
about 1.7 �mes the 24 hr value, and this concentra�on 
was maintained un�l the last dosing.

INDICATIONS
1. Peripheral Neuropathy 
2. Megaloblas�c Anaemia caused by Vitamin B12  
    deficiency.

DOSAGE & ADMINISTRATION
Adult Dosage
The usual dosage for peripheral neuropathies in adults 
is 1 ampoule (500μg of mecobalamin) daily, administered 
intramuscularly or intravenously 3 �mes a week. For 
megaloblas�c anemia a�er about 2 months of 
medica�on, the dose should be reduced to a single 
administra�on of 1 ampoule at 1 to 3 months intervals 
for maintenance therapy.

USE IN SPECIFIC POPULATION
Pregnancy : Pregnancy category C
There are no data available for mecobalamin to be 
used in pregnant women.

Lactation
There are no data available for mecobalamin to be 
used in lacta�ng women. However, since vitamin B12 
is distributed into breast milk, The American Academy 
of Pediatrics considers its use to be usually compa�ble 
with breast feeding.

WARNING & PRECAUTIONS
Vitamin B12 should, if possible, not be given to 
pa�ents with suspected vitamin B12 deficiency 
without first confirming the diagnosis.  Although the 
haematological symptoms of B12 deficiency and folate 
deficiency are similar, it is important to dis�nguish 
between them since the use of folate alone in 
B12-deficient megaloblas�c anaemia can improve 
haematological symptoms without preven�ng 
aggrava�on of accompanying neurological symptoms, 
and may lead to severe nervous system sequelae such 
as subacute combined degenera�on of the spinal cord. 
Use of doses greater than 10 micrograms daily may 
produce a haematological response in pa�ents with 
folate deficiency and indiscriminate use may mask the 
precise diagnosis. Conversely, folate may mask vitamin 
B12 deficiency.

PRECAUTIONS CONCERNING USE
Administra�on: Mecobalamin is suscep�ble to 
photolysis. Light decreases the content of mecobalamin 
and tablets may change colour (eg. turn reddish) with 
exposure to moisture. Therefore, this product should 
be used promptly a�er the package is opened, and 
cau�on should be taken so as not to expose the 
tablets/capsules to light/moisture.

Intramuscular administra�on
In intramuscular administra�on, the following 
precau�ons should be taken to avoid adverse effects 
on �ssues or nerves:
• Avoid repeated injec�on at the same site. Par�cular 
cau�on should be exercised when administering the 
product to prematures, neonates, nursing infants and 
children.
• Do not inject in densely innervated site.
• If inser�on of the injec�on needle causes intense 
pain or if blood flows back into the syringe, withdraw 
the needle immediately and inject at a different site.

Opening the ampoule
The cut point of the ampoules should be wiped with an 
alcohol swab before opening.

ADVERSE REACTIONS
• Dermatologic Effects:  Rash.

• Gastrointes�nal Effects: Anorexia, nausea/vomi�ng  
 and diarrhea.
• Neurologic Effects (Central nervous system): Headache.
• Others:
 Anaphylactoid reac�on : (Decrease in blood pressure  
 or dyspnea, may occur). 
 Hot sensa�on
 Diaphoresis
 Pain/indura�on at the site of intramuscular injec�on

DRUG INTERACTIONS
• Serum concentra�ons may be decreased by use of  
 oral contracep�ves.
• Parenteral chloramphenicol may a�enuate the
 effect of vitamin B12 in anaemia.

CONTRAINDICATION
Hypersensi�vity to mecobalamin or other components 
of the formula�on.

STORAGE
Store between 15-25°C.
Protect from light, heat and moisture. 
Keep out of the reach of children.

PRESENTATION
Impulse (Mecobalamin) 500mcg Injec�on: 
Pack of  1x10’s in Alu-PVC blister. 
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Manufactured by:
SAFE Pharmaceuticals (Pvt.) Ltd.
C-I-20, Sector 6-B, North Karachi 
Industrial Area, Karachi-Pakistan.

COMPOSITION
Each 1ml ampoule contains:
Mecobalamin (JP) ....................................... 500mcg
(Co-enzyme type Vitamin B12)

DESCRIPTION
Mecobalamin is a cobalamin, a form of vitamin B12. 
It can be obtained as bright red crystals. Its molecular 
formula is C63H91CoN13O14P with molecular mass of 
1344.40 g/mol.

(6) Mecobalamin promotes the matura�on and 
division of erythroblasts, thereby allevia�ng 
anaemia: Vitamin B12-deficiency may cause specific 
megaloblas�c anaemia. Mecobalamin promotes 
nucleic acid synthesis in bone marrow and the 
matura�on and division of erythroblasts, thereby 
increasing erythrocyte produc�on. In vitamin 
B12-deficient rats, administra�on of mecobalamin 
results in a rapid recovery of diminished red blood 
cell, haemoglobin, and haematocrit.

