanh méy méc.
TUONG TAC, TUONG KY COA THUGC

Tuong tic clia thude: thube nhd mdt cb téc dong tai chd, chura ¢d 13i liéu bio cao vé tuong tac thudc.

Tuong ky clia thudc: do khong cé cde nghién cdu vé tinh twong ky cda thude, khing trgn [an thubic nay vdi cdc thudc khdc. Trong truting hop diéu tri ddng
thi vdi céc thudic nhd mat khic, nén nhd hai thudc cach nhau it nhit 15 phiit. Thudc ma mat nén diing cudi ciing.

TACDUNG KHONG MONG MUON CUA THUGC

=0,1%, < 5% <0,1%
Qud mdn cam Viém bl mi, viém da mi mat. -
Mat Naifa, kich dng mat, viém két mac, xung huyétkétmac, | Tiét dich mdt, dau mét.

1 loan gidc mac nhu vigm gide mac lan tha ning, cdm
gidccd vt la o mat,

Théng bio ngay cho bécsi hodc digc sinhitng phdn iing ¢ hai gap phai khi st dung thudc.

QUA LIED VA CACH XU TR

Chuta cé trufitng hap qua liéu dung dich nhd mat Hydra R ndo duge bao cdo. Khi nhd mat qud lidu, 6 thé rira mat ngay bang nudc &m dé loai bé thudc,
DUGCLUCHOC

Cochétdcdung

Sodium hyaluronate két hap véi fibronectin va thic ddy su dinh va gian t& bao bigu mb. Sodium hyaluronate ciing cd ddc tinh gill nudc rit tét vl mbi
phan tirsodium hyaluronate ¢d thé gii nhiéu phan 1 nutic.

Thiic ddy su lién seo gidc mac

Khinhd dung dich sodium hyalurenate 0,1%-0,5% vao trong cdc mau 16n thuang & thd gdm cd biéu mé gidc mac va biéu md gidc mac da boctdch mang
day, viing bj tdn thuong gidm déng ke so véi dung dich nhé mét ta duoc tir 24 gid sau khi bic tach.

Thiic ddy su gidn dai biéu mé gidc mac

Sodium hyaluronate thiic ddy dang ké suqian dai ldp biéu mé gidc mac so véi nhdm chitng (chil2 méi truting nudi cdy) & nhitng manh gidc mac thd nudi
«dy duge phan ldp.

Dactinh g nudc

Khi nhé dung dich sodium hyaluronate 0,1-1,046 vio aqar plugs {cac niit thach), swqidm khdi lvgng ciia cac niit thach do nutdic bic hot dé duoc ngén ngira
trong phutng phip phy thugc vio ndng db.

DUQJCDONG HOC

Ning dé trong huyét thanh

Nng d6 trong huydt thanh cda acid hyaluronic 83 dugc o trudic khi nhd thudc cing nhu vao cdc ngay Giéu tri: ngdy 3, ngay 9 (ngay cudi cing ding
thudc), va ngky 10 46 tinh nguyén vién nam, truéng thanh, khde manh. Dung djch nhd mét sodium hyaluronate 0,1% (ngay 1) va 0,5% (ngay 2-9) dugc
nhd & liéu mi 13n 1 giot, 5-6 1n/nady (ngdy 1-2) va mdi lan 1 giot, 13 1dn mdi ngay (ngay 3-9) vao mit bén mét cla cac doi tugng. Tat ¢d cac nang 9
trong huyét thanh dugc do trude, trong vi sau khi diéu tri @Eu thip hun gidi han dinh luong (10 po/mL).

Phén bé ndinhan

Sau khi diing tai chéliéu don 50 L dung dich nhé mét sodium hyaluronate "*C0,1% & tha ¢é giac mac binh thiritng, phéng xa chi duoe phat hién dviing
phia ngoal mat, Dc biét, mic phdng xa cao & hanh két mac vd duoc phat hign vao lic it nhit 8 gidr sau khi ding. Nguyc lai, mi phong xa thip & gldc
macva chi duge phét hign vao 10¢ 0,5 gidr sau khi diing.

Sau khi ditng tai ché lidu dom 50 uL dung dich nhd mAt sodium hyalurenate (0,13 #thd cé gide mac bi tén thuang, phang ¥z ning 6 cao da duge phit
hign & gide mac va trong thiy dich ngay 11 sau khi ding.
QUY CACH DONG GOI

Hip 1105 mL. 2
BA QUAN, HAN DONG, TIEU CHUAN CHAT LUONG ROHT" HTO; &
Bao qudn: Noi khd mét (dudi 30°C), tranh dnh néng tryctiép, www.rohto.com.vn

Han diing: 36 thiang k& tif ngay sin xut. San xudlt béi:

Dung thuGc trong vong 1 thing ké tingay md ndp lo. CTY TNHH ROHTO-MENTHOLATUM (VIET NAM)

TCCL: TCCS S6 16 VSIP, duting 50 5, khu cing nghiép Vigt Nam - Singapora,
phuting Binh Hoa, thj x& Thuén An, tinh Binh Duong, Vigt Nam,

@ Bang ky nhan hi¢u bai:

IROHTO PHARMACEUTICAL COITR
AR A, AN

ROHTO

MEDICAL EYE DROPS

HYDRA R

Read carefully the instruction before use.

