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FROM THE DESK OF                                        

EDITOR - IN – CHIEF  

Dear Readers, 

The festival season is about to arrive. People who are fully vaccinated 

against Covid-19 are highly protected against severe infection, hospitali-

zation and death caused by the virus. But coronavirus cases among the 

fully vaccinated, so-called breakthrough Covid cases, are still being seen 

among those who have had two doses. In order to control the third wave 

we have to be ultra cautious and it is extremely important to stay pre-

pared. It is a humble request to our readers to stick to the precau-

tionary measures proposed by health ministry to control the third 

wave and protect yourself as well as your family.  

Coming back to our edition, we have brought many critical issues in this 

edition. You may also explore articles on Medicine, QA, Research Pat-

ent and Health. One important thing we want to apprise that pharma is 

something which is related to the life of the user. Therefore it is liability 

of the manufacture to follow all the quality norms which are imposed on 

them. When you donot follow the norms, as a social cause it is duty of 

QualPharma to raise question. The same happened with Lincoln Pharma-

ceuticals when the company bypassed the DCGI instruction. To know 

more about it,  please see (p8) .QualPharma has also raised issues of 

methylcobalamin and continued it fight against the injustice of banning 

it.  

 

YOU MAY VISIT THE WEBSITE AT -http:/ /

www.qualpharma.in/. STAY UPDATED STAY BLESSED. SUB-

SCRIBE OUR YOUTUBE CHANNEL and do not forget to follow 

up our blog https://qual-pharma.blogspot.in/ to receive regular inter-

esting updates. 
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The nutraceutical and pharmaceuti-
cal industry in the country have writ-
ten to the union minister of chemi-
cals and fertilizers, Mansukh Man-
daviya, to urgently notify methylco-
balamin for neurological disorders 
and has also sought the intervention 
of the Union Ministry of Chemicals 
and Fertilizers on the issue of imple-
mentation of the arbitrary pan-India 
ban on methylcobalamin. This is very 
much required  as regulatory action 
cannot be taken against those who 
are manufacturing methylcobalamin  
based formulations without scientifi-
cally defined efficacious recom-
mended dietary allowance (RDA) 
value due to delay in notification. 

The issue, however, has been fester-
ing due to missing exact information 
on tolerable upper limit (TUL) of vi-
tamin B12 or methylcobalamin for 
neurological disorders and immunity 
booster from the public domain and 
approving only cynocobalamin and 
hydroxycobalamin formulation de-
spite thousands of brand of methyl-
cobalamin is overloaded in the mar-

ket which is approved by FSSAI itself. 
Central Drugs Standard Control Or-
ganisation (CDSCO) has therefore  
following the Food Safety and Stan-
dards Authority of India (FSSAI) to 
take action against methylcobalamin 
manufacturers for production and 
sale of methylcobalamin meant for 
therapeutic intervention in contra-
vention to norms specified by FSSAI. 

The clarity on pending notification on 
methylcobalamin which is being 
sought for is also based on former 
FSSAI CEO Pawan Agrawal’s official 
confirmation that methylcobalamin 

has been approved by its scientific 
committee during December 2019. 
Industry is still waiting for the notifi-
cation since 2019. 

This decision to ban methylcobala-
min by FSSAI comes close on the 
heels of nutraceutical and drug in-
dustry earlier having sought clarity 
from the FSSAI regarding RDA val-
ues of vitamin C and other micronu-
trients like methylcobalamin which 
are vital for boosting immunity, men-
tal health and other comorbid 
chronic ailments in the crucial junc-
ture of Covid-19 pandemic. 

Centre urgently needs to intervene on 
issue of enforcement of arbitrary ban 
on methylcobalamin 

Dr Sanjay Agrawal 

Dr Sanjay Agrawal founded PHARMA CONSULTANTS and INVENTOR in 2005 to assist pharmaceutical companies around the globe.  He 

has actively worked in pharmaceutical and related industries for more than 28 years.  He is Editor-in-Chief of renowned IJM Today and hon-

orable member of the editorial board of QualPharma and The Antiseptic. Dr Sanjay Agrawal is also the illustrious  member of the  National 

Geographic Society and ex- member of scientific committee of IDMA. His prestigious articles are published in various magazines and web-

sites for example—The Antiseptic, NuFFooDS Spectrum, Pharmabiz 

 

Dr. Agrawal had received various awards for his valuable support and contributions in healthcare and pharmaceutical sector .Dr. Agrawal 

obtained his postgraduation in Biochemistry from prestigious institution, completed MBBS and MBA from IMT. He has worked with  many 

international and national  Pharmaceutical company.  Dr. Sanjay Agrawal is the  patent holder of many research formulations which are successfully commercialized.  

