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INTRODUCTION

ot gLe@pmi wmBgeT eom@h
piit ger@omil mBogeTd FTeh
oo HeGrmis euryr Hmés
LOILILG FTedal LBHOgeTeurGL

- dmepery Hmobrid

The ancient Siddha system of medicine is a life science of wellbeing practiced in
southern part of India, particularly in Tamilnadu. This system was bestowed by the great
Siddhars, after attaining spiritual knowledge through physical perfection and spiritual

salvation, explained by the saint Yugi in the following verse:

SewLalirer HularGal SHHeT EBHSSTET

BUBGL Slbevwgers smefl O
BEOLQITET Ilbevngersd smefs Qeliw

BHHLCL E_raend smefld OFlw
seoLaimer serepdfl el efs@s

gLursoTd Sesdupel Cser wids
peoLeurer fefCLeu O&mererpmaiesr

G emweveorivalaromil Mspsd Gereor.

These works were passed on from lord Siva to his consort and then to Nandi,

narrated these works to Agathiyar.

Siddhars not only contributed medicine but also the knowledge of eternity,
alchemy and yogic living. According to Siddha medicine the human body is made up of a
combination of 5 poothangal (five universal elements such as Earth, water, fire, wind and
space). These elements regulate the 3thadhukkal (three Vital humours named Vatham,
Pitham and Kabam) in relation to arusuvai (six taste) and 2 veeriyam (hot and cold

potency). Their interaction produces various pathological states.



As per AgathiyarRathinaChurukkam, diseases are classified through pulse (Naadi)

as 4,448 in numbers as follows.

"BIOTLT BTDLSS HTEN BT
puwp.Geor proLSsH 61 (D Crmain”

In Siddha text, YugiVaithiyaChindhamaniVatham disease is classified into 80
types, Vathasthambamis one among them. As per Yugi text, the signs and symptoms of
Vathasthambam may be correlated with Sciatica in modern medicine. As per the verse

given below, the symptoms of Vathasthambam are,

+ Radiating pain in legs

+¢+ Burning sensation

>

L)

*

Swelling

L)

«* Numbness

«» Generalized tiredness

Vathasthambam is correlated to sciatica having the symptoms of pain in legs,
burning sensation and numbness.

When Vatham is vitiated, it leads to Pain, dryness of the throat and Irritation.
Vatham disease can also be produced by food items which contain more astringent than

sour taste. In Siddha text NoinadalNoimudhalNadhalThirattu it is mention as,

"yeflgieuy alepsradiumeoflé@n eursn"

According to modern era, due to Life style, occupation, obesity etc., a
greaternumber of peoples are suffering from low back ache. On the basis of high
prevalence of sciatica and the cases reported at APH of NIS is increased day by
day. With this background the author has chosen Vathasthambam (Sciatica) for her
clinical study with Raajamaar thandailagam (Internal Medicine) mentioned in
Pranarakshamirtha sindhu which is indicated for Vatham diseases and
Vaathakajakesari thylam (Externalmedicine) mentioned in
Kannusamyparambarai vaidhyam, also indicated forVatham diseases.



AIM AND OBJECTIVES

AlIM:
A preclinical and comparative clinical trial of Siddha drugs “Raajamaarthanda
Tlagam” (Internally) and “Vaathakajakesari Thylam” (Externally) in the treatment of

“Vathasthambam?”(sciatica) with and without “varmam”.

OBJECTIVE:
PRIMARY OBJECTIVE:

To evaluate the efficacy of Siddha drugs Raajamaarthanda Ilagam (Internally)
and Vaathakajakesari Thylam (Externally) in reducing the symptoms of Vathasthambam
(sciatica) through clinical study with and without Varmam therapy.

SECONDARY OBJECTIVE:

To evaluate the safety of the trail drug.

To study the Siddha basic principle like envagaithervu, udalthathu etc in
Vathasthambam patients treated with trial drugs and varmam.

To evaluate the biochemical analysis of the trial drug.



SIDDHA ASPECTS

VATHASTHAMBAM:

In the text YugiVaithyaChinthaamani, Yugimunivar has classified the Vatham
diseases as 80 types and “Vathasthambam” is one among them. In Yugi as per the text the
signs and symptoms of Vathasthambammay be correlated with Sciatica in Modern

medicine.

QAUTSHEHGDDID  ASSTSH  STEINSTLMAIGLSET (HEOLBF, IESSHHIL 6T LITLIETSHSIS
sreorlil(n. Cosbd em@GD 2 L6 Opmhs HdmeorLmn.  aleoCumdd  elemerw

mad@n. Grrlsmeo(h BLs@L Wwellgfosemer @Gnd BLdss OFlun.

UTHSSHOLD - 6UTSHD+SDLILD.

Vatham - is a clinical condition characterized by pain, swelling, pricking sensation

and loss of function due to vitiated Vatham, which is the principle humour of the body.

- T.V. Sambasivam Pillai Dictionary
urssHeT @)mLiiib,
“mrOwery arsssd HmUI_Gu Csermi
prgs@s S0parn peleveom@h”

Vatham generally lives in:

1. Hip region

2. Bones

3. Joints

4. Nerves

5. Muscles

6. Skin

7. Hair follicles



8. Abanan
9. Edakalai
10. Below the umbilicus
11. Stools
Natural properties of Vatham:
Giving briskness
Respiration
Mental function
Regulation of fourteen physiological reflexes
Uniformity in functioning of the seven elements
Strengthening the five sensory organs
AETIOLOGY OF VATHAM DISEASES:
1. According to YugiVaithyaChinthamani
"ereorerTGau aurgBETOGTERTL SITEHD
B)358Ce0 weflaTaeEnd Oswiwomm
Vesreor@eu OLsmrgemarGu Cemyer Oeuig
QuAGWMFseT Liymoerenyd Sreg eofHgin
aueTerCalendOemsdh Gamyer Oeuig
oremUsT @Gmeeln phg CUTsELD
serear@as Coussoms Hhas0slls CuisEn

sTwsIN seobAHEL arsn sTEeT”
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According to the text, those who disrespect the parents, teachers, insulting the
elders, cursing the Holy books, daytime sleep and sleeplessness at night will get Vatham
diseases. Increased consumption of bitter taste, astringent and sour foods, increased intake

of cold water, excessive starvation, Sexual indulgence will lead to Vatham diseases.



2. As per konganavarVathakaviyam

‘OpgFur WiseTamemn meosTg0gTer Geormin
ShETHT WIHHTEOSTET STEILISTE0TLS5E60

UTEFFILT eUTESHHET dncmmadOgmerr Geormin
GUTHLOSNET eumBlemey wBEIGUTED
STEFLILT SeoBIdWg SHwbdiGum@n
seooroellCw eugid@wsLBsTer CHErm

rEglLT wédelgmer gCarblméds

LOMF&SLGTU o lqalemer wr(Houm@y”

3. According to the text ‘Pararasasekaram’

Excessive intake of acrid, bitter, pungent taste foods, intake of more grains, day
time sleep. Increased food intake, frequent starvation, sexual indulgence, excessive fear,
anger, sadness, and higher exposure to air, changes in diet timings should produce
Vatham related diseases.

4. According to the text SarabenthirarVaithiyaMuraigal- VathaRokhaSikitchai
v Consumption of excessive intake of food
v Sexual indulgence
v" Deprived sleep
v" EXcessive purgation or emesis.
v Excessive loss of blood during bloodletting therapy.
v Doing heavy work

v" Control of reflexes like micturition and defaecation



v' Conversion of indigested food juices into toxic substances (-~Ad)
v' Trauma
v hungry

All these activities lead to the low level of saaram in ducts. So as to

compensate this more of vatham were produced and affect one or more organs.

FACTORS THAT INFLUENCES THE VATHAM DISEASE :
A) Seasons which deranges Vatham :

In Muthuvenilkaalam, the solar radiation increases the evaporation of water
content from the earth in turn produces dryness. Similarly, the dryness is produced

in our body and causes vatham diseases.

B) Diets which deranges Vatham:

- According to the text ‘SababathiKaiyedu’

"oell s sTUdLEE aeyelor sl Csmeyp e
sy CureTi@s@ wepwleor ey Gasried @eflrsm
aeflWllh Cpeb@eliuy eeeudd Ouegy  @efsm

wdsd QubGory siqFwued smelwmos. "

Excessive intake of tuber, irregular timings in consumption of food, excess
consumption of curd, sour food items, higher exposure to wind, living in higher attitudes,
sexual indulgence, and increased exposure to chill weather will aggravate Vatham
diseases.

C) Habitual  characters  derange
Vatham:
- In Theraiyarvagadam,

“Oeuinedsd  BLS@EBWTAID  ASSHETED’ (GG HEDSLITGID
OQeliemy wasefeareorsd Caipsan aldmswmed emuUw@er
O _EremLWITEIDd LTaHamll darensumad s eurs@rmasid

geolla@Owetnmbg Osmer@er.”



Walking in hot climate, excessive intake of water, sexual indulgence and intake

of bitter guard leads to Vatham diseases.

- In aaviyalikkumamuthamuraisurukkam

Qemeven@eu airgng BMIHDTETTE

CemeueoLbg eumueured Gsslombi@n
OeverBel easTaTEeT FHlujetormb

QoL Bi@D By Oeuresoremrm S mHeoorL T @0
OeucveuBau 2 L6 Qurmupaid peneTd@ELn

eIl werer@rFeverg albgibL L LD
Qemeven@eu BrLLefld@L SdFe) GOOTLT@0

Fo 60T eV l(pest] o et @y

Pricking sensation all over the body
Pain all over the joints

Difficulty in flexion and extension
Nausea

Loss of appetite

Constipation

Incontinence of urine

Diarrhoea
SEATS OF THE THREE HUMORS:
aeflypseor Quiesremluipd @Hm Olebeorin
aumpaigenid Casuphmib LDLICILFHE
Osefleynd FTHOIOBTLISGSSED @ITsiD
SWiergn. propGeor 2 Hd wrels. . .
(LBSGIeUS Seofll LmLev)

Vatham, pithamandkabam are the three humours which are the Life

constitutes of the human body. But still there’s predominant Vatham, below the



umbilicus, predominant Pitham in the abdomen and thorax region and predominant
Kabam in the head and neck region.
GENERAL CHARACTERS OF VATHAM DISEASES

‘arsld apghn Curg ewWipg COurmis Osmerern
sTeIDBAHIL emssred Fhgser sl Csmermin
#0sm@ weop BobH Anssr e0ds alp
wrsaloey Gued abs euTesdar @GeoisTGn.”

- YugiMunivarPerunoolKaaviyam

Vatham diseases are characterized by pain and swelling in joints, abdominal

distension, constipation and burning micturition.

"eurgein SleTerlnBIETS &(HLILETTLTD  6600T 60T (LAETOT L TLD
Curgis (h Orsh &rpesorm WmLaILT WpnkisTEHe0TmiID
®al Gw eure wereom@ BHds peorLmd CumpeTaermiis
SoerCeu proldss engiset Commm s(é@n deorpmpsmGenr"
- TherayarVaagadam
Loss of appetite, pain and redness, fever, cough, insomnia, shivering and pain in all

joints is the characteristic features of vatham diseases, which is mentioned in the text

“Therayarvaagadam”.

CLINICAL FEATURES:

e According to YugiVaithiyaChinthamani the following clinical features were
seen:

Stiffness of the body
Sweating

Body pain

Paleness of the body

10



e Accoding to VathaNoiMaruthuvam:
"geoor(HEUTHSHET GHeordeng mhmasSaermi L uIGev
Lesor QL getor Hisesd LihmOummd Osmesorig (mé@Lo
eleor@Lmd dlev Cumgiemeralesormb W@&bS UL L (LeSTLmD
QameoorOL werpd gerfdduyn Gamundlan sremid erear@m. "
- VathaNoiMaruthuvam

There will be inflammation of spine. Generalized tiredness, mental depression and
excessive anger.

by arsid

"@Olug s(HSg o _eerha Qe aedsgis OsmeTEnd
whsswmi @GellwCer smer whdGw MitiyCeum L rg
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L(LGuesr GuUrgbwmon UTdwImed eume(yeorLmin

O Cuer Cemin arssdwels ereranalCr"

- VathaNoiMaruthuvam
The clinical features are,

71 Continuous pain in the low back region.

71 Difficulty in bending forward and standing erect from that position.
1 Sudden onset of fever.

] Warmth around the low back region.

[ Pain increases on walking and reduced by rest.

11



KINDS OF VATHAM:
“peomemowimd Lymesor et LimesredT  eluimeor 6ot
PSSO (PpSmeorOleorm(h FLOmesT 6oTTEHEsT
dmeoowms dafulerm(n @mas FesTmmesT
Caeuss5s QeTm(HeeTEhFw) WLmEL0”
(walpestl dbsmoentl 800)

Even though the vatham seems to be the same, it has got ten different forms and

actions.
1. PRANAN: (AIR OF LIFE)

It corresponds to cardiac plexus and it refers to the chest.
It maintains the action of the heart

It regulates the respiration and digestion.

vV V VYV V

It is otherwise called as “Uyirkkaal”. For onenazhigai i.e. 24 minutes, there
will be 360 inspirations. So, there will be 21,600 inhalations for a day. Out
of these 14,400 inspirations goes inside the body and be useful and the rest

go waste.

2. ABAANAN: (FLATUS AIR)

» It corresponds to the Pelvic plexus and controls the excretion.

» It has the tendency to travel downwards. It starts fromSwathittanam and
descends down and is responsible for excretion of urine and faces. It
contracts the anus.

» It helps to take the essence of the digested food to the different parts of the
body.

3. VIYANAN: (SPREADS ALL OVER BODY)

» It corresponds to the naso ciliary Plexus at the root of the nose and base of

the skull and controls the will.

12



» Viyanan arises from the skin and go through all the 72,000 nerve and thus
activate voluntary and involuntary movements of the body and thus make
them to extend or contract.

» This appreciates the sense of touch helps to take the essence of the food to
the strategic points of the body and guards the body.

» It also transports the nutrients and blood throughout theentire body; hence it

is known as Paravukal.

4. UDHANAN: (UPWARD AIR)

It corresponds to the pharyngeal plexus in the throat region and controls the speech
and breathing. Udhanan starts from the umbilical region (Udarakkini) and takes the
essence of food and stasis it in appropriate places. It helps in digestion and assimilation of
food.

5. SAMANAN: (BALANCING FORCE) (Nadukkal)

It corresponds to the navel region and controls the digestion. Samanan starts from
the umbilical cord and spread out up to the lower limb. This is responsible for the balance

of the other four Vatha. It equalises the six tastes, water, food etc. and helps in assimilation.

6. NAGAN: (INTELLECTUAL AIR)

Nagan is responsible for higher intellectual functions, hearing, thinking etc. It

causes closing and opening of the eye lids.

7. KOORMAN: (VISUAL AIR)

Koorman starts from the mind and causes wrinkling of the eyelids, yawning and
closure of mouth. It gives strength and helps to visualise things and causes lacrimal and
salivary secretion.

8. KIRUKARAN: (SECRETORY AIR)

Kirukaran lies in the tongue & causes nasal and salivary secretions. It includes
hunger; It makes to concentrate on one thing. Sneezing and cough are attributed to

kirukaran.

13



9. DEVADATHTHAN: (TIRESOME AIR)

Laziness, lassitude, arguing, is attributed to Devadaththan. Ocular movements &
human passions are attributed to this vatham. It stays either at the anus or at urinary orifice.
10. DHANAJAYAN: (INTRACRANIAL AIR)

Dhanajayan functions from the nose & it is responsible for the bloating of the

body after death. It leaves from the body after 3day of death by blowing up the cranium.

SIDDHA PATHOPHYSIOLOGY:

Changes in lifestyle, occupation, food and other habits lead to development of this
disease by causing derangement of Vital humors. Improper food habits alter the elemental
composition directly while the other causes lead to derangement of these elements
indirectly.

When the elemental composition is altered, the uyirthaathukkal or the three
humours
get deranged. This simultaneously leads to derangement of seven udalthaathukkal, which

produces symptoms of the disease Vathasthambam.

DIAGNOSIS

Diagnosis ofVathasthambamin Siddha is based on Envagaithervugal and also on
the other factors like
1. Uyirthaathukkal

2. Udalthaathukkal
3. Gnanenthiriyam

4. Kanmenthiriyam

THREE UYIR THAATHUKKAL
1.Vatham

In Vathasthambam patients among the ten types of vatham; the following three
types are affected and causing symptoms accordingly.
1. Viyaanan - Affected (producing restriction of joint movements)

2. Samaanan - Affected (deranging the other four types of vatham)

14



2. Pitham

Among the Five types of pitham (Analaagam, Ranjagam, Pirasagam,
AlosagamandSaathagam) Saathagapiththam only affected in Vathasthambam patients and
causing difficulty in walking, sitting and bending forward postures.
3.Kabam

In the five types of Kabam (Avalambagam, Kilethagam, Pothagam,
TharpagamandSanthigam) AvalambagamandSanthigamaffected in Vathasthambampatients
and causing pain in low back region and restriction of movements in the lumbo sacral

junctions.

SEVEN UDAL THAATHUKKAL:

Among the seven UdalThaathukkal (Saaram, Senneer, Oon, Kozhuppu, Enbu, Moolai

and Sukkilam/Suronitham) the following four are commonly affected in Vathasthambam

patients.
1. Saaram - Tiredness and weakness
2.0on - Muscular pain, muscle spasm
3. Kozhuppu - Restriction of movements.
4. Enbu - Pain present in low back region

GNANENTHIRIYAM

The Vathasthambampatients are having the clinical features of pain, numbness and

burning sensation especially in lower limbs. These are felt through Mei.

KANMENTHIRIYAM

In Vathasthambam patients, Kaal is affected. This is due to radiating pain, difficulty
in walking etc.
NOI KANIPPU VIVADHAM (DIFFERENTIAL DIAGNOSIS)

Some types of Vathadiseases are mimicking like Vathasthambam. Careful and clear
history taking and examination will reveal the correct diagnosis.They are:
1. Vathakarshanam

2. Aasuvathambavatham.

15
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The clinical features of vathakarshanam,

e Feeling sensory disturbance in foot

e Heaviness and numbness in legs and foot

e difficulty in forward and backward bending
e painin legs

e blabbering

OhFEISOLI QUTSHLD

‘aurglom WL 0elensg allgeucd eor@Hmd
LWGSGLOT 1 [HLOGOIT  LEEEITU|6ooTLITLD
Cromis OperreLsgs Qumhls euBIELD
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@eNygwmiis Camid@bignds eIeoTLITLD

-YugiVaithiyaChinthamani.
The clinical features are: -

Paleness of the body.

Cough.

Heaviness in the chest.

Numbness of both feet.

Sexual indulgence, long walking, exposure to chill weather, eating curd,
tubers etc will worsen the disease.

(0 O 0 R O
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LINE OF TREATMENT

The main goal of the treatment was not only healing the disease but also the
prevention of disease and rejuvenation of udalkattugal.
These were as follows:

1) Neekkam(Treatment)

2) Niraivu(Restoration)
3) Kaappu(Prevention)

1. NEEKKAM (TREATMENT)

In the text, Siddha MaruthuvangaChurukkam, the deranged Vatham can be

balanced by purgation hence to start with.......
aICreaTdsmeéd euTsH ST
Followed by usage of Internal and external drugs.
On first day: - Purgation:
Meganathakulaigai -2 with hotwater (early morning)
> Internal drug:
Raajamaarthandhailagam- Kottaipaakalavu (6 gms, twice a day).
» External drug:
Vaathakajakesarithylam- is given for external application over the affected area.
» Varmam treatment:

Mudichu-4
Nanganapoottu
Komberi kalam
Kudhikalvarmam
Viruthi kalam
Ullangalvellai
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2.NIRAIVU(RESTORATION)

The diet and yogam should be advised to the patients for normalize the Vatha and

also strengthen the body.

DIETARY REGIMENS:
-According to ‘Siddha MaruthuvangaChurukkam’

GBS HedTlgeT LSSuin
aIE@SSl-T allqein

QHHS eurdm QurmeTsemer
SanmBel Geuetor(hid
Qurpdrg Ouesor Gura@omy
MGEEICIERNIRY

auphg CaurmL aofibgis
FWBHGEDesT  GEHIUmU

usSwm Osmesre. Guiyaserr
Lahpuied OsmetrL. Smemevd
Bédy Lmen Oeliies

Qelli(h wmpder Geuiin
usdwd DFweler Geuiun
La@He Seoyuler Oeuiub
B)sgemer Oeuliib gnlq
eoflug@rmis seralesr ©Ompesr©eor .

The heat produced by excessive sleep, day time sleep, hot sun, and medicines

cause the disease.

-According to ‘Siddha MaruthuvangaChurukkam’

Oemisw Brésmes_p Gseridera Bev©evessrOleworiy
SBRIGOMBE STWH SWSTeop— 6ThOISBIGHD
g (0dm WS&H0pL Cardléd o hdelser
e (Hefl 0dems Ld
v’ Senkazhuneer
Crepe ginge
Honey
Pepper
Gingely oil
Asofotedia
Hog weed
v' Castor oil
These were the food items for the VVatham diseased patients.

D N NI NI N NN
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Tender vegetables:

v Avarai(Dolichos lablab)
Aththi(Ficusracemosus)
Murunkai(Moringa oleifera)
Sundai(Solanum torvum)
Mullangi(Raphanus sativus)
Thoothuvelai(Solanum trilobatum)

Pirandai(Cissusquadrangularis)

AN N N N N NN

Karunaikizhangu(Colocasiaantiquarum)
v’ Kathiri(Solanum melongena)
Greeens:
v' Sirukeerai(Amaranthus tricolor)
Mookkurattai(Boerrhaviadiffusa)
Puliyaarai(Hibiscus cannabinus)

v

v

v Ponnankanni(Alternanthera sessilis)
v' Manali( Gisekiapharanaceoides)

v

Mudakkaruththaan(Cardiospermumhalicacabum)

Pulses:
v" Ulunthu(Vigna mungo)
v’ Pottukkadalai(fried Cajanuscajan)

Dairy products:
Y Cow’s milk

Y Butter milk

AVOID:

Tubers except karunaikizhangu(Colocasiaantiquorum)
Maaporulghal(Carbohydrates)

Vaazhai(tender Musa paradisiaca)

Kaaramani(Vigna 19nguiculate)

Verkkadalai(Arachis hypogea)

Pattaani(Pisum sativum)

Mochai(Lablab purpureus)
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Kezhvaragu(Eleusinecoracana)
Kambu(Pennisetumtyphoideum)
Solum(Sorghum vulgare)
Sour,astringent foods

YOGAM: (Union of mind and body)

Yogamis one of the divisions of siddha medicine, which was used to prevent and
cure the disease. According to the patients age and severity of the disease the following

asanam are advised for strengthens the muscles and ligaments.

Asanam:
Sitting position:

v Relaxationexercise: It is the technique used to relax all the major and minor

joints.

Toes: flexion and extension

Ankle: dorsi flexion, plantar flexion, inversion, eversion, rotation
Knee: flexion, extension

Hip: flexion, extension, abduction, adduction

Vertebra: flexion, extension, lateral rotation, lateral flexion
Fingers: flexion, extension

Wrist: flexion, extension, rotation

Elbow: flexion, extension

Shoulder: flexion, extension, abduction, adduction, rotation

Lying position:

Ashthikaasanam
Jadaraparivarthini
Marjeriasanam
Puliasanam
Vishnuasanam

Makarasanam

AN N N N N

Salabasanam
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v/ Santhiasanam
v Bhujangasanam

v" Sethubandhasanam

Sitting position:

v Vakrasanam
Patchmothasanam
Vajrasanam
Mahamudraasanam
Poorvattasanam

Boominamaskaraasanam

AN N N NN

Arthaustrasanam

Standing position:

v Thadasanam

v' Pathahasthasanam

v" Arthachakkarasanam

v Kattichakkara
v Arthakattichakkarasanam
v UdhirthaThirikonasanam
v’ Parivarthathirikonasanam
v

Pranayamam (vajrasanam / padmasanam / sugasanam)
Other advice:
v Advised to avoid lifting over weight
Advised to avoid prolonged travel in sitting position

Advised to sitting in a correct posture

v

v

v" Advised to do Yogam regularly

v Advised to follow the dietary regimen
v

Advised to follow the Theranpinianugavidhi
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3.KAAPPU (PREVENTION)

The prevention of diseases was well said in the Siddha system of
Medicine as mentioned in the text, TheraiyarPinianugaaVithi’

“Lirgpiesor Guimid  eretor Qewri@ufiesr QeupBy @eiiGumbd
uabLer@rmb; LabhpuicoGeaumd: uTCursrw epdSs
gooEE8a) @welwBym 19erauigibelmun@umb;

yeorL&QCamb; RereoralCLmbd; @)L geaswihuriGumn”
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MODERNASPECT
SCIATICA

Sciatica is a very common problem and has a universal distribution. The
most important symptoms are radiating leg pain and related disabilities. Among the
collection of causative factors, the common cause of low backache seems to be the
lumbar disc disease. Many synonyms for sciatica appear in the literature, such as

lumbosacral radicular syndrome, ischia, nerve root pain and nerve root entrapment.

EPIDEMIOLOGY:

Less than 1% to 40% of people have sciatica at some point in time. It is the most
common in people’s 40s and 50s, and men are more frequently affected than women.
The condition has been since ancient times. The first known use of the word sciatica
dates from 1451. Back symptoms is the most common cause of disability in those < 45
years. 70% of persons will have back ache at some point in their lives. Low back pain
has been cited as the 2" most frequent reason to visit a physician for a chronic
condition, 5™ most disease of hospitalization, 3™ most frequent reason for a surgical
procedure.

5%-10% of patients with low back pain have sciatica, whereas the reported
lifetime prevalence of low ack pain ranges from 49% to 70%. The annual prevalence of
disc related sciatica in the general population is estimated at 2.2%. Approximately 84%
of men and 74% of women have vertebral osteophytes. 30% of men and 28% of women
aged 55-64 years have lumbar osteophytes.

- Harrison’s principles of internal medicine
- https://www.ncbi.nim.nih.gov>pmc
ANATOMY OF LUMBAR VERTEBRAE:

The lumbar vertebrae, numbered L1-L5, have a vertical height that is less
than their horizontal diameter. They are composed of the following 3 functional
parts:

e The vertebral body, designed to bear weight.
e The vertebral (neural) arch, designed to protect the neural element.
e The bony processes (spinous and transverse), which function to

increase the efficiency of muscle action.
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The first 4 are typical, and the 5™ is atypical. A lumbar vertebra is identified by its
v’ Larger in size
v Absence of costal facets in the body
v Absence of foramen in transverse process

Intervertebral discs

P
4 AR\

- w

-~

SFacet joints —A’;‘S ,

Vertebral Body:

The body is large, kidney shaped and is wider from side to side than from
before backward, and a little thicker in front than behind. The height of the body is
slightly greater anteriorly than posteriorly. This difference contributes the forward
convexity of the lumbar spine. The lumbar vertebral bodies (vertebrae) are the

heaviest components, connected together by the intervertebral discs.

Pedicles:

The pedicles are short and very strong, directed backward from the upper
part of the body. They project backward from the upper part of the body, so the
inferior vertebral notches are much deeper than the superior. Each vertebral arch is

composed of 2 pedicles.

Vertebral foramen:
Triangular in shape. It is larger than in the thoracic region and smaller
than in the cervical region.
Transvers process:
The length of the transverse processes increases from L1 to L3 and,
thereafter, it decreases.

Ligamentum Flavum:
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The ligamentum flavum is a strong ligament that connects the laminae of the

vertebrae.

Lamina:
The laminae are broad, short, and strong; the vertebral foramen is triangular,

larger than in the thoracic, but smaller than in the cervical region.

Spinous process:
The spinous process is thick, broad, quadrilateral, it projects backward and

ends in a rough, uneven border.

Articular process:
The superior and inferior articular processes are well-defined, projecting
respectively upward and downward from the junctions of pedicles and laminae.

Facet Joint:

The facets on the superior processes are concave, and look backward and
medial ward, those on the inferior are convex, and are directed forward and lateral
ward.

Intervertebral Discs

The disc is made up of, the nucleus pulposus and the annulus fibroses.

Annulus fibrosus:

The annulus fibrosus is much more fibrous than the nucleus. It also has a much
higher collagen content and lower water content (lower in proteoglycan) when
compared to the nucleus. The annulus is made of 15 to 25 concentric sheets of

collagen (a tough cartilage-like substance) that are called Lamella.

