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Glutathione for Injection 600 mg
GLUTACEE"

COMPOSITION
Each vial contains

Glutathione BP. swmg

Excipients.
QUALITATIVE AND GUANTITATIVE COMPOSITION
Lvialcontains

Active principle: Glutathione
equaltoglutathione 600mg.
PHARMACEUTICALFORM

Powder and olvent for solution forinjection.
CLINICALPARTICULARS

Therapeuticindications

For 5 alcoholic liver fbrosis,
alcoholic lver cirrhosis, and hepatitis
logy and method of administration

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

ganglions.
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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-cyclotransferase. Therefore, the plasma levels of reduced glutathione,
n of nmol/mis

minutes after administration of 600mgi.v.).

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

chemotherapeutic agent.
pulation

increased from 17.5 + 13.4 mmol/l (mean + SD) to 823 + 326 mmol/l. The calculated

pediatric po distribution volume of exogenous
e 1764107 ml/kg, life of 14.1£9.2 minut
Method of administration After admmint 0 "
Jjection or bolus i injecton, contents with th For about60minutes.
lof
water for injectables. The plasmatic concentration of the metabolite cysteine increased from 8.9 £ 3.5 mmol/l to
prep: 42 I/l after the infusion. In s
Contraindications total cysteine, cysteine and mixed disulfides decreased, showing an increased passage of
rensy ' * cysteineinthe cells
pecatuaming s precaionsforize it
container be clear, colorless and free imination
rom isle prtces and mus e used ora singl dad Urinary excretion of glutathione and cyst(eline showed a 300% and 10% increase,
shouldbe discarded. respectively,inthe 90 minutesafter theinfusion.
concentration of sulffydryl compounds in the urinary tract and, consequently, the cellular
?"‘”'Vrmmmvmﬂ'ﬂmm availability of cysteine. The high cysteine concentration in the cells explains its protective
regnancy o
E:v:gr::"r:(nn available data on by the medicinal product, during Hiosyrthesis
Cactation Preclinical safety data
women. By intravenous administration: in rats and mice, doses of up to 5000 mg/Kg glutathione
Fertiity sodium, administered by slow intravenous infusion (5 mi/minute), do not cause death. In
Theres rabbits, 3000 me/Kg doses are well tolerated. By intraperitoneal administration: in mice and
rats,
and onlyaftercareful evaluation ofthe beneftisk i i
Heasmoliydmasnduenadine. Subacute toxicty
By intravenous 500 for 28 days have
isnegligibl. caused no particular symptomsin
Undesirable effects rabbits.
ted i
hereunder, Intraperitoneal doses of 43.86 and 129 mg/Kg did not produce any harmful effects either on
Gastrointestinaldisorders ats.
Natsen,vomit Dog: i 0 days at doses of 86 and 1
Immane ystemasorders any particular symptoms,
Hypersensitivity reactions,sin rash, urticaria, biochemical parameter changes or histomorphological changes in the main systems and
Nervoussystem disorders organs atthe end of treatment.
Headache. Teratogenicity
Generaldisorders and acministrationsite onditions In tests carried out on Wistar rats and New Zealand rabbits with 86 mg/kg/day doses,
Febrile reactions, pain and infection at the infusion ste, venous thrombosis, venous phiebi a i the or
and feeding o the litter.
Reporting of suspect adverse reactions Localtolerance
the productinthe
s important, s i allows the continuous monitoring of the drug risk/beneft atio. Health operators are.
therefore requested to report any suspect adverse reaction to the national health system through the PHARMACEUTICAL PARTICULARS

website www.ogenziafarmaco.gov.it/it/responsabil
Overdose
Nooverdose cases have ever beenreported.

Ifnecessary, symptomatic treatment should be considered.
PHARMACOLOGICALPROPERTIES

Pharmacodynamie prop

Pharmacmherapeumxmup antidote, ATC code: V034832
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Mechanism of Action

Listof solvent for reconstitution

The solvent ampoule contains water for
Vitamin cis a good soluble agent.
Vitamin ¢ & Glutathione chemical structure is same so 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.
For lack of

studies, the medicinal product must not be admixed to other

bi I

intracellular oxidants (free radicals, reactive oxygen intermediates). Preclinical and clinical studies have
Besides, it

has been observed that several chemotherapeutic agents reduce tissue and intracellular levels of

The sulfydryl group in the cysteine portion of glutathione, which i strongly nucleophilic and therefore a
enhances
p B

products.
Shelf-life

2years.

Storage: Store below 25°C. Protect
from light & moisture. Do not Freeze.
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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
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