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APPLICATION INFORMATION

PRODUCT CEDOCLAYV 625
NAME: (Cefuroxime and Clavulanate Potassium Tablets 625 mg)

1.3 Product Information

1.3.1 Summary of Product Characteristics (SmPC)

1. NAME OF THE MEDICINAL PRODUCT

CEDOCLAYG25 ( Cefura<ime and Clavulanate Potassium Tablet 625 mg)

2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Com position:
Each film coated tablet contains:
Cefurcime Aucetil ISP

equivalent to Cefurcdme................ 500 mg
Clavulan ate P otassium USP

Equivalert to Clavulanic Acid ............ 126myg
E:cipients qs

Farfull list of excipients, see secion .1,
3. PHARMACEUTICAL FORM

Film Coated Tablet
Off white elongated bicores: film coatedtab let.

4. Clinical particulars

4.1 Therapeutic indications
CEDOCLAW 625 Tablet is 3 combination medicine that is used to treat wariows types of bacterialinfe ciors. tfights against the microorganisms to prevent their gronth and furdher spread of
the infection.

4.2 Posology and method of administration

Az directed by the phy=ician. OR

Forage group 13 - 18 years (Adoles cent):
Disease: Sinusits

Single Madmum Dose: 280 mg
Frequency: 2 daiby

Course Duration: 10 days

For Adults:

Disease: Sinusite

Single Madmum Dose: 250 mg
Frequency 2 daiby

Course Duration: 10 days

For G erigtric:

Diease: Sinusite

Single Madmum Lose: 250 mg
Frequency 2 daiby

Course Duration: 10 days

Method of Administration:
CEDOCLAY Tablet may be taken with or without food, but it is better to tace it at aficedtime.
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4.3 C ontraindications

CEDOCLAY Tabletzhould not be used by the patient if he has aknown histony of aller gy to medicnes belangin g to this medication or any other medication belon ging to
fluaraquinel anes.

Do nottace this medication i you hawe a past history of tendinitis ortendon rupture after using CEDOC LAV Tablet

Puroid tacing this medication i you have a past or famiby history of suffering from My asthenia Grave (wediness and rapid fatigue of musdes under voluntary contral).

4.4 Special wamings and precautions for use
¢ [izrrhoes

CECOCLAWY 625 Tablet can cause dianhoea becaus e it may ako kill the helpful bacteria inyour stomach or intesting. Informaur doctor i you experience severe diarrhoe a while receiing
thiz medicine.

¢ Liver disezse
Regular monitaring of the lwver erzyme levek & recommend ed while tading CEDOCLAWB25 Tablet and even after completion of the treatme rtwith this medicine.

* Antibictic resistance
Antibiotic resistance ocours when baderia develop the ability to defeat e medicdine that was intend ed to kil them. Hence, to avoid zuch resitance you should abways complete the entire
course of treatme nt with CEDOCLAY 625 Tablet ewen if you feel better after taking fa doses.

* U=zzin children

CEDOCLAYWE25 Tabletis not recommendedfor use inchildren below 12 years of age because the = afet and efficacy data is not available.
* Jzrisch-Herxhei roer reaction

CELOCLAY 625 Tablet may cause Jarisch-Herxheimer reaction in some patient when used for more than 7 days. The symptoms may includefewer, dhill, headache, lamblood pressure,
increased heart rate, eto

4.5 Interaction with other medicinal products and other formes of interaction

CrrugCrug Interactions: CEFUROXIMEF CLAWULANATE POTASSIUM may have interaction with artacid (ezomeprazole, omeprazole), anficoagulants (warfarin), antigout (probens cid),
diuretics (furosemide), oral contrace ptives [ estrogen, progesterone).

DrugFood Interactiors: No interactions foundfestablis hed.
DrogDisease Interaction: [nform wour doctor ifwou have colitis (inflammation in the lining of the colon), seizures, diatysts, kidney and lver dysfunction.

4.6 Fertility, Pregrancy and Lactation
Pregrancy
CEDOCLAY Tabletis safe to use in pregnancy to fre at bacterial infe dions. However, it i recommendedto use this medicine onby after corsulting your doctor.