Nucleus pulposus:

The nucleus pulposus is the water-rich (proteoglycan-rich), gelatinous centre
of the disc, which is under very high pressure when the human is upright--especially
in the seated or flexed position. It has two main functions to bear or carry the
downward weight of the human body and to act as a 'pivot point' from which all
movement of the lower trunk occurs. It's third function is to act as a ligament and

bind the vertebrae together.

25



Superior articular
process

By
f 'y
Body —— Superior articular

process

Transverse procass

A ﬁ\/&s;:nne
[
N Inferior articular

process

PATHOLOGICAL PHYSIOLOGY:

In the course of evolution from quadrated to ortho grade animal, the relatively
straight spinedevelops forward and backward curves as it yields to the forces of gravity.
when the spinebecomes displaced and unbalanced, greater number of muscle fibres are
called into play an morefrequent intervals to keep the spine straight. The posture of the
hip joint is the key to that of thewhole body because it determines the pelvic inclination,

the pelvis being the foundation for thespine and rotation of the legs.

Lumbar vertebral joints

The mobility of the vertebral column is provided by the symphyseal joints
between the vertebral bodies, formed by a layer of hyaline cartilage on each vertebral
body and an intervertebral disc between the layers.

The synovial joints between the superior and inferior articular processes on
adjacent vertebrae are termed the facet joints (also known as zygapophysial joints or Z-
joints). They permit simple gliding movements. The movement of the lumbar spine is
largely confined to flexion and extension with a minor degree of rotation (see the image
below). The region between the superior articular process and the lamina is the pars
interarticularis. A spondylolysisoccurs if ossification of the pars interarticularis fails to

occur.
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LUMBAR DISC DISEASE AND DISC PROLAPSE
DISC ANATOMY

Annulus fibrosus

Development of spine starts from the third week of intrauterine life and continues
until third decade of life. There are 23 discs throughout the spine, absent only in the
atlanto-axial joint. It is thinnest in the thoracic region and thickest in the lumbar. Each
disc is interposed between the bodies of a pair of vertebrae. Body of each vertebra is
covered by a thin end plate of a bone, which is perforated by numerous tiny holes. This
in turn is covered by a hyaline cartilage, which may be considered as the outermost

portion of the disc.

Nucleus
Pulposus

Annulus
Fibrosus
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Discs form the main connection between vertebrae and forms a fibrocartilaginous
joint. They bear loading during axial compression and allow movement between the
vertebrae. Their size varies depending on the adjacent vertebrae size and comprises
approximately one quarter the length of the vertebral column.

The disc consists of two parts, an outer fibrous ring, the anulus fibrous disc
intervertebralis, which surrounds an inner gel-like centre, the nucleus pulposus. Nucleus
pulposus, which is made up of collagen fibrils, fibrocytes, chondrocytes, gelatinous
matrix, water and salt. Peripherally, it has annulus fibrosus, which is fibrocartilaginous
tissue. It is thick anteriorly and thin posteriorly more so in the posterolateral aspect.
Hence, posterolateral disc prolapse is more common. The fibres of annulus are joined by
diagonal fibres also known as Sharpe’s fibres. With age, water content of the disc
decreases, fibrous tissue and cartilage cells increase, and the nucleus becomes granular

and friable.

Dura Mater Spinal Cord

Nucleus Pulposus
Anulus Fibrosus

ABOUT DISC
> It gives mobility to the spine.
> It acts as a shock absorber

» Itincreases the height of spine by 25%

28



SCIATIC NERVE:

It is the thickest nerve in the body and largest branch of the sacral plexus. In its
upper part, it forms a band about 2cm wide. It begins in the pelvis and terminates at the
superior angle of the popliteal fossa by dividing into the tibial and common peroneal
nerves.

It is the main continuation of the sacral plexus. Its root value is L4, L5, S1, S2,
S3. It is made up of 2 parts. The tibial part and common peroneal part, the tibial part is
made up of ventral division of anterior primary rami of L4, L5, S1, S2, S3. The
common peroneal part is made up of dorsal divisions of anterior primary rami of L4,
L5, S1, S2.

Course:
In the pelvis,

The nerve lies Infront of the piriformis, under cover of its fascia.

In the gluteal region,
It enters the gluteal region via the greater sciatic foramen, below the piriformis
muscle runs downwards between the greater trochanter and ischial tuberosity, and enters

the back of the thigh. It does not give any branches in the gluteal region

In the thighs,

It enters the back of the thigh at the lower border of the gluteus maximus. It runs
vertically downwards up to the superior angle of the popliteal fossa, at the junction of the
upper two-thirds and lower one third of the thigh, where it terminates by dividing int the

tibial and the common peroneal nerves.

Branches:

Articular branches to the hip joint arise in the gluteal region.

Muscular branches: The tibial part of sciatic nerve supplies the semitendinosus, the
semimembranosus, the long head of the biceps femoris, and the ischial head of the
adductor magnus from its medial side. The common peroneal part supplies only the short

head of the biceps femoris.
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NATURAL HISTORY OF LUMBAR DISC DISEASE

Degenerative process is divided into three stages

Herniated disk
compressing
spinal nerve

‘ . Vt/ - Normal disk
\_/’»(t/——\gi/’

Nucleus | !

Annulus
- -

1. Stage of dysfunction
» Seen between 15 and 45 years of age
» Circumferential and radial tears are seen in the disc annulus
» Localized synovitis of the facet joints is seen
2. Stage of instability
» Seen between 35 and 75 years of age.
» There is an internal disruption of the disc.
» Progressive disc resorption takes place.
> Degeneration of facet joints with lax capsules, subluxation and joints
erosion are seen.
3. Stage of stabilization
» Seen over 60 years of age
» Progressive development of hypertrophic bone about the disc and facet
joints leading to segmental stiffening or frank ankyloses is seen.
> Disc herniation is considered as a complication of disc degeneration in
stages Il and I. Spinal stenosis is a complication in late instability and
early stabilization stages. Disc can herniate either into the body as
Schmorl’s node or posteriorly towards the canal compressing the nerve

roots.
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Herniation of disc:

Herniation of nucleus pulposus occurs when the nucleus pulposus breaks through
the anulus fibrosis of an intervertebral disc. A herniated disc occurs most often in the
lumbar region of the spine especially at the L4-L5 and L5-S1 levels. This is because the
lumbar spine carries most of body’s weight. People between the ages of 30 -50 appears
to be vulnerable because the elasticity and water content of the nucleus decreases with
age.

There are 4 stages:

1. Disc protrusion

2. Prolapsed disc

3. Disc extrusion

4. Sequestration

Stage 1 and 2 are referred to as incomplete herniation, where 3 and 4 are
complete herniations. Pain resulting from herniation may be combined a radiculopathy,
which means neurological deficit. The deficit may include sensory changes (tingling and
numbness) and motor changes (weakness, reflex loss). These changes are caused by

nerve compression created by pressure from interior disc material.

& \"\\'-& &Disc Degeneration l::> ‘ ;\S & Prolapse

Stages of Disc Herniation @

| Sequestration <:l & % Extrusion
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Cauda equina syndrome:
It occurs from the central disc herniation and is serious requiring immediate
surgical intervention. The symptoms include bilateral leg pain, loss of perianal sensation,

paralysis of bladder, and weakness of the anal sphincter.

Spinal canal stenosis:

It is an abnormal narrowing of spinal cord or neural foramen that results in
pressure on the spinal cord and nerve roots. Symptoms may include pain, numbness or
weakness in the legs. Severe symptoms may include loss of bladder and bowel control,

or sexual dysfunction.

SCIATICA:

Sciatica is caused by impingement of the L4, L5 or S1 nerve and, manifests as
unilateral or bilateral neuropathic pain extending from the gluteal region down the
posterolateral leg to the foot. The radicular pain is typically sharp in nature. Coughing,
sneezing or voluntary contraction of abdominal muscles may elicit the radiating pain.
The pain may increase in posture that stretch the nerve roots. And nerves. Sitting with
the leg outstretched places traction on the sciatic nerve and L5, S1 roots. Burning

sensation or electrical quality although favours radiculopathy.
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Causes for Sciatica:
v Lumbar disc disease(most common)
v" Degenerative spinal disease:
» Lumbar spinal stenosis
> Intervertebral foraminal or lateral recess narrowing
1. Disc osteophytes
2. Facet or uncovertebral hypertrophy
3. Lateral disc protrusion
» Spondylosis
» Spondylolisthesis
v Spinal infection
» Tuberculosis
» Vertebral osteomyelitis
> Septic disc
» Meningitis
» Lumbar arachnoiditis
» Spinal epidural abscess
v" Neoplasm
» Metastatic, hematologic, primary bone tumour
v' Fractures
» Trauma/falls
v Atraumatic fractures
» Osteoporosis
> Neoplastic infiltrations
» Osteomyelitis
v Metabolic bone disease:
» Osteosclerosis (paget’s disease)
v Congenital:
» Spondylosis
Sacralization
Kyphoscoliosis
Tethered spinal cord
Spina bifida

YV V V V
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v Autoimmune inflammatory arthritis
v' Other causes

» Piriformis syndrome

» Psychiatric

» postural

Risk factors:

» personal factors:
age (30 — 50)
increasing risk with height
smoking
mental stress
» occupational factors:
strenuous physical activity- for example, frequent lifting, especially while
bending and twisting
driving including vibration of whole body

IT sector (due to improper posture)

Indicators of sciatica:
v Unilateral / bilateral leg pain greater than low back pain
v’ Pain radiating to foot or toes posterolaterally.
v" Numbness and paraesthesia in the same distribution
v’ Straight leg raising test induces more leg pain
v’ Localized neurology that is limited to one nerve root

EXAMINATIONS:

SCIATIC NERVE STRETCH TEST:
Patient is in supine position, one of the leg is raised with one hand, ipsilateral
knee is pressed over by other hand. This test produce tension in the hamstring muscles

which in turn compresses the sciatic nerve and produces pain.
BREGARD’S TEST or FAJERSZTAJN’S TEST:

After doing SLRT, dorsiflex the foot. It produces further tension on the

sciaticnerve and the patient complains of pain.
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LASEGUE’S TEST:
Here the hip is flexed, knee is right angle to hip and the leg is slowly
straightened.

BIICKLING’S SIGN:
Perform as SLRT until the patient complaints of pain. Now ask thepatient

to flex the knee.Pain decreases due to relief of tension on the nerve.

SICARD’S TEST:

After doing SLRT, dorsiflex the great toe. This puts further tension on

thesciatic nerve and the patient complains of the pain.

WEEL LEG RAISIN TEST:

Here, the patient is asked to perform SLRT of the normal limb. Ifthe patient
complains of pain on the affected side, then it is highly suggestive of disc prolapse and

this is a pathognomonic test which has more relevance then the conventional SLRT.

BILATERAL STRAIGHT LEG RAISING TEST:
Here, patient is asked to raise both the legssimultaneously. This is a test for the
sacroiliac joint rather than the spine. During the first 70-degree, stress is on the Sl joint,

over 70-degree stress is on the lumbar spine.

FEMORAL NERVE STRETCH TEST (REVERSE SLRT):

Here, the patient is in proneposition and is asked to lift the leg straight. This puts
a stretch on the femoral nerve. If the patient complains of the pain it indicates high level
disc prolapse(L1-L2-L3).
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Examination for neurological features in lumbosacral spine:

Lumbosacral reflex sensory Motor
nerve root
L4 Knee(quadriceps) Medial calf Knee extensor
and thigh
adductor
L5 - Lateral calf Hip abductor,
Dorsal aspect Foot:
of foot dorsiflexors,
Eversion

Toe: dorsiflexors
S1 Ankle Plantar and Foot: plantar

(gastrocnemius/  lateral aspect flexion

soleus) of foot Hip: extension
Great Toe:
flexion

INVESTIGATIONS OF LOW BACK ACHE: DIAGNOSIS
Diagnosis is mainly based on X-rays and MRI — LS Spine
1. X- Ray Lumbar Spine

71 AP view — look for vertebral column, any pedicular lesion.

(1 Lateral view — shape & size of vertebral body.

Oblique view- side to side collapse, Inter vertebral disc space
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Knee, medial
calf,
anterolateral
thigh

Buttocks,
posterolateral
thigh, lateral

calf, dorsal foot

Buttocks,
posterior thigh,
posterior calf,

bottom foot



2. Computed Tomography (CT):
It is useful in non-invasive painless outpatient procedure. It gives a cross
sectional study of the pathology. CT helps to detect the foraminal structures and lateral

disc prolapse.

3. MRI
MRI helps to detect intra-spinal lesion, examine entire spine, identifies

degenerative disc.
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4. Myelograph
Consists of injecting radio opaque dye (myodil was used earlier now it is the
water soluble iopamiro300, which is being used) into the spinal canal and taking radio

graphs of the back.

RADIOGRAPHY:

Radiography of the back is not very reliable as normal findings are observed in

7-46% ofthe cases. Disc space is reduced in old cases.

Other Tests:
Discography, Bone scans, EMG

DIFFERENTIAL DIAGNOSIS
» Multiple myelomas

Extra duraltumors.

Peripheral neuropathy

Herpes zoster

Multiple sclerosis

Ankylosing spondylitis

Vascular insufficiency

YV V.V V V V V

Osteoporosis with stress fractures

COMPLICATIONS
» Severe spinal stenosis
» Paraplegia
» Cauda equina syndrome

» Neurogenic claudication
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VARMAM

IO 6TeTUE 2 L 6JaT [HemdewmeT  hHmenevd@Ns@n OFmeeor@n. aufob

ereTLg eumdl eTeTeyn @ummeTL(ID.

"eurdl s (Hld G Coéveomd @ifon"”

- Varma OdivuMurivu Sara Soothiram-1200

Varmam can be defined as the flow of life force in relationship with breathing.
“Celiun segserery & Cu BrDUSHS
sLILm BTQWmmid s6iEGW_D eleronr@n.”
- Varma Vidhi

The points where life force resides and flows in the human body are known as
varmam. It alsomeans the points where breathing energy resides in the body.
- VaagadaNithaanam Verse- 31
CaumIClLwy H6iT:
&meuld, Lyyell, [Fmemrer, SFHaumdFd, &emev, W, Feud, FJib, euTd

-VaagadaNithaanam
The vital points (varmam) are located in the junction of nerves, joints, bones,

muscles, ligaments and internal organs.

History of Varmam:
"CamGeu Heuett 2 _emnd@s Oemerer Gumsn
QDT BreT ANBHSRBETO OFrerrCeresr. "
- Varma OdivuMurivu Sara Soothiram-1500, Song-833

Lord Siva taught Varmam to his wife Paarvathi; later Paarvathi taught Varmam to
their son Lord Murugan. Lord Murugan then taught to the SiddharAgasthiyar. Agasthiyar
later gave a written form that reached the people.

"LeooTUTE  DAsSHWIeTT  Foselr

ueoofleuras Guraspeileuf srenid

LT WerllaiaeT Llenpdasbaierm)

umhisres OgrearerOsmm BTevseT Setr(h

LA G masmiinsgd Oemer@eresr. "

-Kai MaathiraiThiravukoll
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Varmam has grown under three independent schools of thoughts, mainly governed
by three ancient siddhar’s namely Akasthianyar, Bohar and Rama Devar. The term
Varmamappears in the Rigveda where Indran hits Vritran in a Varmam with his vajram. The

word also presents in ancient tamil literatures named tholkappiyam, thirumanthiram.
Classification of Varmam:

‘WSO arwsHear umeEs ©OlemaeTD

SILMRGCD uTsle S maTg OlsmsarGerer
sMT&Cw arwbrm ETHOML G NHGSLD

SMBMLSMITL NfSGImTSSGD sFTimeids Caen”

There are 108 Varmam or Varma points in our body.

“‘UbeuroL USHClETL. LG LIMEIS60
Qsmheurd CGTETETD HTMHTGL”
-BDIDLITET6)(GIDU )

1.According to the text Varma OdivuMurivuSoothiram:
Paduvarmam — 12

Thoduvarmam — 96

Injury or any hit in the Paduvarmam points may lead to severe deformities or even

death also. The ThoduVarmam points are mostly used in therapeutic purposes.

2. According to the text Varma Kannaadi

Human body is divided into five divisions, they are:

‘UGS cTewregme 2 L 1DUSGeL SHemTLemBHS)

UGS NSFIS smel ClEmeGeurrd
Can@s5s sWwsden CulaassmrL g arGmnwmEL

Qerhss swsHardw BrlsEGELEL SHETL LD T
Cer@ss BErAllaTSY dpevgdlar GG

Camearnisng SerLGlwreamml dlflgss Clgmar@erTd
Cen@ss srwoliyem L g6 ursd

QsrLiBs &reblyean Lg6w ursn srCer”.
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S.no Area
1 From top of the head to neck
2 From neck to naeval point
3 From naeval point to anus
4 Both hands
5 Both legs

Total

3.According to the text Varma Soothiram,

VathaVarmam
PitththaVarmam
Kabavarmam

Ul Varmam

ThattuVarmam
Total

The main causes for impact to nerve centre (Varmam)

“‘Caeriium slquigaser L(HS 6OTEID

Qagwirer erflelenaser Osmarereomgin

euTeTLILT SLemL(GhM SLL 6OTed

64
24
06
06
08
108

rHTesile emsliigser LI(HGeOmaID

Gevertim paem wsGe0 Meormy

Quuiophg @SODHE 6IWe GOTeID

STeTIUT UhUeeUTDd alssd erm@ed

FhIBWIOETS sreongl FTmn STEer” .

Fall while running.

By leaping.

O O o o o o

By fainting

Number of points
25
45
9
14
15
108

-OdivuMurivu Saari-1200

Fall from a tree or height.
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Varma Kalai is said to link up the material body with the spiritual life or Soul,
through the medium of panchapoothangal or five elements activating the movement of
“life” within the body carried through the ten vayu. This is the fundamental principle of

Yogam and Samadhi.

A human body requires thasavaayus (10 vaayus) namely, Praanan, Abaanan,
Udaanan,Viyaanan, Samaanan, Naagan, Koorman, Kirukaran, Devadatthan and
Dananjayan,for its proper functioning each vayu has its own function to keep the body

healthy and disease free.

Pranavayu controls the function of all other vayu. It flows across the six aatharam,
the three thasanaadi (lIdakalai, Pingalai, Suzhimunai) from vertex to sole. The entire
pathway of the praanavaayuconsists of junctions or places where it stays temporarily.

These junctions are called Varmam.

When the body gets injured on a particular part due to some trauma leading to
shock or fracture, the praanan changes its path and gets scattered from its original place to
any other area. During this time the person may experience excruciating pain which may
also refer to other area leading to syncope, and even coma. These sorts of injury if not

treated within a specific period may lead to death or fatal conditions.

Varmam treatment
Varmam therapy is a systematic study of vital points (varmam) on human body

and also on animal bodies.

“o_emerLigErHOm(h geold Fmeum@n

2 _GUTeUTdl SISSEUmBIGET 2 _UI[H LOmEGLD
&ETET(LPOD SHSH6VhIG6T Llewofl] LomEGLD

SOTHRIBLONDTE) S5S5EOBIGET FEOL STEMID
2 arEneTialml SiSseonaer eurd Guibm

2 _mpdlermed oo o mid C&rmn
LeTemg BLImed DISSEOBIGBET S6ToTL Gy 6T

yaeorjaer erévGeompioLeiuiener GermysCs.

-Varma OdivuMurivu Sara Soothiram-1200
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It is a martial art which has been widely used during war as protection and defence
purpose. Now a days it is used as therapeutic purpose for healing. Right or wrong vibration
of the vital points will either promote or impair health. Its aim is to produce healthy and

stable individuals.

Varma therapy can be used for Low back ache, Spinal problems, Head ache and
Migraine, Arthritis, Frozen shoulder and Neuromuscular problems. It is a safe and effective
system of healing and for rejuvenation. It provides a complete natural healing to rejuvenate

the toxic imbalances.

In this present study, 40 cases of Vathasthambam were diagnosed clinically. Among
them 20 patients were treated by Varmam treatment along with the trial drugs.

The following Varmam points manipulated for Sciatica:

e Mudichu-5

e Nanganapoottu

e Komberi kalam

e Kudhikalvarmam
e Viruthi kalam

e Ullangalvellai

1) MUDICHUGAL:
WGFSHSET  6TOILG PSGSSOLable  eamnGg  GCuoul L [BIDLSST

FhIHEGSWL LCLLTGWL. Lmer 5 euemsLiL(H
1. smeomifs Wo&&

& (P&

SIETTETO(PLG & &

umgE (pIg&&

A S

GUS (P F&

‘SiemLeuTer PIFE BHESHID ClETESESEN
SimLeumer GFawdley (plg&FaLILTH
BemL_eumenr Gemm (plgWTSLILIT
BeMerolwern Cumdlf wemenGwrrsdlen
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2 _emmeumerr Femev LI BHLOILTHSSH L C&mpd
2 6T SIMOOWTLLY OLTHSSTS
smL_WeeuTdl (HS@LULT 2 6TG6T STemD

SULITOL SHEWITH WIg&S 66

WuFSwiuT swssiqllen s Crrms
wperolermeNwmd ST &8 e
sL&SAwILT WwaGaf BLOLse LL (b
SETLOMET  S|60T60T GleVETEIDAPIGFSF 6607
UL FAWIUT BIRIETRETSI 6T O ([HS IS G6mCer
U& ugwmp uTECWLEIDWIYFS Qe
FgLgswiur Carg Usss1qs@G6nCem et

FThmEwD GLUSSSH 6 W& wmearGn”

SARAMUDICHU:

Location:

Junction point between C7 and T1,

Procedure:

Place a middle 3 finger over the saramudichu.

-Varma noolthoguthi 2

Clock wise 3 rotation and anticlock wise 3 rotation for saramudichu stimulation.

Then the pranan should be loaded in thunnalmudichu.

THUNNAL MUDICHU:

Location:

Junction between T8 and T9.

10 fingers below saramudichu.

Procedure:

Clock wise 3 rotation and anticlock wise 3 rotation over the varmam point, then the

pranan should be loaded in pasamudichu.
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PASAMUDICHU:

Location:
Junction point between the T12 and L1.
Starting point of the 12" rib.

Procedure:
Clock wise 3 rotation and anticlock wise 3 rotation over the varmam point, the

pranan should be loaded in kumbagamudichu.

KUMBAGA MUDICHU:

Location:
On the sacram bone.
Procedure:

Clock wise 3 rotation and anticlock wise 3 rotation over the varmam point.

2) NANGANA POOTTU (NAAIRUPPU VARMAM)

Synonyms:—
SorutheendaVarmam, NattaluVarmam
NaairuppuVarmam- Varma Aani

Putti Varmam- Sathura Mani Soothiram

"epeoggled MesTm Lies D eTeTm
prmmer QuTMmE8s abPi(Bomd B Ol gDl
B meugpd aursd fibg Qe
ST Sfleury  pemngmGeor !
- Kumbamuninarambarai 10
“ger@e prevelyed Gued LSSTWEITOD
Qurmndu epalyed CuGe L igaufom.”
-Sathura Mani Soothiram
Location:
Sacral groove or 3 fingers from the lumbosacral joint
Sacroiliac articulation situated in the region of sacrum on both sides of spinal
column(or) A center point present 6 finger below from vayukalam. Nanganaaputtuvarmam

present 3 finger right and left side from the centersacram bone.
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Procedure:

Place the medial aspect of the palm and give lateral rotation over the varmam. Then
the pranan should be loaded in poovadangal towards the lateral aspect of the gluteal region.
Then the pranan should be loaded in the uppukuttrivarmam via the posterior compartment of

lower limb.

Indication:
Lumbar spine related diseases.
-(Ref: varmapulligalinerupidam, Pg. no:334)
Strengthen the lower limbs

-(Practical guidance given by Thiru. Shanmugam Aasaan)

3. KOMBERI VARMAM

Synonyms:
ThumbikaalaVVarmam - VVarma NoolavuNool

KomberiVarmam- VVarma Soothiram

@dorips afnsdadons (5 alr@ised)
S0Crraed e &S SIDLIGSTEV 6UTLOLD
Sflweorid. ”

-Varma NoolalavuNool

............. G (PSEIFLOD
seorLTCw SBiGeobsTer Breder £@L0

sLBI Lmev CamdGum eufwm@n. ”

‘T (PLE| DTETIYeGILDLISTE0Mn.
-Adi Varma Sootcham-500

“arelCey @GHr(pad STEOSHET ED BIGH6D
pradCe pelan@eaimd Qambum eufnédler gmern. ”
-Varma Laada Soothiram-300
Location:
Komberivarmam is located 5 fingers below from the KuthiraiMughaVarmam point
(the middle of the both legs) in the anterior aspect of both legs. (or) 8 fingers above from the

medial malleolus. (Inner aspect of the tibial bone).
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Procedure:
Press and release the varmam by using middle 3 fingers of the hand.

4. ULLANKAAL VELLAI VARMAM

Synonyms
Adangalvarmam - varmasoothiram 1200
Kaalvellaivarmam - adivarmasootcham 500

Allankaalvarmam varmaviralalavunool

Adikkuzhivarmam varmavidhi

Vellaivarmam - varmaodivumurivusarasoothiram

‘ErsHumd uTsdled OeueTeneTaod. ”

- Varma OdivuMurivu Sara Soothiram -1200

“GLenLm CeleTaerdled S Bise euromn.”

- Varma Soothiram- 101

“LenLprissmest  eufLodgid@r e (helyend@d
SCp o 6TeTBISTL QUD. . . . .

-Varma NoolalavuNool

“‘Sleuclgelisy o earermiame Oeleremeraifon. ”

- Varma Peerangi-100

“OIBLOTET 2 _6TeTd &MeL ©aueTeneTafLobn.

-Adi Varma Sootcham-500

“mrermerr @medeoelsTemeralfom ©OamesorL mey
prioLesed @OLLeel LaETLs &GS
umprer Caslog HOFQeur Lrg
LTSLg semerliderd Lesfmn Casn
Location:
Present in between the ball of the foot. (a point present in between the 1% and 2"

metatarsal bone of the plantar aspect of the ball of the foot.
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Procedure:
Press and release the varmam 3 times by using thumb.
Uses:

It cures giddiness, vomiting, faint, hysteria, convulsions and delirium.

5. VIRUTHTHI KAALAM:

Synonyms:
VirdhiVarmam-Varma Kannaadi 500
VirtthiVarmam-Adi Varma Soothiram

ViruthiVarmam - Varma LaadaSoothiram 300

“belepdlerm Cumalyedeomd@ Gweomn
QeTmTeT @lDdl 6T6eTM STEOLDM@GLD
o_eoywdler Guevyesryemmd@er aeor@Lmsil. . . . .

-Varma Kannaadi-500

“Gum@ern Qumalysd Gumd Guéd eljsdsmeon.”
- Adi Varma Sootcham-500

“Oeucvguaumy Cumelyand@ Cueleopn @iy almsd . ”
- Varma Laada Soothiram-300

Location:

Meatimg point of 1% and 2" toe.

VirutthiVarmam is located 2.5 cms, above the tip of the big toe.
Procedure:

Press and release the varmam 3 times by using the great finger that time the  other
3 fingers should be placed over the ullankalvellaivarmam.

6. KUDHIKAAL VARMAM:

Location:

7 fingers above from the heel (on achilis tendon)

Procedure:

Press and release the varmam by using middle 3 fingers of the hand.
Uses:

Strengthen the legs, used in emergency treatment.
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MATERIALS AND METHODS

The study on Vathasthambam was carried out in the Department
OfSirappuMaruthuvam, National Institute of Siddha.

According to “Pranarakshamirthasindhu and Kannusamyparambaraivaidhyam,
“Raajamaarthandhallagam (Internal) and VaathakajakesariThylam” (External) are the

preparations Indicated for Vathasthambam”.

STUDY DESIGN AND CONDUCT OF THE STUDY
ABOUT THE DISEASE

The disease “Vathasthambam” has been dealt in the Siddha Maruththuvam as
one among the 80 types of vatha diseases. Patients were selected according to the

clinical features as mentioned in Yugivaithiyachindhamani.

STUDY PERIOD: 18 months
STUDY DESIGN: An Open Clinical Trial
STUDY PLACE:
Department of SirappuMaruthuvam, AyothidossPandithar Hospital, National
Institute of Siddha, Chennai-47.

