FRONT PAGE

e »
= e - . H « - J -
s AN N e . W I L‘@ s =
T —c v s - TR 1 - Ll
S '.-.- . . T "'i: x -

% - S v - -3 ol
. & 3

FIRST TIME IN INDIA

R

o
aall
==Za ﬁ"l;:i,{:',tzt

38

INRCM

° Transforming Lives, Transforming India




Pagel




Page 2

Heart Diseases in India
Heart diseases are the leading cause of deaths in India. 28% of Indian deaths are
attributed to cardiovascular diseases. 52% of these deaths occur in individuals under 70

years of age. More than 50% of Indian women are at arisk of cardiovascular diseases.
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Major reason of heart diseases

There are many reasons of heart diseases. One of the major risk factors for
Cardiovascular Disease (CVD) is unhealthy cholesterol levels i.e. high LDL (Low density
lipoprotein) and low HDL (High Density Lipoprotein). Cholesterol plaque deposition
starts right from childhood and increases with age. The American Academy of
Paediatrics (AAP) recommends all children between ages 9 and 11 shall get a cholesterol
test. The AAP recommends this due to increasing childhood obesity in U.S. Children. It
also recommends that children with risk factors, such as family history of high

cholesterol or heart diseases, should be tested for cholesterol as early as 2 years of age.

Wwww.aap.org
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Use of Statin

Statin is the only cholesterol lowering
pharmaceutical drug present and it is
recommended when LDL increases to 190

mg/dl or even earlierin some cases.

Tefea &1 39T
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Side effects of Statins

There are numerous reported side effects of Statins such as :-
Edema

Dermatitis

Fatigue

Chest pain

Fever

Weight gain
Musculoskeletal Pain
Muscle cramp
Musculoskeletal
Traumatism

Dizziness

Sleep disturbance
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In addition to these in 2012, FDA has issued an official warning stating
“Statins may cause Diabetes, Muscle Damage and Memory loss”.

CARETRIAL (published in the New England Journal of Medicine, 1996) mA

also stated that women taking statins have 11 times increased risk of
breastcancer.

https://www.fda.gov/consumers/consumer-updates/controlling-cholesterol-statins
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No choice with patients

Despite of all side effects, statins need to be consumed by patients of heart diseases as
thereis nochoice orreplacement of thisdrug.
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Ricela

A.P Organics Limited, a Ricela group company and RCM
together presenting first time in India, Gamma Oryzanol,
a unique antioxidant present only in rice bran.

.t sieffatae fofaes, edeftost Ju dwaustt siie sire &t va “goer Ime”
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telsiifadise Wl thae a1de ot IUTEI afdt ued o Hivlg &l

Gamma Oryzanol

Gamma-oryzanol is a naturally occurring component in rice bran and rice germ which
consists of a mixture of ferulic acid esters of sterols and triterpene alcohols. In 1954,
Kaneko and Tsuchiya et al. reported that isolated oryzanol demonstrated nutritional
effectsonanimals.

Gamma oryzanol has been used as a medicine in Japan since the year 1962. It was
initially used in the treatment of mental stress and later in the year1970 it was approved
for the treatment of menopausal symptoms. Subsequently, it was also approved in1986
forthe treatment of high cholesterol and triglyceride levels.

This natural medicine is sold at premium prices in developed countries such as China,
Japan,USA, UK etc.

The Food Safety and Standards Authority of India, Government of India has recently
recognized it as a nutraceutical by issuing a notification on December 29, 2017, listing it
as approved nutraceutical (Schedule VI, Part B, S.No.79).
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There are increasing numbers of reports indicating the benefits, efficacy and safety of

Gamma-oryzanol. Some of them are asunder:-
Tsuchiya T., Kato A., Endo T., Proceedings of Industrial Research Institute of Tokyo, 51, 359 (1956).

feat shfafeet 3NRSTeTer & wmer, THTIRIRT 3R FI&T T Hehdl el dTell RNCT T HEAT 96 TET
g1 377 4 5T 38 TR & -

1. Role in cholesterol management: -

Gamma-oryzanol has an equivalent efficacy as a lipid-lowering agent compared to
fibrate and statin in two dyslipidemia mice models: published study in International
Journal of Pharmacy and Pharmaceutical Sciences 6(11) February 2014.

It reduces bad cholesterol by increasing the conversion of cholesterol to bile acids; it
also increases the excretion of bile acids and inhibits the absorption of cholesterol to
the blood from the intestinal tract.

