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Introduction, definition, preparation methods, doses & -detailed
nom_n_,mvno: of uses & Anupana- of following Yogas :

Ardraka swarasa, Tulasi swarasa, Vasa putapaka - swarasa,

Nimba kalka, Rasona kalka, Punarnavasthaka kwatha, Rasna

sapthaka kwatha, Dhanyaka hima, Sarivadi hima, Panchakola
phanta, Mustadi Pramathya, Kharjuradi mantha, Shadanga
paniya, Ajamoda arka, Yavanyarka, Chincha panaka, Candana
panaka, Banapsha sharkara, Nimbu sarkara, Bhaskaralavan
churna, Simhanad Guggulu, Yogaraj Guggulu, Lavangadivati,
Lasunadi vati, Eladi vati, Sitopaladi Churna, Hingwashtaka
Churna , Chitrakadi Gutika, Sanjivani. Vati, Triphala Guggulu,
Kaishora - Guggulu, Ovv\m/ﬁbwﬁammwm:\m_owmr Vasavaleha,
Vyaghri-Haritaki avaleha, Manibadra m<w._mg~m, Darvi rasakriya,
'Guduchi Ghana, Kutaja Ghana vati, Haridra khanda, Narikela
khanda, Soubhagya shunthi paka , Amruta satva, Ardraka satva,
Phala varti, Chandrodaya varthi, Arka lavana, Narikela lavana,
Triphala masi, Arjuna ksheerapaka, Rasona ksheerapaka.

‘Sneha kalpana Sneha yoni, Types of sneha, sneha murchana vidhi,

sneha paka vidhi, snehapaka prakara & their use. Snehapaka
kala, sneha siddhi lakshanas, dose, use of ghrita & taila,
Preparation & uses of Jatyadi Ghrita - Bramhighrita - Narayana
taila - Panchaguna taila.

10)Sandhana Kalpana & its types Madya, Sukta - Asava - Arishta —

" Varuni - Sura (Prasanna - Kadambari - Medaka - Jagala - Bukkasa)
Maireya — Surasava - Shukta - Kanjika, Tushodaka, Shidhu -
Souvira kalpana their methods of preparation, properties, doses,

" uses & mode of m&EEm:mﬁoP. Siddha Sandhana Lakshana.
_ wamvwﬂwao.b_, doses & mode of administration of Arjunarishta —

>mwoleme - Takrarishta - Dashamularishta, U.mermamwﬁ,
Kutajarishta Arvindasava — Kumaryasava - Chandanasava.

11)Pathya _O:.u_:u Concept of Pathya Apathya. Manda, Peya,
Vilepi, Yavagu, Anna, Bhakta, Odan, Yush, Kulattha Yusha,
Wlwrmam,.zgmm rasa, Vesavar, Khad Yusha Kamblika, Raga,
Shadav, Dadhi & Takra Varga - Takra. T1d~o~ ica, natvar, Mathita, -
Chhachika. . . . . ,

12)Bahy kalpan= (Formulations used for External Applications)

Lepa- Iypes of Lepas, its methods of preparation & mode of
application. Udvartan & Avachurnan
Method of preparation of Siktha Taila, Malahara - sarjaras
Malahar, Gandhak Malahar, Upanaha, Atasi upanah, Shatadhouta
& Sahastradhouta Ghrita. | |
_uvas.m_G__B_ (Ophthalmic preparations) - Seka, Drava, Anjana - -
Pindi, Ashchyoutana - Vidalaka - Tarpana - Putapaka etc.
14)Nasya kalpana - Classification of Nasya, ZmEom of preparation,

properties & therapeutic uses of Navana, Avapidana, Dhmapana,
Dhuma & Pratimarsha nasya. _

15)Mukha kalpana - Method of preparation, properties & therapeutic -
uses of Gandoosha - Kavala - Manjana (tooth powder), Pratisaran,
Tooth paste.

‘30_‘5:%»_..5 kalpana - Classification, Method of preparation,

properties & anmvocmo uses of Dhumapana. Dhoopan - Vrina,
Yoni, Arsha & Karna dhoopan.

17)Vasti kalpana - Classification, Method of preparation of vasti
yantra & vasti dravaya. Types of Vasti. Therapeutic properties & -
uses of Vasti kalpana. ;

18)Briefintroduction of oinetments, creams, gels, lotions, mrmS.vocm.
soaps, liniments.

