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SILVIRBURN

Silver sulfadiazine topical aerosol

1. NAME OF THE MEDICINAL PRODUCT
Silvirburn Topical Aerosol

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

Each one can contains

Silver Sulfadiazine micronized 1.5 g

For the fulllist of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

Topical Aerosol.

White suspension that produces white to off white homogenous smooth powder upon actuation.

4. CLINICAL PARTICULARS

4.1. Therapeutic indications

Silvirburn Topical Aerosol s indicated in adults and children over 2 months for the prevention and treatment of nfections in connection with the treatment of burns from the 2nd degree.
Official the use of should be taken into account

4.2. Posology and method of administration

Silvirburn Topical Aerosol is presented as a 150 ml can and is intended for topical use

Shake before use.

Silvirburn Topical Aerosol used once or twice a day after cleaning the area to be treated.

4.3. Contraindications

Silvirburn Topical Aerosol should not be used in

+ Individuals who are hypersensitive to the active substance or to any of the excipients.

. with to

« Children under 2 months: premature and new-born infants under 2 months.

« Hepatic and renal insufficiency.

+ During breastfeeding if the child has a G6PD deficiency and / or if the child is less than one month old.

4.4. Special warnings and precautions for use

« Exposure of the treated area to sunlight can lead to gray discoloration of the skin.

« Cases of acute hemolysis have been reported in G6PD deficient subjects with locally its must therefore be rejected in
principle, and the use of a therapeutic alternative, f it exists, is strongly recommended. In the absence of an alternative, the decision must take into account for each
patient the risk of hemolysis and the expected potential benefit of the treatment. If the prescription of this drug is necessary, the occurrence of possible haemolysis should be detected.
4.5. Interaction with other medicinal products and other forms of interaction

Silver may interact with enzymatic agents used in wound debridement (collagenase, papain, etc.), which is why its concomitant use is not advised.

4.6. Fertility, pregnancy and lactation

Pregnancy

Data related to sulfadiazine

Sulfadiazine passes the placenta at all stages of pregnancy. There is limited data on the use of su\fad\azme in pregnant women.
Studies in animals are insufficient to conclude that reproductive toxicity is possible with Som have shown a effect (cleft palates).
Therefore, the use of Silvirburn cannot be envisaged in the absence of alternative therapy, especnally during the 3rd trimester. Indeed, exposure during the last
trimester of pregnancy exposes the potential risk of severe jaundice or even nuclear in the new born by displacement of bilirubin.

Moreover, in case of congenital G6PD deficiency, me occurrence of neonatal haemolysis s possible if the treatment is given at the end of pregnancy.

In the case of treatment in late  neonatal (jaundice, is required.

Breast-feeding:

Sulfadiazine passes into breast milk.

Breasifeecing is contraindicated fth child has a GGPD daficency to prevent the occurrence of hasmalysis.

Severe or even nuclear jaundice has been reported in neonates with certain is i in new-borns less than
one month old because of the immaturity of their enzymatic system. Beyond this age, breasﬂeedmg is not recommended in case of prolonged treatment or over large areas.
4.7. Effects on ability to drive and use machines

Not applicable

4.8. Adverse reactions

Silvirburn Topical Aerosol is generally well tolerated.

Asmall percentage of patients (2.5%) developed itching, burning and erythema.

In burn patients, leucopenia occurred 2 to 3 days after initiation of therapy but did not require discontinuation of treatment. As a precaution, monitoring leukacytes count i this patient group.
Very rarely, systemic absorption of silver sulfadiazine may cause adverse effects.

Systemic adverse effects characteristic of sulphonamides.

Acase of artery was described, characterized by skin discoloration and sensory neuropathy and motor due to overuse of a 1% silver sulfadiazine cream in an ulcer of the extended leg.
Grey discoloration of the skin may occur when exposed to sunlight

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorization of the medicinal product is important. It allows continued monitoring of the benefitirisk balance of the
medicinal product. Healthcare professionals are asked to report any suspected adverse reactions via:

1. The Egyptian Pharmacovigilance Center (EPVC): pv.center@eda.mohealth.gov.eg

2. MUP P com

4.9. Overdose

Does not occur in normal use.

5. PHARMACOLOGICAL PROPERTIES

5.1. Pharmacodynamic properties

Pharmacotherapeutic group: 13.1.2. Medicines used in skin disorders. Anti-infectives for
ATC Classification: JO1EC02

to the skin.

Silver has properties, which gives it a broad spectrum of anti-microbial activity.

Silver sulfadiazine acts solely onthe bactena\ membrane and cell wall. Its action does not depend on inhibition of folic acid synthesis. Silver sulfadiazine activity is
inhibited by cid.

Silver iazine is against most positive and gative bacteria and is also effective against yeast and fungi. It is particularly active

against Klebsiella E. coli, Serratia sp., Proteus vulgaris, Providencia sp., Staphylococcus aureus,

Candida albicans and Clostridium perfringens.

