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Modern analysis for Herbomineral combinations

1

XRF X-Ray Fluorescence

Used for elemental analysis and chemical analysis.

X-RD X-Ray Diffraction

Used for determining the atomic and molecular structure of a
crystal.

T 92 ¥/43
g | gt o BIATAT / HigsTeAT Fehed ATET.
IGT. UG, e ITH UdH Udes B
SiehgdT o fAfITE wur
o HMEM EADI (ITT=AT §EH)
o gl ¥ Fea™d gacd .
Frefuca gael = ted @gaAr a9 |
ST g v ghieeny || TLH.C/CR
g | IS T _
9) RIR - IR @lesl, THADE, B, FellaT

FreoR @@, =hHdhid, SNfANHEgYT,

3,. WAHRGTT N -
TEUER M gaaarREl  fUgsar
_ HIWT | _
3) YavRIoraieER - S, BoTehl, Y&H HUHT STeiol, hifad®,
T - foaest.

¥) QAURISTERIER ~ Wi Hidue &l HAGdel o AR SiRed
SATAT - AHTATERI I

Y) gy | B, TSGR, PMeSeATd Hehel[THTII.

mvw&@ﬁummi@mm“%gﬁlg.ﬂ@qﬂmﬂqﬂ-

SIMAUTE ofled.

Atomic Absorption Spectroscopy

AAS

Used for quantitative determination of chemical elements
employing the absorption of optical radiation by free atoms in
the gaseous state. .

In analytical chemistry, it is used for determining the
concentration of particular element in sample.

ICP - OES Inductively Coupled Plasma Atomic /

Optical Emission Spectroscopy

It is an analytical technique used for detection of trace metals.

SEM Scanning Electron Microscope

It is a type of electron microscope that produces images of a
sample by scanning it with a focused beam of electrons.

EDX Energy Dispersive X-ray spectroscopy

It is an analytical technique used for the elemental analysis or
chemical characterization.

It characterizes each element by its unique sets peaks on x-ray
spectrum due to its unique atomic structure.
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TEM Transmission Electron Microscopy

It is a microscopy technique évoaoc% a beam of electrons is
transmitted through an ultra-thin specimen, interacting with
the specimen as it passes through. An image is formed, it is
magnified and focused on to a imaging devise or to be detected

by camera.
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24. _v__mniunoﬁm:m:nm of Ayurvedic Bm&nm:m,u |

SR T R @ A AT, @ " WHO A geR
Hdall. 2. 23]\ Hiell afweizan gsuRumd=t (ADR - Adverse Drug
Reaction) S%lel IR HRUATHIST, AT=AT A6l SHUATHIS! o SATIER
qTdesiaY SNy A (Standard) sxfauamandt Erice Declaration ITeR
FROIT ATl ITET H 29T To strive towards the highest ethical,
professional and scientific standards in protecting and Eo:..omwm
safe use of medicines T Bdl. IT=AT &R Y&l © W HISHHAT
feraRId Se AT el HvaTe RIGRY HRuaTd .

2) Health professionals

1) Public health administrators

3) Pharmaceutical industry 4) Government

5) Drug regulators 6) Media 7) Consumers

‘ STITlereh USR], TR aTigdieeh wdi=l ARl aigea™ a &=
g (MYAST=AT/8A AERaleAl faepear stom=n) faqm atteden
FEIROTH=AT dRRIET @@l 99 WHO 9 Dept. of AYUSH, Ministry
of health and family welfare, Govt. of India I<1 Pharmacovigilance
program for Ayurveda TERUATH GEAT FRUATE S, QAR
00¢ ST TET Uraediar ZAFT SNTH=AT ST Thiad EeuTd a@d
IS National pharmacovigilance resource centre, IPGTRA,
Jamnagar and approved by AYUSH Ii=a1 Athd wwdshd (Protocol)
TR HOAd ATl National pharmacovigilance consultative
committee for ASU drugs (NPCC-ASU) Ii=aT ATthd WIH 3 SR
00% TSI g ddY mxw@.ﬂﬁgmo@%imﬂﬁmﬂ%a
HTIT SN FHATATIU AT ATAT. SATAT A Ao iaeh reor &=
g ST HhaiAr mﬂ%_ﬂ_wrwgwooim:m:om =7 FHshATd GEARN e
ST STl TR, T Gt 93¢0 T 3K T AL HehlI=T FhrishA
(ADR monitoring system) & Indian council of medical research

(ICMR) Ti=aT AT ATAAT ST BT,

Pharmacovigilance

Pharmakon &7 aiTwefi wﬂ@% TIRAT SIUTRT ek 168 TR, Vigilare

g oidF fopamue e == ord sieres aedl (To keep awake or alert),
378 :
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@@ FO (To keep Watch) arem @R, RS Pharmacovigilance a1

ﬂﬂﬂagﬂwﬁgggﬁ g, frsad 9
fore=ror s Oar Adar.

