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Glutathione for Injection 600mg

CoMPOSITION

Each vial contains :
Glutathione BP.......600mg

Excpients as
QUALITATIVE AND QUANTITATIVE COMPOSITION
Lvialcontains

Activeprinciple: Glutathione

equaltoglutathione 600mg
PHARMACEUTICALFORM

Powderandslventfor solutionfor nection.
CUNICALPARTICULARS

Thespeutcinicatons

lcoholc er irthase, and hepatits
Posology and method of adm
Posology

In particular, the secondary toxic effects of many drugs, of malnutrition, of several diseases and wrong
dietary choices lower the hepatic levels of glutathione. In particular, the neurotoxic effects induced by
tinum

ganglions. In

than greater Jation.Thi
suggets tha use of such agents as gltathione can prevent the ntal sccumultion ofplatinumin
the posterior that

glutathione infusion prior f th « cancer,
and colorectal cancer e I o
toreach,if the
antiblastic agent.
Pediatric population

Pharmacokinetic properties

Distribution

Following intravenous administration, glutathione is primarily found in the red blood cells,

whereas at plasmatic level it is rapidly decomposed by gamma-glutamyl-transpeptidase and

by gamma-glutamyl-cycltransferase. Therefore, the plasma levels of reduced glutathione,
enafter Lnmol/mi5

minutes after administration of 600 mgi.v.).

Following the intravenous infusion of 2 g/m2 glutathione i healthy volunteers, total

chemotherapeutic agent.
Pediatric population

Method of administration

increased from 17.5 + 13.4 mmol/l (mean + SD) to 823 + 326 mmol/l. The calculated
distribution volume of exogenous
176107 ml/kg, wit life of14.1£9. te

For intramuscular injection or bolus .. injection, vial For

water forinjectables.

Contraindications

Special warnings and precautions foruse

Vs inmeditelyafter opning thecontaner The reconstiuted soluton must e, coloressan free
from visible particles and ining solutic
shouldbe discarded.

Fertlity, pregnancy and lactation
Pregnancy

There are no avalable data on possible damage caused by the medicinal product,if administered during
pregnancy.

Lactation

The plasmatic concentration of the metabolite cysteine increased from 8.9 + 3.5 mmol/I to
I/l after the infusion.

total cysteine, cysteine and mixed disulfides decreased, showing an increased passage of

cysteineinthe cells

Elimination

Urinary excretion of glutathione and cyst(e)ine showed a 300% and 10% increase,

respectively,inthe 90 minutes after theinfusion.

concentration of sulfhydryl compounds in the urinary tract and, consequently, the cellular
availability of cysteine. The high cysteine concentration in the cells explains its protective

biosynthesis.
Preclinical safety data

Fertity

Theref
andonlyafter careful evaluation ofthe benefi/risk ratio.

By intravenous administration: in rats and mice, doses of up to 5000 mg/Kg glutathione
sodium, administered by slow intravenous infusion (5 mi/minute), do not cause death. In
rabbits, 3000 mg/Kg doses are well tolerated. By intraperitoneal administration: in mice and
rats, 7500 mg/Kg doses donot cause death.

Effectsonabilitytodrive anduse machines Subacute toxicity

By intravenous. 500 for 28 days have
isnegligibl. caused no particular symptomsin
Undesirable effects rabbits.

rted Chronic

hereunder: Intraperitoneal doses of 43.86 and 129 mg/Ke did not produce any harmful effects either on
Gastrointestinal disorders ot
Nausen vomi : 86and 1 ith
Immunesyste any particular symptoms,
Iprsnatpreacionsskin s biochemical parameter changes or histomorphological changes i the main systems and
Nervoussystem disorders organs atthe end of treatment.
Headache. Teratogenicity
‘Generaldisorders and administrationsite conditions In tests carried out on Wistar rats and New Zealand rabbits with 86 mg/kg/day doses,
Febrilereactions, pain and infection at the infusion ste, venous thrombosis, venous phiebi a the adult animals, or

and feeding o the litter.
Reporting of suspectadverse reactions Localtolerance
s important, s it allows the continuous monitoring of the drug risk/beneft ratio. Health operators are.
therefore requested to report any suspect adverse reaction to the national health system through the PHARMACEUTICAL PARTICULARS

e wgensiaformaco gouiresponsabi

Overdose

Nooverdose cases have ever beenreported.

Ifnecessary, symptomatic reatment should be considered.
RMACOLOGICAL PROPERTIES

Pharmacodynamic prop

Pharmacotherapeutic group: antidote, ATC code:

innatureandfoundin the cellytosol.

Mechanism of Action

Listof solvent for reconstitution

The solvent ampoule contains water for injection & Vitamin C 5 mi

Vitamin cis a good soluble agent.

Vitamin ¢ & Glutathione chemical structure is same o its absorbance in body is easy and
effective. Vitamin ¢ increases efficiency of glutathione injection in comparison of wfi. for a
‘weak body it works as a booster who enhances energy of body.

Use one of the above as per your choice from Vitamic C and Wi for dissolve.
Incompatibilities

None reported.

intracellular oxidants (free radicals, reactive oxygen intermediates). Preclinical and clinical studies have
t
has been observed that several chemotherapeutic agents reduce tissue and intracellular levels of

The sulflydryl group in the cysteine portion of glutathione, which is oy nucleophilic and therefore a

primary targe enhances
Fatacked,would start

process. Glutathione reacts with a great variety of oxidized organic metabolites, originating less toxic

conjugates that can be more easily metabolized and excreted as mercapturic acids. Besides, glutathione

functions.

For lack of studies, the medicinal product must not be admixed to other
products.

Shelf-life

2years. Ny

Storage: Store below 25°C
away direct sunlight, heat, /
and moisture. g
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