Some of the studies conducted in Japan showing cholesterol lowering impact of
Gamma Oryzanol are:

Animal study conducted in Japan : 300 mg of gamma oryzanol supplementation per day can lower 8-12 % cholesterol and
approximately 15% triglycerides (Murray, 1996; Fujiwara et al., 1982; Yamauchietal., 1981)

Cheng, H.H., Ma, CY., Chou, TW.,, Chen, YY,, Lai, M.H. (Jan, 2010): Gamma-oryzanol ameliorates insulin resistance and
hyperlipidemiain rats with streptozotocin/nicotinamide-induced type 2 diabetes. IntJ Vitam Nutr Res., 80(1): 45-53.

Ishihara, M., Ito, Y., Nakakita, T., Maehama, T, Hieda, S,
Yamamoto, K and Ueno, N. (Feb, 1982): Clinical effect of
gamma-oryzanol on climacteric disturbance on serum
lipid peroxides. Nippon Sanka Fujinka Gakkai Zasshi, Normal blood flow
34(2):243-251. =

Nakayama, S., Manabe, A., Suzuki, J., Sakamoto, K. and
Inagaki, T. (1987): Comparative effects of two forms of
gamma-oryzanol in dif-ferent sterol compositions on
hyperlipidemia induced by cholesterol diet in rats. Japan
JPharmacol, 44:135-143.

Rong, N., Ausman, L.M. and Nicolosi, R.J. (1997):
Oryzanol decreases cholesterol absorption and aortic
fatty streaks in hamsters, Lipids,32:303-309.

Numerous other National and International studies confirming cholesterol lowering
properties of gamma oryzanol are available at www.oryzanol.in.
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2. Menopausal symptoms

Gamma-Oryzanol is sometimes referred to as a
supplement against symptoms of menopause.

The first studies to assess this claim noted that1,500mg
of gamma-oryzanol particulate (300mg total gamma-
oryzanol) over 8 weeks was associated with
improvements in menopausal symptomsin 90% of the
study.

Ishihara M, et al. Clinical effect of gamma-oryzanol on climacteric

disturbance -on serum lipid peroxides (author's transl).
Nihon Sanka Fujinka Gakkai Zasshi. (1982)

2. AT F FA-IT g F A AR
IMAT- NRFeATel T HAGIT & T&ETT g FA dlell el Gal o & H HAT ST § | IeqI=it
& 3TAR 300mg 3RS fafeed SHIAR 36 ATlg deh ol & 90% 3HeTee HT TS
A3 ol FHIAIIST & o810l & TGl Aol &




3. Antioxidant Property

Gamma-oryzanol found in rice bran oil is a potent antioxidant. One test tube study
found that gamma-oryzanol was more than four times as effective at stopping tissue

oxidationasVitaminE

Hiramitsu T & Armstrong D, Preventive effect of antioxi- dants on lipid peroxidation
in the retina, Ophthalmic Res, 23(1991) 196-203

Currently in Japan, Gama-oryzanol is approved and listed as “antioxidant” under the

list of chemical composition of food additive.
’lla -\l
~ ¥ antioxidant activity

Oryzancl-conjugates | DPPYLFe™ chelation
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Phylosterol-conjugates

C}nmm phenolic acids, Bming acids., Bpoic aced,
EbinGes ACkE, CUFCUMEN, Fans-resvermrol
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4, Effects on Muscles

Gamma-oryzanol / ferulic acid, inposine,
chromium and medium chain triacyl glycerol are
used as ergogenic aids by strength/power
athletes.
Rosenbloom C, Millard Stafford M & Lathrop J, Contemporary
ergogenic aids used by strength/power athletes,
J Am Diet Assoc, 92 (1992) 1264-1265.

The effect of Gamma-oryzanol supplementation
during resistance exercise training has been
explained by Fry et al. Very preliminary evidence
suggests that Gamma-oryzanol may increase
endorphin release and aid muscle development.
These findings have created an interest in using Gamma-oryzanol as a sports

supplement.

Bonner B, Warren B & Bucci L, Influence of ferulate supplementation on postexercise stress hormone
levels after repeated exercise stress, J Appl Sports Sci Res, 4 (1990) 10.
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5. Role in cancer prevention

Recent reports examined to demonstrate the
possibility to using gamma-oryzanol to treat cancer

including prostate cancer.

Ng SS, Figg WD (2003). Antitumor activity of herbal supplements in
human prostate cancer xenografts implanted in immunodeficient
mice. Anticancer Res, 23, 3585-90

One rat study assessing components of Rice Bran
(Gamma-Oryzanol, Ferulic Acid, Tocotrienols, or Phytic
Acid all at 0.2%) noted that after implantation of a |
colonic tumor in mice, all compounds reduced tumor
size, but Gamma-Oryzanol (and to a degree, Phytate)
was most effective.