19)Brief wno%_.mmmm of Standardization of Ayurvedic formulations.
20)Brief introduction of Drugs & Cosmetic Act, 1940 & rules, 1945
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Conversion Factors
1 Gram =.0.0352740 Ounce = 0.085735 Tola
1 Kilogram = 220462 Pounds = 1.07169 Seers

1 Metric tonne =
\

thidHIUS

FHIAAETT IGW HH IR E=A1 HATT @B ATEl, Ul Shlear=l |
R, gyauitaned sfafiy s quitrEl JUSsY wead ARy
gy @ffEY = -

30 ST
R0.8 hell

30 H&d

3y IERIT =

R wey
PERIES
3 g
2 FIA

1 Ounce = .Nm.whom Grams

1Pound = 0.4535924 Kilogram .
1 Ton = 1.01605 Metric tonnes
1Tola = 11.6638 Grams -

1 Seer = 0.93310 Kilograms

- 1Maund = 0.373242 Quintal
9 Pounds = 350 Tolas (exact)

g S = 2.9\ Teha
= g e o= RPLRRAREER
- gmed = g fife

=  ge@ERm = RgAE.

g ugy _

= g 7

= 3 g

= 3 @R

= g ad

0.98420 Ton = 26.7923 Maunds
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92. A9y aiweft fAwfor

Ointment

Ointments may be used as skin conditioners & as a means of

treating skin conditions, they are mostly simple to make with the

base ingredients being readily available.

1) Ointments are used typically ‘as protectants, gmm.oﬁao_m.._

emollients, kerotolytics & astringents.

2) The ointments base is very important, as it aQQ.BEom the use of

the ointment.

3) An ointment base which can penetrate into the skin & release
the medication is an ideal base for antiseptic ointment, while

an ointment base has a ‘poor penetrating power’ is ideal for a

protective ointment against moisture, air, uv :mgm & other

oﬁﬂdm_ factors.

Definitions

e Ointments are ».mn% Eovmamsoum of a mowow oObm_mabo% than -

imNOm

D OoEvoE& ointments are a mix of &m.owoa o__m & waxes as the

principle ingredients.

They are generally much “greasier” than creams & may be used

for skin softening, skin protection, as a water repellent & for the
application of medications to the skin surface. .

- e Waxes are generally solidified oils at room temperature.

Ingredients for ointment bases

1) Vegetable oils, ‘ii) Beeswas, iii) Lard & other animal fats, iv)
Paraffins & other petroleum products. "

Medications

;.o a) Zo&omﬂoa oils, b) Herbal tinctures, ov mBmHE: o__m d).-
Antioxidants, e) Preservatives

Uses -

_838_%:8 & mmﬁbmoam
. 269

Ointments are :.moa Jﬁ_.om:w for “sever all purpose, |
e.g., as protectants, E:_moﬁaom oBoEoRm, antipruritic,

S T o
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S Applications -

q. Rdw sifwelt fmfor -
to prepare aerogels, materials with exceptional properties including
~ very low density, high specific surface area & excellent EQ.BN_
Em:_w:ou Eouﬂ.som

‘1) In personal care .
2) In pharmaceutics & physical or._o.Bm.m.ﬂQ.

" Lotion o ,

A lotion is a low to medium viscosity, topical preparation
Eﬁocaoa for mﬁﬁ:omaoc to unbroken skin. w% corntract, creams &
mo_m have higher viscosity. _

Lotions are usually mﬁﬁ:oa to external skin é:r bare hands, a
clean cloth, cotton wool or gauze. Many lotions, especially hand
creams & face cream are formulated not as a medicine delivery
system, but simply to smooth, rehydrate & soften the m_ac

_.a_:m_.o&o:_a . Lotions can be used for the delivery to the mWE

of .Bo&omsoum such as - Antibiotics, >_E_movsomu,

" Anti fungals, Corticosteroids, Anti - acne agents,

"Soothing, smoothing, moisturizing or protective

agents

Types of Lotion
| 1) m.oa% lotion. B Facial lotion 3) H.HEE & mooﬂ cream, & _o:on
with waaoa mammnmboo 4) Mouth gargles.

