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THUGC NHO TAL

DE XA TAM TAY CUA TRE EM.
BOC KV HUGNG DAN sU DUNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN, XIN HOI' Y KIEN BAC 5T.
THONG BAO NGAY CHO BAC sTHOAC pbudgc si
NHUNG TAC DUNG KHONG MONG MUON
GAP PHAI KHI SU DUNG THUSC.
1. Thanh phén cdng thuc thude
- Thanh phén hoat chilt:
+ Cloramphenicol ..
: + Dsxamethason acetat
- Thanh phén ta dugc: Propylen glycol, Glycerin, Elhanol
H %, Nudc tinh khidt vira dd 8 ml.
i 2 Dang bao ché
- Thuéc nhs tai.
. - Dung dich trong sudt, khéng mau hay hdi vang, mdi dic
bigt.
3. Chidjnh
Nhi8m khudn do viém tai ngoai: Viém tai gilta c&p xung
huyét.
4.CéchdungvaLiduding
Nhd vao &ng tai bj viém nhidm
- Ngudilén: 1 -5 glot, 2 1an/ ngdy, trong 6 - 10 ngay.
- Tréem:1-2giol, 21&n/ngay tby theo tudi, trong 6 -10 ngay.
5.Chéngchidjnh
- DjUng v3i mdt trong céc thanh phdn cla thudc.
- Ngudibj thting mang nhido nhi§m khudn hay ch&n thudng.

6. Canh bdo va than trong khl diing thudc .
Ngung diéu tri ndu xay ra kich Ung trong théi gian ding
thude.

7.1t dyng thuéc cho phy n{ cé thal va cho con bu
Khong cé diI ligu vé st dyng thudc trén phy ni cé thal va
cho con by, chinén dung thudc vugt trli so vainguy cd.

8. Anh hudng cla thudc Ian kha ning l4l xe va van hanh
may méc: Chua cé bang ching vé dnh hudng coathudc lan
kha ndng I4ixe, vdn hanh mdy méc.

9. Tudng tac cla thudc

Chua thdy béo cédo.
10. Tudng ky cliathudc
. Dokhdng cé cdc nghién cifu va tinh tuong ky clia thudc,
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khdng tron 1nthudc nay vdicicthude khéc.
11. Tdc dyng khéng mong mudn cla thudc
- Thudc co thé gay thodng qua nga hay cam giac nong rét
trong vaingaydau didu tr.
- C6thé bj djIng toan than ndu dung thudc dai ngay, lip di
14plal.
12. Qué lidu va cdch xif trf
- Qud lléu: Khdng c6 di ligu vé sir dyng thudc qué lidu,
khéng dung qué lléu chl djnh cliathugc.
Cach xd trf: Tich cyc theo doi dd ¢ bign phdp xU trf kip
thal.
15. D¥ctinh dugelychoc
- Cloramphenicol la khang sinh kim khudn c6 phd khang
khu#ni4ng, khang vi khu&n gram dudng va graim am.
- Dexamsthason 13 corticoid t8ng hgp, ¢4 téc dyng khdng
viém, khang djng va Uc ché mién dich.
14.D¥ctinh dugcdgng hoc
- Chloramphenicol hdp thu nhanh qua dudng tiéu hoa. Sau
khl diing nhé tal, lugng thudc hap thu khéng dd dé tao ra
tacdyngtoanthan.
Dexamethason dugc h&p thu tét tu dis#ng tidu hod. Sau khi
ding tal ché, sy h&p thu toan than cé thé xdy ra nhung cé
thd dang ké § liéu cao. Dexamethason dugc chuyén hod &
ganva thaitrchi y§u d than.
15. Quy céch déng goi
Hop 1 1o 8 ml.
16. Bidu kign bdo quan
- & nhigt d khdng qué 30°C.
- Déng ndp kin ngay sau khi dung.
17. Han dung
- 24 thang ké tU ngady sdn xudt.
- Chisi dyng trong 15 ngay sau khi mo ndp.
18. TIéu chudn chat lugng ctia thubc: TCCS
18.7Tén, dla chl clia cd & san xuft thudc
CONG TY CO PHAN DUQC PH Am
DUJE LIEU PHARMEDIC
> 367 Nguyén Trai, Q. 1, TP. HCM, Vigt Nam.
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COMPOSITION
- Chl henicol ssssasios 80 mg
- De hasone acetate 3 4 mg
- Excipients: Propylen glycol, Glycerin, Ethanol 96%, purified water ......
sqf 8ml.
INDICATIONS
Bacterial contamination due to external ofitis: acute otitis media during
congestive phase.

DOSAGE AND ADMINISTRATION
Instill into the canal of the affected ear

- Adults: instill 1 - 5 drops, 2 times daily, 6 - 10 days.

- Children:instill 1 - 5 drops, 2 times daily, according to age, 6 -10 days.

CONTRAINDICATIONS
Hypersensitivity to any of the componsnls of the drug.

- Tympanic destruction of infectious or traumatic origin.

PRECAUTION
Discontinue treatment if irritation occurs during topical use.

NTERACTIONS: None

USE IN PREGNANCY AND LACTATION: None.