SAMPLE SIZE: 40 patients
Patients are divided into 2 groups.
GROUP A :Trail drugs without varmam
GROUP B :Trail drugs with varmam

TRIAL DRUGS:
INTERNAL MEDICINE:

RAAJAMAARTHANDA ILAGAM:

Dosage 6gms (paakalavu)
Duration : 45 days.
Ref : Prana Rakshamirthasindhu
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EXTERNAL MEDICINE:
VAATHAKAJA KESARI THYLAM:

Dosage : Q. S (for External application)

Ref :  Kannusamyparambaraivaidhyam
VARMAM:

Mudichu-4

Nanganapoottu

Komberi kalam
Kudhikalvarmam
Viruthi kalam

Ullangalvellai

STANDARD OPERATIVE PROCEDURE
Source of trial medicine:

The required raw drugs for the preparation of Raajamaarthandhailagam
(Internal) and Vaathakajakesarithylam (External) was purchased from a well reputed
country shop and the raw drugs was authenticated by the competent authority
(Medicinal Botany). After that the raw drugs was purified separately and the

medicine is prepared in Gunapadam laboratory - National Institute of Siddha.

Preparation of Trial Drugs
Internal Drug:
RAAJAMAARTHANDHA ILAGAM:

Ingredients:

Table-1:

s.no Tamil name Botanical name Parts used | Quantity
1 Elam Elatteriacardamomum fruit 8gm
2 Kirambu Syzygiumaromaticum Flower 8gm
3 Perungaayam Ferula asafetida Gum 8gm
4 Thippili Piper longum Fruit 8gm
5. Thippilimoolam Piper longum Root 8gm
6 Jathikkai Myristicafragrans Fruit 8gm
7 Siruthekku Clerodendrumserratum Root 8gm
8 Muthakasu Cyperusrotandus Bulbous root 8gm
9 Seeragam Cuminumcyminum Seed 13gm
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10. | Karunjeeragam Nigella sativa Seed 13gm

11. | Sirunaagappu Mesuanagasserium Flower 13gm

12. | Kugaineeru Marantaarundinacea.Linn | Root powder | 17gm

13. | Chukku Zingiberofficinale Rhizome 70gm

14. | Milagu Piper nigrum Fruit 70gm

Table-2:

S.No Tamil name Botanical name Parts used Quantity

15. | Sangam ver Clerodendruminerme Root 350gm

16. | Kandankathiriver Solanum surattense Root 175gm

17. | Seviyam Piper nigrum Root 175gm

18. | chittramuttiver Pavoniazeylanica Root 88gm

19. | lruveliver Veteveriazizonoids Root 88gm

20. | Kodiveliver Plumbago zeylanica Root 88gm

21. | Nilapanaikizhangu Curculigoorchioides Rhizome 88gm

22. | Seenthilver Tinosporacardifolia Root 88gm

23. | Vilvaver Aegle marmelos Root 88gm

24. | Thippilimoolam Piper longum Root 88gm

Table-3:

S.No Tamil name Botanical/chemical Parts used Quantity
name

25. | Naatucharkarai Jaggery - 420gm

26. | Nei Ghee - 140gm

27. | Then Honey - 140gm

Purification of raw drugs:

Elam: (Elettariacardamomum Linn)

Dried under sunlight without any dust particle.

Kraambu: (Syzygiumaromaticum Linn)

The nab of the raw drug was removed.

Perungayam: (Ferula asafoetida Linn)

It isroasted in light flame then powder it.
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Thippili: (Piper longum Linn)
The drug should be soaked into lemon juice for 24 min (1 nazhigai ) then dry
it under sunlight.
Thippilimoolam: (root ofPiperlongum Linn)
It is dried under sunlight without any dust particle
Jadhikkai: (Myristicafragranshoutt)
After scraping the outer layer, the drug was dried under sunlight.
Siruthekku: (Clerodendrumserratum Linn)
After scraping the outer layer, the drug was dried under sunlight.
Muthakkaasu: (Cyperusrotundus Linn)
It is dried under sunlight without any dust particle.
Seeragam: (Cuminumcyminum Linn)
It is dried under sunlight without any dust particle.
Karunseeragam: (Nigella sativa Linn)
The drug to be dried under sunlight and roast it.
Sirunaagappu: (Mesuanagassarium Linn)
It is dried under sunlight without any dust particle
Koogaineeru: (Marantaarundinacea Linn)
The powdered drug was washed with pure water. filter the drug and dry under
sunlight.
Sangam ver: (Azimatetracantha Linn)
It is washed with water & dry it.
Kandangkathriver: (Solanum surattense Linn)
It is washed with water & dry it.
Seviyam: (Root ofPiper nigrum Linn)
After scraping the outer layer, the drug was dried under sunlight.
Chitramuttiiruveliver: (Pavoniazeylanica Linn)
Wash the raw root with water,dry it.
Kodiveli: (vettiveriazyzonoides Linn)
Kodiveli root bark was powdered.
Par boiling machine poured with milk and closed by a clean cloth.
Keep the kodiveli powdered root bark over the cloth for the purification
process.
Steam it in under low flame.

After finishing the procedure make fine powder by using pestle(kalvam)
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Seendhilver: (TinosporacordifoliaThunb)
To remove the outer layer of the root.
Vilvamver :(Aegle marmelos Linn)
The root was washed and dried under sunlight.
Nilapanaikizhangu: (CurculigoorchioidesGaerth)
The raw drug was powdered.
Par boiling machine poured with milk and closed by a clean cloth.
Keep the nilapanaiver powdered root bark over the cloth for the purification
process.
Steam it in under low flame up to 3 hours (1 samam)
Later it was dried under sunlight and then grain that into a fine powder.
Chukku: (Zingiberofficinale Roscoe)
It is soaked with lime stone water for 3 hours (1samam). After that the drug
should be washed and dried.
The outer layer was scrapped.
Milagu: (Piper nigrum L)
Keep the drug in butter milk for 3 hours (1 samam) and dry it.
Neer: (Water)
To filter the water into folded cloth directly.
Seeni: (Jaggery)
To remove the dust particles.
Nei: (Ghee)
Melt the butter in slow flame. Filter it.
Then: (Honey)
To allow the honey through the heated rod.
Method of preparation:
The drugs under table 1 are finely powdered after purification process.
The drug which is mentioned under table 2 should be made as decoction. (water
quandity 1 marakal=5.37Itr) properly.
Add a sugar into the decoction (fluid medium) and a syrup is prepared by
gently heating it.
At the suitable syrup stage, the dry powder (under table 1) are added and
stirred.
When quite warm, ghee is mixed into the mass.

When cool, honey is added and mixed.
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B. External Medicine:
Ingredients:

Pachaichithramoolaverpattai

(Root bark of Plumbago indica Linn) -5 palam (175gm)
Omam(Trachyspermumroxburghianum) -2 Y palam(87.5gm)
Oomathaiilaichaaru(Datura metel Linn) -1 padi(1.34ltr)
Nallennai(Gingelly oil) -1 padi(1.34ltr)
Karpooram(Camphor) -1 palam(35 gm)

Purification of drug:
Pachaichithramoolaverpattai:(Root bark ofPlumbagoindica Linn)

Kodiveli root bark was powdered. Par boiling machine poured with milk and
closed by a clean cloth, then keep the kodiveli root bark powder over the cloth for the
purification process. The entire setup was heated under low flame. After finishing the
procedure make into fine powder by using pestle(kalvam).

Omam: (Trachyspermumroxburghianum)

The drug was soaked into lime stone water and dried it properly.

Omathaiilaichaaru:(juice of Datura metal Linn)
Clean the leaf with dry cloth. The central and peripheral stalk was removed

and juice it.

Karpooram:

Dust particle was removed.

Method of preparation:

Chithramoola root bark was grained with Aloe vera juice and omamwas
grained with oomathai leaf juice. Take a vessel and pour the umathai leaf juice and
nallennai. The vessel was kept under low flame. After preparing the thylam,
powdered karpooramwas added in to it. Then it was stored in dry container.

Drug storage:

The trial drug Raajamaarthandailagam is stored in clean and dry container

and Vaathakajakesarithylam is stored in clean and dry glass bottles.
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Dispensing:

The llagam is given in packets and Thylam is given in dry container.
llagam:

OPD pt : 84gm (6gm,bid x 7 days)

IPD pt : 12gm (6gm,bid)

Thailam:
OPD pt : QS (50 ml bottle)
IPD pt : QS (daily)

SUBJECT SELECTION:
Patients reporting with symptoms of VATHASTHAMBAM will be included in
the study using screening Proforma.

INCLUSION CRITERIA:
» Age: 20-60 Yrs.
Sex: male, female and transgender.
Non-Insulin dependent diabetes mellitus
Low back pain radiating to lower limb posterolaterally
Numbness and paresthesia
Low back ache aggravates after prolonged standing and walking
Difficulty in bending and lifting
Coughing exacerbate the low back pain

YV V.V V V V V V

Patients willing to undergo radiological investigation and Laboratory

investigations.

EXCLUSION CRITERIA:

» Insulin dependent Diabetes mellitus
H/o uncontrolled hypercholesterolemia
Spondylolisthesis
Tuberculous arthritis
Pyogenic bone infection
Vertebral fracture
Tumour in vertebral body
Osteochondritis

Metabolic bone disease

YV V V V V V V V V

Limb weakness and foot drop
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» Ankylosing spondylitis

» Spinal deformity

» Sexually transmitted disease

» Bowel and bladder incontinence

WITHDRAWAL CRITERIA:
> Intolerance to the drug and development of adverse reactions during drug trial.
» Poor patient compliance and defaulters.
» Patient turning unwilling to continue in the course of clinical trial.
>

Occurrence of any serious illness

8. TESTS AND ASSESSMENTS:
A. Clinical assessment
B. Laboratory investigations
C. Radiological investigations

D. Siddha system assessment

A. CLINICAL ASSESSMENT:

» Tenderness (lumbosacral region)
+ Stiffness
+ Difficulty to walking prolonged standing, forward bending and lifting
» Exacerbation the pain while coughing
+ Indicators of sciatica
o Unilateral leg pain greater than low back pain.
o Pain radiating to foot or toes
o Numbness and paraesthesia in same distribution
o Straight leg raising test induces more leg pain

o Localized neurology _that is limited to one nerve root

CLINICAL TEST:
» SLR: straight leg raising test.
Flip test
Braggards test
Zigards test
Lasseque test

Femoral nerve stretch test

VvV V V V VYV V

EHL weakness
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B. Routine investigation:

Blood:
e Hb
e Total WBC Count
e DC
- Polymorphs
- Lymphocytes
- Eosinophil
- Monocytes
- Basophils
e Total RBC count
e ESR
Y2 Hr: 1Hr:

e Blood sugar
Fasting:

Post prandial:

Urine:
e Albumin
e Sugar Fasting:
e Post prandial:

e Deposits

Renal function tests:
e Urea

e Creatinine

Liver function tests:
e Serum total bilirubin
e Direct bilirubin
e Indirect bilirubin
e Serum Alkaline phosphatases
e SGOT
e SGPT



Lipid profile:

e Total cholesterol
e TGL

e LDL

e VLDL

e HDL

C.SPECIFIC INVESTIGATIONS:

e CRP

e ASOTITRE
e RAFACTOR
e VDRL

SIDDHA PARAMETERS:

. Naadi
. Sparisam

. Naa

1
2
3
4. Niram
5. Mozhi
6. Vizhi
7. Malam
8. Moothiram
a. Neikkuri

b. NeerKuri
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DATA COLLECTION FORMS:

Required information was collected from each patient by using the following forms:

FORMS:

O o o o 0o 0o oo oQgo &

Form |
Form Il
Form Il
Form IV
Form V
Form VI
Form VII
Form VIII
Form XI

Screening and selection Proforma

History taking & Clinical assessment Proforma

Laboratory investigation Proforma

Drug compliance form

Patient information sheet

Consent form

Withdrawal form

Adverse reaction form

Dietary Advice form
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STUDY ENROLLMENT:

Patients reporting at the OPD with the clinical symptoms of Vathasthambam
(Sciatica) were examined clinically for enrolling in the study based on the inclusion
and exclusion criteria.

The patients who were enrolled would be informed (Form VI) about the
study, trial drugs, possible outcomes and the objectives of the study in the language
and terms understandable to them and informed consent would be obtained in writing
from them in the consent form (Form VI). All these patients will be given unique
registration card in which patients Registration number of the study, Address, Phone
number and Doctors phone number etc. was given, so as to report easily, it any
complications arises.

Complete clinical history, complaints and duration, examination findings and
laboratory investigations -- would be recorded in the prescribed Proforma. Patients

will be advised to take the trial drug and to follow the appropriate dietary advice.

CONDUCT OF THE STUDY:

The trial drugs Raajamaarthandhailagam (internal) 6gm (BID along
withwater) (Internal) andvaathakajakesarithylam(External) are givencontinuously for
45 days for all the 40 patients. Out of these 40 patients, 20 patients will be treated
with varmam therapy. Patients are requested to visit the hospital OPD once in seven
days for this study. IPD patients (who are willing to admitted) progress was assessed
daily. In every visit, the clinical assessment is done and prognosis is noted in the
prescribed  proforma in the presence of  faculty members of
Dept.ofSirappuMaruthuvam. Laboratory and radiological investigation were done on
before and the after (48" day) the trial. Defaulters were be allowed to continue the

trail and to be withdrawn from the study.

DATA ANALYSIS:

After enrolling the patient for the study, a separate file for each patient were
opened and all forms were kept in the file. Study No. and Patient No. were written on
the top of file for easy identification. Whenever the patient visits OPD during the
study period, the respective patient’s file will be taken and necessary entries were
made at the assessment form or other suitable form. The screening forms were filed
separately. The data recordings were monitored for completion and adverse event by

guide (concerned faculty).

62



All forms were statistically analysed by the senior research officer for logical
errors and incompleteness of data to avoid any bias. No modification in the results

was permitted for unbiased report.

OUTCOME:

Primary outcome:

Primary outcome of the study was pain relieving and it was assessed by using
the Universal Pain assessment scale (before and after treatment)

Restricted movement assessment scale

1. UNIVERSAL PAIN ASSESMENT SCALE:

2 4 5 8§ 7 & 9% B

PAIN PAIN PAIN PAIN
Grade 0 : No Pain

Grade 1-3 : Mild pain
(nagging, annoying, interfering little with ADLYS)

Grade4-6 : Moderate pain

(interfering significantly with ADLS)
Grade 7-10 : Severe pain

(disabling, unable to perform ADLS)
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PHARMACOVIGILANCE:

ADVERSE EFFECT/SERIOUS EFFECT MANAGEMENT

If the trial patients develop any adverse reaction, he/she was immediately

withdrawn from the trial and proper management will be given in OPD of National

Institute of Siddha and the same was informed to the Pharmaco-vigilance committee of

NIS.

ETHICAL ISSUES:

1.

To prevent any infection, while collecting blood sample from the patient, only
disposable syringes, disposable gloves, with proper sterilization of laboratory
equipment were used.

No other external or internal medicines will be used, other than the trial drug
for VATHASTAMBAM. There were no infringement on the rights of the patient.
The data collected from the patient were kept confidential.

After getting the consent of the patient only (through consent form in their own
vernacular language) they were enrolled in the study.

Treatment would be provided free of cost.

In any adverse reaction observed during the trial the patients were withdrawn
from the study and alternative treatment was given at National

Institute of Siddha for further management.
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DRUG REVIEW

Properties of drugs:

1.Elam: (Elettariacardamomum Linn)

Family name :  Saterminaceae
Useful parts :  fruits,driedripe,seeds
Organoleptic Character:
Taste :  kaarpu
Potency : veppam
Division: kaarpu
Actions : stimulant, carminative, stomachic, diuretic, aromatic

Elam is indicated for cough, diarrhoea and disease in throat, mouth.
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( Coempwij @eoor@iTaLLD)
Chemical constituents:

Volatile oil of the seeds contains terpinyl acetate, cineole, free terpinol etc, potassium

salts, starch nitrogenous mucilage, Mn.

Pharmacological activity:

A comparable anti-inflammatory effect of the oil takes out from commercial
Elatteriacardamomum seeds and indomethacin was performed, which proved to be obviously
marked®.

Cardamom oil produced the maximum in vitro permeation development for ion-paired

diclofenac sodium (DS)
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Antispasmodic activity of the oil take out from cardamom seeds was determined. The
outcomes proving that cardamom oil employs its antispasmodic action through muscarinic

receptor blockage’.

2. Kraambu: (Syzygiumaromaticum Linn)

Family name :Myrtaceae
Useful parts :  flower bud
Organoleptic Character:
Taste :  karppu
Potency : veppam
Division: karppu
Actions : anti spasmodic, carminative, stomachic, anti oxidant

Kraambuis indicated for giddiness, vomiting, diarrhoea, ear disease, cataract, skin diseases.

Uss wssn Cudwm® eaumpdlun@umn
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( Cseogwj @enraurd.Ld)
Chemical constituents:

16 volatile oil like eugenol, beta caryophyllene, vanillin, crategolic acid, tannins such

as bicornin, gallotannic acid, methyl salicylate, campesterol, stigmasterol, sequesterpenes etc

Pharmacological activity:
Eugenol is routine analgesic agent. The effect has been attributed to its capability to
suppress prostaglandins and other inflammatory mediators such as leukotriene. It is also

depressing the sensory receptor involved in pain perception®®.
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It inhibits the conduction of action potential in sciatic nerve and N-methyl D-
aspartate (NMDA\) receptors.
Clove oil contains significant anti-inflammatory effect and is due to cox-2

inhibition'?.

3. Perungayam:(Ferula asafoetida Linn)

Family name :Umbelliferae
Useful parts : Resin
Organoleptic Character:
Taste :  kaippu, karakarappu
Potency : veppam
Division: kaarpu
Actions : stimulant, carminative, anti-spasmodic, expectorant, laxative,

anthelmintic, diuretic, aphrodisiac, emmenagogue, nervine and pulmonary stimulant

Perungayamis indicated for teeth disorders, indigestion, ulcer, ascites, dysmenorrhoea, pain

sh5Ce b5 peOsupib ien
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( Cseogwj @evoraird..b)

Chemical constituents:
Organic sulphur compounds, volatile oil, essential oil of garlic allylpersulphide and 2

terpenes, ferulic acid, ester of asaresino- famol.

4. Thippili: (Piper longum Linn)

Family name : Piperaceae

Useful parts :  Immature berries
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Organoleptic Character:

Taste :
Potency :
Division:

Actions :

Inippu
Veppam

Inippu

stimulant, carminative, alternative, tonic, aphrodisiac.

Thippiliis indicated for cough, ulcer, anaemia, giddiness, tastelessness, headache, disorders in

ear-eye-th roat-nose.
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Chemical constituents:

( Cseogwj @enoraurd._Ld)

Volatile oil, fatty oil, starch, alkaloid (piperine), inorganic compounds

Pharmacological activity:

Gum extract have some good relaxant compounds which interfere with a range of

histamine, muscarinic receptor and adrenergic activities, or the movements of calcium ions

across membrane required for smooth muscle contraction non-specifically

anti-nociceptive effect of asafoetida on neurogenic and chronic pain in mice.

5. Thippilimoolam: (root of Piper lonqum Linn)

Family name : Piperacae

Useful parts : root

Organoleptic Character:

Taste

Potency

Division

karppu
veppam

karppu
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Actions : stomachic, stimulant, carminative, alternative, tonic, vermifuge, aphrodisiac

Thippilimoolamis indicated for fever, cough, horsiness of voice, body pain, thirst, diarrhoea,

loss of appetite etc
sralisser Ceran geolwrg &rumned
Cuani@rnannsdd CulidsHULD — 6 @GBS
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Chemical constituents:

Alkaloid (piperine), organic matter, starch, volatile oil, fatty oil, gum, resin

Pharmacological activity:

The aqueous extract of Piper longum root powder given orally to mice and rats to
study its analgesic effects similar to that of NSAID drugs (P<0.0001)

The extract of Piper longum were reported to possess anti-inflammatory activities on

prostaglandin and leukotriene cox-1 effect and this exhibit anti-inflammatory activity

6. Jadhikkai: (Myristicafragranshoutt)

Family name :  Myristicaceae
Useful parts : dried seeds

Organoleptic Character:
Taste :  thuvarppu, karppu
Potency : veppam
Division: karppu
Actions : stimulant, carminative, narcotic, aromatic, aphrodisiac, tonic

Jathikkaiis indicated for head ache, bronchial asthma, cough, chronic diarrhoea, disease
initiated by pitham, stomach pain, indigestion etc

g plLb Gud gmeurd wepdly Comi
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Chemical constituents:
Volatile oil 2.8pc, a fixed oil (myristin, myristic acid), proteins, fat, starch, mucilage.

Pharmacological activity:
The anti-inflammatory effect of M.fragrans is due to the myristin that it contain the

same effect as that of indomethacin.
The anti-inflammatory action of myristin might be due to inhibition of chemokines,
cytokines, nitrous oxide and growth factors in double stranded RNA stimulated macrophages

via the calcium pathway

7. Siruthekku: (Clerodendrumserratum Linn)

Family name : Verbenaceae
Useful parts : Root
Organoleptic Character:
Taste :  kaippu, thuvarppu
Potency : veppam
Division: kaarpu
Actions : stimulant, sedative

Siruthekkuis indicated for mental disorder, bronchial asthma, fever, sinusitis, chronic vaatha
disease, body pain, depression etc
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Chemical constituents:

Alkaloid, starch.
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Pharmacological activity:
Clerodendrumserratum roots showed significant anti-inflammatory activity in

comparison with Dexamethasone.

8. Muthakkaasu: (Cyperusrotundus Linn)

Family name : Cyperacae

Useful parts :  tuber or bulbous root

Organoleptic Character:
Taste :  kaippu
Potency : veppam
Division: kaarpu

Actions : stimulant, tonic, carminative, diaphoretic, demulcent, astringent,

diuretic, anthelmintic, stomachic, vermifuge, emmenagogue

Muthakkaasuis indicated for plantar fasciitis, fever, thirst, diarrhoea, vomiting etc
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Chemical constituents:
Trace of alkaloid, fibre, starch, essential oil, alouminous matter, carbohydrates, fat.

Pharmacological activity:

Alcoholic extract of C.rotandus showed highly significant (P<0.001) anti-
inflammatory activity against the exudative and proliferative phase of inflammation in 2
animal model.

Hydro-alcoholic extract of Cyperusrotandus shown analgesic activity have

investigated for the anti-nociceptive activity of in mice
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9. Seeragam: (Cuminumcyminum Linn)

Family name :  Umbelliferacae
Useful parts :  fruits
Organoleptic Character:
Taste :  karppu, inippu
Potency : thatpam
Division: inippu
Actions : carminative, aromatic, stomachic, stimulant, astringent

Seeragamis indicated for stomach pain, liver disorders, renal calculi, bronchial asthma,
horsiness of voice, sinusitis.
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Chemical constituents:
Essential oils, thymine rich in carvone seeds contain cuminol 56 pc, hydrocarbon,
cymene, terpene, protein compound, fatty oil, resin, mucilage.

Pharmacological activity:

The analgesic and anti-inflammatory effects of Cuminumcyminumextracts showed
highly significant activity in acidic acid induced writhing, while ethanolic extract were
effective in hot plate method*".

10. Karunseeragam: (Nigella sativa Linn)

Family name : Ranunculaceae

Useful parts : Dried fruits and seeds

Organoleptic Character:

Taste X kaippu
Potency : veppam
Division : karppu
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Actions : carminative, diuretic, emmenagogue, galactagogue, anthelmintic,

stomachic, parasiticide, emollient, aromatic, diaphoretic, digestive.

Karunseeragamis indicated for eczema, head ache, ulcer, cough, nausea, inflammation,

jaundice, eye disorders etc
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Chemical constituents:

Volatile oil, fixed oil 37.5 pc, essential oil, mucilage, organic acid, toxic glucoside,

melanthin, Arabic acid.

Pharmacological activity:

Nigella sativa seeds revealed promising narcotic analgesic activity mediated possibly
through opioid receptors.

The oral administration of oil dose dependently suppressed the nociceptive response in
the hot plate, tail pinch test, acetic acid induced writhing test and in the early phase of
formalin test.

The anti-inflammatory effect of Nigella sativa was demonstrated by its inhibitory
effect on carrageenan induced paw edema in mice. It inhibits the eicosanoid generation and
membrane lipid peroxidation, through the inhibition of cyclooxygenase and 5-lipoxygenase

pathways of arachidonate metabolism, thus responsible for the anti-inflammatory activity.

11. Sirunaagappu: (Mesuanagassarium Linn)

Family name : Guttiferae
Useful parts :  flower bud, fruit, flower, seed, bark oil

Organoleptic Character:

Taste :  kaippu, thuvarppu
Potency : thatpam

Division: karppu
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Actions : astringent, carminative, aromatic, purgative, sudorific, stomachic

Sirunaagappuis indicated for leucorrhoea, cough, diarrhoea, ulcer, abscess, burning sensation
in legs, oliguria
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Chemical constituents:

Oleoresin, fixed and essential oil
Pharmacological activity:

Non-polar fraction of anti-nociceptive activity in terms of reduction in writhing
response

It revealed to have promising anti-inflammatory activities in carrageenan induced

paw edema, cotton pellet granuloma and granuloma pouch inflammatory models

12. Koogaineeru: (Marantaarundinacea Linn)

Family name : scitaminaceae
Useful parts :  tuber powder

Organoleptic Character:

Taste :  inippu
Potency : thatpam
Division: inippu
Actions : refrigerant, demulcent, nutrient, tonic
Koogaineeruis indicated for cough, fever, thirst.
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Chemical constituents:

The arrow root powder contains sodium, potassium, magnesium, iron, zinc, calcium,

phosphorus, carbohydrates, fat, protein and B-complex vitamins and starch.

13. Chukku: (Zingiberofficinale Roscoe)

Family name : Zingiberaceae
Useful parts : rhizome

Organoleptic Character:

Taste :  kaarpu
Potency : veppam

Division: kaarpu

Actions : stimulant, stomachic, carminative
Chukkuis indicated for
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Chemical constituents:
Zingiberene, beta-bisabolene, monoterpene hydrocarbons,
sesquiterpene, terpinol,

Pharmacological activity:

sabinene,

geraniol,

The anti-inflammatory properties have been found to inhibit prostaglandin

biosynthesis and interfere with inflammation cascade and the vanilloid nociceptor.
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Ginger can be distinguished from NSAID based on its ability to suppress leukotriene
biosynthesis by inhibiting 5-lipoxygenase and also it inhibits the cyclooxygenase to have a
better therapeutic profile***°.

Zingiberene was clinically effective hypo analgesic agent than NSAID in arthritis
pain. Mechanism of action include modulation of leukotriene and prostaglandin synthesis and
inhibition of NF-k B,

It inhibits the release of substance P in rats via the receptors to which capsicin binds
and it also have the anti-nociception®?,

14. Milagu: (Piper nigrum L)

Family name : Piperaceae
Useful parts :  fruit

Organoleptic Character:

Taste :  kaippu, kaarpu
Potency : veppam

Division: kaarpu

Actions : acrid, carminative, antiperiodic, rubefacient, stimulant, resolvent, antivatha,

antidote

Milaguis indicated for
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Chemical constituents:

Volatile alkaloid (piperine) 5 to 9 pc, Piperidine 5 pc, balsamic essential oil, fat.
Pharmacological activity:

It significantly reduced acute inflammation induced by carrageenan and dextran and
formalin induced chronic models of inflammation. It also exhibited antinociceptive property
in acetic acid induced writhing test. These studies revealed that black pepper possesses

antioxidant, anti-inflammatory and antinociceptive property.
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15. Sangam ver: (Azimatetracantha Linn)

Family name :Verbinaceae
Useful parts : root

Organoleptic Character:

Taste :  kaippu
Potency : veppam

Division: karppu
Actions :alternative, febrifuge, tonic

Sangam veris indicated for eczema, scabies, pain, vatha and kaba diseases, snake bite
etc
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Chemical constituents:

Stearoptin, resin, ash contain NaCl

Pharmacological activity:
The analgesic and anti-inflammatory activities of the ethanol extract of whole plant
of C.inerme were evaluated in acetic acid induced writhing and hot plate method for analgesic

activity.

16. Kandangkathriver: (Solanum surattense Linn)

Family name : solanaceae
Useful parts : root, flower, fruit, seed, leaf

Organoleptic Character:

Taste :  karppu
Potency : veppam

Division: karppu
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Actions :expectorant, diuretic, carminative

Kandangkathiriveris indicated for cough, indigestion, fever, vatha disorders etc
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Chemical constituents:
Alkaloids, sterols, saponin, flavonoids, glycosides and also carbohydrates, fatty acids,

amino acids etc.