Body _on.o_. voso_n_a
1) Worvdamﬁo dry skin 2) Wou_g_mr extra dry or rough nvoam on
" the skin 3) Smooth Calluses, 4) Feel & smell good, 5) Help yoursly
- relax 6) Soften the aocmromﬂ part of your body. 7) Make mwB m_oi

»

U__"_"oqoza lotions & n_._o_q Em

i 1) Black lotion, 2) Calamine lotion, wv Oozvﬂﬁu eye lotion, 4)

,wv HEEEM ~onoc GSo_mEb anco:oc \ oxamsouv

o

Witch mwmo_ 5). >mou shave lotions, 6) Toner 7) M_GOOmeo_o _oaoa

92. fay silwet fmfor

~ Shampoo

The word shampoo orginated from Hindi word “Champoo”
which means head massage. Shampoo is a hair care product used for
the removal of oil, dirt skin parlicker dandruff environment pollutant

" & other contaminant parlical that grandully build up in the hair.”

_._..m_.o,&m:a of shampoo

1) ,,<§8b 2) Surfactants, wv.meaoomr 4) .—.E&Bom_mu 5) Foam'

Booster, 6) Opacifiers, 7) Preservatives, 8) Active ingredient, 9)
Fragrance & color, 10) Sodium chloride, 11) Citric acid

Types of m_.s__:.voo

A) Basic Shampoo - Oily hair shampoo, Dry hair shampoo _
C) Baby shampoo, ‘
D) Medicated Shampoo - Antilice mrmavoov.

Anti Dandruff Shampoo

Uses of u_..m.svoo

1) Mixture of shampoo & conditioner used as. shaving cream.
2) Used far removing make up.

3) For o_mchm hair, o_omuEm hair cEmrom & combs.’

4) O_@mEsm paint brushes & rags & carpet.

5) Weak solution of baby shampoo & Sﬁ water is used to clean dirt |

of eyes, eye lashes

6) Mixture of shampoo & baking soda, can clear chrome on vehicle
& make it shown

Hazards of shampoo

* It cause hair loss & create nitrate compounds which have been

linked to cancer & cell damage, it also cause eye damage a@mammwonv

labored breathing, &mn._romu skin irritation, carrosion & death.

273

-




F.-ss2

(1 “yenm) (3 ‘eyerd! vuysiry ([ IO — eml quiN (¢ “efeiny

(g “‘nypewmnyses, (3 ‘ee10of ( ‘©YeATOY( (o TrurEgsIpoAr (p

" ‘nndsnn) (0 ‘aredysn (g ‘eyoea (e - deos o1posInky Jo sjuayuc) (€

. . _ "SUOTIBUIqUIOD JIAY)

% vae\wﬁ ‘ourtasel ‘0501 2p J[IW ‘sseld - sooueIFely JUAIPILT (T
BAARSRYOURY (]

SIUSILOD NS 1 sdeog dIpaAInAy

-01sed 3003 29 swieaId ‘sdeos Jo JUSIPAI3UL Ue
Se AJUOWWOd pasn sem .xv €-1 Jo *ouo)) ayy ur sueydoro[yoexsy
_ “Ind%0 ued
snreuLISp o1319]e ySnoyiye [ousyd uey} Urys oY} 03 JUBILLII $SI] Yonuwi
S1 3] "A11AT}O® Ul UONONPaI SIY} I0J *ou0d 03 y3nous Y3y s1 A[[ewriou
posn "ou09 9y} I9AOMOY] ‘sed 10 wnIss 10 9oussard 9y} ur yonuwr os
j0u Inq sdeos Jo ooussaid oyl UI AJIANOR S) SUIRIAI Fnip oYJ,
‘pourodal u29q 10U Sey 1 0} 9OUB)SISAI
[EIQOIDIJN ‘IeJ OS 29 OBISOLIdOeq AJurewl sI Fnip oy wsiuedio
oAnedou weId JSurege SA1I09]J 910U SI )] "WISIURIIO JO AJOLIBA OpIMm ©
jsurede A11ANoe [BLISIOBRQIIUE S}IQIYXS [ouayd pajeurio[yo sI sIyj,
(11-D) sueydoojyoexdH (¥