Kim SP, et al. Dietary rice bran component Gamma-oryzanol inhibits
tumor growth in tumor-bearing mice. Mol Nutr Food Res. (2012)

5. Fa3 A sy
g Y gfed 30T HO & Sollol & [oIU IMAT-3IRSATT T 3T et hT GHGT T
AT 3ETTA R ST | B
Ueh 37eTT fhar a7 fo amaET-300aTeid, hefole TS, aplfesiiad, a1 wsfesd vfas g

T G § I & TYFR T 3MhR hdA 81 IAT 3R Tg o WA 77T T YFA T TR HeA
LT H IMAT-3TISTA T ST HTIT Ja YHIET 2AT|
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6. Effects on Serum TSH

A single oral dose (300 mg) of Gamma-oryzanol
extracted from rice-bran oil produced a significant
reduction on the elevated serum TSH level in
hypothyroid patients.
Shimomura Y, Kobayashi |, Maruto S, Ohshima K, Mori M,
Kamio N & Fukuda H, Effect of gamma-oryzanol

on serum TSH concentrations in primary
hypothyroidism, Endocrinol Jap, 12 (1980) 83-86.

6. 4T3AN58 (TSH ) FH FIA H AGEGIN ,;_‘{:

IMAT-3NRTeT T 300 Ao TidfesT T Gueh o FUIRRES & AT & 3 @
E1.TH. T I I A fhaT| SHIAT Ig GISUIARRITS & ASl & Follel & ToT HEgaR &l

7. Anti-diabetic effect

The 0.5% gamma oryzanol over 4 weeks in diets of rats reduced the rise in the
concentrations of serum glucose which was produced by a high-fat diet and also
increased theinsulinlevels and glycogen carbohydrate content (Son etal., 2011)

Journal of Food Science, Korea Volume 76, Issue 1, pages H7-H10, January/February 2011

In a study conducted by Nirma University India Oryzanol has been found to have
protective effect on hyperglycemia- induced thermal hyperalgesia and oxidative
stress which might be responsible for diabetes induced nerve damage or the disease
called Diabetes Neuropathy

Brazilian Journal of Pharmacognosy [online]. 2012, 1092-1103. Epub Sep 06, 2012

7. AYAT 1 AHYH H AGEIN

T 3 # g F 3N H 4 e &
AF 05% AT IRGFAT 7 dRA
oISt T Figdl # i I S fovar, S
3=d the dlel 3MER garT 3cdlicd foham
I AT IR WY & sgOT F TR IR
TATSHISTT FIEEIBIC (FT TS 37, 2011)
# 3fg g5

T gAafddr $fsar canr fev av v
I H INRSAT T BRI S AT-
IR T FIERATIAT AR JTeFdISTed dolla TR GLaTcAsh JeTa 9T 91 § ST ALUAT A glot
aTel 74 SAST AT AYAT =g A1 AR & foaw fFFASR g1 Fevet B
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8. Effective in treatment of Gastrointestinal disorders including
stress induced gastric and duodenal ulcers

A Study in Japan found out that an 8-day treatment with |
gamma-oryzanol, showed significant inhibition of fasting
ulcer and a 10-day treatment with the same dose of gamma-
oyzanol in acetic acid ulcers lowered the serum level of

gastrin.
Journal of Folia Pharmacologica Japonica 1976 Nov;72(8):1001-11

Another Study in Japan reported that the oryzanol is effective ¢

against the stressinduced ulcers

Journal of Folia Pharmacologica Japonica 1976 May;72(4):475-81
Journal of Folia Pharmacologica Japonica 1984 Dec;84(6):537-42

8. ddTd HRUT Af¥ea ey Afga ciserersad RFERT &
3YAR H 9HTEY
SO HF Ueh 3CTTA H IdT Il & o ARG & i 8-eadT 3uaR & 39ar™g

HeHT I AgcaquT TASer fe@mar arm § 3R v Uils 3o 7 mAr-3iReflel & v g
Greh o A 10-TEadr 3TuR e & WA T &l Ll &

STt 7 Ueh 31y 3T o ST foh 3NRGATe T G TeATd o HROT BT 3o & ST
H goTraT g

9. Anti-Inflammatory effect

A Study by Department of Food Science and Technology, Tokyo found out that
treatment with Oryzanol during the entire time course of treatment of colitis
(swelling of the Intestine), suppressed the pathological '
conditions, including body weight loss, intestinal
bleeding and diarrhoea, resulting in significant
amelioration of intestinal inflammation.