Pharmacological activity:
Chronic administration, it reduced the proliferative phase of inflammation

17. Seviyvam: (Root of Piper nigrum Linn)

Family name : Piperaceae
Useful parts : seeds

Organoleptic Character:

Taste :kaippu, kaarpu
Potency : veppam

Division: kaarpu

Actions :acrid, carminative, anti-periodic, rubefacient, stimulant, resolvent

Seviyamis indicated for fever, anaemia, diarrhoea, anorectal disorders, ulcer, jaundice, pain
etc
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Chemical constituents:
Volatile alkaloid (piperine) 5 to 9 pc, Piperidine 5 pc, balsamic essential oil, fat.
Pharmacological activity:

Studies revealed that black pepper possesses antioxidant, anti-inflammatory and

antinociceptive property.
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18.Chitramutti ver: (Pavoniazeylanica Linn)

Family name : Malvaceae
Useful parts : Root

Organoleptic Character:

Taste :  thuvarpu
Potency : thatpam

Division: inippu
Actions :emolient

Chitramuttiis indicated for
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Chemical constituents:
Alkaloids, glucosides etc.

Pharmacological activity:
To study the anti-inflammatory and analgesic activities of methanolic
extract of Pavoniazeylanica in rats and mice. It reveals, good anti-inflammatory

and analgesic effects in animal model.

19. lruveliver: (Vettiveriazizonoides)

Family name : Poaceae
Useful parts : root

Organoleptic Character:

Taste :  inippu
Potency : thatpam

Division: inippu

Actions :tonic, stimulant, antispasmodic, diaphoretic, diuretic, emmenagogue, febrifuge

79



Kuruveris indicated for
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Chemical constituents:

Sesquiterpenes, essential oils

20. Kodiveli :(Plumbago zeylanicalLinn)

Family name : Plumbaginaceae
Useful parts : Root

Organoleptic Character:

Taste :kaarpu, viruviruppu
Potency : veppam

Division: kaarpu

Actions :anti-periodic, diaphoretic
Kodiveliis indicated for
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Chemical constituents:

Plumbagin, isoshinanolone, plumbagic acid, betasito sterol, 4-hydroxybenzaldehyde,
trans-cinaamic acid, vanilic acid, 2,5-dimethyl-7-hydroxychromone, indole-3-carboaldehyde
Pharmacological activity:

The root of Plumbago zeylanica extracted with methanol was used for determining the
anti-inflammatory effects. The methanolic extract at 300/500 mg/kg produced 31.03 and

60.3% inhibition of acute inflammation.
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The callus extract (PCE) and root extract (PRE) were evaluated for peripheral and
central analgesic activity by glacial acetic acid induced writhing and tail immersion model
respectively. PRE-significantly (P<0.01) reduced the writhing count whereas PCE alters the
pain threshold significantly.

21. Nilapanaikizhangu: (CurculigoorchioidesGaerth)

Family name :  Amaryllidaceae
Useful parts : root

Organoleptic Character:

Taste :  inippu
Potency : thatpam

Division: inippu
Actions :tonic, diuretic, astringent, carminative, emolient

Nilapanaikizhanguis indicated for
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Chemical constituents:

Orcinol glucosides,3-hydroxy-5-methylphenol, beta D- glucopyranoside, daucosterol
etc.

22. Seenthilver: (TinosporacordifoliaThunb)

Family name : Menispermaceae
Useful parts : Root

Organoleptic Character:

Taste :  kaippu
Potency : veppam

Division: kaarpu

Actions :alterative, antiperiodic, aphrodisiac, demulcent, stimulant, stomachic, tonic, mild
diuretic
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Seenthilis indicated for
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Chemical constituents:

Alkaloids, diterpenoid lactones, glycosides, steroids, phenolics, aliphatic compound,

polysaccharides.

Pharmacological activity:

The dried stem of T.cordifolia produced significant anti-inflammatory effect in both
acute and sub-acute models of inflammation. T.cordifoliahas been found to be more effective
than acetylsalicylic acid in acute inflammation

23. Vilvamver :(Aegle marmelos Linn)

Family name : Rutaceae
Useful parts : root

Organoleptic Character:

Taste :  inippu
Potency : thatpam

Division: kaarpu
Actions : aphrodisiac, astringent, laxative, stomachic

Vilvamis indicated for

Qeme@eurerorm Lssn Cam_TEememL — auesL
sraayh BCrhme; FpROwm(h Oulieiedud
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Chemical constituents:

Skimmianine, lupeol, citrol, eugenol, tannin, citral, aegelin etc
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INGREDIENTS OF RAAJAMAARTHANDHA ILAGAM:
INTERNAL MEDICINE

ELAM- ElatteriacardamomumKIRAMBU- Syzygiumaromaticum

PERUNGAAYAM- Ferula asafoetida THIPPLI- Piper longum
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THIPPILI MOOLAM- Piper longum JATHIKKAI- Myristicafragrans

MUTHAKASU- CyperusrotandusSEERAGAM- Cuminumcyminum
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KUGAINEERU- Marantaaruntianal RUVELI VER- Veteveriazizonoids

MILAGU- Piper nigrumCHUKKU- Zingiberofficinale
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SIRUTHEKKU- ClerodendrumserratumNILAPANAI KIZHANGU- Curculigoorchioides

SANGAM VER- ClerodendruminermeVILVA VER- Aegle marmelos
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SEENDHIL VER- TinosporacardifoliaSIRUNAAGAPPU- Mesuanagasserium

KANDANKATHIRI VER- Solanum surattenseKODIVELI VER- Plumbago zeylanica
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CHITTRAMUTTI VER- PavoniazeylanicaSEVIYAM- Piper nigrum

KARUNJEERAGAM-Nigella sativa RAAJAMAARTHANDHA ILAGAM
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INGREDIENTS OF SADAMAANJIL THYLAM
EXTERNAL MEDICINE

NALLENNAI- Sesamum IndicumOOMATHAI- Datura metal

KODIVELI VERPATTAI- OMAM-
Plumbago zeylanicaTrachyspermumRoxburgianu
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CAMPHOUR -Cinnamomumcamphora
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VAATHAKAJAKESARI THYLAM
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TOXICITYSTUDIES OF RAAJAMAARTHANDHA ILAGAM

The following in vivo toxicity studies were carried out on RAAJAMAARTHANDHA
ILAGAM (RMI) by using Organization for Economic Co-operation and Development
(OECD) guidelines.

1. The Acute Oral Toxicity study (OECD guidelines -423)

2. Repeated Dose 28 days oral toxicity study (OECD guidelines -407)

The toxicity study were carried out at National Institute of Siddha ,Chennai -47.The
study was done after getting permission from the Institutional Ethical Committee .(IAEC
Approved No : NIS/IAEC- V1/24042018/08)

DESCRIPTION OF METHOD

SELECTION OF ANIMALS

Animals were selected as per guidelines. The Wistar Albino Rats of weighting 150-
200 mg were obtained from authorized animal breeders of the animal laboratory in
TANUVAS, Madhavaram, Chennai and stocked in the animal house at National Institute of
Siddha, Chennai -47. Healthy adult animals of Wistar Albino Rats, female in sex used in
Acute oral toxicity study. Healthy adult animals of Wistar Albino Rats, both sexes used in
Repeated Dose-28 days oral toxicity study. The female animals used in nulliparous and non-

pregnant.

HOUSING AND FEEDING CONDITION:
e The temperature in the experimental animal room- 22° C (£3°C)
e Humidity :60 £10%
e Lightening: Artificial, the sequence being 12 hours light,12 hours dark.
e The animals were housed in Polypropylene cage provided with bedding of husk.
e The animals had free access to RO water.

e For feeding, standard pallet diet.
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PREPARATION OF ANIMALS

The animals were randomly selected to permit individual identification by cage
number and individual marking on the fur of each animals with picric acid. The animals were
kept in their cages for 7 days prior to dosing to allow for acclimatization to the laboratory

conditions. The principles of laboratory animals care were followed.

TEST SUBSTANCES
RAAJAMAARTHANDHA ILAGAM (RMI)

ROUTE OF ADMINISTRATION

Oral route was selected, because it is the normal route of clinical administration.

ACUTE ORAL TOXICITY EXPERIMENTAL PROCEDURE

All animals were fasted prior to dosing. Following the period of fasting, the animals
were weighted and then test substances was administrated. The control group received
distilled water .After the substance has been administrated ,food was withheld for further 3-4
hours .The principle of laboratory animal care was followed. Observations were made and
recorded systematically and continuously observed as per the guidelines after substance
administration. An oral dose (5,50,300,2000 mg/kg body weight) were administrated step by

step according to the guidelines.

The general behaviour of the rats were continuously monitored for ¥z hour,1 hour,2
hour and 4 hour after dosing, periodically during the first 24 hours with special attention given
during the first 4 hours and then daily thereafter, for a total of 14 days. Change in the normal
psychomotor activity and external morphology and their body weights were monitored
periodically before and the time at which signs of toxicity or mortality were recorded. At the

end of the experiment, all animals were sacrificed and subjected to necropsy.
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EXPERIMENTAL ANIMALS

Species and strain

Sex

Age/Weight

Test guidelines

Groups /Treatment

Drug the exposure
to the RMI

Study duration

Number of animals

: Female

. 8-12 weeks,150-200 gm

: OECD guidelines -423

: Single dose —one day

: 14 days observation

: 3 Females/ Group (6 Females)

: Wistar Albino Rats

: Grouped by randomization

NUMBER OF ANIMALS AND DOSE LEVELS

Animals were divided into 2 groups, each group containing 3 female rats. One group is

control group and another one group is test group, it was treated with test drug
“RAAJAMAARTHANDHA ILAGAM (RMI)” at different doses 5,50,300,2000 mg/kg

bodyweight respectively.

TABLE 1: GROUPING OF ANIMALS IN ACUTE ORAL TOXICITY STUDY

GROUP NO OF RATS
Group I:  Control -Vehicle 3Female
Groupll: Test drug RMI (2000 mg/kg b.wt) 3Female

Total :6 (6Female)
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REPEATED 28 DAYS ORAL TOXICITY STUDY

Species and strain : Wistar Albino Rats

Sex : Male and Female

Age/Weight : 8-12 weeks,150-200 gm

Test guidelines : OECD guidelines -407

Groups /Treatment : Grouped by randomization

Study duration : 28 days

Number of animals : 5 (Female/ Male) / Group
40 animals

Control group : Vehicle (Water)

Route of administration : Oral

JUSTIFICATION OF DOSE SELECTION

As started results of acute toxicity study in Wistar albino rats indicated that RMI was
not toxic up to the dose of 2000 mg/kg body weight LD 50. The oral route was selected for
use, because of oral route is considered to be a proposed therapeutic route. The low dose was

calculated from the therapeutic dose (6 g) and body surface area of the rat (0.018).

GROUPING OF ANIMALS

Repeated dose 28 days oral toxicity study was carried out at different dose levels. The
animals in both sexes were divided into four groups (Group I, II, Il & IV). Each group
consist of 10 animals (5 males and 5 females).

Group | served as a control group and other three groups (I, Il & 111) were treated as
test group.

The doses (low, mid and high) were fixed from the result of Acute toxicity study
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TABLE 2: GROUPING OF ANIMALS IN 28 DAYS ORAL TOXICITY STUDY

GROUPS NO. OF RATS
Group I: Control - Vehicle (Water) 10(5M+ 5F)
Groupll:Test drug (RMI) - Low dose 540 mg/kg b.wt 10(5M + 5F)
Grouplll:Test drug (RMI) - Mid dose 1080 mg/kg b.wt 10(5M + 5F)
GrouplV:Test drug (RMI)- High dose 2160 mg/kg b.wt 10(5M + 5F)

Total 40 (20 Female + 20 Male)

ADMINISTRATION OF DOSE

The animals were dosed with drug daily for a period of 28 days. The test drug
administrated by oral gavage and this was done in a single dose to the animals, once in daily
for 28 days.

OBSERVATION
Animals were noted twice daily for morbidity and mortality during the experimental
period.

1. Body weight changes:

During the study period, body weight of all animals, food and water consumption per
day were calculated weekly once.

2. Blood collection and laboratory investigations:

At the end of 28 days, blood samples were collected just prior to euthanasia in all
overnight (12 hours) fasted rats from abdominal aorta using Sodium heparin containing
vacutainer (200 1U/ml) for blood chemistry and Potassium EDTA containing vacutainer (1.5
mg/ml) for Hematology sample. Blood sample were processed by the following
investigations.

» Complete blood count
» Renal function test

» Liver function test

» Lipid profile
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NECROPSY

At the end of the 28 day, after blood collection, the animals were sacrificed by
excessive anaesthesia. Animals were subjected to gross necropsy. Gross necropsy includes
examination of the external surface of the body, all orifices, cranial, thoracic and abdominal
cavities and their contents. Organs like brain, eye, thymus, lungs, heart, spleen, liver, kidneys,
adrenals, testes, uterus were collected from all animals and preserved in 10% buffered neutral

formation.

HISTOPATHOLOGY

Control and highest dose groups animals will be initially subjected to
histopathological investigation. If any abnormality found in the highest dose group then the
low and mid dose group will also be examined. Various organs (brain, heart, lungs, liver,
kidney, spleen, stomach, uterus/testis) will be collected from all the animals and preserved in
10% buffered neutral formalin, sliced, 5 or 6um sections and will be stained with

Haematoxylin and Eosin. Examined for histopathological changes.

STASTICAL ANALYSIS

Finding such as clinical sign of intoxication, body weight changes, food consumption,
Haematology and biochemical parameters were subjected to one way ANOVA followed by

Dunnet ‘t’ test using computer software programed graph Pad Instat-3.
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ACUTE ORAL TOXICITY STUDY

In Acute toxicity study carried out as per OECD guidelines, there were no treatment
related death or signs of toxicity developed in Wistar albino rats at dosage of 10 times of
therapeutic dose throughout the study period.

Further, no gross pathological changes have been seen in the internal organs of both

control and treated groups.

Table 3: Behavioral Signs of Acute Toxicity Study of RAAJAMAARTHANDHA
ILAGAM (RMI)

No | Dose 1/2|3|4|5|/6|7(8(9/10(11(12|13(14|15|16|17|18 |19
mg/kg

20

1 |Control |+ |- |- [+ |+ |+|-|-1]-|- |- |- |- |- |- |- |- |- |+

3 | 2000 - -+ ]+ -]-1-1- |- |- |- 1- 1-1-1-1- |+

1. Alertness 2. Aggressiveness 3. Pilo erection 4. Grooming 5. Gripping 6. Touch Response

7. Motor Activity 8. Tremors 9. Convulsions 10. Muscle Spasm 11. Catatonia

12. Muscle relaxant 13. Hypnosis 14. Analgesia 15. Lacrimation 16. Exophthalmos

17. Diarrhoea 18. Writhing 19. Respiration 20. Mortality

+ Presence of Activity
- Absence of Activity

There was no mortality observed after dosing of RAAJAMAARTHANDHA
ILAGAM (RMI) up to 2000mg/kg body weight during the study period of 14 days. This
indicates that the LD50 of RMI is more than 2000mg/kg b.wt.

There were no changes in skin and fur, eyes and mucous membranes of all animals.
The eating, drinking habit, sleep pattern, locomotion were normal in all animals and no
changes in body weight as compared to control group.

At the end of the 14 the day, necropsy was performed and there was no abnormality

seen in test groups as compared to control group during the examination
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CROSS PATHOLOGY OBSERVATIONS OF CONTROL AND RMI TREATED

EXPERIMENTAL ANIMALS

Table :4
ORGANS OBSERVATIONS
Brain No abnormal lesion observed
Eyes No abnormal lesion observed

Lymph nodes

No abnormal lesion observed

Trachea No abnormal lesion observed
Oesophagus No abnormal lesion observed
Lungs No abnormal lesion observed
Heart No abnormal lesion observed
Liver No abnormal lesion observed
Spleen No abnormal lesion observed
Stomach No abnormal lesion observed
Duodenum No abnormal lesion observed
Pancreas No abnormal lesion observed

Small and large intestine

No abnormal lesion observed

Kidney

No abnormal lesion observed

Sex organs

No abnormal lesion observed
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Table: 6

OBSERVATIONS SIGNS OBSERVATIONS SIGNS
Lethality X Stereotypies (chewing) X
Convulsion X Stereotypies (head X
movement)
Tremor X Head twitches X
Straub tail X Scratching X
Sedation #1 X Respiration X
#2 X Aggressiveness X
#3 X Fear X
Excitation #1 X Reactivity to touch X
#2 X Muscle tone X
#3 X Loss of righting reflex X
Abnormal gait (rolling) X Ptosis X
Abnormal gait(tip toe) X Exophthalmos X
Jumps X Loss of grasping X
Motor coordination X Akinesia X
Loss of balance X Catalepsy X
Fore paw treading X Loss of traction X
Writhes X Loss of corneal reflex X
Piloerection X Analgesia X
Salivation X Defaecation X
Lacrimation X Others X

X — No signs/ present; values are expressed as Mean + SD.
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CROSS PATHOLOGY OBSERVATIONS OF CONTROL AND RMI TREATED
EXPERIMENTAL ANIMALS.

Table: 7
ORGANS OBSERVATIONS
Brain No abnormal lesion observed
Eyes No abnormal lesion observed

Lymph nodes

No abnormal lesion observed

Trachea No abnormal lesion observed
Oesophagus No abnormal lesion observed
Lungs No abnormal lesion observed
Heart No abnormal lesion observed
Liver No abnormal lesion observed
Spleen No abnormal lesion observed
Stomach No abnormal lesion observed
Duodenum No abnormal lesion observed
Pancreas No abnormal lesion observed

Small and large intestine

No abnormal lesion observed

Kidney

No abnormal lesion observed

Sex organs

No abnormal lesion observed
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28 DAYS REPEATED ORAL TOXICITY STUDY
FOOD (G/DAY) INTAKE OF ALBINO RATS EXPOSED TO RMI

Food consumption of the animals significant difference in Food intake the test group

animals were observed when compared with control group during the study period. but they

are within physiological limit.

TABLE 8 : Food (g/day) intake of albino rats exposed to RMI

Dose

(mg/kg/ 1% day 7" day 14" day 21% day 28" day

day)

Control 47.5£3.53 56.83+7.17 64.78+5.64 71.28+3.24 77.21+£3.94

Low dose 55+7.07 62.83+£5.16 70.85+3.23 76.71+£6.23 76.64+7.43

Mid dose 41.5+£2.12 46.25+4.30** | 55.42 65.21+4.83* | 76.78+6.12
+4.12**

High dose | 51.5+12.02 57.08+9.69 68.09 78.21 87.21
+9.98 +8.94* +8.55**

Values were expressed as meant S.D. for N=10 rats in each group one-way ANOVA

followed by Dunnett’s test. Significant indicates that *P<0.05, **P<0.0

Fig :2
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WATER (ml/day) INTAKE OF WISTAR ALBINO RATS EXPOSED TO VAYU
KEELAGA ILAKAM (VK ILAKAM)

Water consumption the difference in Water intake of control and test group of animals
observed during the study period. (Table 8), There was significant difference occurs in the

group low and mid at 28 days compared with control group

Table 9 : Water (ml/day) intake of albino rats exposed to RMI

Dose

(mg/kg/day) | 1% day 7" day 14" day 21% day 28" day

Control 55+7.07 60.42+6.23 | 71.71+6.01 80.71+6.40 90.71+6.40

Low dose 55+7.07 62.35£6.68 | 74.14+6.26 86.16+6.42 95.71£7.4

Mid dose 42.5+£3.53** | 47.28 56.71 64.23 72.21
12.23** +3.47** +3.56** +4.1**

High dose 47.5+£3.53* | 56.2845.50 | 63.214£5.43** | 67.43+5.23** | 74.53+4.48**

Values were expressed as meant S.D. for N=10 rats in each group one-way ANOVA

followed by Dunnett’s test. Significant indicates that *P<0.05, **P<0.01.

Fig :3
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BODY WEIGHT (g) CHANGES OF ALBINO RATS (MALE) EXPOSED TO RMI

Table : 10

Dose

(mg/kg/day) | 1% day 7" day 14" day 21% day 28" day

Control 1416 +7.23 | 152.2 + | 165.6 + | 176.8+15.05 | 189.27

10.40 10.54 +16.7

Low dose 182.2+6.30 | 190+6.24 | 201.8 +8.75 | 211.4+8.75 |220+ 9.61

Mid dose 163.6 + | 174.6+ 171.2 201.8 +218.8
9.44%* 9.76%** +3.76%** 15.69* +17.5%*

High dose | 148.4 161.6+ 171.2 185.4+2.19** | 197.6+
+6.26%* 4.56%* +3.76%** 4.92%*

Values were expressed as meant S.D. for N=10 rats in each group one-way ANOVA
followed by Dunnett’s test. Significant indicates that *P<0.05,**P<0.01.

Fig :4
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BODY WEIGHT (g) CHANGES OF ALBINO RATS (FEMALE) EXPOSED TO RMI

Table : 11
Dose
(mg/kg/day) | 1% day 7" day 14" day 21%day | 28" day
Control 147.4+ 841 | 157.8+8.04 |166.2+8.70 | 176.4+8.26 | 1858 +8.16
Low dose 1428+840 |150+ 7.68 |159.4 +6.87 |168.2 +£4.32 |177.2+ 501
Mid dose 148.4+7.23 | 158.6+7.237 |172.6+512 | 183.6+ 475 | 196.2+1.78*
High dose 156.4+4.97 | 166.6+5.89 |175.6+4.61 | 186.8+5.76* | 196 +6.04*

Values were expressed as meant S.D. for N=10 rats in each group one-way ANOVA
followed by Dunnett’s test. Significant indicates that *P<0.05,**P<0.01.

Fig:5

200

o O O O

1st day

body wt-female

8th day

14th day

21st day

Hcontrol Mlowdose m middose [ high dose

104

180
160
140
120
100
8
6
4
2
0

28th day




EFFECT OF RMI ON HAEMATOLOGICAL PARAMETERS

The results of haematological investigations conducted at the end of the study, the
group revealed slightly significant changes in levels of haematological parameters, when
compared with control group and post retrieval group. The Haematological parameters are

normal, when compared with control group.

Table: 12
Parameter control LD MD HD

RBC (x10°ul) 7.49+0.1640 | 77.08+0.6749 | 7.53 +0.1724 7.91 + 0.6040
WBC(x10°ul) 9.21 +1.450 7.47 +1.8439* | 6.72+0.8942** | 8.83+0.7694
Platelets (x10°pl) | 619+4.23 511.6+29.117 | 619.1+ 4.235 714.1+ 72.064
HGB(g/dl) 9.87+ 0.4517 10.28 +0.2959 | 14.26+ 1.0660** | 10.79+0.7408
Neutrophil 4.33+ 1.3342 2.87 £0.7798** | 2.23 +0.7335** | 2.23+ 0.7335**
(10°mm?)
Lymphocyte (%) | 86.95+ 4.0486 | 86.98 £ 4.2282 | 88.22 + 2.4453 82.29 + 2.9500*
Monocyte (%) 1.79+0.6331 | 1.91+0.9873 1.78+0.8541 2.12+ 0.5249
Eosinophil (%) | 1.79+0.6949 | 1.71+0.6171 | 0.81+0.7258* | 1.89 +0.8949
Basophil (%) 1.02+£0.4142 | 0.6 £0.4898 05+£0.5 0.6 +£ 0.4898
MCH (pg) 19.6 +2.8818 | 17.58 +1.2278 | 19.98+ 2.868 17.89 + 0.6822
MCV (f1) 63.89 + 2.3321 | 66.3+ 0.2366 58.95 +2.5753 56.07 +£1.1619

Values were expressed as meant S.D. for N=10 rats in each group one-way ANOVA
followed by Dunnett’s test. Significant indicates that *P<0.05, **P<0.01.
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EFFECT OF RMI ON RBC, WBC & HGB
Fig:6
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EFFECT OF RMI ON BIOCHEMICAL PARAMETERS

Biochemical investigations were conducted at the end of the study and the results were

recorded. In test groups there was significant changes present in biochemical parameters,

when compared with the control group. At the values were normal biological limits.

Table: 13
Dose (mg/kg) control LD MD HD
Total cholesterol | 119.99 + | 118+ 2.0537 128.91 + 7.86** | 116.74 +
(mgy/dl) 4.6631 4.8050
HDL (mg/dl) 51.5+ 2.0615 55.4 + 2.4449* | 50.315+ 53.4 +2.01071

5.8660**

LDL (mg/dI) 49+ 4 46.9 +4.3 51.6+7.2138 |452+3.6
VLDL (mg/dl) 16.11 +0.7673 | 15.45+2.4536 | 17.07 +1.2961 | 17.06+ 1.5252
Triglycerides 31.7+ 3.3166 34.9+ 1.920 27.4+ 5.2763** | 29 £ 2.9342**
(mg/dl)

Values were expressed as meanz S.D. for N= 10 rats in each group one-way ANOVA
followed by Dunnett’s test. Significant indicates that *P< 0.05, **P<0.01.
Fig:8
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EFFECT OF RMI ON RENAL PARAMETERS

The results of the renal functions test conducted at the end of study, test groups
revealed significant changes in levels of renal parameters, when compared with control group,
and post retrieval group Renal function parameters towards normal, when compared with

control group.

Table: 14
DOSE (mg/kg) control LD MD HD
BUN (mg/dl) 15.9+ 1.5779 | 14.8+ 1.536 12.6 + | 14.8 +1.8330

1.3564**
Creatinine (mg/dl) | 0.54 £0.2374 | 0.63 + 0.3634 0.68 £ 0.0748 0.59 +0.13

Values were expressed as mean+ S.D. for N=10 rats in each group one-way ANOVA

followed by Dunnett’s test. Significant indicates that *P<0.05,**P<0.01.

Fig:9

high dose

mid dose

low dose

control

I

6 8 10 12 14 16 18

o
N
S

B Creatinine EBUN

108



EFFECT OF RMI ON LIVER PARAMETER

The results of the liver function test conducted at the end of the study, test groups
revealed significant changes in levels of liver parameters, when compared with control group,
and post retrieval group Liver function parameters towards normal, when compared with

control group.

Table : 15
Dose (mg/kg) Control LD MD HD
Total 0.26+ 0.663 0.36+0.14 0.39+ 0.07 0.32+ 0.0979
bilirubin(mg/dl)
SGOT(U/L) 84.9 +3.2078 86.9 +5.1855 84.3+4.7759 | 80.6+ 3.8781**
SGPT(U/L) 18.9 + 1.2806 19.6+ 1.2806 26.4 + 24.1+ 2. 4677**
5.3516**

Values were expressed as mean+ S.D. for N=10 rats in each group one-way ANOVA

followed by Dunnett’s test. Significant indicates that *P<0.05, **P<0.01.

