COMPOSITION: Each 10 ml bottle contains

Neomycin sulfate equivalent to Neomycin .. 35 mg
Polymyxine B sulfate 100.000 1U
Dexamethasone sodium phosphate equivalent to Dexamethason ... 10mg
Excipients: Citric acid, sodium hydroxide, sodium cloride, thimerosal, distilled water .. q.s10mi

DOSAGE FORM: Eye, ear and nasal drops, solution
PACKAGING: Box of 1 bottle of 10 ml

PHARMACODYNAMICS

~ MEPOLY (Neomycin sulfate ~ Polymyxine B suifate — Dexamethasone sodium phosphate) is 2 solution combining topical corticosteroid and
antibiotic used for eyes, nose, ears

- Dexamethasone is a synthetic glucocorticoid, anti-inflammatory effects of it are used in disorders of many organ systems

- Neomycin sulfate is an aminoglycoside antibiotic that effectively kills bacteria. Often combined with polymyxine B sulfate, a polypeptide
antibiotic increases the bactericidal effect of the drug

- Microbiology: Neomycin sulfate, polymyxine B sulfate together are considered active against the following microorganisms: Staphylococcus
aureus, Pseudomonas aeruginosa, Bacillus subtilis, Escherichia coli, Streptococcus faecalis, Proteus vulgaris, Streptococcus agalactiae

- Drug don't considered active against the following microorganisms: Serratia marcescens and Streptococcus contains: Streptococcus pneumoniae

PHARMACCKINETICS: None reported

INDICATIONS

- Bye: Conjunctivitis, blepharitis, dacryocystitis, keratitis. Prevent infections before & after surgery, infections due to injury

- Nose: Allergic rhinitis, especially in the case of only respond to treatment with steroids. Rhinitis, sinusitis. Super-infection in nasal polyps

- Ear: External otitis (not eardrum), especially the symptoms of eczema, infection of the ear canal, Acute otitis have just conducted myringotomy

DOSAGE AND ADMINISTRATION

- Eye, nose: Attack therapy: 1-2 drops every two hours. Maintenance therapy: 1-2 drops x 4-6 times daity

- Ear: Wash: Adults 1-5 drops / time, 2 times / day, for 6-10 days. Children: 1-2 drops / time, 2 times / day, depending on age, for 6-10 days. Or to the
solution in contact with the ear for a few minutes (by placing cotton or gauze impregnated solution MEPOLY, 2 times / dlay. Pressure should not be used
to inject medication into the ear

- Close the cap tightly after using

CONTRAINDICATION

- Epithelial herpes simplex keratitis (dendritic keratitis), vaccinia, varicella, and many other viral diseases of the cornea and conjunctiva {except
herpes zoster keratitis). Mycobacterial infection of the eye. Fungal diseases of ocular structures

- Hypersensitivity to a component of the medication. (Hypersensitivity to the antibiotic component occurs at a higher rate than for other components)

PRECAUTIONS

- Not for injection

- Prolonged use may suppress the host response and thus increase the hazard of secondary bacterial, fungat of viral ocular infections and mask
the clinical signs of infection

- Do not use the drug for a long time. If these products are used for more than 10 days or mare than 20 ml, intraocular pressure shoutd be
routinely monitored

- Caution with pregnancy and factation {see PREGNANCY AND LACTATION)

- Safety and effectiveness in paediatric patients have not been established. Use for paediatric below the age of 2 years please consult your physician

. PREGNANCY AND LACTATION
-~ There are no adequate studies in pregnant women. Unless absolutely necessary, drugs should not be used during pregnancy
- Medicines may cause side effects for breastfeeding infants. A decision must be made whether to discontinue breast-feeding or to discontinue
therapy with MEPOLY, suspension taking into account the benefit of breast-feeding for the child and the benefit of the product to the woman

DRIVING AND OPERATING MACHINES
Temporary blurred vision or other visual disturbances may effect the ability to drive or use machines. If blurred vision occurs after instillation, the
patient must wait until the vision clears before driving or using machinery