Laction

CELOCLAY Tablet s safe to use during bre astfeeding. | enters into breast mike at low levels. Homever, wour doctor prescribes this medicine onhy if the benefis oubweigh the risks. If it is
uzed inyour breastfeeding, the baby should be obsenved forsymptome such as diarthoe a and yeast infe dion.

4.7 E ffects on ability to drive and use machines

It uzually does not impair your ability to drive, butyou should not drive f # mdoes you feal zleapy or dezy

4. & U ndesirable effects
Commaon side effect are:
MHausea
WSomiting
Diarrhea
Increased lver aneEymes

Allar gic reaction
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4.9 Overdose

5.1

5.2

5.3

6.1

6.2

6.3

6.4

6.5

6.6

Do not consume more than the recommended dose, a2 this may hawe harmiul effects on wour body.

Cractor consultation is recommended i an owerdose is suspected. Imm ediate medical attention may be needed in such sftuation.

PHARMACOLOGICAL PROPERTIES
Pharmac odynamics properties

Cefurc<ime veotis by prewenting the formation of bacterial cell cowering, which 5 necessary for their survival. Thereby, kil the bacteria. Clavulanic acid waorks by decreasing bacterial
resistancz and enhancing the activity of cefurwdme against the bacteria. Together, CEFUR QEIME+CLAWUILANIC ACID helps to treat ba cterial infections.

Pharmacokinetic properties

CEFURDXIME A<ETIL :

Absorption: It i ab=orbed from the gastrointestin al tract and rapidby hydrobzed by nonsp ecific ester azes in the intestinal mucos a.
Distribution: Itis distributed throughout the edracellular fluids. Approximatehy S0% of zerum cefurcdme i bound to protein.
hdetabolism: The z<etil moisty is metabolzed to acetaldehyde and acetic acid.

Elimination: BExcretion occurs mainly through the kidney both by glomerular fillr aion andtubular secretion.

CLAVULANATE POTAS SIUM:

Absorption: Well absorbed apr. T5%.

Distribution: Clavulan ate cross the placental barrier, and low concerntrations appear in breast mik. Clavulanate Potassium have minimal protein-binding of 2% to 20% to human serum.
hetabolizm: it is metabolized in the Hep atic. The metabolic fate of clavulan ate potassium is not completehly identifie d, but it appears to undergo edensve metabolism.

Excretion: It is excreted by glomerular fillr ation.

Preclinical safety data
There are no predinical data of relew ance to the prescriber which are additional to the data already provided inother sedions of this Summ any of Product Chara ceristics.

PHARMACEUTICAL PARTICULARS

Li=st of excipients

Cross Carmellose Sodiom, hbdagnesium Stearate, Aercsil, Talcum, bicro Crystalline Cellulose, Cross P ovidone, Colorozy, Eopropyl Aloobol, bethylene Dichloride.
Incompatibilities

Mon e known
Shelf life
Froduct a5 packaged for 2ale: 24 months .

Special precautions for storage

Store below 30 °C. Proted from light Smoisture.
Feep out of reach of children.

H ature and contents of ¢ ontainer
AlrAlublister of 1 0= Tablets withtransp arent plastic pouch and Silica gel in a8 mono carton along with a padk insert.

Special precautions for dispo sal
MNat applicable
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Applicant’'Holder of Certificate of Product Regisitration

LAWINA PHARMACEUTICALS POT. LT

Orffice Mo, 902, dth floor, Satra Plaza,

Flot no. 19620, secor — 190, Wazhi,

M avi hdum bai — 00703, [N A

Telephone+ 91-22-2733 1960027530 14962 /27830 1969 £ 2783 1455,

E-mail: regulaforii@lavin doh arma, com

Drug Product Manufacturer

hioxMED UFESCIENCES PWT LTD.

Plot Mo-53 & 545, Sector-[IDC, SIDCUL,
Rudrapur, Udhamesingh Magar, Uttaradchand.
India.

NAFDAC Registration number(s)

Mat assigned
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