Fig: 10
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Sample Id: CMH
Histopathology of Brain
Low Power Magnification 10X High Power Magnification 40X

Histopathology of Heart
Low Power Magnification 10X High Power Magnification 40X
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Histopathology of Lung
Low Power Magnification 10X High Power Magnification 40X

Histopathology of Stomach

Low Power Magnification 10X
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Histopathology of Liver
Low Power Magnification 10X High Power Magnification 40X

Histopathology of Kidney
Low Power Magnification 10X High Power Magnification 40X
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Histopathology of Spleen
Low Power Magnification 10X High Power Magnification 40X

Histopathology of Testes
Low Power Magnification 10X High Power Magnification 40X
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Pathology Report

Sample Id : CMH

Brain

Heart

Lung

Stomach

Liver

Kidney

Spleen

Testes

Showed normal architecture in both cortex and medulla where three layers

of cerebellar cortex

Normal histology of myocardial tissue with prominent inter fiber distance

Bronchial opening appears regular with no signs of infiltration

Mucosal wall appears normal with regular arrangement of connective

tissue

Normal hepatocytes with no signs of necrosis

Appearance of proximal and distal convolutes tubules was normal with no

evidence of atrophy

Regular appearance of red pulp is composed of a three dimensional

meshwork of splenic cords and venous sinuses were observed

Histo cytology of testicular tissue shows well differentiated germ cells with

respect of spermatogonia includes spermatid and sperm were observed
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Sample Id: CFH
Histopathology of Brain
Low Power Magnification 10X High Power Magnification 40X

Histopathology of Heart
Low Power Magnification 10X High Power Magnification 40X




Histopathology of Lung

Low Power Magnification 10X High Power Magnification 40X

Histopathology of Stomach
Low Power Magnification 10X High Power Magnification 40X
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Histopathology of Liver
Low Power Magnification 10X High Power Magnification 40X

Histopathology of Kidney
Low Power Magnification 10X High Power Magnification 40X
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Histopathology of Spleen

Low Power Magnification 10X High Power Magnification 40X

Histopathology of Uterus
Low Power Magnification 10X
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Histopathology of Ovary
Low Power Magnification 10X High Power Magnification 40X

Pathology Report
Sample Id : CFH

Brain The CA zones of brain are fields with densely packed Pyramidal cells
Heart Showing the normal histological structure of myocardium
Lung Pulmonary alveoli and blood lumen appear normal

Stomach  Gastric epithelium and mucosa appear normal

Liver Hepatic cords appears normal with radiating morphology

Kidney  Showing normal, intact renal tubules as well as renal glomeruli

Spleen Central arterioles radiating around the red pulp were observed

Uterus Endometrial gland, epithelium and blood vessels appears normal

Ovary Follicular cells, cytoplasm and nucleus appears normal
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Sample Id: HMB
Histopathology of Brain
Low Power Magnification 10X High Power Magnification 40X

Histopathology of Heart
Low Power Magnification 10X High Power Magnification 40X

120



Histopathology of Lung
Low Power Magnification 10X High Power Magnification 40X

Histopathology of Stomach

Low Power Magnification 10X
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Histopathology of Liver
Low Power Magnification 10X High Power Magnification 40X

Histopathology of Kidney
Low Power Magnification 10X High Power Magnification 40X
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Histopathology of Spleen
Low Power Magnification 10X High Power Magnification 40X

Histopathology of Testes
Low Power Magnification 10X High Power Magnification 40X
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Pathology Report
Sample Id: HMH

Brain
Heart
Lung
Stomach

Liver

Kidney
Spleen
Uterus

Ovary

Morphology of neurons in CA1, CA2 and CA3 zones are normal

Normal appearance of myocytes; myofibers with no evidence of edema

Normal alveoli with equidistant arrangement and prominent histology

Normal circular muscle and muscularis mucosa zone

Rare appearance of Kupffer cells with no evidence of phagocytosis in intra cytoplasmic
region

Arrangement of glomerular loop was normal with regular interstitium

Morphology of capsule, nodes, red and white pulp appears normal

Appearance of endometrium, myometrium and uterine glands was normal

Appearance of antral follicle, primary oocyte and secondary follicles are normal
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Sample Id: HFH
Histopathology of Brain
Low Power Magnification 10X High Power Magnification 40X

Histopathology of Heart
Low Power Magnification 10X High Power Magnification 40X
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Histopathology of Lung

Low Power Magnification 10X High Power Magnification 40X

Histopathology of Stomach
Low Power Magnification 10X High Power Magnification 40X
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Histopathology of Liver
Low Power Magnification 10X High Power Magnification 40X

Histopathology of Kidney
Low Power Magnification 10X High Power Magnification 40X

127



Histopathology of Spleen

Low Power Magnification 10X High Power Magnification 40X

Histopathology of Uterus
Low Power Magnification 10X
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Histopathology of Ovary
Low Power Magnification 10X High Power Magnification 40X

Pathology Report
Sample Id : HFH

Brain Morphology of neurons in CA1, CA2 and CA3 zones are normal
Heart Normal appearance of myocytes; myofibres with no evidence of edema
Lung Normal alveoli with equidistant arrangement and prominent histology

Stomach Normal circular muscle and muscularis mucosa zone

Liver Rare appearance of Kupffer cells with no evidence of phagocytosis in intra cytoplasmic
region

Kidney  Arrangement of glomerular loop was normal with regular interstitium

Spleen Morphology of capsule, nodes, red and white pulp appears normal

Uterus Appearance of endometrium, myometrium and uterine glands was normal

Ovary Appearance of antral follicle, primary oocyte and secondary follicles are normal
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OBSERVATIONS AND RESULTS

Results and observations were respect to the following criteria,

1. Age distribution

2. Gender distribution

3. Character

4. Body constitution

5. Age distribution

6. Gender distribution

7. Character

8. Body constitution

9. Seasonal changes

10. Socio economic status

11. Diet

12.  Occupation

13.  Duration of illness

14.  Onset of illness

15. Distributions of Vatham
16. Distributions of Pitham

17. Distributions of Kabam

18. Neikuri analysis

19. Examination of Udalthathukkal
20. Examination of Kanmenthriyam
21. ExaminationEnvagaithervu
22. Clinical features

23. Precipitating factors

24. Outcome measurement

25. Result of Treatment

130



1.Age Incidence:

Table:1

AGE(YEARS) NUMBER OF CASES PERCENTAGE
20-30 05 12.5%
31-40 18 45%
41-50 16 40%
51-60 01 2.5%

AGE

18

16

14

12

10

8

6 5

4 - | 1

00 45% °o 00
é L = —
20-30 31-40 41-50 51-60

™ NUMBER OF CASES ™ PERCENTAGE

Observation:

In the study, the disease was found to be higher in the age group of 31 — 50 years
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2.Sex Distribution:

Table 2:
Gender Number Of Cases Percentage
Male 13 32.5%
Female 27 67.5%
Total 40 100%
| sex

Female }
68%

B Male ™ Female

Observation:

Among the 40 patients selected, the disease was found to be female 27(67.5%) and
malel3 (32.5%)
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4.Gunam:

Table 4:
Gunam Number of cases Percentage
Sathuvagunam 0 0%
Rasathagunam 40 100%
Thamogunam 0 0%
Total 40 100%

Observation:
Among the 40 patients recruited, all cases are having Rasathagunam.

5.Body Constitution:

Table 5:

Constitution of the body Number of cases Percentage
Vathathegi 0 0%
Pithathegi 0 0%
Kabathegi 0 0%
Thondhathegi
Vathapitham 12 30%
KabaPitham 8 20%
Pithavatham 18 45%
Pithakabam 2 5%

Total 40 100%

Observation:
Among the 40(100%) patients recruited, all of them were belongs to ThonthaUdal.
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6.Paruva Kaalam(season):

Table 6:
Paruva kalam Number of cases Percentage

Kaarkaalam
(Aug16th—Oct 15th) 04 10%
Koothirkaalam
(Oct 16th — Dec 15th) 10 25%
Munpanikaalam
(Dec16th — Feb15th) 19 47.5%
Pinpanikaalam
(Feb 16th — Apr 15th) 17 17.5%

Total 40 100%

50% 47.50%

45% Paruva kalam

40%
35%
30%
25%
20%
15%
10%

5%

0%

Observation:

Among the 40 patients recruited, most of the cases 19(47.5%) were recruited in
munpanikalam, 10 cases (25%) in koothir kalam, 07 cases (17.5%) in Pinpanikalam, in
karkalam 04 cases (10%).
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8.Socio-Economic Status:

Table 8:
Socio-economic status Number of Percentage
cases
Low economic status 10 25%
Middle economic status 22 55%
High economic status 08 20%
Total 40 100%

. Middle, 55%

Observation:

Among the 40 patients recruited, 22(55%) cases belongs to Middle economic status,
10 cases (25%) belongs to Low economic status, 8 (20%) cases belongs to High economic
status.
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9. Diet

Table9
Diet Number of cases Percentage
Vegetarian 0 0%
Non-vegetarian 40 100%
Total 40 100%
| Diet

Vegetarian
0%

B Vegetarian

B Non-vegetarian

Non-vegetarian
100%

Observation:

Among the 40 cases recruited, the prevalence of the disease seems to higher in Non

vegetarian 40 (100%) cases.
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10. OCCUPATIONAL DISTRIBUTION:

Table 10:

Occupation No. of cases Percentage
Home maker 10 25%
Tailor 2 5%
Construction work 6 15%
Driver 1 2.5%
Student 2 5%
Cooking 2 5%
Farmer 4 10%
IT sector 1 2.5%
Accountant 1 2.5%
Sales man 4 10%
Security 1 2.5%
Nurse 1 2.5%
Civil engineer 1 2.5%
Painter 1 2.5%
Business man 2 5%
House keeping 1 2.5%

Observation:

Among the 40 patients recruited, the prevalence were more in Housewives 10 (25%),
6 (15%) were in construction work, 4 (10%) were in farmers and company, sales department,
2 (10%) were in tailor, students, cooking job and business man and 1 (5%) were in driver,

accountant, IT sector, security, civil engineer, nurse and painter.
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11.Duration of llIness:

Table:11
Duration of illness No of cases Percentage
Up to 1 month 13 32.5%
<1 month — 3 months 16 40%
< 3 months — 6 months 08 20%
< 6 months — 1 year 01 2.5%
>1 year 02 5%

Duration of illness

; <1 month-3
months, 40%, 1
< 3 months - 6
months, 20%, 1
Upto1l
month, 32.50%, 1 Y >1 year, 5%, 1
10.00% .

<6 months—1 |

0.00% year, 2.50%, 1

0 1 2 3 5 6
-10.00%

50.00%

40.00%

30.00%

20.00%

Observation:

The chronicity of illness before recruitment for the study was more in 16 (40%) cases
who were between the time interval of more than one month to 3 months, 13(32.5%) cases
had chronicity of within a month, 8 (20%) had chronicity of more than 3 months to 6
months, 1 (2.5%) had chronicity of 6 months - 1 year and 2(05%) cases had chronicity of

more than 1 year.
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12. Onset of IlIness

Tablel2:
Onset No. Of cases Percentage
Gradual 23 57.5%
Sudden 17 42.5%
Total 40 100%

ONSET OF ILLNESS

Sudden
43%

Gradual
58%

Observations:

Out of 40 patients, 23 cases (57.5%) had gradual onset of the disease and 17 cases
(42.5%) had sudden onset of the disease.
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13. Distributionsofvatham:

Table 13:

Vatham Number of patients Percentage %
Praanan 0 0
Abaanan 0 0
Viyaanan 40 100%
Uthaanan 0 0
Samaanan 40 100%
Nagan 0 0
Koorman 0 0
Kirukaran 0 0
Devadhathan 0 0%
Dhananjayan - -

Total 40 100%

Observation:
Among the 40 cases observed Viyaanan, Samanan and devadhathan were affected in

almost all the cases (100%).

14.Distributionsof Piththam:

Table 14:

Pitham No of patients Percentage
Aakanal 0 0%
Vanna eri 0 0%
Aattralangi 40 100%
Olloli thee 0 0%
Nokkazhal 0 0%

Observation:
Among the 40 cases Attralangi was affected in almost all cases.
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15. Distributionof kabam:

Table 15:

Kabam
Aliyaiyam
Neerpiiyam
Suvaiiyam
Niraivaiyam

Ontriiyam

Observation:

No of patients

40
0
0
0

40

Percentage

100%
0%
0%
0%

100%

Aliyaiyam and Ondriiyam was affected in all the 40 cases.

16. Examinations of udalThaathukkal:

Table 16:

Udalthadhukkal

Saaram

Senneer
Oon

Kozhuppu
Enbu
Moolai

Sukkilam/Suronitham

No of cases

40

02
40
01

40

141

Percentage
100%
5%
100%
2.5%

100%



Observation:
Saaram, oon, kozhupu, Enbu and moolai were affected in all the 40 cases (100%), senneer

was affected in 02 cases (5%).

17.DISTURBANCES IN KANMENTHIRIUM:

Table 17:

Duration of illness No of cases percentage
Kai 0 0
Kaal 40 100%
Vaai 0 0
Eruvaai 0 0
Karuvaai 0 0

Observation:
Kaal affected in 40 cases (100%).
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18.ENVAGAI THERVUGAL (EIGHT DIAGNOSTIC METHODS):

Table 18:
ENVAGAI THERVUGAL NUMBER OF CASES PERCENTAGE
Naadi:
Vathapitham 03 7.5%
Pithavatham 35 87.5%
Pithakabam 02 5%
Naa 02 5%
Niram 0 0%
Mozhi 0 0%
Vizhi 0 0%
Sparisam 09 22.5%
Malam 0 0%
Moothiram 0 0%

Observation:

Among the 40 patients recruited, Vathapithamnaadi was found in 03 cases (7.5%),
Pithavathanaadi was found in 35 cases (87.5%), Piththakabanaadi was found in 2 cases (5%),
Naa was affected in 02 (5%) cases and sparisam was affected in 09 (22.5%) cases, Niram, vizhi,

Mozhi, Malam, Moothiram were not affected.
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19. Neikkuri:

Table 19:

Spreading pattern No of cases Percentage
Aravenaneendathu - 02 5%
Vathaneer
Aazhi pol paraviyadhu - 18 45%
Pithaneer
Muthothunindrathu - 14 35%
Kabaneer
Other pattern 08 15%

NEIKURI

45%
40%
35%
30%
25%
20%
15%
10%

5%

0%

pitham, 45%

kabam, 35%

J

others, 15%

vatham, 5%

vatham

pitham kabam others

Observation:

Among 40 cases Vathaneer was found in 2 cases (5%), Pithaneer was found in 18 cases

(45%), Kabaneer was found in 14 cases (35%), Other patterns were found in 06 cases (15%)
cases.
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20. Clinical symptoms:

Table 20:

Symptoms Before treatment After treatment

No of cases Percentage No cases Percentages

Pain in low back region 40 100% 5 12.5%
Radiating pain to legs 40 100% 1 2.5%
posterolaterally
Numbness 40 100% 12 30%
Low back ache aggravates
after prolonged walking and 40 100% 5 12.5%
standing
Difficulty in bending and 40 100% 10 25%
lifting
Coughing exacerbates the low 40 100% 5 12.5%
back pain

Clinical assessment

Coughing exacerbates the low back pain

40

Difficulty in bending and lifting 40

Low back ache aggravates after waking 40
numbness 40

Radiating pain 40

LB pain 40

o

5 10 15 20 25 30 35 40 45

B AT mBT

Observation:

Among 40 cases, all of them had all the inclusion criteria. After treatment, 5 cases (12.5%) had
moderate low back pain, only one case ( 2.5%) had radiating pain, 12 cases (30%) had Grade 2
numbness (occasionally), 5 cases (12.5%) experiences the moderate low back pain while
coughing, prolonged walking and standing, 10 cases (25%) had difficulty in bending and lifting
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PAIN SCORE — TRIAL DRUG ONLY (Group A):

LUMBAR | RADIATING
S. AGE/S PAIN PAIN ROM | NUMBNESS
No OP No NAME EX BT |AT BT |AT BT | AT BT| AT
1 K46284 |Mrs.N.Rajalakshmi | 37/F 7 B + - G3 Gl |+ +
2 K05839 | Mrs.K.Suseela 39/F 6 [ + - G2 Gl [+ -
3 118406 Mrs.R.Monika 20/F 8 I + - G2 Gl |+ -
4 K755793 | Mr.A.Mahendran | 48/M 6 P + - G3 Gl [+ -
5 K89095 | Mrs.P.N.Poornima | 30/F 8 [ + - G3 Gl [+ -
6 K93183 | Mr.D,David 48/M 7P + - G3 Gl [+ -
7 J31225 Mrs.VV.Amudha 36/F 7R + s G2 Gl |+ -
8 K93196 | Mrs.D.Usha 35/F 8 B + - G3 G2 |+ +
9 K97183 Mr.R.Thangavel 38/M 7 B + - G3 G2 |+ -
10 K97582 | Mr.S.Sridhar 33/M 8 W + s G3 G2 |+ +
11 K98096 | Mrs.J,Sasikala 38/F 7P + - G2 Gl [+ -
12 K93479 | Mrs.C.Padmavathy | 48/F 6 B + - G2 Gl |+ -
13 K76850 | Mrs.Jeya 48/F 7 W4 + s G2 Gl |+ -
14 K33679 | Mrs. Amirtham 46/F 8 B + - G3 Gl |+ +
15 L04291 Mrs.E.Komala 43/F 8 K + - G3 Gl |+ -
16 L11391 Mrs.R.Jeyasutha 34/F 7 B + - G3 Gl [+ +
17 J53379 Mrs.J.Lakshmi 40/F 8 [ + - G3 Gl |+ -
18 J12701 Mrs.S.Prema 45/F 8 B + - G3 G2 [+ +
Mrs.E.Ponniyamma
19 K16726 | | 44/F 71 + s G2 Gl |+ -
20 L09932 Mr.V.Anbazhagan |46/M 8 W + - G3 G2 |+ +
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PAIN SCORE — (GROUP-B):

LUMBAR | RADIATING
S. AGE/S PAIN PAIN ROM | NUMBNESS
No OP No NAME EX BT AT BTIAT BT | AT BT | AT
1 K63654 [Mr.K.Selvam 31/M 9 1 + G3 Gl |+ -
2 1672-18 | Mrs.G.Kajalakshmi | 50/F 9 6 + B G3 G2 |+ +
3 K76700 Mrs.K.Omana 52/F 7 1 + G3 Gl + -
4 K96058 Mrs.S.Sunimol 40/F 9 0 + G3 Gl |+ -
5 K56356 Mr.R.Magesh 20/M 9 1 + F G3 Gl |+ -
6 L06454 Mr.Syednafees 26/M 8 0 + G3 Gl |+ -
7 C55087 Mrs.M.Ayireen 40/F 8 1 + G3 Gl |+ -
8 K86452 Mrs.D.Tamilselvi 37/F 6 0 + G2 Gl + -
9 K99250 Mrs.R.Vijayalakshmi| 38/F 8 0 + G3 Gl |+ -
10 K99200 Mr.Praveen 24/M 8 1 + } G2 Gl + -
11 J99015 Mrs.B.Geetha 38/F 8 1 + } G3 Gl |+ -
12 L22719 Mrs.K.Ganthimathi | 45/F 8 1 + G3 G2 |+ +
Mr.J.Krishnamoorth
13 L17882 y 37/M 7 1 + } G3 Gl + -
Mr.V.Muruganantha
14 L15969 m 37/M 8 1 + } G3 Gl + -
15 L19387 Mr.R.Shanmugam 39/M 8 1 + G3 Gl |+ -
16 HO05305 Mr.E.Sivakumar 46/M 9 0 + G3 Gl |+ -
Mrs.K.Muthulakshm
17 L06071 i 48/F 7 3 + } G2 G2 |+ +
18 K51236 Mrs.Latha 46/F 8 1 + } G3 Gl |+ -
19 HO07027 Mrs.Jeyanthi 36/F 8 0 + G3 G2 |+ +
20 H12365 Mrs.G.Rani 41/F 7 3 + } G3 G2 |+ +
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22. Outcome Measures
Restricted movement assessment scale:

Before treatment

After treatment

Gradin
& No of cases Percentage Grading No of cases Percentage
Grade | - 0% G3-G1 21 52.5%
G2-G1 09 22.5%
Gradel ll 10 25%
G3-G2 09 22.5%
G2-G2 01 2.5%
Grade lll 30 75% -
Grade IV - 0% -
Total 40 100% -
Range of movements
grade |, 75%
0.8 grade Ill, 75%
0.6 grade Il, 25%
0.4
02 grade ll, 25% AT
BT
0
grade | grade Il grade IlI gradelV
H BT mAT

Observation:

After the treatment among the 40 patient’s movement restriction was reduced in 30

cases (Grade | - 75%), mild restriction was found in 10 cases (Grade Il - 25%).
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Pain Assessment (Group A):

Pain assessment Before treatment (BT) After treatment (AT)
(varmam + trial
Number of Number of
Percentage % Percentage %
drug)
patients patients

No pain 0 - - - -

Mild (1-3) - - 16 80%

Moderae (4-6) 03 15% 4 20%

Severe (7-10) 17 85% - -

Total 20 100 20 100

Pain assessment- Group A

B (]

NO PAIN MILD MODERATE SEVERE

EBT EAT

Obseravation:
After treatment among 20 patients, mild pain was present in 16(80%) of the cases,

moderate pain was present in 4(20%) Of the cases.
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Pain Assessment (Group B):

Pain assessment

Before treatment

After treatment

(varmam + trial

Number of Number of

Percentage % Percentage %

drug)

patients patients
Nopain O - - 06 30%
Mild (1-3) - - 13 65%
Moderate (4-6) 01 05% 1 5%
Severe  (7-10) 19 95% - -
Total 20 100 20 100

J

Pain assessment Group B

, [VALU [VALUE]
N

[VALUE]

NO PAIN

Observation:

MILD MODERATE

EBT BAT

SEVERE

Among the 20 cases, after the treatment no pain was present in 6 cases (30%) mild

pain was present in 13 cases (65%) and moderate pain was present in 1 case (5%).
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Pain assessment scale:

Pain assessment | Before treatment After treatment
Number of Number of
Percentage % Percentage %
patients patients
No pain 0 - - 06 15%
Mild ( 1-3) - 29 72.5%
Moderate (4-6) 04 10% 05 12.5%
Severe (7-10) 36 90% - -
Total 40 100% 40 100%

PAIN ASSESSMENT [fawq]

BT [IAT
[VALUE]

no pain mild moderate severe

Observation:
Among the 40 cases, after the treatment, no pain was found in 6 cases (15%), mild

pain was present in 29 cases (72.5%) and moderate pain was present in 5 cases (12.5%).
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25. Questionnaire Assessment:

Before
treatment After treatment
Questionnaire
Number of Number of Percentage
Percentage % %
patients patients
No pain 0 - - 06 15%
Mild ( 1-3) - - 29 72.5%
Moderate (4-6) 04 10% 05 12.5%
Severe (7-10) 36 90% - -
Total 40 100% 40 100%
Questionnarie assessment
severe |G
moderate | 1S 0
il 205 0 —
no pain |
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
no pain moderate severe
N BT 90%
uAT 15% 72.50% 12.50%
H BT WAT
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NET RESULT OF GROUP A AND GROUPB :

PAIN GROUP A GROUP B
ASSESSMEN
T
BEFORE AFTER BEFORE AFTER
TREATMENT | TREATMEN | TREATMENT | TREATMENT
T
No. of % No. of % No. of % No. of %
Patient Patient Patient Patient
S S S S
No Pain (0) - - - - - - 06 30%
Mild (1-3) - - 16 80% - - 13 65%
Moderate (4-6) 03 15% 4 20% 01 5% 01 5%
Severe (7-10) 17 85% - - 19 95% - -
Total 20 100 20 100 20 100 20 100
% % %
Net result

100%

80%

60%

40%

20%

0%

pain no pain mild moderate severe

B GROUP A GROUP B

Observation:

Among 40 patients, in group A patients after the treatment about pain, 80% of the
patient havemild pain and 20% of the patient have moderate pain. In Group B patients
30% of the patient have nopain, 65% of patients have mild pain, 5% of the patient have

moderate pain.
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IMPROVEMENT OF CASES:

Pain assessment No of cases Percentage
Severe - No pain 05 12.5%
Severe — Mild pain 26 65%
Severe — Moderate pain 05 12.5%
Moderate — No pain 01 2.5%
Moderate — Mild pain 03 7.5%
Total 40 100%

Improvement of cases

70.00%

60.00%
50.00%
40.00%
30.00%
20.00%
D5 - - -

0.00%

SEVERE - NO SEVERE — SEVERE — MODERATE—- MODERATE -
PAIN MILD PAIN MODERATE NO PAIN MILD PAIN
PAIN
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STATISTICAL ANALYSIS:

All collected data were entered into MS Excel software using different columns

as variables and rows as patients. SPSS software was used to perform statistical

analysis. Basic descriptive statistics include frequency distributions and cross-

tabulations were performed. The quantity variables were expressed as Mean * Standard

Deviation and qualitative data as percentage. A probability value of <0.05 was

considered to indicate as statistical significance. Paired t” test was performed for

determining the significance between before and after treatment.

PAIN ASSESSMENT SCALE BEFORE AND AFTER TREATMENT

Pain scale | Sample size Mean Standard 95% Significant
deviation confidence

interval
Before 40 7.62 0.82 7.37t0 7.87
treatment

0.0010
After 40 1.825 1.4122 1.49t0 2.35
treatment
There is extremely significant difference between before and after

treatment.
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PAIN ASSESSMENT BETWEEN TWO GROUPS:

Before treatment After treatment

Group A Group B Group A Group B
Sample size 20 20 20 20
Mean 7.3 7.95 2.5 1.15
SD 0.714 0.804 1.07238 1.38832
T value 2.702 3.442
P value 0.0102 0.0014
Significance Significant Very significant

There is very significant difference between with and without varmam

treatment groups before the end of treatment.
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BATCH A:

LABORATORY INVESTIGATIONS BEFORE AND AFTER TREATMENT

S.No| OP No NAME AGE/S Hb (gm/dl) TOTAL RBC
EX COUNT
(million/ cu.mm)
TOTAL WB
C
ESR COUNT
(mm/hour)
BT AT BT AT | BT AT |BT | |AT

1 K46284 | Mrs.N.Rajalakshmi [37/F 11.2 11.8 4.2 4.4 [10/20 [20/40 (8100 8400
2 K05839 [ Mrs.K.Suseela 39/F 11.7 11.5 4.7 4.6 [10/20 ]10/15 [8300 8300
3 118406 Mrs.R.Monika 20/F 11 11.5 4.1 4.2 [10/20 (10/20 [9800 9600
4 K755793 | Mr.A.Mahendran 48/M 13.7 14.3 4.6 4.9 |4/12  4/10 [7000 7300
5 K89095 | Mrs.P.N.Poornima |30/F 10.1 11.3 4.0 4.1 [10/20 (30/10 [9000 10400
6 K93183 | Mr.D,David 48/M 13.6 13.8 5.3 5.3 [20/30 |10/20 (6300 7400
7 J31225 Mrs.V.Amudha 36/F 12.1 12.6 4.4 4.4 [4/10 ]10/20 [6400 6600
8 K93196 | Mrs.D.Usha 35/F 11.5 11.5 4.5 4.5  [10/22 ]10/16 [5900 4700
9 K97183 | Mr.R.Thangavel 38/M 16.6 16.6 5.3 5.2  |2/4 8/16 (10800 (10600
10 K97582 | Mr.S.Sridhar 33/M 16.9 16.2 5.8 5.6 [2/10 |6/12 (8800 6900
11 K98096 | Mrs.J,Sasikala 38/F 12.3 11.5 4.0 3.8 |10/22 |6/12 (4700 7200
12 K93479 | Mrs.C.Padmavathy |48/F 11.7 11.6 3.7 3.6  140/80 |32/64 (7400 7300
13 K76850 | Mrs.Jeya A8/F 8.1 8.3 4.5 4.4 [30/46 [20/34 [7300 7600
14 | K33679 | Mrs. Amirtham A6/F 8.3 8.3 4.2 4.3 |6/12 [30/60 [8000 7500
15 L04291 Mrs.E.Komala 43/F 11.6 11.7 4.3 4.5  |20/42 [20/40 [11300 |13600
16 111391 Mrs.R.Jeyasutha 34/F 12.2 11.9 3.9 3.7 |12/24 |8/16 [9700 6900
17 J53379 Mrs.J.Lakshmi 40/F 11.5 11.6 4.4 4.6 [12/24 [8/16 [6300 6800
18 J12701 Mrs.S.Prema A5/F 12.1 11.6 4.4 4.2 14/10 [30/60 [7400 9800
19 K16726 | Mrs.E.Ponniyammal J44/F 11.1 12 5.0 5.2 |6/12 ]10/20 8700 8400
20 09932 Mr.V.Anbazhagan  |46/M 16.4 15.8 5.4 5.0 |4/10 ]2/4 [6400 7300
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LABARATORY INVESTIGATIONS - BEFORE AND AFTER TREATMENT