Pharmacokinetics
Absorp�on & Distribu�on
Vitamin B12 substances bind to intrinsic factor, a 
glycoprotein secreted by the gastric mucosa, and 
are then ac�vely absorbed from the gastrointes�nal 
tract. Absorp�on is impaired in pa�ents with an 
absence of intrinsic factor, with a malabsorp�on 
syndrome or with disease or abnormality of the gut, 
or a�er gastrectomy. Absorp�on from the 
gastrointes�nal tract can also occur by passive 
diffusion; li�le of the vitamin present in food is 
absorbed in the body.Vitamin B12 is extensively 
bound to specific plasma proteins called transcobal-
amins in which transcobalamin II appears to be 
involved in the rapid transport of the cobalamins to 
�ssues.

Metabolism & Elimina�on
Vitamin B12 is stored in the liver. Vitamin B12 
diffuses across the placenta and also appears in 
breast milk. Vitamin B12 is excreted in the bile, and 
undergoes extensive enterohepa�c recycling; part 
of a dose is excreted in the urine, most of it in the 
first 8 hours.Its elimina�on half life is 12.5 hrs.

Single-dose administra�on
When mecobalamin was administered intramuscu-
larly or intravenously to 12 healthy adult male 
volunteers at a single dose of 500μg, the �me to 
reach peak serum total vitamin  B12 concentra�on 
(tmax) was 0.9 hr a�er intramuscular administra-
�on and immediately to 3min a�er intravenous 
administra�on, and the increment (except 
endogenous serum total B12) in peak serum total 
vitamin B12 concentra�on (ΔCmax) was 22.4ng/mL 
a�er intramuscular administra�on and 85.0ng/mL 
a�er intravenous administra�on. The area under 
the serum total B12 concentra�on-�me curve (Δ
AUC) calculated by increment of the actual values at 
144 hr a�er administra�on was 204.1ng.hr/mL a�er 
intramuscular administra�on and 358.6ng.hr/mL 
a�er intravenous administra�on.

Repeated-dose administra�on
When mecobalamin was administered intravenous-
ly to 6 healthy adult male volunteers at a single dose 
of 500μg daily for 10 consecu�ve days. Serum total 
B12 concentra�on determined before each 
administra�on increased from day to day. A�er 2 
days of administra�on, the serum total B12 
concentra�on was 5.3±1.8ng/mL, about 1.4 �mes the 
24 hr value (3.9±1.2ng/mL)a�er administra�on. At 3 
days of administra�on it had increased to 6.8±1.5ng/mL,  

CLINICAL PHARMACOLOGY
Pharmacodynamics
1) Mecobalamin is a kind of endogenous coenzyme 
B12: As a coenzyme of methionine synthetase, 
mecobalamin plays an important role in transmethyla�on 
in the synthesis of methionine from homocysteine.

(2) Mecobalamin is well transported to nerve cell 
organelles, and promotes nucleic acid and protein 
synthesis: Experiments in rats show that mecobala-
min is be�er transported to nerve cell organelles 
and promotes nucleic acid and protein synthesis.
Experiments also evaluate mecobalamin to be 
involved in the synthesis of thymidine from 
deoxyuridine, promo�on of deposited folic acid 
u�liza�on and metabolism of nucleic acid.

(3) Mecobalamin promotes axonal transport and 
axonal regenera�on: In rat models with streptozotocin 
-induced diabetes mellitus, mecobalamin normalizes 
axonal skeletal protein transport in scia�c nerve 
cells. Mecobalamin exhibits neuropathologically 
and electrophysiologically inhibitory effects on 
nerve degenera�on in neuropathies induced by 
drugs, such as adriamycin, acrylamide, and 
vincris�ne (in rats and rabbits), models of axonal 
degenera�on in mice and neuropathies in rats with 
spontaneous diabetes mellitus. 

(4) Mecobalamin promotes myelina�on (phospholipid 
synthesis): Mecobalamin promotes the synthesis of 
lecithin which is the main cons�tuent of medullary 
sheath lipid. It also increases myelina�on of neurons.

(5) Mecobalamin restores delayed synap�c 
transmission and diminished neurotransmi�ers 
back to normal: Mecobalamin restores end-plate 
poten�al induc�on early by increasing nerve fiber 
excitability in the crushed scia�c nerve in rats. In 
addi�on, mecobalamin normalizes diminished 
levels of acetylcholine in brain �ssue of rats fed with 
a choline-deficient diet.
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