Pharmacovigilance - Definition

Pharmacovigilance is defined as the pharmacological science
relating to the detection, assessment, understanding and prevention
of adverse effects of drugs or any other possible drug related
problems.

Definition of Adverse Event (AE)

Adverse event (AE) is defined as any untoward medical
occurrence; including a symptom or disease or an abnormal
laboratory finding during the treatment with a pharmaceutical
product in a vma.oa or a human volunteer that does not necessarily
have a relationship with the treatment being given.

>U_~ A>n<m.‘um Drug Reactions)

(In case of)
! o
FDA approved Unregistered
pharmaceutical or
products non approved
- products
|
A noxious & A noxious &
unintended response unintended
at doses response
normaily used / tested at any doses.
in humans

>UW includes untoward medical occurrence caused by
o<oa85m, abuse / aovonaoboo interactions with on.on Boa_om_
ancoﬁm

b la
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25. Uimm & Cosmetics Act

25. Drugs & Cosmetics Act, 1940
" & Rules made thereunder

Definition

Thue principal legislation that deals with the various drugs related
including standards of quality, misbranded drugs, adulterated drugs,
spurious drugs, prohibition of import of certain drugs, power of
Central Government to prohibit import of drugs in public interest,
offences, confiscation, jurisdiction, manufacture, sale, distribution
etc., is the Drugs & Cosmetics Act, 1940 - A Central law. The same
legislation deals with various aspects of Ayurvedic & Unani drugs
under a separate chapter. (Chapter -IV A)

The Drugs & Cosmetics Rules, 1945 framed by the Central
Government to give affect to the various provisions of Drugs &
Cosmetics Act deals with the appointment of licensing authorities
to consider grant / renewal of licenses to manufacturers of Ayurvedic
& Unani drugs. According to Rule 151 of the Drugs & Cosmetics
Rules 1945, if Ayurvedic / Unani drugs are manufactured on one /
more than one site / premises, a separate application has to be made
& a separate license has to be obtained in respect of each such site
/ premises. The State Govt. has the power to appoint such licensing
authorities & for such areas as may be specified in this behalf by
notification in the official gazette as per Rule - 152. According to
rule - 153, “and application for the grant / renewal of a license to
manufacture for sale any Ayurvedic / Unani drugs has to be made
in Form-24 D to the licensing authority; provided that in the case
of renewal, the applicant may apply for the renewal of the licenses
before its expiry / within one month of such expiry; provided further
that the applicant may apply for renewal after the expiry of one
month but within three months of such expiry in which case the fee

386

25. Drugs & Cosmetics Act

payable for renewal of such license shall be higher.”

A license is granted by the licensing Authority after consulting
such experts in Ayurveda / Unani systems of medicine, as the case
be, which the State Government may approve in this behalf. The
manufacturers of Ayurvedic & Unani drugs have to comply with the
requirements of GMP of Ayurveda & Unani drugs as laid down in
Schedule - T to produce the medicines for sale.

Definition of mevz:am,n ASU drugs (Section 33 - E)

Under Section 33-E, the Drugs & Cosmetics Act, an Ayurvedic,
Siddha / Unani drug shall be deemed to be misbranded -

a) If it is so coloured, coated, powdered / polished that damage is
concealed / if it is made to appear better / greater therapeutic
value than it really is; or

b) Ifitis not labeled in the prescribed manner; or

c) Ifits label / container / anything accompanying the drug bears
any statement, design / device which makes any false claim for
the drug / which is false / misleading in any particular.

Definition of Adulterated ASU drugs (section 33 - EE)
Under Section 33 - EE, the Drugs & Cosmetics Act, an Ayurvedic,
Siddha / Unani drug shall be deemed to be adulterated:-
a) Ifitconsists, in whole / in part, of any filthy, putrid / decomposed
substance; or

b) If it has been prepared, vmo_._ama / stored under unsanitary
conditions whereby it may have been contaminated with filth /
whereby it may have been rendered injurious to health or

c) Ifits container is composed, in whole / in vwnv of any poisonous
/ harmful substance which may render the contents injurious to
health; or . . o

d) If it purports to be the product of a manufacturer of whom it is
not truly a product. 187



&8¢

mv_oon EanD % BYPPIS dﬁuﬁ?@« osnuﬁz<

.. Jo umﬁ o 10§ ovSo.a uo< mosuﬁmoo % sSnu( jo I o[payos

moEoﬂoﬁ 1Bl %9 BUPPIS ‘BPIAINAY 10J SSLI0IEIOqe]
gunsay, wEQ ojealrg Jo [eaoidde 10§ spraoild V09I Sy
‘syun wcnaoﬁsqaﬁ