5.2,

Upon contact with tissues and body fluids, silver sulfadiazine reacts slowly with sodium chioride, sulfhydryl groups and proteins to give free sulfadiazine.
Up to 10% of topically administered sulfadiazine may be absorbed at the treatment site. In a study in which 5 to 10 g of silver sulfadiazine was administered daily
as a 1% cream, blood concentrations of 1 to 2 mg / di were obtained; while 100 to 200 mg of sulfadiazine was excreted in the urine within 24 hours after application of the cream.
6. PHARMACEUTICAL DATA

6.1. List of excipients

Sorbitan monolaurate, colloidal silicon dioxide (200), isopropyl myristate, alcohol, n-pentane, propellant (butane/propane mixture)

6.2. Incompatibilities

Not known
6.3. Shelf life

2 years.

6.4. Special precautions for storage

Store at not 30°C. Protect from direct sunlight and excessive heat. Do not freeze

6.5. Nature and contents of the container

Carton box containing monoblock aluminium can of 150 mi containing suspension of nominal weight 95.125 gm fitted with continuous valve consisted of high-density
polyethylene stem and plastic tube made of low-density polyethylene and actuator made of polypropylene closed with polypropylene plastic cap + insert leaflet.

6.6. Special precautions for disposal and other handling

Packing under pressure. Do not puncture or fire, even if container is empty. Protect from direct sunlight and excessive heat. Do not freeze.

7. MARKETING AUTHORIZATION HOLDER

Medical Union Pharmaceuticals ( \
Abu-Sultan, Ismailia, Egypt.

8. DATE OF REVISION OF THIS TEXT euj
27/02/2020
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Silvirburn cream

150225238012

1 NAME OF THE MEDICINAL PRODUCT
Silvirburn

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Silver sulfadiazine (micronized)10 mg/igm

3 PHARMACEUTICAL FORM

Topical cream

Asmooth white to off white homogenous cream, easily spreaded on the skin, free from foreign matter.
4 CLINICAL PARTICULARS

Snlwmum cream is |nmcaled lnr the prophylaxis and treatment of infection in burn wounds. Silvirburn cream may also be used as an aid to the short-term treatment of infection in
leg ulors and pressire sores, and s an ad o the prophylais of nfcton n ki aaft donor sites and extensive abrasons. Siirbum cream is alsoindicaled for the conservative
management of finger-tip injuries where pulp, nailloss and/or partial loss of the distal phalanx has occurre

Siioum cream i ndicated n s and chicren over 2 monhs o the prevention and ireaiment of fesions inconnecton withth reatment f bums from the 2 nd degree
Official recommendations concerning the appropriate use of antibacterials should be taken into account

4.2. Posology and Method of. Admlmslration

To be applied topically.

Burns:

‘The burn wound should be cleaned and Silvirbur cream applied over all the affected areas to a depth of 3 - 5 mm.
This application is best achieved with a sterile gloved hand and/or sterile spatula. Where necessary, the cream should be re- apphsd to any area from which it has been removed by patient activity.
In burns, Silvirburn cream should be re-applied at least every 24 hours,or more frequently i the volume of exudate is larg

Hand burns:

Silvirburn cream can be applied to the burn and the whole hand enclosed in a clear plastic bag or glove, which is then closed at the wrist.

The patient should be encouraged to move the hand and fingers. The dressing should be changed when an excessive amount of exudate has accumulated in the bag

Leg Ulcers/Pressure

The cavity of the ulcer should be filled with Silvirburn Cream to adepth of at least 3 - 5 mm. As Silvirburn Cream can cause maceration of normal skin on prolonged contact,care should
be taken to prevent spread onto non-ulcerated areas.

Application of Silvirburn Cream should be followed by an absorbent pad or gauze dressing, with further application of pressure bandaging as appropriate for the ulcer.

The dressings should normally be changed daily but for wounds which are less exudative, less frequent changes (every 48 hours) may be acceptable. Cleansing and debriding should
be performed before application of Silvirburn cream.

Silvirburn cream is not recommended for use in leg or pressure ulcers that are very exudative.

Finger-Tip Injuries:

Hamostacis O (% injury should be achieved prior o the application of a 3 - & mm layer o Sikirbum cream, A conventional inger ressing oy be used. Alternatively, the finger of a
plastic or unsterile surg\cal glove can be used and fixed in place with waterproof adhesive tape. Dressings should be changed every 2 - 3 dz

4.3. Contra-indicatiol

Children under 2 monlhs: premature and new-born infants under 2 months.

During breastfeeding if the child has a G6PD deficiency and / or if the child is less than one month old.

As suphonamides aro known to causo kemicterus, Sivibum Cream shouid o be used f, o near-ter pregnancy, on prematuroinfanis or on newbn nfrts during th frst months of e
Siirbum cream s slso containdicted i patients known o o silve of the preparation such as cetyl alcohol or propylene glycol
Special Warnings and Precautions for Use

Sllwbum cream should be used with caution in the presence of s\gnlﬂcanl hepatic or renal \mpa\rmenl Caution of use i required in patients known to be sensitive to systemic
sulphonamides and in individuals known to have glucose-6-phosphate dehydrogenase defici

Cates of aaute hemolysis have baen reporiad in GBPD defident aubjects wil localy administored sulfadiazin. s prescription must threforo be rejected i principl, and the use of a
therapeutic alterative, if it exists, s strongly recommended. In the absence of an alternative, the decision must take into account for each patient the risk of hemolysis and the expected
potential benefit of the treatment. f the prescription of this drug is necessary, the occurrence of possible haemolysis should be detected.