Keep out of reach of children.

COMPODSITION

Active ingredient: bottle of S mL contains § mg of Sodium Hyaluronate.

Excipients: Potassium Chloride, Sodium Chloride, Boric Acid, Sodium Borate, Chlorhexidine Gluconate Solution, purified water.
PHARMACEUTICAL FORM

Ophthalmic solution.

INDICATIONS

Keratoconjunctival epithelial disorder resulting from the following diseases:

Intrinsic diseases such as Sjdgren's syndrome, Stevens-Johnson syndrome and sicca syndrome (dry eye),

Extrinsic diseases caused by surgery, drugs, trauma, contact lens wearing, etc.

DOSAGE AND ADMINISTRATION

Instill one drop a time to the eye 5-6 times daily, The dosage may be adjusted according to the patient's symptoms,
CONTRAINDICATIONS

Hypersensitivity to any component of this medicine.

SPECIAL WARNINGS AND PRECAUTIONS FOR USE

For ocular use only.

Discontinue use and consult a doctor if there is any allergy ccurs even after first use.

Children should use this medicine under adult’s assistance.

To avoid contamination, do not touch drapper tip to the eyelid or any surface.

Patients must not use this product if the solution becomes cloudy or changes color.

PREGNANCY AND LACTATION

Hydra Rshould be used during pregnancy only if the potential benefit justifies the potential risk to the fetus.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES

No reperts of adverse drug reaction or no studies on the effects on the ability to drive and use machines have been performed.

1 C INCOMPATIBILITIES

Interactions: topical eye draps, na reports on drug interactions.

Incompatibilities: Hydra R must not be mixed with other medicines because no incompatibility study has been performed. If you are using other eye
drops, you should walt at least 15 minutes between applying Hydra R and any other type of eye drops. Eye ointments should be administered last.
UNDESIRABLE EFFECTS

20.%, < 5% <01%
Hypersensitive Blepharitis, eyelid dermatitis. -
Ophthalmic [tching, rritation, conjunctivitis, conjunctival injection, | Eyedischarge, eye pain,

corneal lesion such as keratitis superficialis diffusa,
foreign body sensation in eye,

Inform your doctor or pharmacist of undesirable effects occurred during medicine use.

OVERDOSE

No cases of overdose have been reported. An overdose of Hydra R may be flushed from the eye(s) with warm water.

PHARMACOLOGY:

Mechanism of action

Sedium hyaluronate Is bound to fibronectin and accelerates the adhesion and extension of epithelial cells. It also has an excellent water-holdi
property because each sodium hyaluronate molecule can retain many water (H,0} molecules.

Acceleration of corneal wound healing

Topical application of 0.1% - 0.5% sodium hyaluronate ophthalmic solutions accelerate the wound healing of corneal epithelium in rabbits.
Acceleration of corneal epithelial extension

Sodium hyaluronate accelerates the extension of corneal epithelial cells in isolated strips of cultured rabbit cornea,

Water retentive property

Weight loss of agar plugs due to water evaporation was prevented concentration-dependently by placing drops of 0.1%-1.0% sodium hyaluronate
solutions atop the plugs.

PHARMACOKINETICS:

Serum concentration

Serum concentrations of hyaluronic acid were determined before topical application as well as on treatment day 3, day 9 (the last day of dosing), and
day 10 in 6 healthy adult male volunteers. To the unilateral eye of the subjects, 0.1% (day 1) and 0.5% (day 2-9) ophthalmic salutions of sodium
hyaluronate were instilled at a dose of ane drop 5 times daily (day 1-2) and ane drop 13 times daily (day 3-9). All serum concentrations determined
before, during, and after treatment were less than the limit of quantitation {10 pg/mL).

Intraocular distribution

Foliowing a single topical application of 50 pL of 0.1% “Csodium hyaluronate ophthalmic solution in rabbits with a normal cornea, radieactivity was
only detected in the outer ocular area. Especially, the radioactivity in the bulbar conjunctiva was high and it was detectable till atleast 8 hours after
application. In contrast, the radioactivity level in the cornea was low and it was only detectable for 30 minutes after application,

Following topical application of 50 pl of 0.1% "*C-sodium hyaluronate ophthalmic solution in rabbits with corneal epithelium wound, highradioactivity
was detected in the cornea and aqueous humor even at 1 hour after application.
PRESENTATION

Boxof 1 botte of 5 mL.

STORAGE, SHELF-LIFE, SPECIFICATION

Storage: Store in cool, dry place (below 30°C), avoid direct sunlight.
Shelf-life: 36 months since manufacture date.

After first opening: to be used within 1 month,

Specification: In-house.
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