*04,G-G’() WOIJ FUIATRA UOTBIIUIOUOD

e ur uonnjos deos 2 sdeos ur pakojdurs A[ensn ‘19009 9y} WeIr)
1surede 0A1O9Jo Ajrenonted ‘oprsoLo)oeq JUBILLII UOU ST SIYJ,

[oyng (£

‘s1oydopry o317 suoneredaid 1oyyes

Aq pooejdal usaq A[o31e] sey 11 ‘armjeu ESE.M AIY31y sy Jo asneoag

'$105[q0 o1ewWIUERUL 29 S)onpoid 9)SeM [BWIUE JO UOIIOJUISIP JOJ Pasn
SI J1 "9sn J)SOWOp 29 [endsoy IOJ SJUBIOQJUISIP [NJosn SI [OSAT

'sp1oe A13e] pajermes woly paredaid asoyy ueyy

Ananoe ondasnue I1oy31y B JIqIYXa SPIoe AJjeJ pajenjesun Wolj apeur

sdeog ‘suoneredaid sy ur pasn deos ay; 0} SUIPI0OOE JO A/A 9%, (S

Injlaly \hiie BBl 2b

¥LZ

SUTEIUO02 1] 'WOIJAIOY) PAALIOP SPIJE SJJB] PaXIW Y} JO [10 d]qeiofoa
® IIM [0SAIS JO 2imXI e Jo uonedsygruodes Aq pareredord si siy ],

(uonnjos deos —Ei [osa1)) 05K (Z

‘ondasnue Joyoue Y Juole A[rensn 9, [ 01 G'9 WOy SurArea
UONEBIUIOUOD Ul Josued[s urys sanerado-aid e se 29 soodureys
pajeoIpatl Ul pasn si g eLId)deq sanisod weld jsuiede 9AN09[D
Ajureur sy 1] eIpow suljed[e 29 JIpPIdk Y)10q Ul SANOE SI 1] Id)em pley
ut 0Ano3yye Juroq st sdeos o3 rouradns st jug)ORLINS OIUOIUE SIYT,

aeydjns |Xang wnjpos (]
deos jo 3:3:ouw

deos Suiseyg (; deos Aqeg (9 ‘sdeos xordwo))
(s ‘siusSine( (4 ‘deos pmbig (¢ ‘deos prey (z ‘deos ygos (I
‘Fuisutr Yim Aeme paysem 29 I2yIe|
oy} ur paysews Apuonbasqns ore swSIUBZIO-OIONW 9} ‘POPPIqUID
oIe BLIOJOBQ O} YOIYm UL SUoNaIods [eprodi[ oyl JO UuoneOYIS[NWID
0} AIepuodds SI uonoe JuIsued[d IRy eyl IsAamoy A[oNI SI I
“wsTueSIO 1SBY pIoe 29 Oy} WeID) jsurede 9ANOJLS A[urew dIe sdeog
‘A11A1I08 SULIOMO] UOISUS} 99BJINS I0J 9]qIsuodsar sI ydligym ‘uorue
xo[duioo 29 a81e] A[oAnje]aI € UWLIOJ 0) HONN|Os snoanbe U S91BIO0SSIP
sjuejoRJINS OIUOIUY ‘sjueloejins omuoiue o3 sJuofeq deog
sadAL

"deos 0} SWISITRYOIW JRJIWIS Aq

voﬁﬁomo s1uaS101op O1OYIUAS ‘Aeme pIsSULI JU 29 19jem Ul 9s1odsip 03
s[10 smo[[e deos JO UOLIPPE Sy} ‘XIUI J0U OP Id)em 29 [10 A[[RULION

. ~-uonmjos ‘ourfeye A[3uons e Yim

syeJ 29 S[10 [ewiue I0 J[qe}aFoa Suneon £q ‘paurelqo are IUIsuUBS[O

10} sdeog ‘sjueonqn] jo sjyusuodwoo jueprodunt ore 29 Suruuids

..oExB ul pasn os[e ar1e A9y} Inq ‘Jurues]d 2p Fwyyeq ‘Furgsem I0J
sjuejoejIns se pasn A[urews oxe sdeog "pioe Aj1ej € Jo jyes e s1 deog

deosg

lnjhale) \RRYIE Bizk) ‘Tb




EREEpE e

92. m%%%mu?