 

Currently besides his core jobs, Dr Agrawal devotes his time for the benefit of pharma fraternity. He has raised his voice against the ban imposed on methylcobala-

min manufacturing.  He  has been asking to the regulators from more than a year about 

 Why Methylcobalamin is not added in the gazette yet when promised by the former CEO Mr Pawan Agrawal Ji? 

 Why cyanocobalamin is promoted even though there is a cyanide group attached to it? 

 Why 1 mcg RDA limit is imposed on methylcobalamin for nutraceutical manufacturer? 

 Technical aspect of damage caused when 500 mcg of methylcobalamin is taken as prophylactic use? 

 Why should we have faith in FSSAI when every time we have to go to ICMR for clarification? 

Methylcobalamin is an essential nutrient and is required to treat vitamin B12 
deficiency, in people with pernicious anemia and diabetes among other ail-
ments. It is important for the brain, nerves and production of red blood cells 
(RBCs). 

Methylcobalamin aids in growth of healthy blood cells, nerve cells in the body. It 
is a best treatment as well as dietary supplement for the people who cannot ab-
sorb vitamin B12 and / or suffers from its deficiencies. Monotherapy of methyl-
cobalamin improves plasma / serum homocysteine level and improve the neu-
ropathic symptoms also. Hence methylcobalamin may be considered as one of 
the promising dietary supplement and medicine having a number of po-
tential benefits . 
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Industry contention is that FSSAI has 
not yet notified that methylcobalamin 
is approved. Still lot of methylcobala-
min brands are available in the mar-
ket. According to the gazette notifica-
tion of Food Safety and Standards Act 
2006 regarding operationalisation of 
standards of health supplements, 
nutraceuticals, food for special dietary 
use, food for special medical purpose, 
functional food and novel food, me-
thylcobalamin is banned and still 
FSSAI talks about adhering to ICMR 
stipulated RDA values. 

The industry has therefore alerted the 
centre towards streamlining the drug 
regulatory regime related to regulat-
ing nutraceuticals as several brands 
containing ingredients above permis-
sible limits have entered the drug re-
tail supply chain evading ICMR pre-
scribed RDA values. These brands 
have been evading the defined arbi-
trary RDA values of ICMR and despite 
being approved under the FSSAI li-
cense are being used as drugs for ther-
apy purposes. 

According to Drugs and Cosmetic 
(D&C) Act, the definition of drug im-
plies all medicines for internal or ex-
ternal use of human beings or animals 
and all substances intended to be used 
for or in the diagnosis, treatment, 
mitigation or prevention of any dis-
ease or disorder in human beings or 
animals, including preparations ap-
plied on human body for the purpose 
of repelling insects like mosquitoes. 
Also as per section 22 of FSS Act 
2006, nutraceuticals/health supple-
ments shall not claim to cure or miti-
gate any specific disease, disorder or 
condition. Products with such in-
tended use therefore fall under the 
scope of CDSCO/DCGI and not 
FSSAI. Health supplements must be 
controlled by DCGI and not FSSAI. It 
is still not understandable that why 
FSSAI is handling health supplements 
and not Drug authority. Drug author-
ity have more experience in handling 

pills /tablets which are recommended 
by doctors for prevention or treatment 
purpose. Therefore, nutraceuticals 
available in the market today used for 
prevention of the disease must be un-
der the oversight of the Drugs Con-
troller General of India (DCGI) offi-
cials as they are more technically 
sound as compared to FSSAI . Before 
2006, the nutraceuticals was under 
DCGI only. 

Methylcobalamin is also widely mar-
keted in the country as a drug for 
chronic neurological disorders with a 
recommended dietary allowance of 
2000 mcg intramuscular but as per 
FSSAI, it is detrimental for patients 
when used above 1 mcg for prevention 
and disease management. 

Even if we consider methylcobalamin 
is banned but we have been continu-
ously communicated in mails by the 
officials of FSSAI that its RDA value of 
methylcobalamin is 1 microgram 
(mcg). It has to be noted that re-
searchers have claimed that the 
source of vitamin B12 is mostly non -
vegetarian food. Globally, the RDA is 
2.4 mcg. In India where the popula-
tion is mostly vegetarian, on the con-
trary, RDA is defined as 1 mcg. We 
have the full right to know from the 
regulators where this scientific value 
has come. Also if methylcobalamin 
has not been included in the gazette 
notification, why FSSAI officials are 
talking about RDA value. However, 
FSSAI has asked to question ICMR 
about this concern. It has been recom-
mended that FSSAI must discuss with 
ICMR and explain to us the reason for 
keeping RDA value as 1 mcg. 