TOTAL
BLOOD| BLOOD CHOLESTE
AGE/|GLUCOSE| GLUCOSE ROL
S. SEX (F) P)
CREATIN
No UREA INE
A B
OP No NAME BT |AT |BT |AT |BT |T BT [ AT |T AT
1 | K46284 |Mrs.N.Rajalakshmi [B7/F 81 P1 [20 [118 [i5 12 p8 p.8 [147 165
2 | K05839 Mrs.K.Suseela 39/F [108 [100 [160 [142 PO 18 P8 P8 [156 150
3 | 118406 Mrs.R.Monika PO/F 86 |80 |92 90 |16 16 P9 pP5 [132 130
4 | K755793 | Mr.A.Mahendran H¥8/M P96 |119 [140 [174 [11 14 (1.3 (.3 P07 257
5 | K89095 Mrs.P.N.Poornima [BO/F [P0 B4 [30 [127 [16 16 P9 P9 [170 169
6 | K93183 Mr.D,David M8/M [72  B6 |12 [132 |16 14 0.8 pP.8 [160 184
7 | J31225 Mrs.V.Amudha B6/F [B7 P5 PP3 136 [L7 17 P9 pP.8 P16 210
8 | K93196 Mrs.D.Usha 35/F P9 B6 [128 [156 ]3 14 [0 0.9 f[147 | 140
9 | K97183 Mr.R.Thangavel 38/M [120 [114 60 [174 P9 P8 1.1 0.8 [189 196
10 | K97582 Mr.S.Sridhar 33/M P1  P6 [126 [132 [15 14 (1.1 [0 P35 243
11 | K98096 Mrs.J,Sasikala B8/F P1 B9 P7 112 09 15 P9 P8 [132 133
12 | K93479 Mrs.C.Padmavathy ¥M8/F 97 [/18 [126 [124 [16 1 08 0,8 P10 190
13 | K76850 Mrs.Jeya M8/F B1 B9 B4 96 |17 13 P9 P9 [161 162
14 | K33679 Mrs. Amirtham M6/F P77 11 [130 4 19 [p.8 pP.8 [157 171
15 | L04291 Mrs.E.Komala M3/F [79 |75 [03 [120 J11 P5 .8 P.9 [190 220
16 | L11391 Mrs.R.Jeyasutha B4/F Bl [f2 [12 [120 [16 14 09 pP.9 P00 175
17 | J53379 Mrs.J.Lakshmi MO/F B4 B2 [114 [110 [15 19 p.7 pP.7 [190 180
18 | J12701 Mrs.S.Prema M5/F [100 [104 146 [160 |15 17 (0.8 pP.9 [150 155
19 | K16726 Mrs.E.Ponniyammal 44/F  [142 |136 P07 [168 [17 16 P9 pP.9 [192 210
20 | L09932 Mr.V.Anbazhagan K6/M [2 |87 92 112 B4 36 1.4 1.4 [155 166

158




LABARATORY INVESTIGATIONS - BEFORE AND AFTER TREATMENT

AGE/ Total
S.No SEX bilirubin _ Uric acid
Calcium
OP No NAME BT AT BT AT BT | AT

1 | K46284 Mrs.N.Rajalakshmi | 37/F 0.6 0.9 9.1 7.7 6.0 4.8
2 | K05839 Mrs.K.Suseela 39/F 0.2 0.2 104 10.6 4.3 4.4
3 118406 Mrs.R.Monika 20/F 0.3 0.4 8.5 8.7 3.2 3

4 | K755793 | Mr.A.Mahendran 48/M 1.0 0.9 9.3 9.4 4.9 4.8
5 | K89095 Mrs.P.N.Poornima 30/F 0.5 0.7 10 11 4.2 4.3
6 | K93183 Mr.D,David 48/M 0.5 0.5 9.1 9.6 4 4

7 J31225 Mrs.V.Amudha 36/F 0.7 0.6 8.9 9.5 4.9 4.6
8 | K93196 Mrs.D.Usha 35/F 0.2 0.3 8.6 8.8 3.4 3.2
9 K97183 Mr.R.Thangavel 38/M 0.5 0.5 10.2 10.5 3.6 3.6
10 | K97582 Mr.S.Sridhar 33/M -0.7 0.9 10.1 9.9 4.5 4.6
11 [ K98096 Mrs.J,Sasikala 38/F 0.4 0.3 9.1 9.2 35 3.1
12 | K93479 Mrs.C.Padmavathy | 48/F 0.4 0.4 9.8 9.3 3.3 3.0
13 | K76850 Mrs.Jeya 48/F 0.5 0.5 9.2 9.3 4 4.5
14 | K33679 Mrs. Amirtham 46/F 0.5 0.3 9.7 9.8 2.6 2.6
15 | L04291 Mrs.E.Komala 43/F 0.4 0.3 8.4 9.1 5.3 51
16 | L11391 Mrs.R.Jeyasutha 34/F 0.7 0.5 9.9 9.1 4.2 3.8
17 | J53379 Mrs.J.Lakshmi 40/F 0.8 0.6 9.7 9.5 4 3.3
18 | J12701 Mrs.S.Prema 45/F 0.5 0.4 9.8 10.1 5 4.6
19 | K16726 Mrs.E.Ponniyammal | 44/F 0.6 0.6 9.0 9.0 4.3 4

20 | L09932 Mr.V.Anbazhagan 46/M 0.5 0.5 9.5 8.9 51 4.5
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LABARATORY INVESTIGATIONS - BEFORE AND AFTER TREATMENT

Alkaline
SGOT SGPT Phosphatise
B

S.No OP No NAME SEX T AT BT | AT BT AT

1 K46284  [Mrs.N.Rajalakshmi | 37/F
20 19 21 19 103 102

2 K05839 Mrs.K.Suseela 39/F
16 16 15 16 71 81

3 118406 Mrs.R.Monika 20/F
18 18 15 19 81 90

4 K755793 [Mr.A.Mahendran 48/M
20 22 14 17 77 76

5 K89095  [Mrs.P.N.Poornima | 30/F
25 27 38 39 98 102

6 K93183  [Mr.D,David 48/M
16 14 15 14 86 96

7 31225 Mrs.V.Amudha 36/F
15 15 15 17 71 76

8 K93196  [Mrs.D.Usha 35/F
19 19 12 21 81 65

9 K97183  [Mr.R.Thangavel 38/M
13 13 17 17 87 94

10 [K97582  |Mr.S.Sridhar 33/M
17 12 18 19 53 52

11 [K98096  [Mrs.J,Sasikala 38/F
19 13 16 13 89 102

12 |K93479  |Mrs.C.Padmavathy |48/F
12 13 06 13 87 68

13 |K76850  [Mrs.Jeya 48/F
15 13 10 13 62 73

14  |K33679 Mrs. Amirtham 46/F
14 15 09 16 100 107

15 [L04291 Mrs.E.Komala 43/F
16 13 14 10 93 93

16 |L11391 Mrs.R.Jeyasutha 34/F
18 14 18 12 58 62

17 (53379 Mrs.J.Lakshmi 40/F
18 20 24 19 47 45

18 12701 Mrs.S.Prema 45/F
16 17 10 16 63 69

19 |K16726  [Mrs.E.Ponniyammal | 44/F
11 13 12 12 89 76

20  |L09932 Mr.V.Anbazhagan | 46/M
27 23 25 24 88 75
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LABARATORY INVESTIGATIONS - BEFORE AND AFTER TREATMENT-11

AGE/
SEX
S. OP No URINE URINE DEPOSITS
No SUGER Epithelial
(F) SUGER (PP) | ALBUMIN cells Pus cells
NAME BT| AT BT AT BT | AT |BT AT | BT | AT
37/F nil | Nil nil nil nil Nil 9.3 2-3 1-2 1-2
1. | K46284 | Mr.Rajalakshmi
39/F nil | Nil nil nil nil Nil 9.5 2-3 1-2 1-2
2. | K05839 | Mrs.Suseela
20/F nil| Nil nil nil nil Nil 13 1-2 1-3 1-2
3. | 118406 Miss.Monika
48/M nil | Nil nil nil nil nil 12 2-3 1-2 2-3
4. | K755793| Mr.A.Mahendran
30/F nil | Nil nil nil nil nil 12 3-5 1-2 2-4
5. | K89095 | Mrs.Poornima
48/M nil | Nil nil nil nil nil 12 2-4 1-2 2-3
6. | K93183 | Mr.David
36/F nil| Nil nil nil nil nil 12 1-2 1-2 2-3
7. 1J31225 | Mrs.Amutha
35/F nil| Nil nil nil nil nil 12 1-2 1-2 1-2
8. | K93196 | Mrs.Usha
38/M nil| Nil nil nil + + 13 1-2 2-4 | 2-3
9. | K97183 | Mr.Thangavel
33/M nil| Nil nil nil nil nil 2.3 2-4 1-2 1-2
10. | K97582 | Mr.Srithar
38/F nil| Nil nil nil nil nil 1.2 1-2 2-4 |2-3
11. | K98096 | Mrs.Sasikala
Plent
48/F nil| Nil nil nil nil nil 67 -y 1-2 1-2
12. | K93479 | Mrs.Padmavathy
48/F nil| Nil nil nil nil nil 1.2 1-2 1-2 1-2
13. | K76850 | Mrs.Jeya
46/F nil | Nil nil nil nil nil 12 2-4 1-2 1-2
14. | K33679 | Mrs.Amirtham
43/F nil | Nil nil nil nil nil 12 1-2 2-4 | 6-7
15. | L04291 | Mrs.Komala
34/F nil | Nil nil nil nil nil 12 1-2 1-2 1-2
16. [ L11391 | Mrs.Jeyasudha
40/F nil | Nil nil nil nil nil 12 1-2 1-2 1-2
17. | J53379 | Mrs.Lakshmi
45/F nil| Nil nil nil nil nil 12 1-2 2-3 |45
18. | J12701 Mrs.Prema
44/F Nil| Nil nil nil nil nil 5.6 2-3 2-4 |24
19. | K16726 | Mrs.Ponniyammal
46/M Nil| Nil nil nil nil nil |1-2 |1-2 2-4 |23
20. | L09932 | Mr.Anbazhagan
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LABARATORY INVESTIGATIONS - BEFORE AND AFTER TREATMENT

TOTAL RBC
COUNT
(millon/
S.No cu.mm)
ESR TOTAL WBC
Hb (gm/dl) (mm/hour) COUNT
NAME AGE/
SEX BT AT BT AT BT AT | BT AT
1 Mr.K_Selvam 31/M 17 16.5 55 55 |10/20 |10/20| 7700 7600
2 8.4 9.5 4.0 42 | 20/40 [15/32| 7400 7300
Mrs.G.Kajalakshmi 50/F
3 14.2 14.4 5.2 52 | 20/40 [10/22| 5300 6000
Mrs.K.Omana 52/F
4 114 12.1 4.2 42 |[30/60 (10/20| 6200 6200
Mrs.S.Sunimol 40/F
5 15.1 15.3 4.8 4.8 |04/10 |22/30| 7100 7400
Mr.R.Magesh 20/M
6 15.3 15.3 55 5.5 |24/59 |12/24| 6600 6600
Mr.Syednafees 26/M
7
Mrs.M.Ayireen 40/F  hoo 11 4.1 4.1 10/20 [16/32  [7700 5300
8 ] ) 13.9 12.8 4.8 45 |15/30 |10/22| 6200 4800
Mrs.D.Tmailselvi 37/F
9 B ) 11.9 12.2 4.0 4.1 |34/70 |15/30| 6100 6300
Mrs.R.Vijayalakshmi | 38/F
10 14.6 14.8 5.1 51 |20/40 |10/20( 7400 7800
Mr.Praveen 24/M
11 12.2 12.2 4.1 4.1 |10/22 (10/22| 9300 8400
Mrs.Geetha 38/F
12 . ) 13.1 12.6 4.5 4.3 |30/60 (16/32( 12400 | 10900
Mrs.Ganthimathi 45/F
13 14.5 14.9 5.0 50 |30/60 |10/22| 11000 | 11600
Mr.Krishnamoorthy 37/M
14 14.9 14.9 5.0 5.0 |06/12 ]10/20| 8300 8000
Mr.Muruganantham 37/M
15 16.5 14.8 5.0 5.3 |10/22 2/4 6300 5200
Mr.R.Shanmugam 39/M
16 15.0 15.6 5.2 5.2 |10/20 [12/26( 10600 | 12600
Mr.E.Sivakumar 46/M
17 12.8 12.8 4.8 49 |26/54 [12/24( 10500 9600
Mrs.K.Muthulakshmi | 48/F
18
Mrs.Latha 46/F  fo2 0.2 4.2 4.2 [0/20 6/10 600 0400
19
Mrs.Jeyanthi 36/F  h22 12 4.3 4.3 D0/40 10/16  B200 8600
20 12.8 12.8 4.2 4.2 |14/30 |10/20( 11400 | 10100
Mrs.G.Rani 41/F
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LABARATORY INVESTIGATIONS - BEFORE AND AFTER TREATMENT

SEX  [sUGAR PP SUGAR UREA CREATININE [TOTAL CHOL
FASTING

S. A A
NO NAME BT AT |BT AT |BT T|BT T|BT AT
1

Mr.K.Selvam 31UM 90.7 95 P4 96 0.7 PO [p.35 [1.02 [i76 180
2

Mrs.G.Kajalakshmi | 50/F 190 95 [130 140 [14 p6 p5 p.8 (85 70
3

Mrs.K.Omana 52/F B3 90 60 102 [12 12 [0 QPO [70 [168
4

Mrs.S.Sunimol 40/F |90 80 P96 110 10 p4 p9 p5 fp64 70
5

Mr.R.Magesh 20/M P7 82 112 96 25 0 1.0 P9 [146 |23
6

Mr.Syednafees 26/M P98 86 [132 116 P4 P4 P1 P9 P18 [186
7

Mrs.M.Ayireen 40/F P2 91 120 136 |16 13 0.8 P9 P31 p22
8

Mrs.D.Tmailselvi 37/F B9 77 117 120 |2 1 1.0 P8 [170 |55
’ Mrs.R.Vijayalakshmi| 38/F 102 100 [131 110 |16 14 [1.0 1.0 P55 [100
v Mr.Praveen 24/M P2 86 112 123 |16 19 P9 P8 |76 85
" Mrs.Geetha 38/F [L03 95 |160 142 111 08 0.7 pP.7 [71 [J159
s Mrs.Ganthimathi 45/F [101 97 140 158 PO pP1 .8 pP.7 P84 |82
- Mr.Krishnamoorthy | 37/M |86 93 133 154 p0 PO [0 P9 [138 [184
H Mr.Muruganantham | 37/M [/4 82 126 132 26 20 1.0 P9 [187 [J190
v Mr.R.Shanmugam 39/M |B5 84 112 132 Pl 17 [0 P9 P15 P26
v Mr.E.Sivakumar 46/M 86 92 142 113 |14 14 [1.1 1.1 P50 ]P56
17 Mrs.K.Muthulakshmi| 48/F 130 112 (189 174 116 16 (0.8 0.8 [183 [198
0 Mrs.Latha 46/F [110 102 (146 154 |14 14 0.8 P8 [168 [172
5 Mrs.Jeyanthi 36/F [102 112 (162 152 |17 18 0.8 P8 [78 P10
2 Mrs.G.Rani 41/F B0 82 134 146 |18 16 [L.0O NP0 P17 20
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LABARATORY INVESTIGATIONS IP - BEFORE AND AFTER TREATMENT

AGE/ Total
SEX Bilirubin Calcium Uric acid
S.No NAME BT AT BT AT BT AT
1 0.67 0.67 9.5 9.7 4 3.8
Mr.K.Selvam 31/M
2 0.5 0.5 9.5 9.5 4.2 4.4
Mrs.G.Kajalakshmi 50/F
3 0.5 0.5 8.9 9.0 5 45
Mrs.K.Omana 52/F
4 0.6 0.6 8.0 8.4 4.0 4.0
Mrs.S.Sunimol 40/F
5 0.7 0.7 9.1 9.1 4.0 4.0
Mr.R.Magesh 20/M
6 0.8 0.8 9.2 9.1 7.1 6.1
Mr.Syednafees 26/M
7 0.2 0.3 10 8.9 3.7 4.3
Mrs.M.Ayireen 40/F
8 0.3 0.3 8.5 8.5 4.2 4.2
Mrs.D. Tmailselvi 37/F
9 0.7, 0.7 9.6 9.8 4.9 4.0
Mrs.R.Vijayalakshmi 38/F
10 0.6 0.6 9.8 9.8 5.0 5.0
Mr.Praveen 24/M
11 0.8 1.1 9.3 9.4 3.9 3.2
Mrs.Geetha 38/F
12 0.4 0.5 8.6 9.3 4.6 5.0
Mrs.Ganthimathi 45/F
13 1.0 1.0 8.6 9.3 4.8 4.3
Mr.Krishnamoorthy 37/M
14 0.7 0.6 9.1 9.3 5.6 4.7
Mr.Muruganantham 37/M
15 0.2 0.5 9.3 7.7 6.0 5.3
Mr.R.Shanmugam 39/M
16 0.4 0.4 9.3 10.3 5.9 6.3
Mr.E.Sivakumar 46/M
17 1.1 1.1 8.6 8.8 4.0 4.2
Mrs.K.Muthulakshmi 48/F
18
Mrs.Latha 46/F 0.6 0.6 0.1 0.2 5.2 4.5
19
Mrs.Jeyanthi 36/F 0.4 0.4 8.5 0.1 4.8 4.3
20 0.6 0.6 9.5 9.8 5.2 45
Mrs.G.Rani 41/F
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LABARATORY INVESTIGATIONS IP - BEFORE AND AFTER TREATMENT

AGE/
Alkaline
SEX SGOT SGPT phosphatase
S.No NAME BT AT BT AT BT AT

1 26.4 26 28.6 28 129 130
Mr.K.Selvam 31/M

2 24 23 24 27 102 102
Mrs.G.Kajalakshmi 50/F

3 17 17 15 15 86 90
Mrs.K.Omana 52/F

4 14 14 11 11 92 92
Mrs.S.Sunimol 40/F

5 29 29 49 32 92 93
Mr.R.Magesh 20/M

6 22 20 24 18 75 76
Mr.Syednafees 26/M

7 19 20 13 23 83 96
Mrs.M.Ayireen 40/F

8 17 17 24 24 47 48
Mrs.D.Tmailselvi 37/F

9 33 40 59 40 87 87
Mrs.R.Vijayalakshmi | 38/F

10 33 34 29 25 71 76
Mr.Praveen 24/M

11 16 15 15 15 43 41
Mrs.Geetha 38/F

12 10 17 20 22 111 111
Mrs.Ganthimathi 45/F

13 32 28 57 40 119 120
Mr.Krishnamoorthy 37/M

14 23 22 26 24 75 87
Mr.Muruganantham 37/M

15 Mr.R.Shanmugam 39/M 26 11 51 65 81 74

16 Mr.E.Sivakumar 46/M 26 26 30 30 126 120

17
Mrs.K.Muthulakshmi | 48/F 13 14 17 17 100 02

18
Mrs.Latha 46/F 10 17 20 22 110 120

19
Mrs.Jeyanthi 36/F 15 17 18 22 86 97

20
Mrs.G.Rani 41/F 15 15 18 15 01 86
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LABARATORY INVESTIGATIONS OP - BEFORE AND AFTER TREATMENT

S. Name Age/ URINE URINE | ALBUMIN DEPOSITS
No. Sex | SUGER(F) | SUGER
(PP) Epithelial Pus
cells cells
BT | AT | BT | AT |BT | AT BT | AT | BT | AT
1. | Mr.K.Selvam 31 nil nil nil | nil | nil nil 1-2 | 1-2 | 1-2 | 1-2
2. | Mrs.G. Kajalakshmi Q\SIF nil nil nil | nil | nil nil 1-2 | 2.3 | 1-2 | 2-3
3. | Mrs. K. Omana 52/F nil nil nil | nil | nil nil 1-2 | 1-2 | 1-2 | 1-2
4. | Mrs.S. Sunimol 40/F nil nil nil | nil | nil nil 1-2 | 1-2 | 1-2 | 1-2
5. | Mr.R. Magesh 20/M nil nil nil | nil | nil nil 1-2 | 35 | 12| 24
6. | Mr.Syednafees 26/M nil nil nil | nil | nil nil 1-2 | 1-2 | 24 | 1-3
7. | Mr. M.Ayireen 40/F nil nil nil | nil | nil nil 1-2 | 1-2 | 24 | 1-2
8. | Mrs.D.Tamilselvi 37/F nil nil nil | nil | nil nil 34 | 24 |12 | 12
9. | Mrs.R.Vijayalakshmi | 38/F nil nil nil | nil | nil nil 2-3 | 2.3 | 1-3 | 23
10. | Mr.Praveen 24/M nil nil nil | nil | nil nil 1-2 | 24 | 1-2 | 2-3
11. | Mrs. Geetha 38/F nil nil nil | nil | nil nil 1-2 | 34 | 1-2 | 1-2
12. | Mrs. Ganthimathi 45/F nil nil nil | nil | nil nil 1-2 | 1-2 | 1-2 | 35
13. | Mr.Krishnamoorthy 37/M nil nil nil | nil | nil nil 1-2 | 24 | 2-3 | 2-3
14. | Mr. Muruganantham | 37/M nil nil nil | nil | nil nil 1-2 | 1-2 | 1-3| 24
15. | Mr.R. Shanmugam 39/M nil nil nil | nil | nil nil 1-2 | 2.3 | 1-2 | 2-3
16. | Mr.E. Sivakumar 46/M nil nil nil | nil | nil nil 1-2 | 24 | 1-3 | 24
17. | Mrs. K. 48/F nil nil nil | nil | nil nil 4-6 | 2-3 | 46 | 1-2
Muthulakshmi
18. | Mrs. Latha 46/F nil nil nil | nil | nil nil 2-3 | 1-3 | 24| 1-2
19. | Mrs. Jeyanthi 36/F nil nil nil | nil | nil nil 2-4 | 24 | 2-4 | 24
20. | Mrs. G. Rani 41/F nil nil nil | nil | nil nil 1-2 | 1-2 | 1-2 | 23
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DISCUSSION

The retrospective review of the disease Vathasthambam mentioned in Siddha

literatures begins from the correlation of it to signs and symptoms of the disease Sciatica.

The drugs which possess anti-vatha property as mentioned in Siddha literature
were selected and the trial drugs were prepared by the Author in the Gunapadam practical
laboratory of National Institute of Siddha.After getting proper authentication of raw drugs
from the Medicinal Botany Department under the supervision of the members of the
teaching faculty and guided by the Head of the Department of SirappuMaruthuvam of the
National Institute of Siddha, Chennai - 47.

40 patients of both genders were recruited for this study. Among 40 patients, 20
patients were treated with Varmam treatment along with the trial drugs, remaining 20

patients with trial Medicines only.

The treatment was aimed to normalizing the deranged Thodams and providing
relief from symptoms. Before treatment the patients were advised to take Meganatha
kuligai-2 with warm water in empty stomach at early morning for purgation. The patient

was advised to take rest without internal medicine and other activities on that day.

The patients were treated with trial drugs RAAJAMAARTHANDHA ILAGAM twice
a day in a dosage of 6gm, and VAATHAKAJAKESARI THYLAM external for 45 days.
Patients were instructed to take the Medicines regularly advised to follow the dietary
regimen and advised to avoid weight bearing, long travelling and strenuous activities. Out-
Patients were asked to visit the hospital once in 7 days. For Out-Patients the drugs were

given for 45 days and the clinical assessment was done under the supervision of the faculty

on 0th day, 7th day, 14th day, 21St day, 28th day, 35th day, 42“OI day and 45th day.

For In-Patients the drugs were given for 45 days and the clinical assessment was

done daily. 20 Patients were treated with varmam along with trial drugs. The results were
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compared at the end of the study. For In-Patients, who are not in a situation to stay in the
hospital for a long time, were advised to attend the Out-Patient Department of

SirappuMaruthuvam for further follow- up.

Regarding age, 45% of the affected patients comes under the age group between
31-40 years.40% of the patients comes under the age group between 41-50 years .12.5% of
them are between 20-30 and the remaining 5% patients comes under the age the group of
51-60 years. This present study reports coincides with the recent incidence that indicates
that the onset is most frequent during third, fourth decades of life. About 80% of all
patients developing this disease between the ages 31 -50.

On screening the gender distribution, the present study showed that a maximum
of 67.5% of the patients fall upon females and only 32.5% were males. This indicates the
prevalence of this disease more in females among the 40 patients.

While seeing the socio-economic status of the reported patients the data revealed
that 25% of the patients were from low income group, 55% of them from middle income
group and only 20% of them came from high income group, this condition invariably

affects all socio- economic groups.

Dietary habits of all the reported patients were noted down and it is inferred
from that all the 100% of the patients were non-vegetarians. Diet doesn’t seem to possess
any influence over the disease according to modern science. But the non-vegetarian diet

increasing the symptoms of vatham disease according to siddha literature.

In the kaalam distribution, about 47.5% of the cases are repoted in
Munpanikaalam (margazhi,thai), 17.5% in pinpanikalam (maasi,panguni),25% in Koothir
kalam (ipasi,karthigai) and remaining 10% of the patients reported in kaar kalam (avani,
puratasi).

Naadiexamination in all the 40 patients showed that vathapithamnaadi was
felt in7.5% of the cases, 87.5% of them had Pithavathamnaadi, 5% of the cases had
pithakabam.
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In the reported 40 patients 100% of patients had Rajogunam.

In Vatham: Viyanan, Samananwere affected in all the 40 cases.

In Pitham: Saathagam was affected in all the 40 cases.

In Kabam: Avalambagamandsanthigam was found to be affected in all 40cases.

In Kanmendriangal: Kaal affected in all 40 patients.

In 7 Udalkattukal: Saaram, seneer, oon, kozuppu and enbuwere affected in most of
the cases.

In 32.5% of the patient’s duration of illness is within 1 month, 40% in 1-3 months,
20% in 3-6 months, 2.5% in 6months to 1 year and remaining 5% of patients affected more
than 1 year.

The clinical study reveals that the onset is gradual in 57.5% of the patients and
sudden in 42.5% of patients.

According to clinical features low back pain, radiating pain in limbs, numbness,
paraesthesia, pain aggravates after coughing and sneezing occurred in most of the cases.
Clinical features vary according to age and duration of iliness. Among 40 cases, all of them
had all the inclusion criteria. After treatment, 5 cases (12.5%) had moderate low back pain,
one case ( 2.5%) had radiating pain, 12 cases (30%) had Grade 2 numbness (occasionally),
5 cases (12.5%) experiences the moderate low back pain while coughing, prolonged

walking and standing, 10 cases (25%) had difficulty in bending and lifting.

Occupation of the patients is also an important cause for sciatica.Among the 40
patients recruited, the prevalence were more in Housewives 10 (25%), 6 (15%) were in
construction work, 4 (10%) were in farmers and company, sales department, 2 (10%) were
in tailor, students, cooking job and business man and 1 (5%) were in driver, accountant, IT

sector, security, civil engineer, nurse and painter.

Laboratory investigations of blood and urine were done for all 40 cases. There

were no significant changes in blood and urine parameters before and after treatment.

The radiographic studies of the cases showed narrowed IV-disc space and

presence of osteophytes in some cases.
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The trial drug showed improvement in prognosis of the disease clinically.

The total study showed that out of the 40 patients, 65% of the patients had move
from severe to mild pain, 12.5% of patients move from severe pain to no pain, 2.5% of
the patients move from moderate to no pain, 12.5% of patients move from severe to
moderate pain and remaining7.5% of the patients move from moderate to mild pain.

improvement.

20 patients were given Varmamtreatment along with the trial drug. The results
were compared at the end of the study. Patients treated with Varmam showed good results
since there was reduction in the Symptoms of patients in this clinical trial. The mean pain
score before treatment was 7.95; after treatment it was reduced to 1.15. Hence, this study
reveals that varmamtreatment along with trial medicine has better effect in the

treatment of sciatica.
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SUMMARY

The 40 cases of Vathasthambam were diagnosed clinically and 20 cases of them
were treated with the trial drugs and the rest of the 20 cases were treated with trial drugs
and varmam therapy in inpatient ward and outpatient unit, department of
SirappuMaruthuvam in AyothidossPandithar Hospital attached to National Institute of

siddha, Tamabaram Sanitorium, Chennai - 47.

The Study Protocol was approved by Institutional Ethics committee (NIS/13-
IEC/2017-1-07/22-11-2017). Before initiating the clinical trial, it was registered in
Clinical Trials Registry of India and the registration number Ref No Is:
CTRI/2018/08/015538.

Among the 40 patients, 20 patients were treated by varmam treatment along with
the trial medicine for 45 days. Rest of 20 patients were treated with trial drug for 45 days.

The various Siddha methods of examination of the disease were carried out and the
data were recorded in the prescribed Proforma for the 40 selected cases.

Initially before starting the treatment, purgation was given by administering
Meganathakulgai -2 with warm water in empty stomach at early morning to bring the

Thirithodam to equilibrium.

From the second day onwards RAAJAMAARTHANDHA ILAGAM — KOTTAI
PAAKALAVU (6gm twice a day) was given internally and VAATHAKAJAKESARI
THYLAM for external use were given to the patients.

During the period of treatment all the patients were advised for Pathiyam (specific
dietary regimen chart for the disease given to each patients).