SIDE EFFECTS

Adverse reactions have occurred with steroid/ anti-infective combination drugs which can be attributed to the steroid component, the
anti-infective component, or the combination. Reactions occurring most often from the presence of the anti-infective ingredient are allergic
sensitizations. The reactions due to the steroid components are: elevation of intraocular pressure (I0P) with possible development of glaucoma,
and infrequent optic nerve damage, posterior sub-capsular cataract formation and delayed wound healing

Inform your doctor of any side effect encountered during the treatment

INTERACTIONS

No specific interaction studies have been conducted with eye drops - nasal drops - ear drops Neomycin, polymyxin B, Dexamethasone
combination drugs. Have been reported to interact with Neomycin, polymyxine B, Dexamethasone systemic. However, after the eye drops, the
active ingredient is absorbed into the general circulation and less risk of interaction is very smali. It should inform your doctor of any medications
being used simultaneously

OVERDOSE: None reported

STORAGE: In a dry place, below 300C, protect from light

SPECIFICATION: Manufacturer’s

SHELF LIFE: 36 months from the manufacturing date. Use the drug within 30 days after initial opening
Keep out of reach of children

Read the package insert carefully before using

Ask the doctor for further more information

Manufactured by MERAPcow

Merap Group Corporation
{ Tan Tien, Van Giang, Hung Yen, Viet Nam
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- Thubc hén theo don

THANH PHAN: M lo 10 mi chira

Neomycin sulfat tUong GUONG NEOMYCTIN ... oottt ettt et esa it e ss it e ram b e e ean e s en s s s rntn e s mannnarnnns 35mg
Polymycin B suifat ... . 100.000 1U
Dexamethason natri phosphat tuong duong Dexamethason . ... 10mg
Ta dugc: Acid citric, natri hydroxid, natri clorid, thimerosal, nudc ¢ vita dd 10 mi
DANG BAO CHE: Dung dich nhd mét, nhd mai, nhé tai

QUY CACH BONG GO Hop 1o 10ml

DUGCLUC HOC

- MEPOLY {Neomycin sulfat - Polymycin B sulfat - Dexamethason natri phosphat) 1a dung dich corticosteroid - khang sinh ding tai chd st dung
cho mét, mdi, tai

- Dexamethason 13 mot glucocorticoid tdng hop tif glucocorticoid tuf nhién, téc dung chdng viém clia né dudc sir dung trong ri loan cdia nhigu
hé théng co quan

- Neomycin sulfat 1a khang sinh diét khudn nhém aminoglycosid. Thudng ditgc phéi hop véi Polymycin B sulfat 1 khang sinh nhom polypeptid
{am ting téc dung diét khudn cla thude

- Hoat chat chéng nhiém triing trong san pham nay c6 hoat luc hiép déng chdng lai cac chlng vi khuan gay bénh: Staphylococcus aureus,
Escherichia coli, Haemophilus influenzae, lodi Klebsiella/ Enterobacter, Lodi Neisseria va Pseudomonas aeruginosa

- San pham khéng ¢é di kha nang chdng lai cac ching: Serratia marcescens va Streptococcus bao gém: Streptococcus pneumoniae

DUGC DOMG HOC: Chua b béo cdo

<Hi BINH
- Mat: Viem két mac, viém mi mat, viém tui l¢, viém gidc mac. Ngtia nhiém khudn trude & sau khi phiu thuat, nhiém khudn do chan thuang

- Ma m mai di Uing, dic biét cac trudng hop chi dap Ung vdi diéu trj bing corticoid. Viém mii, viém xoang. Polyp mii béi nhiém

- Tai: Viém tai ngoai (khi khéng bj thing mang nhi), d&c biét cac ching eczema, nhidm triing 8ng tai. Viém tai ¢cap vira rach mang nhi

LIEU DUNG VA CACH DUNG

- Mat, mi: Diéu tri tin cong: 1-2 giot/lan/ gid. Diéu tri duy tri: 1-2 giot/ 1an x 4-6 lan/ngay

- Tai: Rifa tai: ngudi Idn 1-5 giot/lan, 2 Ian/ngay, trong 6-10 ngay. Tré em tir 1-2 giow/ldn, 2 an/ngay tlty theo tudi, trong 6-10 ngay, Hodc dé dung
dich tigp xc véi tai trong vai phut (bing cach dat bong hodc gac da thim dung dich MEPOLY, dit 2 lan/ngay. Khéng nén ding ap fuc &8 bom
thudc vao tai