British Journal of Pharmacology (2008) 154, 812-824

A study conducted by Department of Pharmaceutical
Sciences, Thailand yet again confirmed the anti-
inflammatory properties of Oryzanol.

Journal of Medicinal Plants Research Vol. 6(6), pp. 1070-1077, 16 February, 2012
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9. AR H el I FA F1 A THTTATA

@red faaret 3R AR AT, Siarat & Ueh 31T H 9T Iell § [ lelsied (377d &
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10. Effects on skin

Gamma-oryzanol has a protective role in UV-light induced
lipid peroxidation and hence it is used as a sunscreen
agent. A cosmetic sunscreen composition containing
ferulic acid and Gamma-oryzanol has been patented

Brigitte K, Cosmetic sunscreen composition containing ferulic acid and
gamma-oryzanol, DE Pat 4421038 (to Gold-well GMBH, DE), 21 December 1995;
Chem Abstr, 123 (1995) 296279.

10. cddT 9G¥ 9HTT |
m—aﬂwﬁaﬁaﬁ@raﬁwu@-wﬁgﬁw
AT BT § 3R sl SHEHT 3TN FAGHT Tole & &7 7
fohar STTem g1 hefereh TS 3R 3RS od Tk HieAfes
ATl GITAT &l Uee ST 13T B

11. Protective effect for Liver

Studies conducted by Nagasaki university, Japan suggest
that gamma-oryzanol is very effective against liver
cirrhosis, cirrhosis is scarring of the liver and poor liver
function. It is the final phase of chronic liver disease.
Studies have attributed the protective effect on liver to the

effective antioxidant property of Gamma-Oryzanol.

Source:- Journal of Clinical Biochemistery and Nutrition,
Japan., 12, 193-199, 1992

A Study by Tokyo University, Japan revealed that Oryzanol
has a protective effect against alcohol-induced liver
damage. It inhibited the oxidative stress which is a prime

reason for liverdamage.
Source:- C. Chotimarkorn, H. Ushio Phytomedicine 15 (2008) 951-958
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Prevents Osteoporosis

Daily supplementation of Oryzanol prevents bone mineral
loss and thereby prevents Osteoporosis.

A Thesis Submitted to the Graduate Faculty of the Louisiana State
University and Agricultural and Mechanical College in partial fulfilment

of the requirements for the degree of Master of Science in The School of
Human Ecology

ifeeARRE F dFar ¢
yiafeeT AT AR HT Gk §3fA A AN gl F skl & IR 30 e
3EARITEE T Aol § |

Neuro-protective

A joint Study by the University of Kentucky, USA and
University of Catania, Italy has revealed that Oryzanol (which
is a Ferulic Acid Ethyl Ester) has therapeutic ability to protect
body from oxidative stress-related neurodegenerative
disorderslike Alzheimer.

Source:- Journal of Neurochemistry International 48 (2006) 318-327

el favafdegiord, @ged AR AR Hefar gl
faeafacarer & v AgFd ey @ g1 Tohr ¢ fob INRGHArer A
3T ST TSt dera-aath St & eRI] T &1l i
1 Fafehcdie &7 B
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14. Helps Reduce Hypertension

Studies also show that Gamma Oryzanol has a protective

effectinreducing hypertension.

Water-soluble rice bran enzymatic extract attenuates dyslipidemia,
hypertension and insulin resistance in obese Zucker rats Justo ML1,
Rodriguez-Rodriguez R, Claro CM, Alvarez de Sotomayor M, Parrado J,
Herrera MD. Format: AbstractSend to published in “Eur J Nutr. 2013
Mar;52(2):789-97. doi: 10.1007/s00394-012-0385-6. Epub 2012 Jun 4”.

14. 3T FIAT T FH F A ASIR
EIYAT § Ig 871 Il Tl & o 3= I A A7 e H TAT-3NRAAT T GaTlcHS
JHTT B

Endorsement of Health benefits of ‘Oryzanol’
by National Institute of Nutrition, Hyderabad,
a premier Nutritional Research Institute of
Indian Council of Medical Research,
Government of India

1. National Institute of Nutrition in its Dietary guidelines for year 2011 has mentioned that
Oryzanol found in Rice Bran Oil is helpful in reducing
a. Cholesterol
b. Oxidative damage due to ageing,
c. Inflammation which occur in chronic diseases.
Source:- Dietary Guidelines for Indians — A Manual by National Institute of Nutrition, 2011 page no. 61

2.In response to a RTI, ref no. D/RTI/2009/039, the National Institute of Nutrition has confirmed several
health benefits of Oryzanol referring to various scientific studies, which are as follows

a. One of the most important properties of the oryzanol are its cholesterol lowering property.