Bakuchi, m) Oromov:: 3 Vanardarka, o) <_oo=mm5 p) mwd_um
Q) U,&drﬁawam Hv Devdaru

Liniment

Defmition - Liniment is a medicinal liquid or semi liquid or semisolid -

‘preparation for the external use that is firmly rubbed
into the skin to provide temporary, fast acting pain
relief. Liniments are one of the oldest known natural
medicinal interventions, .
Although liniments are not aom_mboa to ?cﬁao long term relief
from .chronic pain or discomfort they work especially io: when
combined with herbal salves & / or tinctures, ci:o: are more lasting
overtime in their heading effects.

Preparation of liniment

Liniments most typically utilize an alcohol base as the menstrum,
which acts as a carrier for the other ingredients.

>Hooro_ enables deep skin m&moeaou & thorough mo_ZoQ of the
Boa_oEw_ herbs.

Some liniment maker create a base that is partly alcohol & partly |

oil, resulting in a product that separates, is more difficult to spray &
constantly needs shaking.

Best liniment maker use a combination of witch rwnn_ &

isopropyl Alcohol makes a superior carrier or base, because it is less
drying than alcohol &ono
In short, a liniment can be made with a EQE o». mﬂom rondm

that are steeped in alcohol for 2-4weeks or Moumma than strained &

combined with additional ingredient such as herbal essential oils or
other tinctures, if desired. The resulting liquid is a liniment.

Types of liniments (4) -
1) Trauma liniment 2) Tendon liniment,,

3) Muscle liniment é Tibetan rel flower _E_an

- 276
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Modes of action of liniment

Firmly rub liniment for several minutes stimulates area &
increase flexibility so for short term it act as pain relief.
Contents _

Siras, dhatura, nirgundi, sarpagandha, sounthe, ajwain, vacha,
kappor, pudina, camphor, nilgiri tail.
Uses of liniments

~ Most popular use of liniments is to help relive pain & stiffness
often associate with ointments such as sore muscle or arthritis. They
useful for the relief of muscular aches following hard exercise or
exposure to wet & cold. Sprains, strains & bruises.

Disadvantages of liniments

In many liniments extremely irritating irritants are used which
are irritating to the skin & mucous membrane & serious burns,
blistering or infections may result from their use.

Liniments are not used for or not applied to broken skin.

1

Standardization

- Ayurveda as a science has witnessed many changes & today
it is globally accepted system of medicine. Ayurvedic sciences are
expected to play significant role in future healthcare system.

Fundamentals provided by ancient treaties mainly prepare the

’ dmmo of todays standardization aspect. As Acarya Caraka has given

- 1) Bahuta - Quantative 2) Yogyatva - Qualitative 3) Anekavidha

. _ kalpana - Quantitative 4) Sampat - Qualitative

The Karyakarana Bhava of the standardization can be put
forward as comparative assessment of benefits & hazards of Modern
& Ayurvedic medicines is necessary.

Standardization is a burning topic in Ayurvedic drug industry
today. Tremendous work is going on regarding herbal drug

standardization, but it is not an easy task as preparations described
. 277
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9. fadw aityeft famfor _ .
“volatile oil content, 4) Acid value, 5) Saponification value, 6) Iodine
value, 7) Reducing & non-reducing sugars, 8) Alcohol content.

Specifically for Rasausadhis following tests are important -
1) Qualitative reactions, 2) Quantitative inorganic analysis, 3)
Physical methods, 4) Others

a) Chromatography

Ownoamﬁomg_ur% is defined as a EQEOQ om analysis in which
the flow of the solvent or gas promotes the separation of substances
by differential migration from a narrow initial zone in a porous

adsorptive medium. It may be employed for qualitative as well as -

quantitative analysis.
2. Paper O,raoﬁmﬁomﬂm@r%

4. Thin layer 0505&8@3@:%

Column Chromatography -
.Gas Chromatography

HPLC - High won,oﬁbmzoo Liquid

Chromatography.

HPTLC - High Performance Thin hm%on Chromatography.

Spectophotometry 9. N.P.S. test
. Emission Spectrometry with L.C.P.

. Crystallography by X-ray diffraction method.