QUESTION UNANSWERED BY 
FSSAI 

 FSSAI must clarify whether 
methylcobalamin is approved 
or not and if not then Why? 

 Why so many methylcobala-
min brands are available over 

the counter? 

 Why RDA is enforced on the 
manufacturers. 

 And if 2.2 mcg is the RDA why 
so many brands are approved 
by FSSAI upto 500 mg. 

 
~ By Dr Sanjay Agrawal 

RDA specified by  

FSSAI IS 2.2 mcg 

AMMENDED ON AUG 7,2021 
Some of the widely sold brands 
approved by FSSAI and avail-
able in the drug retail supply 
chain are  

 Organic B12 500 mg 

 Health Aid Vitamin B12 
(methylcobalamin) 1500 
mcg, 

 Nature Made Vitamin B12-
1000 mcg,  

 B-12 dots by Twinlab-500 
mcg,  

 Jarrow Formulas, Methyl B
-12-1000 mcg,  

 Nature's Bounty Vitamin B-
121000 mcg 

 Source naturals methylco-
balamin Vitamin B12-5000 
mcg, 

 solgar sublingual methylco-
balamin supplement-1000 
mcg,  

 Cobaforte CD3 plus tablet-
1500 mcg, 

 Nocob methylcobalamin 
1500mcg,  

 Unived methylcobalamin 
1500mcg, 

 Bhumija Lifesciences vita-
min B12 1500 mcg,  

 Bluebonnet liquid methyl-
cobalamin - vitamin B12 
1000 mcg,  

 EZ Melts B12 as methylco-
balamin, 2,500 mcg and  

 Garden of Life Vitamin 
Code vitamin B12-1000 
mcg 
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Lincoln Pharmaceuticals Ltd. Bypassed 
regulatory directive 
The product Namcold sold by M/S 

Lincoln Pharmaceutical Limited does 

not contain generic composition on 

its front cover and the product was 

sold initially with the content as (i) 

pseudoephedrine (120 mg), (ii) Ni-

mesulide(100 mg) and (iii) Cetritiz-

ine (5mg). Later due to ban on pseu-

doephedrine and nimesulide, Lincoln 

Pharmaceuticals has changed the 

formulation as  Paracetamol IP 500 

mg, Phenylepherine HCL IP 5 mg, 

Caffeine (Anhydrous) IP 30 mg, Di-

phenhydramine HCL IP 25 mg with-

out changing the brand name Nam-

cold. 

A letter dated 23rd Feb 2021 was is-

sued from DCGI office addressing 

above concern wherein it was men-

tioned that Drugs Consultative Com-

mittee unanimously resolved that the 

change in formulation composition 

without changing the brand name is 

not only misleading but may also re-

sult in undesirable pharmacological 

effects as the consumer would take 

the formulation assuming that it has 

the earlier composition. The DCC 

further recommends that such type 

of practice should not be permitted to 

retain by the manufacturer.  

It is surprising that inspite of DCGI’s 

instruction regarding ban on the 

product, Namcold is still manufac-

tured/marketed by Lincoln Pharma-

ceutical for different age groups. 

Even Namcold tablets are available in 

markets. Most of the e pharmacy are 

selling Namcold extensions with dif-

ferent formulation. For Example 

Namcold Z Syrup [ Paraceta-

mol+ phenylephrine HCL+ Dis-

loratidine + Zinc Gluconate + 

Ambroxol] 

NAMCOLD-NS SALINE NASAL 
DROPS (SODIUM CHLORIDE 
I.P 0.65% W/V) 

NAMCOLD-A Pseudophedrine 
HCL +LEVOCERIZINE HCI + 
AMBROXOL HCI (SR) 

Mentioning Out of Stock also is giv-

ing the impression that the product is 

still been manufactured. Only one e 

pharmacy site [1mg] has stopped 

selling of the product. 

For confirmation, the product Nam-

cold Z Forte which was manufactured 

at Sotac Pharmaceutical Pvt Ltd , 

Sanand, Ahemdabad-382110, Gujarat 

(India) and Marketed by Lincoln 

Pharmaceutical was purchased. The 

purchase date is -2nd September 

2021. Manufacturing date-05/2021, 

Expiry date-04/2023. 

