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SUMMARY OF PRODUCT CHARACTERISTICS

NAME OF THE MEDICINAL PRODUGCT

Hydroxncobalamin Injsetion § rag/ml

QUALITATIVE AND QUANTITATIVE COMPOSITION

Actve Bubsrance Cuantity Reference Standard
Hydraxocobalamin Acetats 104 mpg Pk Eor

equivalcaot 1o

Hydroxocobalarnin L.00 mg

An average of 7.5% has besn incomporated

PHARMACEUTICAL FORM

Zolutinn for [njection

CLINICAL PARTICULARS

Therapeutic Tudications

Addisonian pemicions aparmig, Frophylaxis and treatment of other MACrocytic anaermias
azsociated with vicamin B, deficiency, Tobacco amnblyopia and Leber's optic atropy

Fosalagy and Methad of Administration

Route of Adrunismation L.

Imizzmuoscular wyection

Dnsagc and Administeation

The fallowing dosage schemes are suitable for adulks and children.

Addionme penviciows  araemias and otber MacrocVic  anaemios without newrologrical
ineemians

Liinally 230 i 1000 micrograms inramuscularly on altemate davs Jor ane or twe weeks, then
230 micrograms weekly until the blood count is hormal

Maintenance. | 932 micrograms evary bwn o three months
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Addizonian pernicipus angemia and other maocrocytic anaemias with neurological invelvemant
Initiafly. 1000 micrograms on alternate days as long as improvement {s necurring,
baintenance: 1 000 micrograms every two of three ronths,

Frophyimas of macroeytie anaemia associated with vitamin B, deficiency resulting from
gasirectomy, some malebsorption syndromes and sirict vegaiarianism

1060 micrograms every two or three months,
Tobaceo amblyopia and Leber's optic atrophy

Inittally:1000 micrograms or more daily by intramuscular injection for two weeks then twice
weckly as long s inprovement is ocourring,

Mainenance: 1000 micrograms menthly.

Contra-Indicatdoens

Eypersensinivity o any ingredient in the preparation.

Special Warnings and Special Precantions for Use

The dosage schemes given above are nermally satisfactory, but regular examination of the bload
15 advisable.

If megaloblasiic snagmia fails to respond folate metabolism should be investigated. Doses m
excess of 10 microgrms daily may produce a harmaiological respense in patients with folate
deficiency. ndiscriminate administration may mask the true diagnosis,

Cardiac armiyvthreias secondary o bypokalaemia duting injtial therapy have been reported.
Flasmns potassum should therefere be menitared during this period.

ioteraction wirl other Medicinal Produets and other Forms of Inferaction
Chloramphenicol-reated patients may respond poorly to Hydroxocohalamin injection.

serum concertratons of hydroxocabatamin may be lowered by oral contracepeives,

The above interaclions are unlikely o have clinica! significance.

Aanumetzbelitss and mast antibiotics invalidate Vimin By, assays by microbinlogical
[eshniques.

Fregnancy and Lactation

Hydroxernbalamm injection should not be nsed for the treatrnent of megaloblastic anaemia of
poiImanct

Etects an Ability 1o Drive and Tise Machines

mone Booower .
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Undesirable Effects

Erching, exantherna, chills, {ever, hot flushes, navnsea, and dizziness and exceptionaliy
anaphylaxis.

Aeniform and bulbous enuptions have been reparted raraly.

Overdese

Treatment is unlikely to be required in the case of overdosage,

PFHARMACOLOGICAL PROPERTIES

Pharmacodynamie Praperties

Hydroxpcobalamin is extensively bound to specific plasma proteins, it is shsorbed from the
pastro-intestimal ract, but may be irrepnlarly absorbed when given in large therapentic doses and
abscrption i impaired in patients with an absence of inttinsic factor, with & malabsorphion
syndrome or with disease or abnormality of the gut, or after pastrectomy.

Iydroxeoobalamin is stored in the Hver, excreted in the bils, and undergocs soms enterohepatic
Tecycling, part of the dose is excrefted in the urine, most of it b the firse B hours.
Hydroxocobalamin diffuses across the placenta.

Fhiarmzcokinetic Properties

An intramuscular injzetion of hydroxocsbalamin produced higher sentm levels than the same
dose of cyanaocobalamin and these levels are woll maintined,

Pre-clinical Salety Data

Mot applicable,

MHARMACEUTICAL PARTICULARS
List of Excipients

(flacial peetic acid Ph Ear
“odwm chlaride P Bur
Wazer for infecuen Ph Eur

Incompatibalitics

Moo knonn

Shell-T.ife

Thae greposed shelf Ufe js 24 months.

Special Precautions for Sterage

Siore atwr beicw 25°C, Protect frem light.
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Nafure and Contents of Contaiver

Type I glass ampoules in cardboard box,

5 ampoules per pack.

Instruetions for Use, Handling and Disposal

woae,

MARKETING AUTHORISATION EQLDER
(Foldshield Pharmaceuticals Lid.

MLA Tower

Addiscombe Road

Croydon

CR%aBP

MARKETING AUTHORISATION NUMBER(S)

FL 1276213008

DATE OF FIRST AUTHORISATION / RENEWAL OF AUTHORISATION

18 Aupusr 1997

DATE GF (FARTIAL) REVISION OF THE TEXT

May 1599
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