Laboratory investigations were done periodically for all the cases before and after
treatment and radiological investigations were done for all the cases before treatment.
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The observations made during the clinical study showed that internal and external
drugs were effective in relieving the pain in Vathasthambam patients. During the study
period, there was no serious adverse event reported. As per the Siddha Literature and recent
research articles, the ingredients of the trial drugs were found to have anti-inflammatory,
analgesic, anti-spasmodic, immunomodulator and anti-oxidant properties owing to the

disease manifestations

The mean pain score before treatment is 7.62, after treatment it is reduced to
1.825. Hence this study reveals patients treated with trial drugs and varmam showed
good improvement when compared to those who were treated only with trial drugs.
Statistical analysis showed extremely significant reduction in the pain score and

questionnaire before and after treatment.
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CONCLUSION

The clinical trial attests the efficacy of the trial drugs by reducing the clinical
signs and symptoms like low back pain, radiating pain, numbness and restricted
movements and provides better improvement. The study results show that
improvement of severe to no pain in 5 cases (12.5%), severe to mild pain in 26 cases
(65%0), severe to moderate pain in s cases (12.5%), moderate to no pain in 1 case
(2.5%), moderate to mild pain in 3 cases 1(7.5%).

Thus, these results revealed good relief from the disease after treatment.The trial
medicines were prepared from easily available ingredients and the palatability of
medicine is better and the dosage is also convenient. Patients treated with trial drugs
andvarmam showed better improvement when compared to those who were treated
only with trial drugs. When these affected individuals get a better management with this

trial drug and Varmam, it would be a great useful medication.

In preclinical study, acute and 28 days repeated oral toxicity study trial drug does
not produce any toxicity in animal model. So, the drug is safe to use in human
population. In this trial there was no serious adverse effect were reported. Hence the
drugs were proven for their safety. The clinical trial conducted in selected patients was
satisfactory encouraging. Further elaborative studies may be taken up to establish the
efficacy of the drug.
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BIO-CHEMICAL AND ELEMENTAL ANALYSIS

Qualitative Analysis

S.No [EXPERIMENT OBSERVATION RESULT
1. [ Apperance of the sample Dark brown in colour
2. | Solubility:
a. A little of the sample is Sparingly soluble Insoluble
shaken well with distilled
water.
b. A little of the sample is
Shaken well with con. Hcl Completely soluble Presence of
Con. HoSOg4. Silicate
3. Action of Heat:
A small amount of the sample Brown fumes not Absence of
is taken in a dry test tube and evolved Nitrate.
heated gently at first and then
Strong.
4 Ash Test:
A filter paper is soaked into a No Yellow colour Absence of
mixture of sample and cobalt flame. Sodium.

nitrate solution and introduced
into the Bunsen flame and
ignited.

Preparation of the Extract

250 ml clean beaker. Then 50 ml distilled water was added and dissolved well. Then it
is boiled well for about 10 minutes. It was cooled and filtered in a 100 ml volumetric
flask and then it was made up to 100 ml with distilled water. This fluid was taken for

analysis.
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SL.
NO.

EXPERIMENT

OBSERVATION

INFERENCE

TEST FOR ACID RADICALS

1. Test For Sulphate:

a. 2 ml of the above prepared
extract is taken in a test tube to
this added 2ml of 4% ammonium
oxalate solution.

b. 2ml of the above prepared
extract is added with 2 ml of dil-

Hcl is added until the

effervescence ceases off. Then
2ml of Barium chloride solution
is added.

Cloudy appearance

present

A white precipitate
Insoluble in con.HCI
present

Presence of

Sulphate.

Sulphate is
confirmed

2. Test For Chloride:

2 ml of the above prepared
Extract is added with dil. HNO3
till the effervescence ceases.
Then 2 ml of silver nitrate
solution is added.

Cloudy
Appearance present.

Presence of
Chloride.

3. Test For Phosphate:
2 ml of the extract is treated with
2ml of ammonium molybdate

solution and 2 ml of con. HNO3

Cloudy yellow

Appearance present

Presence of

Phosphate.

4, Test For Carbonate:
2m1 of the extract is treated with
2m1 magnesium sulphate

solution

Cloudy appearance

Presence of

Carbonate.
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Il. TEST FOR BASIC RADICALS

1 Test For Lead:
2 mlof the extract is added with Yellow Presence of Lead.
2mlof potassium iodide solution. | precipitate
is obtained
2. Test For Aluminium:
Take the 2m1of the extract characteristic Presence of
sodium hydroxide is added in Changes present Aluminium.
drops to excess.
3. Test For Iron: (Ferrous)
To the 2 ml of extract 2m1 Blood red
ammonium thiocyanate solution colour Presence of Iron.
and 2mlof con.HNOg3 is added. Appearance
4. Test For Zinc:
To 2m1 of the extract sodium White precipitate is | Presence of
hydroxide solution is added in Formed Zinc.
drops to excess.
5. Test For Calcium:

2m1 of the extract is added with

2m1 of 4% ammonium oxalate

Cloudy appearance

and white

Presence of

Calcium.
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Solution.

precipitate

is obtained

Test For Magnesium:

To 2ml of extract sodium

White precipitate

Presence of

hydroxide solution is added in is obtained. Magnesium.
drops to excess.
Test For Ammonium:

To 2ml of extract few ml of
Nessler's reagent and excess of No brown colour absence of
sodium hydroxide solution are appeared. Ammonium.
added.
Test For Potassium:

A pinch of substance is treated No Yellowish Absence of
with 2ml of sodium nitrite precipitate is Potassium.

solution

and then treated with 2m1 of
cobalt nitrate in 30% glacial
acetic acid.

obtained

Test For Mercury:
2ml of the extract is treated
with 2ml of sodium hydroxide

solution.

Yellow precipitate

is obtained

Presence of

Mercury.
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Test For Arsenic:

10. 2ml of the extract is treated
with 2m1 of sodium hydroxide brownish red Presence of
solution. Precipitate is Arsenic.

obtained
IH1. MISCELLANEOUS

1. Test for Starch: Blue colour Presence of
2ml of extract is treated with weak developed Strarch.
iodine solution.

2. Test For Reducing Sugar:

5. ml of Benedict's qualitative
solution is taken in a test tube and
allowed to boil for 2 minutes and
added 8 to 10 drops of the extract
and again boil it for 2 minutes.

The colour changes are noted.

Brick red colour

developed

Presence of

Reducing sugar.
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Test For The Alkaloids:

a. 2m1 of the extract is treated
with 2ml of potassium lodide
solution.

b. 2m1 of extract is treated with
2ml of picric acid.

c. 2m1 of the extract is treated with

2ml of phosphotungstic acid.

No red colour
developed

Trace Yellow
colour developed

No White
precipitate

developed

Presence of
Alkaloid.

Trace of
Alkaloid

present.

Presence of
Alkaloid.

Test for Tannic Acid:
2ml of extract is treated with

2ml of ferric chloride solution.

Black precipitate

is obtained

Presence of

Tannic acid.
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Test For type of Compound:
2ml of the extract is treated with 2
ml of ferric chloride solution.

No Green colour
developed

No Red colour

developed

No Violet colour
developed

blue colour

developed

Absence of oxy
quinole
epinephrine
and pyro
catechol.

Anti pyrine,
Aliphatic

amino acids and
Meconic acid are

absent.

Apomorphine,
Salicylate and
Resorcinol are

absent.

Morphine,
Phenol

cresol and hydro
quinone are

Present

RESULT:

The Bio-chemical analysis of Raajamaarthandhailagamhad shown the presence of Carbonate,

Zinc, Magnesium, Ammonium,Reducing sugar, Tannic acid, starch, unsaturated compound and

Alkaloids
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2. Solubility:
a. A little of the sample is Completely soluble
shaken well with distilled
water.

b. A little of the sample is

Shaken well with con. Hcl Completely soluble Absence of
Con. HyS0Og4. Silicate

3. | Action of Heat:
A small amount of the sample White fumes not Absence of
is taken in a dry test tube and evolved Carbonate.
heated gently at first and then Brown fumes not Absence of
Strong. evolved Nitrate.

4. | Flame Test:
A small amount of the sample White flame is Absence of
is made into a paste with con. appeared Copper.
Hcl in a watch glass and
introduced into non-luminous

part of the Bunsen flame.

5 |[Ash Test:
A filter paper is soaked into a No Yellow colour Absence of
mixture of sample and cobalt | flame. Sodium.

nitrate solution and introduced
into the Bunsen flame and

ignited.

Preparation of the Extract

5 gm of Mudakkuvathalegium was weighted accurately and placed in a 250 ml clean
beaker. Then 50 ml distilled water was added and dissolved well. Then it is boiled well for
about 10 minutes. It was cooled and filtered in a 100 ml volumetric flask and then it was made
up to 100 ml with distilled water. This fluid was taken for analysis.
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SL.
NO.

EXPERIMENT

OBSERVATION

INFERENCE

TEST FOR ACID RADICALS

1. Test For Sulphate:

a. 2 ml of the above prepared
extract is taken in a test tube to
this added 2ml of 4% ammonium
oxalate solution.

b. 2ml of the above prepared
extract is added with 2 ml of dil-
Hcl is added until the
effervescence ceases off. Then
2ml of Barium chloride solution
is added.

Cloudy appearance

not present

A white precipitate

not present

Absense of

Sulphate.

Absense of

Sulphate.

2. Test For Chloride:

2 ml of the above prepared
Extract is added with dil. HNO3
till the effervescence ceases.
Then 2 ml of silver nitrate

solution is added.

No Cloudy
appearance

Absence of
Chloride.

3. Test For Phosphate:
2 ml of the extract is treated with
2ml of ammonium molybdate

solution and 2 ml of con. HNO3

No Cloudy yellow

appearance

Absence of
Phosphate.

4. Test For Carbonate:
2m1 of the extract is treated with
2m1 magnesium sulphate

solution

Cloudy appearance

Presence of

Carbonate.

182




Test For Nitrate:

Brown gas is not

Absenceof

1gm of the substance is heated evolved Nitrate.
with copper turnings and
concentrated H,SO4 and viewed
the test tube vertically down.
Test For Sulphide: No Rotten egg Absence of
1 gm of the substance is smelling gas | Sulphide.
treated with 2m1 of con. Hcl. evolved
Test for fluoride & oxalate

2 m1 of The Extract Is Added No Cloudy | Absence of
With 2mlof Acetic Acid and 2 appearance. Fluoride &
m1 calcium Chloride solution Oxalate
and heated.
Test for Nitrite:

3drops of extract is placed on a

filter paper,on that 2 drops of No characteristic Absence of
acetic Acid and 2 drops of Changes. nitrite.
benzidine solution is placed.
Test For Borate:

2 pinches of the substance is Absence of
made into paste by using borate.

sulphuric acid and alcohol (95%)
and introduced into the blue

flame.
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Il. TEST FOR BASIC RADICALS

1 Test For Lead:
2 mlof the extract is added with No Yellow Absence of Lead.
2mlof potassium iodide solution. | precipitate
is obtained
2. Test for Copper:
a. One pinch of substance is No Blue colour Absence of
made into paste with con. Hcl flame Copper.
in a watch glass and introduced precipitate
into the non-luminous part of the
flame.
b. 2 ml of extract is added with
excess of ammonia solution. No Blue colour Absence of
precipitate Copper.
3. Test For Aluminium:
Take the 2mlof the extract No characteristic Absence of
sodium hydroxide is added in changes Aluminium.
drops to excess.
4. Test For Iron: (Ferrous)
To the 2 ml of extract 2m1 No Blood red
ammonium thiocyanate solution colour Absence of Iron.
and 2mlof con.HNO3 is added. Appearance
5. Test For Zinc:
To 2m1 of the extract sodium White precipitate is | Presence of
hydroxide solution is added in Formed Zinc.
drops to excess.
6. Test For Calcium:
2m1 of the extract is added with Cloudy appearance Absence of
2m1 of 4% ammonium oxalate and white Calcium.
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Solution. precipitate
is obtained
7. Test For Magnesium:

To 2ml of extract sodium White precipitate Presence of
hydroxide solution is added in is obtained. Magnesium.
drops to excess.

8. Test For Ammonium:

To 2ml of extract few ml of
Nessler's reagent and excess of Brown colour Presence of
sodium hydroxide solution are appeared. Ammonium.
added.

9. Test For Potassium:

A pinch of substance is treated No Yellowish Absence of
with 2ml of sodium nitrite precipitate is Potassium.
solution obtained
and then treated with 2m1 of
cobalt nitrate in 30% glacial
acetic acid.

10. Test For Sodium:

2 pinches of the substance is
made into paste by using HCL No Yellow colour Absence of
and introduced into the blue Flame appeared. Sodium.
flame of Bunsen burner.

11. Test For Mercury:

2ml of the extract is treated Yellow precipitate Absence of

with 2ml of sodium hydroxide is not obtained Mercury.

solution.
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Test For Arsenic:

12. 2ml of the extract is treated
with 2m1 of sodium hydroxide | No brownish red Absence of
solution. Precipitate is Arsenic.

obtained
IH1. MISCELLANEOUS

1. Test for Starch: Blue colour Presence of
2ml of extract is treated with weak developed Strarch.
iodine solution.

2. Test For Reducing Sugar:

5. ml of Benedict's qualitative
solution is taken in a test tube and
allowed to boil for 2 minutes and
added 8 to 10 drops of the extract
and again boil it for 2 minutes.

The colour changes are noted.

Brick red colour

developed

Presence of

Reducing sugar.
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Test For The Alkaloids:

a. 2m1 of the extract is treated
with 2ml of potassium lodide
solution.

b. 2m1 of extract is treated with
2ml of picric acid.

c. 2m1 of the extract is treated with

2ml of phosphotungstic acid.

Red colour
developed

Trace Yellow

colour developed

White precipitate

developed

Presence of
Alkaloid.

Trace of
Alkaloid
present.
Presence of
Alkaloid.

Test for Tannic Acid:

Black precipitate

Presence of

2ml of extract is treated with is obtained Tannic acid.
2ml of ferric chloride solution.

Test for Unsaturated Potassium Presence of
Compound: Permanganate is Unsaturated
To the 2ml of extract 2ml of decolourised Compound.

Potassium Permanganate solution

is added.

Test For Amino Acid: No Violet colour Absence of
2 drops of the extract is placed on developed Amino acids.

a filter paper and dried well and 2
ml of biuret reagent is added




7. Test For type of Compound:
2ml of the extract is treated with 2

ml of ferric chloride solution.

No Green colour
developed

No Red colour

developed

No Violet colour
developed

No blue colour
developed

Absence of oxy
quinole
epinephrine
and pyro
catechol.

Anti pyrine,
Aliphatic

amino acids and
Meconic acid are

absent.

Apomorphine,
Salicylate and
Resorcinol are

absent.

Morphine,
Phenol

cresol and hydro
quinone are

absent

RESULT:

The Bio-chemical analysis of Mudakkuvathalegiumhad shown the presence of Silicate,
sulphate, Cloride, Phosphate, Carbonate, lead, aluminium, mercury, Zinc, Magnesium, calcium,

arsenic, starch, reducing sugar, alkaloid, tannic acid.
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'~ NATIONAL INSTITUTE OF SIDDHA "%
s Ministry of AYUSH, Government of India &\ )
Tambaram Sanatorism, Chennai - 600 047. ..,_,i/

WORKSHOP ON
RESEARCH METHODOLOGY & BIOSTATISTICS

This is to certify that

fias participated in the above Workshiop held from 16.04.2018 to 20.04.2018 conducted by the

Dept. of Noi Naadal, at National Institute of Siddha, Tambaram Sanatorium, Chennai-600 047.
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(12-16 February, 2018)
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This 15 10 Crlify thot DF......cooccoessmenrscsmre K ABRTHY ..o has parficipated
os Troinee / Resource-Pecscn./ erganizing commitise-member in the workshop on “Laboratory Animal Care and Basic

Research Techniques” held on 12 - 16 February, 2018 at National Institute of Siddha, Chennai, Tamil Nodu.
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CERTIFICATE

This i certify  that the  project title To  evaluate  the safety  profile '(:f
“Ruajamaarthandailugam®™ — acute and subacute toxicity study hasbeen approved by the

AEC Total No- af eniimels approved ! Le Raya(20H+24 F)
TAEe appvwrl Not NIS[TAEC . VI /2,04 2018 [0&

Professor.Dr.V.Banumathi Dr.K.Nachimuthu

Name of Chairman/Member Secretary IAEC: Name of CPCSEA nominee

Signature with date: /

[ fZqumsis ,
‘ -
Chairman/Member Secre ol‘ IAEC: CPCSEA nominee:

(Kindly make sure that minutes of the meeting duly signed by all the participants are
maintained by Office)

Name of the principle investigator: Dr K.Aarthy, 1" PG scholar.

Name of the Department : Sirappu Maruthuvam

Name of the guide : Dr.M.V.Mahadevan,
Lecturer,

Department of Sirappu Maruthuvam,
National Institute of Siddha.
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NATIONAL INSTITUTE OF SIDDHA, CHENNAL - 600047

BOTANICAL CERTIFICATE

Cenified that the following plant drugs used in the Siddla formulation
“Rasjamaarthanda Nagam™ (Intemal) and “Vaatha Kaja Kesari Thylam™ (External ) taken up
for Post Graduation Dissertation studies by Dr.K.Aarthy M.DAS). Il year, Department of
Sirappu Maruthuvam, 2018, arc identified Botanical Iy as
Elettaria cardamomum Maton ( Zingibereenc). Seed
Syavgium aromaticunt (Linn,) Merr, & LAL Perry (Myrtaceac). Flower bud
Ferula foetida Regel, { Apiaceae), Gum-oleoresin
Piper longum Linn. (Piperaceac), Fruit
Piper longam Linn. (Fiperaceac), Root
Myristica fragrans Houtt, (Mynisticaceas), Nut
Clerodendrum serratum Liny, (Verbenaceae), Root
Cyperus retunday Linn. (Cyperaceac), Tuber
Cuntinnm cyminum Linn. (Apiaceac), Fruit
Nigella sativa Linn. (Ranunculaceae), Seed
Meswa feerea Linn {Clusiacese) Flower
Muranta aurundinacea Linn. (Marantaceae), Rhizome
Azinn tetracantha Lam. (Salvadoraceas), Root
Solanum surattense, Burm. £ (Solapaceae), Fruit
Piper nigrans Linn, (Piperaceac), Root
Pavoula zeplanica Cav, (Malvaceac). Root
Vettiveria Zizanoides (Linn.) Nash (Poacess). Root
Plunthage zeylanicn Linn. (Plumbaginaceac). Root & Root bark
Tiwospora cordifolia (Willd.) Meirs (Menispermacese), Stem
Aegle marmelos (L) Coer.Serr. (Rutaceae), Root
Curenligo orchiotdes Gaenin, (Amaryllidaceae), Rhizome
Zingiber officinale Rosc, (Zingiberaceae), Dried Rhizome
Piper nigrum Linn. (Piperaceac), Fruit
Carunr copticnm Benth & Hook. f. (Apiacea), Fruit
Datura metel Linn, (Solanaceae), Leaves

Cinnanmmmm campliora Linn. (Lauraceae), Resin

.7, ."‘ :_‘L‘\',Segmum indicwm Linn. (Pedaliaceac). Seed oil

'._‘-; -~ -,’\
({ ( cHe e Qetificate No: NISMB3402018 _
A5 (e 024072018 Authonized Signatory
\Q.; m”g‘?« D1, D. ARAVIND, #.D.(s),u.5c.,
e g Azsistant Professor
Department of Medicinal Botany
Mational Institute nf Siddna

Cheans: - AT 037 INTHA
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CLINICAL TRIALS REGISTRY + INDIA ~‘.' \JO 4 PDF of Trial
MR Maturs batide of Mescw Satescs A - CTRI Website URL - http//etri.nic.in

Clinical Trial Detalls (PDF Generation Date :- Wed, 17 Jul 2019 18:46:07 GMT)

CTRI Number |CTRI2018/08/015538 [Registered on: 30/08/2018] - Trial Registered Prospectively
Last Modified On 28/08/2018
Post Graduate Thesis |Yes

Type of Trial |Interventionai
Type of Study Drug
Siddha
(Specily) [Varmam]
Study Design |Other

Public Title of Study |Treatment for low back ache through siddha system of medicines and varmam therapy In adult.
Scientific Title of |Pre clinical and comparative clinical trial of siddha drugs Rajamaarthaanda llagam intemally and

Study Vaathakajakesar Thylam extemally in the treatment of Vathasthambam (Sciatica) with and without
varmam therapy
Secondary IDs if Any
NIL
e —
Investigator or overall
Tl Dr Aarthy K
Affiliation |National Institute of Siddha
Address National Institute of Siddha, Tambaram sanatorium, Chennai-47,
amil Nadu. _
AMIL NADU
7
India
|Phone |2095897133
|Fax :
|Emait Jaanhybsms @gmail.com
Details Contact
Parsen fclentific Dr MV Mahadevan MDs
" |Designation |Lacturer
Affiliation |National Institute of Siddha
Address National Institute of Siddha, Tambaram sanatonum, Chennak-47,
Tamil Nadu, -

AMIL NADU
7

India
|8789633690

mahasiddha2009 @ gmall.com

Detalls Contact
Person (Public Query) Name

Dr Aarthy K
|PG scholar
[National Institute of Siddha
Natonal Institute of Siddha, Tambaram sanatonum, Chennar-47,

amil Nadu. -
Chennal
TAMIL NADU
7

m
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PDF of Trial
CTRI Website URL - http//ctri.nic.in

CLINICTAL TRIALS REGISTRY - INDIA
MR Nasanal Insttute of Medicn Sasetcs

|india
|Phone |9789633690
|Fax .
Emall aarthybsms @ gmail com

Source of Monetary or
Material Support > National Institute of Siddha, Tambaram sanatorium, Chennai-47,

Primary Sponsor
Name Dr Aaarthy K

|National Institute of Siddha, Tambaram sanatorium, Chennai-47,
Research institution and hospital

Inclusion Criteria

Low back pain radiating to lower imb posteroiaterally
Numbness and paresthesia

Low back ache aggravates after prolonged standing and walking
Difficulty in bending and lifting

Coughing exacerbate the low back pain

Patients willing to undergo radiological investigation and Laboratory

investigations.

Patients willing to sign the informed consent stating that he/she will
conscientiously stick to the treatment during 45 days but can opt out
of the trial of his/her owns conscious discretion.
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CLINICAL TRIALS REGISTRY - INDIA y ""), PDF of Trial
ICWIR Naftona insttute of Mo sl Stafedcy ol K - 3 CTRI Website URL'WJM‘-M"

Exclusion Criteria

Method of Generating |Not Applicable
Random Sequence

Method of
Concealment

Blinding/Masking
Primary Outcome

Secondary Outcome

NIL NIL

Target Sample Size  |Total Sample Size=40
Sample Size from India=40
Final Enroliment numbers achieved (Total)=Appiicable only for Completed/Terminated trials
Final Enroliment numbers achieved (India)=Applicabie only for Completed/Terminated Irnals

Phase of Trial NA

Date of First 1010972018

Enroliment (india)

Date of First [No Date Specified

Enroliment (Global)

Estimated Duration of [Years=1

Trial Months=1
Days=10

Recruitment Status of [Not Applicable

Trial (Global) |

Recruitment Status of [Not Yet Recruiting

Trial (India)

Publication Details NI

et Susunery To evaluate the therapeutic efficacy of siddha drugs
RAJAMAARTHANDA ILAGAM (Internal) and VAATHAKAJA KESARI
THYLAM (external) in reducing the pain

|of VATHASTHAMBAM (SCIATICA) through clinical study.
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NATIONAL INSTITUTE OF SIDDHA

AYOTHIDOSS PANDITHAR HOSPITAL, CHENNAI — 600 047.

DEPARTMENT OF SIRAPPU MARUTHUVAM |

PRECLINICAL AND COMPARATIVE CLINICAL TRIAL OF SIDDHA
DRUGS“RAJAMAARTHAANDA ILAGAM” (INTERNAL) AND “VAATHAKAJAKESARI
THYLAM” (EXTERNAL) IN THE TREATMENT OF “VATHASTHAMBAM” (SCIATICA)
WITH AND WITHOUT VARMAM THERAPY.

Principal Investigator: Dr.K.Aarthy

FORM | - SCREENING & SELECTION PROFORMA

1. SERIAL NO : 2. OP /IP NO
3. NAME : 4. AGE/GENDER
5. OCCUPATION : 6. INCOME

INCLUSION CRITERIA:

v' Age: 20 - 60 Yrs. YES/ NO
v Sex: male, female and transgender YES/ NO
v" Low back pain radiating to lower

limb posterolaterally YES/ NO
v" Numbness and paresthesia YES/ NO
v Low back ache aggravates after prolonged

standing and walking YES/ NO
v' Difficulty in bending and lifting YES/ NO
v Coughing exacerbate the low back pain YES/ NO

v' Patients willing to undergo radiological

investigation and Laboratory investigations. YES/ NO
v' Patients willing to sign the informed

onsent stating that he/she will

conscientiously stick to the treatment during

48 days but can opt out of the trial of his/her

own conscious discretion. YES/ NO
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EXCLUSION CRITERIA

e H/o Type 1 Diabetes mellitus

e H/o uncontrolled dyslipidemia
e Grade 3 and 4 Spondylolisthesis
e Rheumatoid arthritis

e Tuberculous arthritis

e Pyogenic bone infection

e Vertebral fracture

e Tumor in vertebral body

e Osteochondritis

e Metabolic bone disease

e Limb weakness and foot drop

e Ankylosing spondylitis

e Spinal deformity

e Sexually transmitted disease

e Bowel and bladder incontinence

e Pregnant women and lactating mothers

ADMITTED TO TRAIL

YES [ ] NO
If Yes, OPD [ ] IPD
Serial NO:

Date
Station

Signature of the Investigator :

Signature of the Lecturer  :Signature of the HOD
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NATIONAL INSTITUTE OF SIDDHA
AYOTHIDOSS PANDITHAR HOSPITAL, CHENNAI - 600 047.

DEPARTMENT OF SIRAPPU MARUTHUVAM

PRECLINICAL AND COMPARATIVE CLINICAL TRIAL OF SIDDHA DRUGS
“RAJAMAARTHAANDA ILAGAM” (INTERNAL) AND “VAATHAKAJAKESARI
THYLAM” (EXTERNAL) IN THE TREATMENT OF “VATHASTHAMBAM”
(SCIATICA) WITH AND WITHOUT VARMAM THERAPY.

Principal Investigator: Dr.K.Aarthy

STUDY NO OP/IP NO
NAME : AGE / GENDER
ADDRESS : CONTACT NO :
RELIGION :H/IC/M/
INCOME :
OCCUPATION:
MARITAL STATUS  :1. Married 2. Unmarried

DATE OF INTIAL ASSESSMENT:

COMPLAINTS & DURATION:

FORM 11-A — HISTORY TAKING PROFORMA

PERSONAL HISTORY:

PERSONAL HABITS YES IF YES SPECIFY | AMOUNT/Qty
NO DURATION
SIIIUkiI Y

Tal Ol H
'Ouatlyu CIewiy
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HISTORY OF PREVIOUS ILLNESS AND TREATMENT TAKEN:
FAMILY HISTORY:

Whether this problem runs in family? 1. Yes 2. No
If yes, mention the relationship of affected 1.
person(s)
2.
DIETARY STYLE: 1. Vegetarian 2. Non-vegetarian

MENSTURAL AND OBSTETRIC HISTORY:

FORM-II B
GENERAL EXAMINATION:

Body weight [Kg]
Height [cms]

Body Temperature [F]
Blood Pressure (mm/Hg)
Pulse Rate /min.

Heart Rate / min.
Respiratory Rate /min.

NoabkowhE

13. Lymphadenopathy
14. Jugular venous pulsation

Yes
8. Pallor ] ]
9. Jaundice ] ]
10. Clubbing
11. Cyanosis
12. Pedal Oedema
1 [
1 [
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SYSTEMIC EXAMINATION

Cardiovascular system

Respiratory system

Gastro-intestinal system

Central Nervous system

Urogenital system :
Endocrine system

SIDDHA SYSTEM OF EXAMINATION

. THEGI (BODY CONSTITUTION):

. Vathaudal [ ]

. Pithaudal
. Kabaudal
. Thonthaudal

A WODNPEFE -

. NILAM (LAND WHERE THE PATIENT LIVED MOST):

. Kurinji (Hilly terrain)
. Mullai (Forest range)
. Marutham (Plains)

. Neithal (Coastal belt)
. Paalai (Aridregion)

OabrowpNddEFE, DN

. KAALAM:

. Kaarkaalam (Aavani-Purattasi) [ ]
. Koothirkaalam (Ippasi-Kaarthigai)
. Munpanikaalam (Maargazhi-Thai)
. Pinpanikaalam (Maasi-Panguni)

. llavenilkaalam (Chithirai-Vaigasi)
. Muthuvenilkaalam (Aani-Aadi) [ ]

OO~ OWNEFE W

. GUNAM:

. Sathuvam
. Rasatham
. Thamasam

WNEFE B
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5. PORIPULANGAL (SENSORY ORGANS):

Before treatment

After treatment

Mei (Skin)

Normal / Affected

Normal / Affected

Vai (Tongue)

Normal / Affected

Normal / Affected

Kann (Eye)

Normal / Affected

Normal / Affected

Mooku (Nose)

Normal / Affected

Normal / Affected

Sevi (Ear)

Normal / Affected

Normal / Affected

6.KANMENDRIYAM (MOTOR ORGANS) :

Before treatment

After treatment

Kai(Upper limb)

Normal /Affected

Normal /Affected

Kaal (Lower limb)

Normal /Affected

Normal /Affected

Vai (Oral cavity)

Normal /Affected

Normal /Affected

Eruvai (Anal reg.)