Generic Formulation -(Paracetamol, 

Phynylepherine Hydrochloride, 

Chlorpherniramine Maleate, Sodium 

Citrate & Menthol Suspension.) MRP

-Rs 60.50 

Unless and until a strict action will 

not be laid on the promoter company 

such practices will continue to take 

place. DCGI must take a stict action 

by punishing manufacturer for his 

ridiculous activity and impose a 

criminal offence. 
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Different derivatives of cobalamin 
exist of which methylcobalamin 
(MeCbl) and adenosylcobalamin 
(AdoCbl) are the physiological co-
enzyme forms. MeCbl is a cofactor in 
the methionine-synthase de-
pendent remethylation of ho-
mocysteine into methionine, 
which takes place into the cytosol 
(The cytosol is a semi-fluid sub-
stance filling the interior of the 
cell and embedding the other 
organelles and subcellular com-
partments). This remethylation re-
action is an important step of the one
-carbon metabolism. 

Methylcobalamin is important for 
DNA synthesis and ensures structural 
stability of important regions of the 
chromosomes such as the centro-
meres and the subtelomeric DNA. 
Methylation includes the addition of 
methyl groups to the cytosine resi-
dues; a biological process that de-
pends on the availability of methyl 
groups and accordingly the function 
of methyl donors and acceptors. 
Micronutrients such as methylcobala-
min contribute to DNA methylation 
as methyl donors and co-factors.   As 
a methyl-donor, it participates in the 
monocarbonic acid metabolic path-
way and plays a critical role in DNA 
methylation, which is especially im-
portant during embryogenesis and 
carcinogenesis. Low dietary intake of 
vitamin B12 or we can say methylco-
balamin results in elevated homocys-
teine levels and might affect DNA 
synthesis and DNA methylation. 
Therefore, the status of these nutri-
ents might correlate with DNA me-
thylation and offer potential preven-
tive and therapeutic targets in patho-
logical conditions such as cancer 
where aberrant DNA methylation is 
frequently observed. 

 The Recommended Dietary Allow-
ances (RDA) of vitamin B12 is 2.4 μg/
day, with animal products (meat -
especially liver- milk, egg, fish and 
shellfish) to be the richest dietary 
sources.  EFSA [the Europian regula-
tory agency is of the opinion that the 
RDA should be 4-6 mcg.ow dietary 

consumption of B12 results in respec-
tively low serum levels, which induce 
alterations in DNA synthesis. Thus, 
deficiency of B12 may lead to DNA 
damage.  

Megaloblastic anemia results from 
inhibition of DNA synthesis during 
red blood cell production. When DNA 
synthesis is impaired, the cell cy-
cle cannot progress through the cell 
cycle properly, leading to cell growth 
without division, which presents as 
macrocytosis. Megaloblastic ane-
mia has a rather slow onset, espe-
cially when compared to that of other 
anemias. The defect in red blood cell 
DNA synthesis is most often due to a 
deficiency of methylcobalamin and/
or folic acid.   

Toxicity 
No toxic effects of vitamin B-12 have 
been identified, even when it is ad-
ministered intramuscularly at 300–
3000 times the recommended dietary 
allowance. For this reason, no upper 

tolerable level for the methylcobala-
min has been established. 

Consideration 
A total intake of methylcobalamin 
from the diet between 4 and 7 μg/d is 
associated with normal plasma vita-
min B12 and MMA and thus appears 
to be adequate to maintain body vita-
min B12 status in adults. This intake 
might be insufficient if people have 
difficulties in chewing foods, releas-
ing the vitamin from its food binding, 
and/or absorbing it due to disorders. 
Elderly people with H-pylori infec-
tion, or food-cobalamin malabsorp-
tion may be at risk for vitamin B12 
deficiency despite sufficient dietary 
intake. It is unclear if elderly people 
would generally benefit from higher 
vitamin B12 intake recommenda-
tions.  

Reference 
https://www.ncbi.nlm.nih.gov/pmc/
articles/PMC6611390/ 

Methylcobalamin—Vital for DNA Synthesis 

 

Methylmalonyl CoA 

Citric Acid Methylmalonic Acid 

Adenosyl cobalamin 

Methylmalonyl A mutase 

Succinyl CoA 

S-adenosylmethionine(SAM) 

Methylation 

Methylcobalamin 

Homocysteine Methionine 

5-Methyltetrahydrofolate Tetrahydrofolate 

DNA  

SYNTHESIS 

VITAMIN B12 METABOLISM 

Vitamin B12 
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