However, there is a great need for further research to examine
the properties of all these minerals in order to make precise
identification & standardization. There is considerable confusion
in the raw materials originally recognized by Ayurvedic Physicians
& the one now being supplied by various drug agencies. Hence, it
is very essential to .maﬁ into modern disciplines’of mineralogy for
the clear identification of these raw materials. The raw materials
should be identified according to the characteristics given in the
ancient texts-& co-related with modern mineralogy & all modern
international pharmaceutical tests make available to each institute

_ O

for drug standardization.
. _________:::__::.::_h:_::::__::_::::::_
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13. Drug Act

13. U..:m Act

Defiition - In this act;“unless there is anything repugnant in the

_ mcE. ect or context,

‘Ayurvedic, ma&rm or Unani . &:m includes -all medicines
intended for 583& or oﬁoﬁm_ use for or in the &mmboem, treatment,
mitigation or prevention of disease or disorder in human beings or
animals & manufactured exclusively in accordance with the formulae
described in, the m&roﬂ:ﬁ:\odoowm of Ayurvedic, Siddha & Unani-

- Tibb systems of medicine, specified in the first schedule,

Notification (New Delhi, the 7 March, 2003) -

1) These rules may be called the Drug & OOmBonnm (34 >Bob&b@2
W:_om 12003. ) . _

2) They shall come into force on the date of publication in the
Official Gazette. o

3) In the Drugs & Cosmetics Rule, 1945,

(a) after rule 155-A, the following mrm: be inserted, nmam_vw

155-B  Certificate of award of G. Z P. of Ayurveda, Siddha &t ::...:m
Drugs:

- “The cértificate of Good Zmb:mmognbm wnmoaog AQ?:J to
manufacturers of Ayurveda, Siddha or Unani drugs shall'be issued to
licensee who comply with the requirements of Good Zmncmmoansm
Practices (GMP) of Ayurveda, Siddha & Unani &:mm as laid down
in Schedule T.

@o intherule 157, after ooHEEOa_ ( C the following shall be inserted,
namely:
(1A) For getting a certificate of Good Manufacturing Practices
of Ayurveda, Siddha, Unani drugs, the applicant shall make
an application on a plain paper, providing the information on
ox_vamm infrastructure of the Bmu:wwo.::bm unit & the licensin g
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" 13.DrugAct

The meSQ mnEm & electrical fixtures in the mesmwogum

‘area shall be proper & safé.

& Furnace/Bhatti section could be covered with tin roof & proper
ventilation, but sufficient care should be taken to prevent flies &
dust. . _ _ _

6) There should be mao safety measures & proper exits muo:_a be.
there.

7) UQEW Space — There be mmvwm:o space for E.%Sm of raw

material, in process medicine or medicines require drying before -

packing. This space will be protected from flies/insects/dusts
- etc., by proper flooring, wire-mash window, glass pans or other
material.

1.1 (C) Water m:vv.<
" The water used in manufacture shall be pure & potable e&:@

- Adequate provision of water for washing the premises shall be made.

1.1 (D) Disposal of waste

From the manufacturing section & laboratories the waste water .
& the residues which might be prejudicial to the 20183 or public*

health mrwz co a_vamoa oﬁ.

1.4 (E) Oo=nm.=01m n_mm::..m

The factories where operations involving the use of containers
such as glass bottles, vials & jars are ogasﬁoa there shall be
adequate arrangements separated from the Sw::mmoaﬂum ovmaw:oum

for iwmrﬁmv o_ogﬁm & QQEW of such 8:8503

1.1 (F) mno-.@u

Storage mw_oc_m have proper <ouEw:o= & shall be free from

| dampness. It should ﬁmoﬁao independent maopcmﬁo space for storage

of a_m.oaoa types of’ material, msov as raw Bw\adw_ vmowmmﬂsm
Eﬁoﬂm_ & finished ﬁaoasoa _ _ :

. 284
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13.-Drug Act

1.1 (F) (A) Raw materials

All raw materials procured for manufacturing will be msaa in
the raw materials store. The manufacture based on the experience &
the characteristics of the particular raw material used in Ayurveda,
Siddha & Unani system shall decide the use of appropriate containers
which would protect quality of the raw material as well as prevent
it from damage due to dampness, microbiological contamination or

“ ~* rodent & insect infestation etc. If certain raw materials require such

controlled environmental conditions, the raw materials stores may
be sub-divided with proper enclosures to provide such conditions
by suitable cabinization. While designing such containers, cupboard
or areas in the raw materials store, care may be taken to handle the
following different categories of raw material :

1) Raw material of metallic origin.