Normal /Affected

Normal /Affected

Karuvai (Uro-genital
region)

Normal /Affected

Normal /Affected
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7.KOSANGAL (SHEATH):

Before treatment

After treatment

Annamayakosam Normal /Affected Normal /Affected
Pranamayakosam Normal /Affected Normal /Affected
Manomayakosam Normal /Affected Normal /Affected

Vignanamayakosam
|Affected

Normal /Affected

Normal

Ananthamaya
kosam

Normal /Affected

8. EZHU UDAL THAATHUKKAL (SEVEN SOMATIC COMPONENTS)

Before treatment After treatment
Saaram Normal /Affected Normal /Affected
Senneer Normal /Affected Normal /Affected
Oon Normal /Affected Normal /Affected
Kozhuppu Normal /Affected Normal /Affected
Enbu Normal /Affected Normal /Affected
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Moolai Normal /Affected Normal /Affected

Sukkilam / Normal /Affected Normal /Affected
Suronitham

9. UYIR THAATHUKKAL: [THREE HUMORS] (VALI/ AZHAL/ IYYAM)
A) VALI

Othday | 7tday |14%day | 21s'day| 28t"day| 35"'day 42"dd
46thday

Praanan

Abaanan

Samaanan

Udhaaman

Viyaanan

Naagan

Koorman

Kirukaran

Devathathan

Dhananjeyan
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B) AZHAL

AR

othday

/

-

7thday

14thday

21%day

28"day

35tda

Yy 42ndd(

Analakam

9

Ranjakam

Saathakam

Prasakam

Aalosakam

C) IYYAM

0tday

7thday

14™"day

21%day

28tday

35td

ay

421903

46thda

<

Avalambagam

Citethagam

ottragam

Santhigam
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10. ENVAGAI THERVU: [EIGHT TYPES OF EXAMINATION]

NAADI: [PULSE PERCEPTION]

NAADI
4g"day

Othday

7thday

14tday

21%day

28thday 35t"day

42Mday

Il. SPARISAM: [PALPATION]

111. NAA: [TONGUE]

Day

SPARISAM

Othday

7thday

14thday

21%day

28thday

35thday

42"day

46thday

NAA

othday

7thday

14tday

21%day

28thday

35thday

42"9day

46tday
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IV. NIRAM: [COMPLEXION]

1. Vadham
2. Pitham
3. Kabam

[ ]
[ ]

[ ]

V. MOZHI: [VOICE]

1. High Pitched
2. Low Pitched
3. Medium Pitched [ ]

VLVIZHI: [EYES]

[ ]
[]

VIZHI
A6thday

Othday

7thday

14thday 21%tday

28thda

y 35thday  42"ddj

VII. MALAM: [BOWEL HABITS/ STOOLS]

Before treatment

After treatment

Niram

Irugal

llagal

Others

VIll. MOOTHIRAM [URINE EXAMINATION]
NEERKKURI:

Neerkkuri

Before treatment

After treatment

Niram

Manam

EdaiNur

ai

Enjal
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NEIKKURI:

Neikkuri Before treatment After treatment

Aravenaneendathu/
Snake like pattern

Azhipolparaviyathu
Annular/Ringedpattern

Muththothuninrathu
Pearlbeadepattern

Other patterns

CLINICAL EXAMINATION:

LOCOMOTOR SYSTEM:
CLINICAL SYMPTOMS:

pain and stiffness - [ ] [ ]
(low back region) YES NO
Radiating pain - Rightleg Left leg
Numbness & paraesthesia:-  YES NO

Onset - Sudden Gradual
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CLINICAL EXAMINATION

I.LINSPECTION:

0"day

7"day

14™"day

21%%day

28"day

35"day

42"day

46"day

SPINE
POSTURE

GAIT

Scobers test

I1.PALPATION:

0"day

7"day

14"day

21%day

28"day

35MNday

42"day

46™Mday

Tenderness

Local heat

I11. MOVEMENTS

0"day

7"day

14"day

21%%day

28"day

35Mday

42"day

46" day

Flexion

Extension

Lateral
flextion

Rotation
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V. JOINT MESUREMENT:

A. HEALTH ASSESSMENT QUESTIONNAIRE:

QUESTIONNAIRE:

Before Treatemnt

After Treatment

PAIN

Lowback pain

Early morning stiffness

Nature of pain

Aggravating factor

Movement (Yes/No)

Relieving factor Rest

Tenderness

Restriction of Movement
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CLINICAL TEST:

Othday

7thday

14thday

21stday

8th

o T NG

35th
fay

42ndday

46t
day

SLR: straight |
raising test

9%
«

Bragards test

Lassique test

Flip test

EHL weakness

(extensor hallu
longus)

S

1°24

Fabertest

Femoral
nerve stretch te

5t

OTHER EXAMINATION:

Neurological
examination:

0" day

7" day

14"
day

21St
day

day

day

42
day

46"
day

Power:
(Gluteal,thighs
Legs)

Reflex:
1.knee
2.ankle
3.plantar

Sensation:
(touch, pain,
temperature)
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PAIN ASSESMENT SCALE:
1. UNIVERSAL PAIN ASSESMENT SCALE:

: 4 35 8§ 7 & 5 B

A

Grade 0 > No Pain
Grade 1-3 : Mild pain
(nagging,annoying,interferinglittlewithADLS)
Grade 4-6 - Moderate pain
(interfering significantly with ADLS)
Grade 7-10 : Severe pain
(disabling, unable to perform ADLS)

SCALH Othday 8tday 15%day 22"day 29"'day  36t'day  43rdday
49™"day

Date:

Place:

Signature of the investigator:

Signature of the faculty signature of the HOD
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NATIONAL INSTITUTE OF SIDDHA

AYOTHIDOSS PANDITHAR HOSPITAL, CHENNAI - 600 047.

DEPARTMENT OF SIRAPPU MARUTHUVAM |

PRECLINICAL AND COMPARATIVE CLINICAL TRIAL OF SIDDHA
DRUGS“RAJAMAARTHAANDA ILAGAM” (INTERNAL) AND “VAATHAKAJAKESARI
THYLAM” (EXTERNAL) IN THE TREATMENT OF “VATHASTHAMBAM” (SCIATICA)
WITH AND WITHOUT VARMAM THERAPY.

Principal Investigator: Dr.K.Aarthy

1. SERIAL NO : 2. OP/IP NO :
3. NAME : 4. AGE/GENDER :
FORM -I11 - LAEJORATORY INVESTIGATIONS
BLOOD INVES T TGATIONS NORMAL BEFORE AETER
VALUES TREATMENT | TREATMENT
M:13-18
Hb( gm/dl) )
W:11-16
— T.RBC(mittions cetts 7Cumm) Még-gg
H2ht
M:0-10
1 hr.
ESR (mm) W:0-20
T.WBC (Cells /Cu.mm) 4000-11000
Dalvymornhe AN_785
T UT IIIUIPIIJ b AV AR XV
Differential Lymphocytes 20-35
Count (%) NPT PP
TVIU IUbyLCQ L=-1U
Eosinanhils 1-6
Eosinophils 1-6
Basophils 0-1
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BLOOD INVESTIGATIONS NORMA BEFORE AFTER
L TREATMENT | TREATMENT
VALUES
Blood Fasting 70-110
glucose
(mg/dl) PP 80-140
Serum cholesterol 150-200
Lipid HDL 30-60
profile
(mg/dl) LDL Up to 130
VLDL 40
TGL Up to 160
ET(mg Blood urea 16-50
/dl) Serum creatinine 0.6-1.2
Total bilirubin 0.2-1.2
Direct bilirubin 0.1-0.2
Indirect bilirubin 0.2-0.7
SGOT (1U/L) 0-40
LFT
(mg/dl) SGPT (1U/L) 0-35
Alkaline phosphatase 80-290
Serum calcium 9-11
Serum phosphorus 2-5
Serum Uric acid M:3-9
W:25-75

CRP

ASO titre

RA factor
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B.URINE INVESTIGATIONS:

URINE
INVESTIGATIONS

Albumin

BEFORE TREATMENT

AFTER
TREATMENT

Sugar (Fasting)

(PP)

Deposits

Bile salts

Bile pigments

C.RADIOLOGICAL EXAMINATIONS
X- Ray: LUMBOSACRAL REGION

1. Antero posterior
2. Lateral view

Date:
Station:
Signature of the Investigator:

Signature of the Lecturer:
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NATIONAL INSTITUTE OF SIDDHA

AYOTHIDOSS PANDITHAR HOSPITAL, CHENNAI - 600 047.

DEPARTMENT OF SIRAPPU MARUTHUVAM

PRECLINICAL

AND

COMPARATIVE

DRUGS“RAJAMAARTHAANDA ILAGAM”

THYLAM”

(EXTERNAL)

CLINICAL
(INTERNAL)

IN THE TREATMENT OF
WITH AND WITHOUT VARMAM THERAPY.
Principal Investigator: Dr.K.Aarthy

FORM —IV- DR

SERIAL NO:

NAME:

DRUG NAME:

On 0°'day-Date:
On 7"day-Date:

On 14"day-Date:
On 21%day-Date:
On 28"day-Date:
On 35"day-Date:

TRIAL
AND

OF

SIDDHA

“VAATHAKAJAKESARI

“VATHASTHAMBAM?” (SCIATICA)

MPLIANCE FORM

Drugs issued: (Gms)
Drugs issued: (Gms)

Drugs issued:
Drugs issued:
Drugs issued:
Drugs issued:

(Gms)
(Gms)
(Gms)
(Gms)

Drugs returned:
Drugs returned:
Drugs returned:
Drugs returned:
Drugs returned:
Drugs returned:

(Gms)
(Gms)
(Gms)
(Gms)
(Gms)
(Gms)

nd . : . .
On 42™ day-Date: Drugs issued: (Gms) Drugs returned:
(Gms)

Day Date Morning | Evening | Day Date Marning Evening
Dav 1 Dav?25
ey ey Lo
Day?2 Day26
Dav3 Dav27
Hays eV f
Dav4 Dav28
Haya Hay Lo
Davs Dav29
ey =ey=
Davé Dav30

ey &y
Dav?Z Davl]

&y Haysd
Dav8 Davl2

ay Hayol
DavO Davl33

ey =Cyy
Davi10 Davl4
ety Eipe
Davii Dav35s
ety =y
Davl2 Davi6
Ly ts =y
Davil3l Dav37
ety ey
Daviq Davl8
Saya4 Hayso
Davls Dav39
ety =y
Davils Dav40
Lay Lay4
Davl? Dav41
Lay-ts Ly i
Davil8 Dav42
LlaylL Llayas
Davi19 Dav43
ety ey
nny')ﬂ nnyAA
Dav21 Dav45

ey Lay4
Dav22
Lvayse
Dav23
blays
Dav24
Bay<4
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NATIONAL INSTITUTE OF SIDDHA
AYOTHIDOSSPANDITHAR HOSPITAL, CHENNAI — 600 047.

DEPARTMENT OF SIRAPPU MARUTHUVAM

PRECLINICAL AND COMPARATIVE CLINICAL TRAIL OF SIDDHA DRUG
“RAJAMAARTHAANDA ILAGAM” (INTERNAL) AND “VAATHAKAJAKESARI THYLAM”
(EXTERNAL) IN THE TREATMENT OF “VATHASTHAMBAM” (SCIATICA) WITH AND

WITHOUT VARMAM THERAPY.

FORM-V— INFORMATION SHEET

Name of Principal Investigator : Dr .K.Aarthy
Name of the institute :National Institute of Siddha,
Tambaram Sanatorium,
Chennai-47.
INFORMATION SHEET FOR PATIENTS PARTICIPATING IN THE OPEN
CLINICAL TRIAL.:

I, Dr.K.Aarthy Studying as M.D(Siddha) at National Institute of Siddha, Tambaram
Sanatorium is doing a trial on the study of Vathasthambam (sciatica).Sciatica is a
most common persistent joint disease, occurring throughout the world. In this regard, I
am in a need to ask you few questions. | will maintain confidentiality of your comments and
data obtained. There will be no risk of disclosing your identity and no physical, psychological
or professional risk is involved by taking part in this study. Taking part in this study is
voluntary. No compensation will be paid to you for taking part in this study.

You can choose not to take part. You can choose not to answer a specific question.
There is no specific benefit for you if you take part in the study. However, taking part in the
study may be of benefit to the community, as it may help us to understand the problem of
defaulters and potential solutions.

If you agree to be a participant in this study, you will be included in the
study primarily by signing the consent form and then you will be given the internal
medicine “Rajamaarthandailagam” (Internal medicine-, Twice a Day with water for 48
days) and “vaathakajakesarithylam” (External medicine), if you wish to stay in the In-
patient ward “Varmam” Treatment will be provided to you assuring that you will not be
definitely hurt in any course of treatment.

The information | am collecting in this study will remain between you and the
principal investigator (myself). If you wish to find out more about this study before taking
part, you can ask me all the questions you want or contact Dr.K.Aarthy, PG Scholar, Phone
no:9095897133 cum principal investigator of this study, attached to National Institute
of Siddha, Chennai-47. You can also contact the Member-secretary of Ethics committee,
National Institute Siddha, Chennai 600047, for rights and participation in the study.
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FORM -V &&aU60LIGAID

SHUIGITETFTEY  &FTeTmerfles Il L &)

Comisearer &8 LMmHEHSEMGT FTRLTISSTETL  @eTald (2 6Tmhal)
ohold  eurssnlssfl g (Qeseflombg ) ulefling — dpeoerd  Setormluln
LDBSSE WpUeIHeTeT $&6160 LIGeiD.

WaeTemn Qymigdwrery Quwy :@&. BTS5

PoeuersHerOuwy @ Casdflu dés wmsgel Mnelernd gmboupn Frer@umflwi,
OeeTemeor4 7

Casdlu s wmsger Ppeersded Ll Gupuigliyy Lulerny el@mh breT
(LHSSELT : (& . BTSSP ) UTFeVsDLD eTerTan Crmidamer WHSgGe! pFmiidduiley
(oLl (herGerreor .

Ba uresdmigw Grml Ievew. Ynsprmisd Fhupsors feo Cseralsemer
Calsan, Csmauwmer leis LACsTsmard@ snsamer 2 L L(Hsen o er@erer
Ops WprmiEdseg smmse elmplusder Cufled o Lu(bh LLFs5H0 2 6TmHsTS
prenryésrer,. ersd, 5&, 2 Geemer @meme, WLTEme) 2 ecorabh@ Llear 45
prlseps@ o L Oamarer  Geaueor(in  Ceveflombsrs arssnCssfl mgen 48
Bl send@ Cpmuerer @Lbisefllsd Ceuelu seu Ceuesor(ib. Oeuef@mmwmery 7
BT SEHSE R (PedD LohSglelnenerdE ey Geuer(pb.

Blg FDUHSLTET SLETH HOOTHH lFhEEHD FeAWDTs  aUssLIHD
ot 2 md  eledCpesr @ LwewrLy eI eThe 2 gl  OsTensun
eupBIsLLLT LTE. Qs prmisduier Cumg o LenseE Geumy urdliy ghulbbd
Ll gsdled Casflu dds wmsge wearwled sds wThHn dHdfems Jefssii(bb. DHs
QITLEAID  shsemer o LBSIHL L@ o BeEnd@  elimlumdoemewesiey
ei@urgy GeuetorHomemrapid  elevdlEOsmeTer (L 2 fleme eTerg) .

Ops PymiEd FbubsoTe WO elurBeeErd@L  GBTLIET  HeTememw
UHPLD  (WpeeTem  SprmlEAWTeTITeT (& . Hrdd (Ll Cupuglimery wLwmsgiel
Ufley) Sgmsan. emsliGudereor 9095897133, Gueud @ps pymligddE IEC
grern Qupiin (Dererg.

Gsd

maQWImiIuUD

8L

Quwry

el déamyTenswmiih
Quwry

2_Ma&(pemD

elflejeywmermy  ewawmiib

FODGHER] eEOWIm LD
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NATIONAL INSTITUTE OF SIDDHA
AYOTHIDOSS PANDITHAR HOSPITAL, CHENNAI - 600 047.

DEPARTMENTOFSIRAPPUMARUTHUVAM

PRECLINICAL AND COMPARATIVE CLINICAL TRIAL OF SIDDHA
DRUG“RAJAMAARTHAANDA ILAGAM” (INTERNAL) AND “VAATHAKAJAKESARI
THYLAM” (EXTERNAL) IN THE TREATMENT OF “VATHASTHAMBAM” (SCIATICA)
WITH AND WITHOUT VARMAM THERAPY.

Name of Principal Investigator: Dr.K.Aarthy.

FORM-VI— CONSENT FORM

“l have read the foregoing information, or it has been read to me. | have had the
opportunity to ask questions about it and any questions | have asked have been answered to
my satisfaction.

I consent voluntarily to participate as a participant in this study and understand that
I have the right to withdraw from the study at any time without in any way it affecting my
further medical care ”.

"I have received a copy of the information sheet/consent form".

Date:
Signature of the participant

In case of illiterate participant

“lI have witnessed the accurate reading of the consent form to the potential
participant, and the individual has had the opportunity to ask questions. | confirm
individual has given consent freely. ”

Date:

Signature of a witness
(Selected by the participant bearing no connection with the survey team)

Left thumb Impression of the Participant
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FORM VI @&@UIL&6v LIgalln
S IGTETTTEOFTEIT M6l SsLILIL L &)

[BIT 63T GUIT & EVGLOLILD6T 60T ERILD @prulesr < eme1d GNSSAD6T SR I 6O IL|LD
Cpmwmefig@ iyl eemaswies er(hsgiemrsEser erere_miguiemad@mesr .

Cad:

emawWmiuh

GLib:

Quwiry :

Crmwirefluiier &@UiLiH60

earerlln  @be WwBSHes  PUeIET  STIEUTSESW|D,  LHHIEST ST
LOHOIDLOHSSHIEIELA (LPEDD Lo, QamLihg 6TGOT G 2 L6v B usssHHSH
SEUOT SITEO0TIESELD , DIGEDEoTL LITSHISTESELD LwesTL(HLOL S Sle OTNINN::F: W
ufi@srsemerraer  ubfl LNl GD  auemawisd ey  LHSHEUTTEOGIET S S
Pl L g.prer  @ps  w;sae  pweldr  Gumg,  sTyewd 6T DT,
erlOuTsGaeir(Homermapy  @bs  BlLeledmigs  eTeTeeral(helsg  Osmeenn
2_rflennemwis0s el maedeT Cner .

TBITGOT 6T 60T GRIEL_ LI FSBATOTEHS Cayay Oeliuyn 2_flememuwid
Qamesor(“eUTGenSIDLD 6Tt e CBTiIGE TR STl QeTaln” (2 6T mbg) LhHmIb

‘arssnlasiomged” (Qaefl boBg)  wopdar Ufsflius  Sneard el Hub
LSS LING eraTener 2 L L(HSs RS oMo Cneor .

Gad:

emawWmiuh:;

G)Lib:

Quwr

e désmyy emsuwmliiumb:

Qg :

2_De(pemD :

elfleleorwimer i ensOwimiu FEONESHEDeVET eSHOWIMILID
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NATIONAL INSTITUTE OF SIDDHA AYOTHIDOSS
PANDITHAR HOSPITAL, CHENNAI — 600 047.

DEPARTMENT OF SIRAPPU MARUTHUVAM

PRECLINICAL AND COMPARATIVE CLINICAL TRIAL OF SIDDHA DRUG
“RAJAMAARTHAANDA ILAGAM” (INTERNAL) AND “VAATHAKAJAKESARI THYLAM”
(EXTERNAL) IN THE TREATMENT OF “VATHASTHAMBAM” (SCIATICA) WITH AND
WITHOUT VARMAM THERAPY.

Name of Principal Investigator: Dr.K.Aarthy

FORM VII - WITHDRAWAL FORM

1. SERIAL NO OF THE CASE

2.OP/IP NO

3. NAME

4. AGE

5. GENDER

6. DATE OF TRIAL COMMENCEMENT

7. DATE OF WITHDRAWAL FROM TRIAL
8. REASONS FOR WITHDRAWAL:

Long absence at reporting: Yes/ No
Irregular treatment: Yes/ No
Shift of locality: Yes/No
Increase in severity of symptoms: Yes/No
Development of severe adverse drug reactions: Yes/No
Development of adverse event: Yes/No

(If YES, give the details of adverse reaction in Form VII -B — Adverse
Reaction Form / Pharmacovigilance Form)

219



NATIONAL INSTITUTE OF SIDDHA AYOTHIDOSS
PANDITHAR HOSPITAL, CHENNAI — 600 047.

DEPARTMENTOFSIRAPPUMARUTHUVAM

COMPARATIVE CLINICAL STUDY OF SIDDHA DRUG “RAJAMAARTHAANDA
ILAGAM” (INTERNAL) AND “VAATHAKAJAKESARI THYLAM” (EXTERNAL) IN THE
TREATMENT OF “VATHASTHAMBAM: (SCIATICA)” WITH AND WITHOUT
VARMAM.

Name of Principal Investigator: Dr.K.Aarthy

FORM VII - A — ADVERSE REACTION FORM / PHARMACOVIGILANCE
EORM

SERIAL NO

OP/IP NO

NAME : AGE:

GENDER

DATE OF TRIAL COMMENCEMENT

DATE OF THE ADVERSE REACTION OCCUR

DESCRIPTION OF ADVERSE REACTION
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NATIONAL INSTITUTE OF SIDDHA AYOTHIDOSS PANDITHAR
HOSPITAL, CHENNAI - 600 047.

DEPARTMENT OF SIRAPPU MARUTHUVAM

PRECLINICAL AND COMPARATIVE CLINICAL TRIAL OF SIDDHA
DRUGS“RAJAMAARTHAANDA ILAGAM”  (INTERNAL) AND “VAATHAKAJAKESARI
THYLAM” (EXTERNAL) IN THE TREATMENT OF “VATHASTHAMBAM” (SCIATICA) WITH

AND WITHOUT VARMAM THERAPY.

Principal Investigator: Dr.K.Aarthy

FORM - VIl DIETARY ADVICE FORM

GEise Galglll 2_emTeyHan

Seilise Eauciuis Weneuss

asmissn (Vegetables):

S&SMUd e (Unripe brinjal)

(pimEsnsULeRs (Unripe drumstick)
SeusnIlgR& (Unripe Dolichos bean)
dennmen{ Greens):

Gunemennrussiment| (Sessile plant
|Afternanthera sessilis])

eps&SIT_sn (Hog weed [Boerhaawvia diffusal)
ansEausmen (Climbing brinjal [ Solanum
trifobatim|)

@@rﬁum&&émrj {L=aves of Drumstick |[Moringa
olefferal)

s Gauiisnsy (Curry leaf [Murraya koenigiil)

(pL&anigsnan (Winter cherry
| Cardiospermum halicacaburm|)

&r:maﬁmrj {Amaranthus iristis)
aiflensmer (trailing eclipta [Eclipta prostrate])

Ll (Sour)

2 0 (Salt)

sumuys QummLsen (Vatha diet)
2_(memens Sk (Fotato)
sunenips &M (Plantain)
Lsnswismse (Tobacco)

W&l MHhESHSE (Alcohol)
CuemmGunsubd  (E&esn  LSHuad)
intercourse]

[Sexual
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DHSSIe Sileyemn:

guowrer  seoruisd LOSse0  Ceuer(pbo.
To be lied flat(neutral position).
2 L sv e eTem GmULilsir sTemLeniud (@enmaa Eeueinr(hib.
Advised to reduce over weight
SFs  LEH SHTEGHSm0  Selfésealb.
should not lift over weight
HEoTL. ST LIWEOTD Sl M.
long travel should be avoided.
D F& HUD HL&H60, HH&H BRIL MHmer Healidsmeab
FProlonged walking and standing should be avoided
ubisTer  Heoeouwley oy Ceuer(hb.

To be seated in a correct posture.
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FORM IX- PHARMACOVIGILANCE/WITHDRAWAL FORM

) J/ f
] I atlent { consumer Identification \please complete Or tiICk bhoxes below as appropr) te)

NATIONAL PHARMACOVIGILANCE PROGRAMME FOR SIDDHA DRUGS

Reporting Form for Suspected Adverse Reactions to Siddha

Fiesse nore:  1L.AIl consumers / patients and reporters information will remain confidential.
i. It is requested to report all suspected reactions to the concerned, even
if it does not have complete data, as soon as possible.

Peripheral Center code: State:
Name Father name Patient / Record
Ethnicity Occupation No.
Address Date of Birth /
Village / Town Age:
Post / Via Sex: M/F
District / State Weight :
Degam:
Z [)- sCription of the suspecteda /\l: vaerse R’p...:,. ns l:[rll'J'.l'- omplete boxes below
Date and time of Season:
initial observation
Description of Geographical area:
reaction
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3. Llst of all moduconos/Formulntlons including drugs of other aystoms used by the patient

during the raeporting pnuod:

Medicine | Dsily | Route or Date Diagnosis ror
dose adminiatration Sunung S(opped which medicine

&Vehtcle' taken
A(l,;uvanl

Siddha

Any other

system of

medicines

4. Brmf details of the Soudhn Modncnnu which seems to be toxic

Details Drug - | Drug - 2 Drug - 3

a) Name of the medicine
b) Manufacturing unit
and batch No. and date
¢) Expiry date

d) Purchased and
obtained from

¢) Composition of the
formulation / Part of the
drug used

b) Dietary Restrictions if any

¢) Whether the drug is consumed under Institutionally qualified medical supervision or used
as self medication.

d) Any other relevant information.

5. Treatment provided for adverse reaction.
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6. Tno result af the aodverse reacrtion / Sido offect / untoward effocts (ploa\o compleote the

boxen holow)

Recovered: Not Unknown: Fatal: If Fatal
recovered: Date of death:

Severe: Yes / Reaction abated after drug stopped or dose reduced:
No.

Reaction reappeared after re introduction:

Was the patient admitted to hospital?
If yes, give name and address of
hospital

7. Any laboratory investigations done ta evaluate other nossvovnuos? le Yos specify.

8. Whetner the patient s sufforing with any chronic disorders(
Hepatic Renal Cardiac Diabetes Malnutrition
Any Others

9. HIO sraviaus snecgies ] Deug rasctions:

10. Otner itiness (prease aescrive):

11. lsentiticetion of the reporter,

Tywe (please tick): Nurse / Doctor / Pharmacist / Health worker / Patient /
Attendant / Manufacturer /

Distributor / Supplier / Any others (please specify)

Nn me.

Addrous.

Tolnphonn I E = maill If any r

Signature orcthe roeparter, Date:
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Plon'.r sand the completed form to

RRC-ASU/ PPC-ASU

mame & address of the \

P

L T

The Director

National Institute of Siddha,

(Pharmacovigilance Regional Centre For Siddha Medicine),
Tambaram Sanatorium, Chennai-600 047.

W (0) 044-22381314 Fax : 044 - 22381314

Website : www.nischennai.org

Email; nischennaisiddha@ yahoo.co.in

L T T L O O

rnt". fFillea-in A[)R report may be sent within one maonth of observation /otc urronce of
ADR
( Who Can Report? \
= Any Health care professionals like Siddha Doctors /
Nurses / Siddha Pharmacists / Patients etc.
What to Report?
= All reactions, Drug interactions,
Confidentiality
= The patient's identity will be held in stnct confidence
and protected to the fullest extent.
= Submission of report will be taken up for remedial
\ measures only not for legal claim )
Date:
Station:
Signature of the Investigator:
Signature of the Lecturer: Signature of the HOD
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