SV 10§ JIND JO 21e0YIId)) Y} PIeME 0} uncomu.& € ST oMy

‘Ayoyny Suisuadl Aels Yl 0} (J $¢ WIOJ Ul SaUidIpawt

NSV JO 21mjopjnuewl I0J SUII] A1dde oy BEOWE.Q €61 oy
Lo : B T -apezZen) [eIDYJO
o Ul nosﬁwomsbn Aq moSoﬁoﬁ ISV Jo senuoyny Julsuadr]
oiels juodde 0) JUSWUISAOD dJelS 3 03 1omod sapraoxd
o[y sonowso) 2 S 3P JO IAX 1ydey) Jo €51 oy
: | 'so[ny SonAWS0)) % Sy oY} Ul SN SY) puswe
o0 Eoﬁﬁo\fow EbnoQ oy} .0} romod sopraord NEg UOno9g
_ "10Y SOIPWSOY) % STNI([ Y1 JOV AI 11deyD

24} JO UONUSAENUOD Ul sSnIp (NSV) TUeu() % BYPPIS ‘epaAInAY
JO “oio J[es ‘eInjopJnuBW IOJ Keuad sopraoid [-g¢ TONOIS
_ _ -1sa19yul orjqnd

ur sgnip EacD_ﬁ%@_m EPIAINAY JO 19 ‘srnjogynuewr yqryord
0] JUSTIWIOAOS) [e1ua)) 9y} 0} Jomod sapiaord qHH-£E UONIRS

: "souroIpowl (N SV) ueu() 7 eYppIs ‘BPAAINAY
mzog% 2% voﬁ.ﬂo:zvm ‘popueigstu syqryord DHA-€E uonods

‘SOUIOIPAW ADm<v aeu() 2 BGPPIS

‘epaaInAy JO ores um smoeynuew 0} saje[ndar gHH-£€ Wondds -

‘s8ug
E«ED 29 BYPPIS 060?5%4« mzoczmm sougep VHH-££UOnIdS
's8nug
raeu() 7 BYPPIS ‘OIPIAINAY vovcﬁnmwﬁ sougsp Hgg uonoseg

JOpUNIdY3 SINI 1B PV $O1IPWISO) ;-] nu-:n ap jo suoisiroad juerodwy”

. "s3nip NSV
-0} SuneoI sIoneW oY) YIIM UONIIUUOD Ul RIPUJ JO JUSUILISAOL)

oY) 01 9SIAPR O] dpeul U2aq 2ABY sauwIpa]N (NSV) ueun 29

BUPPIS ‘EPOAINAY 10§ 23)IWIWI0) sAlR)NSuo) 29 (GVLANSY)
preog AIosiApYy [eowydd] Jni( djeredog JO  sUOISIAOI]

‘Kireuad 10§ suoisiaoid gitm BYpPPIS 29 1URU() BPIAINAY JO sSnip

snownds 79 pajeIs)npe; popUBIGSIW Y} PaUYSp os[e 19)deyo sy1.

"sourolpall (SV) fweup)
2 eUPPIS ‘BpaAInAy paugap (U) % (8) € UONI9S YdIgm Iopun
saurolpaw ((ISV) ueu) % eYppIS ‘BpoAIndy 91e[ngal 03 Spew

- K[PAISN[OX? ‘Op6] 1OV SOLOWSO)) 29 meQ o) Jo YV AT 1ardey) .

88s

(r

(n

(1

:  saupjpdw jueu) ¥ eyppis
.uvo?:;( uoZO_._.<.—:O."_~_uw.—OM.-.ZOUE..—(JO..Q:OESE«_

1onpoad & Ann aon

SI 31 WOYM JO JoInjogjnuewu e mo uosvoa o oq 03 suodind 11 J1
10 ‘ooue)sqns

/ Suup uoﬁo_ Aue Aq wred ug .\ AT[oym paymsqns uasq seq I JI
_ . \ 10 £)SIX2 J0U S0P / snonndy st Auedwod
[ENPIAIPUT YoIym “Snip 2y} JO IoImjoeynuewt oY) 9q 03 Suntodmd
Auedwos / [eNPIAIPUI UR JO SUIRU 9Y) SIBSq JOUIEIUOD / [aqe] 33 J]
10 ‘Snip I9Y10 Yons Ym Auapl Jo Joe[ i %

19)0BIRYD 9N} S)I [BRARI 0} Sk Os JoyIewr A[snonotdsuoo ; Arurerd
SI 31 sso[un SuIp Iayjoue JO SWEU ) IUIRIUOD / [2qe] si uodn
SIB9q / ‘9A1909p O) A[oXI[ Jouuew © Ul SnIp IOYJOUR SO[QUIISII
/ Srup Isyjoue ‘I0J 9ymysqns B SI / ‘JO uUCHEIIWI ue ST I JI
1o {Snup Jofjoue 0) s3uofaq

oty Sweld & Iopun des 10 PajiqIXe / PaIoyo / ,38 St I

(¢

(©

(o

C

(e

:snounds 2q 0) pawesp aq [[eys Snup 1ueu[) / BYPPLS “OIPSAINAY

ue 9oy SOnowso)) 29 SSnIq oY ‘VHH-CE UONOSS Iopun)