- Day ndp sau khi st dung

CHONG CHI BINH

- Herpes simplex biéu mé giac mac (viém gidc mac dang dudi gai), bénh ddu mua, thiy dau va nhiéu bénh virus khac cGa gidc mac, két mac (trir
zona gidc mac). Nhiém triing Mycobacteria mét. Nhiém ndm céc ciu trac mat

- Chéng chi dinh véi ngudt ¢6 tién st qua mén hodc nghi ng qua man véi bat ky thanh phan nao clia thude bao gém ¢a sulfit va cac corticosteroid
khdc (Qua man véi thanh phan khang sinh nhiéu han vdi cac thanh phan khac)

THAN TRONG

- Khong dung dé tiém mét

- Stt dung kéo dai co thé Iam gidm dip Ung do d6 ting nguy cd nhigm khuan thi phat, ndm & nhidm triing do virus va che dau trigu ching lam
sang ca nhiém tring

- Khéng ding thudc lién tuc trong thdi gian dai. Can theo déi nhan dp va thiy tinh thé khi sit dung cho chi dinh céc bénh vé mét trén 10 ngay
hoic nhigu hon 20mt

- Thén trong véi phy ni ¢é thai va cho con b (xem PHY NU CO THAI VA CHO CON BU}

- An toan va hiéu qua & bénh nhén nhi khoa chua dugc xac dinh. S¥ dung cho tré dudi 2 tudi xin hai y kién cGa thay thude

SU DUNG CHO PHU NU CO THAI VA PHU NU CHO CON BU

- Chua ¢6 nghién ciru ddy du vé vigc s& dung thudc trén phy nid cd thai. Vi vay, khong nén s dung thudc trir khi dé fa can thiét
- C6 thé cé nguy co gay tac dung phu cho tré dang bu me. Quyét dinh nging cho con bt hodc ngitng stf dung Mepoly cén can nhic gida foi ich
cia tré va loi ich cGa ngudi me

ANH HUONG DEN KHA NANG LA! XE VA VAN HANH MAY MOC

Tam nhin 6 thé bj m& hodic 167 loan thi gidc ¢d thé xdy ra, anh hudng dén kha ndng lai xe hodc st dung may méc. Néu m& mét xay ra, bénh nhan
phai chd dén khi tdm nhin rd trudc khi |1 xe hodic sir dung may méc

TAC DUNG PHU

Phan (ing phu xay vdi sy két hgp Steroid — khang khuan ¢6 thé do thanh phan steroid cOa thudc, thanh phdn khéang sinh hodc két hop ¢ hai,
Phan (ng do thanh phan khang sinh chil yéu |2 di ¢ing. Phén 6n phan Ung do thanh phén steroid 12 tSng nhan dp vdi kha ning phdt trién thanh
Glocom, t6n thuang than kinh thi gidc, sy hinh thanh cudm duéi bao va lam charm lanh vét thuong

Théng bdo cho bdc s§ cde tdc dung khong mong muén gdp phdi khi st dung thuéc

TUGNG TACTHUGC

Chua ¢6 nghién cliu tuong téc dac bidgu nao dugc tién hanh véi thuéc nhé mét - nhd mi - nhé tai phéi hop Neomycin suifat, Polymyxin 8 sulfat,
Dexamethason natri phosphat. D3 ¢ béo cao tuong tac véi Neomycin, Polymyxin B, Dexamethason diing dudng toan thin. Tuy nhién, sau khi
nhé mit, hoat chit hip thu rdt it vio tudn hodn chung va nguy co xdy ra tuong tac la rat nhé. Can théng bao cho béc sy bét ki thudc nao dugc
st dung déng thai

QUA LIEU VA XU TRE Khong ¢é bao cso

BAO QUAN: Nai khé, dudi 300C, tranh anh séng

TIEU CHUAN: Tidu chusin co s§

HAN SU' DUNG: 36 thang ké tif ngay san xudt, S& dung thudc trong vong 30 ngay sau khi da mé nép 1én dau

D4 xa tam tay cha tré em

Pocky hudng dan sif dung trude khi ding

Né&u cin thém thong tin xin héi ¥ kién bac st
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