Use of Silvirburn cream may delay separation of burn eschar and may alter the appearance of the burn wounds.

4.5. Interactions with other Medicaments and other forms of Interaction

As silver may inactivate enzymatic debriding agents, their concomitant use may be inappropriate.

n large-area burns where serum sulphadiazine levels may approach therapeutic levels, it should be noted that the effects of systemically administered drugs may be altered. This can
cspogaly apply 0 oral. nypoglycacThic agents and 1o phenytai. n ho case of these Gruge, s recemmendiad tha bload levels Should e monitored as thar efects can be potentated.
4.6 Pregnancy and Lactation

Pregnancy

Data related to sulfadiazine

Sulfadiazine passes the placenta at all stages of pregnancy. There s limited data on the use of sulfadiazine in pregnant women.

Studies in animals are insufficient to conclude that reproductive toxicity is possible with sulfadiazine. Some suifonamides have shown a teratogenic effect (cleft palates).

Therefoe, th use of Sitibun cream canot be envisaged in the absenco of aemative therapy, especaly during the 3 d trmester. Indeed, exposure during the ast imester of
pregnancy exposes the potential risk of severe jaundice or even nuclear in the newbon by displacement of bilirubin.

- Moreover, in case of congenital GBPD deficiency, the occurrence of neonatal haemolysis is possm\e if the treatment is given at the end of pregnancy.

In the case of treatment i late pregnancy, neonatal surveillance (jaundice, hyperbilirubinemia) is required.

Breast-feeding:
Sulfadiazine passes into breast milk.
Breastfoeding s contrindicated i the chld has & GGPD deficency to provent he occurence of haemolysis
~Severe or even nuclear jaundice has been reported in neonates with certai newborns less than one month old
because of the immaturiy of thelr anzymaic system. Beyond ths age, breastfesting s not recommandad I case of prolonged Iraatment or over large ereas
4.7 Effects on Ability to Drive and Use Machines

None Known
4.8 Undesirable effect
« Blood & lymy ham: Tlssue Disorders

Gommon: Loukopen
LCoukopenia has boen| repor\ed In3- 5% of buns patlent reled with Svibum. This may be a dg rlaed sfec,and ofen manfess fsef 2.3 days afer trment has commenced s usually
seu imiting and nerapy i n cream does not usually need o be discontinued, although the blood count must be monitored to ensure that it returs to normal within a few days

isorder: &Admlmstuhon Site Conditions

Skin & Subcataneous Tissue Disorders
Common: Pt

mmon: Application site rash (including eczema and contact dermatitis)
Rore Argyria
There is evidence that in large area wounds and/or after prolonged application, systemic absorption of siiver can occur causing clinical argyria.
Reporting of suspected adverse reactions
Reporing suspectad adverse resctions flr authorisaton o the mediinal product s important It llows continued moritoring of the benafisk balance of the medicns! product
Healthcare professionals are asked to report any suspected adverse reaction:
The Egyptan Pharmacovigiance Center (EPVC) at: pucenter@eda mahealth Goveq

lepartment at: py@mupeq

4.9. Overdose
Not likely to occur with normal usage
§ PHARMACOLOGICALPROPERTIES
5.1. Pharmacodynamic properti
Silver Sulphadiazine has P eetenostaic and baclericidal properties. This combination provides a wide spectrum of antimicrobial activity.
2. Pharmacokinetic Properties
There i evidonce that n arge area wounds and/or aftr proonged applicaton,systemic absorpion of siver can ocour causing lricalargyria, The sulphadiazine readiy s across
woun he general circulation. The dogree of up take wil Sgniicarty depend upon the nature of the wound and the oSG Fegume. Sulphadiacing s Excreted in e uine
53 Prechnical Safety Data
None Stated
§ PHARMACEUTICAL PARTICULARS
6.1. List ofexcipien
I clton o s aciee ingredient, silver sulphadiazine, Silvirburn contains:
Cetyl alcohol
Arachis of hycrogenated
Polysorbate
Propylene glycol
Sodium alginate
Methylparaben
Propylparaben
Trolamine (to adjust PH 4 -7)
Girio aid monahycrale (1o adjust PH 4.7)
Purified w:
62. Incnmpatihil

None Known.
6.3. ShelfLife
2 years.
6.4. Special Precautions for Storage
Siitoum should b stored at  temperature not exceeding 30°C
Nature and Contents of Containe
Caron oo containing (HOPE) plastc e of 30 g topical cream with plastic palypropylen cap or black opaque (HOPE) plasticjar of 250 gm topical ream closed it (HDPE) plastic
closure and (HDPE) cap + inner leaflet

6.6. Instruction for Use/Handling
one.

7. Marketing authorisation holder
Medical Union Pharmaceuticals

Abu- Sultan, Ismailia, Egypt

Issue Date: 12 /8 / 2018, Rerevision Date: 27 /2 / 2020
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