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LEAFLET

(Silver Sulfadiazine Cream USP 1% W/W)

COMPOSITION :

Silver Sulfadiazine USP. ... % wiw
Creambase................ . Qs
PHARMACOLOGICAL ACTION :

Silver sulfadgiazine has broad antimicrobial activay. It is bactencical for
many gram-negative and gram-positive bacteria as well as being
effectve against yeast. Siver sufadazine acts only on the cefl wall ta
produce its bactericidal effact. Silver su¥adazine is not a carbonic
anhydrase inhaior ard may ba useful in siluations whare such
agents are contrandicated

INDICATIONS :

o Couls al once

« Rapicly relves pain

o Pravents and fighl infeclicns n bums, wounds, culs and bacterisl
nlections of the skin

DIRECTION FOR USE :

« Apply Agobum gently aver culs and scratches

« Apply on wounds, sores, uoars, frealy on gauze anc apply
drassing to injurod parts.

* Apply Agobum on burns gently.

* Agobum cocis at once, socthes, rapidly releves pain and heals
quickly

CONTRAINDICATIONS :

Silver Sulfagiezine Cream is contraindicated in patients who are

hypersensilive 10 slver sulfsdiazine, Bacause sullonamide therspy is

known 10 Incragss the possibiity of kemicterus

WARNING :

Thara s a patential cross-sonsitvty batwoan silver sulfadiazine and

other sulicnamides. If alergic reactions attriutable to freatmant with

silver sulfadiazinre occur, continuation of therapy must be weighed

against the polential hazards of the particular allergic reaction. Fungal

profiferation in and below the eschar may occur.  The use of Siver

Sulfadiazine Cream in some cases of glucose-§-phosphale

dehydrogenase-deficient individuals may be hazardous, as

haemolysis may cccur,
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PREGNANCY :

Silver Sulladiazine Cragm ghou'd nol be used on pregnant women
approaching or al term, on premature infants, or on newbom infants
during the first 2 months of life

NURSING MOTHER :

Itis not known whather Sitver Sulfadiazine Cream is excrated in human
milk. Hawaver, sulfonamides are known ta be axcrated in human mik
and al sulfcnamides dorivatives ara knawn ta increase tho possbiity
of kemicterus. Because of the potensial for serous adverse reactions
in nursing infants from sulfonamides, a decsion should be made
whether to disconlinue nursing or to discontinue the drug, taking into
account the importance af the drug lo lhe mother,

ADVERSE REACTIONS

Seversl cases of ansient leucopenia have been raporied in patents
raceiving siver sulladiazine therapy. Leucopenia associated with
siver sufadazine administration is primarily charactenzed by
gecraased neulrophil count. Maximal white biood cell deprassion
occurs within two to four days of initiason of herapy. Rebound to
nomal leukocyte levels folows orsal within o to three days
Recovary Is not influenced by continuation of siver sufadazine
tharapy.

Other infrequently oocurring events incluce skin necrasis, erythema
mullifoeme, skin  discoloralion, buming sensation, rushes, and
inlers$Sal nephritis.

CAUTION :

» For axtemal use only

= Wash hands aftler use,

= Avold use on brokan skin, the ayes, nase of 1ps,

STORAGE :

Store undar normal storage canditions (16°C ta 30°C)

Protect from kght

Koap all medicines out of reach of children.

PRESENTATION :
15 gm twbe in 8 canon

Manufactured in nda by :

AGOG PHARMA LTD.

Plol No. 33, Sector B The Viassl Talds Indl
Co-op Eslale Lid,, Vassi [E), Dsl. Thane, INDIA
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1.5.3 Patient Information Leaflet (PIL)

(Silver Sulfadiazine Cream USP 1% W/W)

COMPOSITION :

Silver Sulfadiazine USP. 1% wiw
Creambasge.............cccoceeeeeee. Q8.
PHARMACOLOGICAL ACTION :

Silver sulfadgiazine has broad antimicrobial activay. It is bactencical for
many gram-negative and gram-positive bacteria as well as being
effectve against yeast. Siver sufadazine acts only on the cefl wall ta
produce its bactericidal effact. Silver su¥adazine is not a carbonic
anhydrase inhaior ard may ba useful in siluations whare such
agents are contrandicated

INDICATIONS :

o Couls al once

« Rapicly relves pain

o Pravents and fighl infeclicns n bums, wounds, culs and bacterisl
nlections of the skin

DIRECTION FOR USE :

« Apply Agobum gently aver culs and scratches

« Apply on wounds, sores, uoars, frealy on gauze anc apply
drassing to injurod parts.

* Apply Agobum on burns gently.

* Agobum cocis at once, socthes, rapidly releves pain and heals
quickly

CONTRAINDICATIONS :

Silver Sulfagiezine Cream is contraindicated in patients who are

hypersensilive 10 slver sulfsdiazine, Bacause sullonamide therspy is

known 10 Incragss the possibiity of kemicterus

WARNING :

Thara s a patential cross-sonsitvty batwoan silver sulfadiazine and

other sulicnamides. If alergic reactions attriutable to freatmant with

silver sulfadiazinre occur, continuation of therapy must be weighed

against the polential hazards of the particular allergic reaction. Fungal

profiferation in and below the eschar may occur.  The use of Siver

Sulfadiazine Cream in some cases of glucose-§-phosphale

dehydrogenase-deficient individuals may be hazardous, as

haemolysis may cccur,
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PREGNANCY :
Silver Sulladiazine Cragm ghou'd nol be used on pregnant women
approaching or al term, on premature infants, or on newbom infants
during the first 2 months of life
NURSING MOTHER :
Itis not known whather Sitver Sulfadiazine Cream is excrated in human
milk. Hawaver, sulfonamides are known ta be axcrated in human mik
and al sulfcnamides dorivatives ara knawn ta increase tho possbiity
of kemicterus. Because of the potensial for serous adverse reactions
in nursing infants from sulfonamides, a decsion should be made
whether to disconlinue nursing or to discontinue the drug, taking into
account the importance af the drug lo lhe mother,
ADVERSE REACTIONS
Seversl cases of ansient leucopenia have been raporied in patents
recelving siver sulfadiazine therapy., Leucopenia associated with
siver sufadazine administration is primarily charactenzed by
gecraased neulrophil count. Maximal white biood cell deprassion
occurs within two to four days of initiason of herapy. Rebound to
nomal leukocyte levels folows orsal within o to three days
Recovary Is not influenced by continuation of siver sufadazine
tharapy.
Other infrequently oocurring events incluce skin necrasis, erythema
mullifoeme, skin  discoloralion, buming sensation, rushes, and
inlers$Sal nephritis.
CAUTION :
» For axtemal use only
= Wash hands after use,
= Avold use on brokan skin, the ayes, nase of 1ps,
STORAGE :
Store undar normal storage canditions (16°C ta 30°C)
Protect from kght
Koap all medicines out of reach of children.
PRESENTATION :
15 gm tube In 8 canon
Manufactured in nda by :
A4G0G PHARMA LTD.
e Plol No. 33, Sector B The Viassl Talds Indl
AGDG Co-op. Estale Lid., Vassi {E), Dist. Thane. INDIA
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