EFFECTS ON ABILITY TO DRIVE OR OPERATE MACHINERY: None.

ADVERSE REACTIONS

- Drug may cause translent pruritus or burning sensation for the first few
days of treatment.

- Repeated courses and prolonged treatment may cause systemic
effects.

+ Contact your physician If you experience any advsrse reactions
while using this medicine.

OVERDOSAGE: None

PHARMACODYNAMICS

- Chloramphanicol is a bacteriostatic antibiotic with a broad spectrum of
action against both Gram-positive and Gram-negalive bacteria.

. Dexamethasone is a synthetic corticosteroid. It has anti-inflammalory,
antl-allerglc and Immune suppessive effects.

PHARMACOKINETICS

. Chloramphenicol Is rapidly absorbed from the gastrointestinal tract.
After ear drops administration, a very small amount is absorbed
insufficient to produce systemic effects.

. Dexamethasone is readily absorbed from the gastrointestinal tract. After
topical administration, systemic absorption occurs but may be significant
only at higher ges. D h is lized in the liver and
axcreted malinly inthe urine.

KEEP OUT OF REACH OF CHILDREN
READ THE LEAFLET CAREFULLY BEFORE USE.
FOR MORE INFORMATION, CONSULT YOUR PHYSICIAN.

SHELF-LIFE: 24 months from date of manufacturing.

SPECIFICATION: Manufacturer's

PRESENTATION: Box of bottis of 8 ml

STORAGE

- Do not store over 30°C.

- Replace cap tightly immediately after use.

- To be used within 15 days after first opening.

PHARMEDIC JSC: 367 Nguyen Trai Street, District 1, Ho Chi Minh City, Vietnam.
ed by P in with GMP - WHO norms
1/67 Nguyen Van Qua Street, District 12, Ho Chl Minh City, Vietnam.

® THUGC BAN THEO PON.

ot i fa r thudt nhé tai PI@IC

CONG THUC
Cloramphenicol 80mg
- Dexamethason acetat ST 4mg
- T4 dugc: Propylen glycol, Glycerin, Ethanol 96%, Nudc tinh khiét...
visa do 8ml.
CHIDINH _

Nhi&m khu4n do viém tai ngoai: Viém tai gilia cdp xung huyét.

CACH DUNG VA LIEU DUNG
Nh3 véio 8ng tai bj viem niiiém

- Ngudilén: 1- 5 giot, 2 1dn/ ngay, trong 6 - 10 ngay.

- Trd em: 1 - 2 giot, 214n/ ngay tiy theo tudi, trong 6 -10 ngay.

CHONG CHIBINH

- Dj ng vdi mt trong cac thanh phén ca thudc.

- Ngudi bj thiing mang nhi do nhidm khuin hay chin thudng.

LUUY-THANTRONG
Ngung didu trj ndu xay ra kich Ung trong thdi glan dung thudc.

TUONG TAC THUGBC: khdng cb.

PHY NU MANG THAI VA PHY N’ CHO CON BU: khong cé.

TAC DONG CUA THUGC KHI LAIXE VA VAN HANH MAY MOC
khéng cé.

TAC DUNG KHONG MONG MUGN

- Thu8c cé thé gay thodng qua nglfa hay cdm gidc nong rat trong vai
ngay ddudidutri.

- Céthébjdjungtoanthannéu dingthudc daingay, I3pdildp lai.

* Théng bédo choBéc sTnhing tdc dyng khong mong mudn gap
phélkhi sif dyngthudc.

QUA LIEU VA XU TRI: Khong cé.

DUGC LYC HQC

. Cloramphenicol 1a khang sinh kim khu&n cé ph8 khang khuZn rong,
khang vi khu&n gram dudng va gram am.

. Dexamethason la corticoid t8ng hgp, cé téc dyng khang viém, khang
djUng va Uc ch& midn dich.

DUGC LYC HOC

- Chloramphenicol hip thu nhanh qua dudng tidu hod. Sau khi ding
nhb tai, Iugng thu8chp thu khong du dé tao ratéc dyng toanthan.

. Dexamethason dugc h&p thu t5t tif dudng tiéu hod. Sau khi diing tai
chd, sy h&p thu toan than c6 thé xay ra nhung c6 thé dang k8 8 lidu
cao. Dexamethason dugc chuydn hod § gan va théi trdl chil yéu &
than,

oE XA TAM TAY TRE EM.
DOC KY HUONG DAN sU DUNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC ST.

HAN m‘mg: 24 thang k& ti ngay san xuét.

TIEU CHUAN: TCCS

TRINH BAY: Hép 1 lg 8ml.

BAO QUAN

- O nhit d khdng qué 30°C.

- Day ndp kin ngay sau khi ding.

- Chl sl dyng trong 15 ngay sau khi m& n&p lo.

CTCP DPDL PHARMEDIC: 367 Nguyln Trai, Quin 1, Tp. H§ Chf Minh, Vigt Nam,
$in xudl t31 nhd mdy GMP - WHO: 1/67 Nguydn Vin Qud, 0.12, TP.HCM, Vigt Nam.