There are several studies in human and animals showing that the oryzanol content of the Rice Bran
Oil has the property of lowering total cholesterol, LDL cholesterol and increasing HDL cholesterol.
In addition, oryzanol also decrease plasma triglyceride levels.

b. Oryzanol is also a potent antioxidant. The antioxidant activity of Oryzanol has been shown to be
10 times higher than that of tocopherols.High content of oryzanol provides oxidative stability to
rice bran oil and improve its shelf life.

c. Oryzanol has been proven effective to treat symptoms of menopause such as hot flashes.

d. Oryzanol has a protective role in ultraviolet light induced lipid peroxidation and hence it is used as

sunscreen agent in cosmetics.

o /
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Clinical trials conducted in Japan have shown that
300 mg per day is the effective dose of oryzanol.

Study Daily Study Design  (Numberof  |Pharmacological Ref.
Component |Dose (Study Duration)| Subjects effect
Oryzanol |[300mg [RCT* 40 Postmen-|¢ TC, LDL-C, TG, Ishihara M, Ito , Nakakita
(8 weeks) opausal Lipid peroxides, T, Maehama T, Hieda S,
women tHDL-C Yamamoto K and Ueno N

Ishihara M, Ito , Nakakita
T, Maehama T, Hieda S,
Yamamoto K and Ueno N

300 mg |RCT~ 80 Postmen- [+ TC, LDL-C, TG, Ishihara, 1984 Asia Oceania
(8 weeks) opausal Lipid peroxides, J Obstet Gynecol
women tHDL-C 1984:10:317
300 mg |RCT~ 80 Hyperch- [+TC, LDL-C, TG, Yoshino G, Kazumi T,
(13 weeks) |olesterol- Amano M, Tateiwa M, Yamasaki
emics T, Takashima S, lwai M,

Hatanaka H & Baba S, Curr
Ther Res, 45 (1989) 975

300mg [RCT* 20 Hyperch- [#TC, LDL-C, TG, Sasaki J, Takada Y & Handa
(8 weeks) olesterol- Apolipoprotein B, [K 1990
emics Clin Therap, 12 (1990) 263-
268
300 mg |RCT* 8 Hypothy- [+ TSH Shimomura Y, Kobayashi
(8 weeks) roid |, Maruto S, Ohshima K,
Patients Mori M, Kamio N, Fukuda

Endocrinologia Japonica
[1980, 27(1):83-86]

TC Total Cholesterol

LDL Low Density lipoprotein

TG Triglycerides

HDL High Density Lipoprotein

TSH Thyroid Stimulating Hormone

STaTe # fhe e gderon & ITaR 9fd T 300 Aehams

IR A GUF THEAFR G ¢
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Japan, USA, UK, China: Status of “MEDICINE"
SO, AT, JAT, = @ AT A STHHT R el

UK, USA, Japan, China : Minimum prices $ 40 - $ 50
Rs.2800-Rs.3500

e 1-1--.

r*"'"!'lrn.-e. Oryza’ GAH"A

100 mg ORYZANO
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How much difference is there in prices of Health Guard Gamma
Oryzanol with imported Gamma Oryzanol?

ot I o1 fadd e & FHITATE AT aATeS AT 3ot & Hidrd A fbdar v ?

Courier Cost Per Discount
No. of Weight Per Country (Taking Minimum) Cost Price
Brand Name .3 Total Mg. g ; Mg. of _ on Health
and Custom paid
Tablets Tablet  of Origin s n':dia Per Mg. Health Guard Difference Guard
Swanson Gamma | g5 ¢ancijes| 60 mg USA 5400 Rs. 3133 0.58 0.05 -0.53 | 91% Discount
Oryzanol
Source Naturals | 250 Tablets 30 mg USA 7500 Rs. 2533 0.34 0.05 -0.29 85% Discount
Source Naturals | 200 Tablets 60 mg USA 12000 Rs. 3533 0.29 0.05 -0.24 83% Discount
Kgrsfama 100 Tablets | 100 mg USA 10000 Rs. 4144 0.41 0.05 -0.36 | 87% Discount

Recommended Dosage

v RS, : Health Guard Gamma-Oryzanol “150 mg”:
2 tablets a day (Recommended dosage)

2T M AT ST “150 mg”™:
2 Tiiferar gfdafe it fawrfar T

Instructions to use:
Adults can consume one capsule twice a day
immediately before meals for lifetime

IUAT & fAder:
18 9 A FUZ & Afch, feaT A Sl d1¢ 3IoAl A g
T foeft & aha

"'.;\-"'g *, L1
e (e
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Notes :-
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