2) Raw material of mineral origin.

3) Raw material from animal source.

4) Fresh herbs. 5) Dry herbs or plant parts.

6) Excipients etc. 7) Volatile oils/perfumes & flavours.
8) Plant concentrates/extracts & exudates/resins.

Each containers used for raw material storage shall be properly -
identified with the label which indicates name of the raw 5&%&.&,
source of supply & will also clearly state the status of raw material
such as ‘UNDER TEST’ or ‘APPROVED’ or ‘REJECTED”. The
labels shall further indicate the identity of the particular supply in the
form of batch no. or lot no. & the date of Hoooi of the consignment.

All the raw materials shall be sampled & got tested either by
the in-house Ayurvedic, Siddha & Unani experts (Quality Control
technical person) or by the laboratories approved by the Government
& shall be used only on approval after verifying. The rejected raw
material should be removed from other raw material store & should
be kept in separate room. Procedure of ‘First in first out’ should
be adopted for raw materials wherever necessary. Records of the
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13. Drug >nn

of the type-of product mecmmogom (classical preparation or patent
‘& proprietary medicines). Manufacturing records are required to
provide an account of the list of raw materials & their quantities
obtained from the store, tests conducted during the various mﬁmmmm of
manufacture like taste, colour, physical characteristics & chemical

. tests as may be necessary or indicated in the approved books of

Ayurveda, Siddha & Unani mentioned in the First Schedule of the
Drugs & Cosmetics Act, 1940 (23 to 1940). These tests may include

‘in-house or pharmacopoeial test adopted by the manufacturer in the
‘raw material or in the process material & in the finished product.

These records shall be duly signed by Production & Quality Control
Personnel respectively. U.oﬂm:.m of transfer of manufactured drug
to the finished products store including dates & quantity of drugs

transferred along with record of testing of the finished product,

if any, & packaging, records shall be maintained. Only after the
manufactured drugs have been verified & accepted quality shall be
allowed to be cleared for sale. . -

It should be essential to maintain the record of date, manpower,
machine & o@Enga used & to keep in process record of various
shodhana, Bhavana, burning in fire-& specific grinding in terms of
internal use. ‘ )

- 1.1 (L) Distribution records

 Records of sale & distribution of each batch of >%E.<omm Siddha
& Unani drugs shall be maintained in order to facilitate prompt &

- complete recall o.m the batch, if necessary. The duration of record

keeping should be the date of expire of the batch. Certain category
of Ayurvedic, Siddha & Unani medicines like Bhasma, Rasa, Kupi-
ﬁmw«m, Parpati, Sindura, Karpu/uppw/puram, Kushta, Asava-arista
etc. do not have expiry date, in contrast their efficacy increases with
the passage of time. Hence, records need to be BmESSoa up to 5
years of the exhausting of mﬁoow

13. Drug Act

1.1 (M) Record of market complaints

Manufacturers shall maintain a register to record all reports
of market complaints received regarding the products sold in the
market. ' The manufacturer shall enter all data received on such
market complaints, investigations carried out by the manufacturers
regarding the complaint as well as any corrective action initiated to
prevent recurrence of such market ooBEmEa shall also be recorded.
Once in a period of six months the manufacturer shall submit the
record of such complaints to the Licensing Authority, The register
shall also be available for inspection during any inspection of the
premises.

Report of any adverse reaction aom::Em from the use of
Ayurvedic, Siddha & Unani drugs shall also be maintained in separate
register by each manufacturer, the manufacturer shall investigate
any of the adverse reaction to find if the same is due to any defect
in the produce, & whether such reactions are already reported in the
literature or it is a new observation.

1.1 (N) Quality control
Every licensee is required to provide facility for quality control
section in his own premises or through Government approved testing
laboratory. The test shall be as per the Ayurveda, Siddha & Unani
pharmacopoeial standard. Where the tests are not available, the test
should be performed according to the manufacturer specification or
other information available. The quality control section sha]l verify
all the raw materials, monitor in process quality checks & control
the quality of finished product being released to finished goods
store/ware house. Preferably for such quality control there will be a
separate oxUQA. The quality control section shall have the wozoaibm
facilities:
1) There should be _mo sq. ft. area for quality control section.
2) For identification of raw drugs, reference books & reference
samples should be maintained.
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13.

Drug Act -

a) Carrying out manufacturing operations in a separate block of

g)

' 1.2 (B) Precautions against conitamination & mix

adequately isolated building or operating in an isolated enciosure
within the building. |
Using appropriate pressure differential in the process area.
Providing a suitable exhaust system.

Designing laminar flow sterile air systems for sterile products.

The germicidal efficiency of UV lamps shall be checked &
reccrded indicating the burning hours or checked using intensity.

| Individual containers of liquids & ophthalmic solutions shall be

examined against black-white background fitted with diffused
light after filling to ensure freedom from contamination with
foreign suspended matter.

Expert technical staff approved by the Licensing Authority shall
check & compare actual yield against theoretical yield before
final distribution of the batch.

All process controls as required under master formula including

room temperature, relative humidity, volume filled, leakage & clarity
shall be checked & recorded. .

A.

Part I

List of recommended :.En—::mg equipment & minimum
manufacturing premises required for the :.5::?256 of various
categories of Ayurvedic, Siddha system of medicine

One machine indicated for one category of medicine could be used
for the manufacturing of other category of medicine also. Similarly
some of the manufacturing areas like woéaonbm“. furnace, packing
of liquids & Avleha, Paks could also be shared for these items.

" Category of 7::5_:_.: Machinery/Equipment
medicine _suzc?n.n:_.m:w Recommended
space required
4] (2) 3) 4)

292

13. Drug Act

1200 sq. ft.
covered area with
separate cabins
oL partitions for
each activity. If
Unani medicines -
are manufactured
in same premises
an additional area
of 400 sq. ft. will

be required.

.v Anjana/Pisti 100 sq. ft. Kharal/mechanized/ motorized

. Kharal, End runner/Ball-Mill
. . . Sieves/Shifter .

. |Churna/Nasya/ 1200 sq. ft. Grinder/Disintegrator/Pulverisar/
Manjan/Lepa Powder mixer/Sieves/Shifter
Kwath Churn
Pills/Vati/ Gutika  |100 sq. ft. Ball Mill, Mass Mixer/Powder -
Matrica & tablets " mixer, Granulator drier, tablet

. compressing machine, pill/
vati cutting maching, stainless
steel trays/container for storage
& sugar coating, polishing pan
in case of sugar coated tablets,’
mechanized chattoo, (for mixing
i of guggulu) where required.
Kupi pakva/ Ksara/ (150 sq. ft. Bhatti, Karahi/stainless steel
(Parpati/ Lavana vessels/Patila flask, Multani
Bhasma Satva/ Matti/Plaster of Paris, Copper
mm.nmcnm.g& Rod, Earthen ooﬁ&uon. Gaj
: .CEE.\ Param ~  |Put Bhatti, Muffle furnace
(electrically operated) End/Edge
- |Runner, Exhaust Fan, Wooden/
S.S.Spatula. - -
293
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13. Drug Act
3 |Boiling Point 3 |Microtome
Determination Apparatus ) :
4 |Melting Point _ 4 |Physical balance
 |Determination Apparatus. . .
5 [Reftactometer |5 |Aluminjum Slide trays
6. |Polarimeter 6 |Stage Micrometer
17 | Viscometer 7 |Camera Lucida
(Prism & Mirror Type) - . :
8 |Tablet Disintegration |8 |Chemicals, Glass-ware etc.
Apparatus _
9 |Moisture Meter
10 {Muffle Furnace
11 |Electronic Balance )
12 |Magnetic Stirrer ™
13 [Hot Air Oven : qwu-wl
14 Wmmz.wmamﬂg_ '
15 [Glass/Steel -
Distillation Apparatus P
16 [LPG Gas Cylinders with A R
. |Burners
17 |Water Bath .),
(Temperature Controlled)
18 |Heating Mantles/Hot Plates
192 |'TLC apparatus
with all Accessories (Manual) | N
{20 {Paper ,OEO.BN.SWH%:%_ TN
apparatus with accessories . | .
21 |Sieve size 10 to 120 ] _
with sieve shaker
22 (Centrifuge machine J
|23 |De-humidifier N
24 |pH Meter -
25 |Limit Test Apparatus A
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