(V33 - ££ uondas) s3rup snounds jo uopjuyaq

Y sopswWso) W s3nuq ST

PV HRdWSo) W s8niqg Sz



25. Drugs & Cosmetics Act

Schedule E-I Provide for the List of Poisonous substances under

the Ayurvedic, Siddha & Unani medicines |

e Rule 161 prescribes provisions for labelling, packing & _55 of
alcohol of Ayurveda, Siddha & Unani (ASU) medicines.

e Rule 161 A provides provisions for exemption in labelling &

packing for export of Ayurvedic, Siddha & Unani medicines.

_ﬂmmc_mn.o_.. of Bm_..:?nnc..m for sale of Ayurvedic, Siddha & Unani n..:mu
(Section - 33 EEB)

No person shall manufacture for sale of / for distribution of any
Ayurvedic, Siddha / Unani drug except in accordance with such
standards, if any, as may be prescribed in relation to that aﬁm.

Power to give directions (Section — 33 P)

The Central Government may give such directions to any State
Government as may appear to the Central Government to be necessary
for carrying into execution in the State any of the provisions of this
Act / of any rule / order made thereunder.

Conditions for grant / renewal of license
According to Rule - 157, before a license in Form - 25D is

mn::oa / renewed in Form - 26D, the following conditions have to

be ooBE_oa with by the applicant, namely,

1) The manufacture of Ayurvedic (including Siddha) / Unani drugs
shall be carried out in such premises & under such hygiene
conditions as per specified in Schedule T.

1A) For getting a certificate ‘Good Zmbcwmoadbm Practices’ of
Ayurveda, Siddha & Unani drugs, the applicant shall make
an application on a plain paper, providing the information on
existing infrastructure of the manufacturing unit, & the licensing
authority shall after verification of the requirement as per
Schedule T issue the certificate within a period of 3 months in

Form 26E - L : e
390

25. Drugs & Cosmetics Act

2)

b)

d)

3)

The manufacture of Ayurvedic (including Siddha) / Unani
drugs shall be conducted under the direction & supervision
of competent technical staff consisting at least of one person,
who is a whole-time employee & who possesses the following
qualifications, namely.

A degree in Ayurveda / Ayurvedic pharmacy, Siddha / Unani
system of medicine, as the case may be conferred by a University,
a State Government statutory Faculties, Councils & Boards of
Indian Systems Medicine recognized by the Central Government
for this purpose or .-

A diploma in Ayurveda, Siddha / Unani system of medicine
granted by a State Government / an Institution recognized by the
Central Government for this purpose, or

A graduate in Pharmacy / Pharmaceutical Chemistry / Chemistry
/ Botany of a University recognized by the Central Government
with experience of at least two years in the manufacture of drugs
pertaining to the Ayurvedic / Siddha / Unani system of medicine,
or

A valid / Hakim registered in a State Register Practitioner /
indigenous systems of medicines having experience of at least
four years in the manufacture of Siddha / Unani drugs. or

A qualification as pharmacist in Ayurvedic (including Siddha)
/ Unani systems of medicine, possessing experience of not less
than eight years in' the manufacture of Ayurvedic / Siddha /
Unani drugs as may be recognized by the Central Government.
The competent technical staff to direct & supervise the
manufacture of Ayurvedic dugs shall have qualifications in
Ayurveda & the competent technical staff to direct & supervise
the manufacture of Siddha drugs & Unani drugs shall have
qualifications in Siddha / Unani, as the case may be.
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. 25. Drugs & Cosmetics Act

ii1) The name & address of the manufacturer.

iv) The number of license under which the drug is manufactured,
the figure representing the manufacturing license number being
preceded by the words ‘Manufacturing License Number / Mfg.,
Lic. No.”/ ‘M.L.".

v) A distinctive batch number, that is to say, the number by
reference to which details of manufacture of the particular batch
from which the substance in the container is taken are recorded

~ & are available for inspection, the figure representing the batch
number being preceded by the words ‘Batch No.”/ ‘Batch’/ ‘Lot
Number’/ ‘Lot No.” / any distinguishing prefix. :

vi) The date of manufacture. For this purpose the date of manufacture
shall the date-of completion of the final products, / the date of
bottling / packing for issue.

vii) The words ‘Ayurvedic medicine’ / ‘Siddha medicine’ / ‘Unani
medicine’ as the case may be.

‘viii) The words ‘FOR EXTERNAL USE ONLY’ ifthe medicine
is for external application.

ix) Every drug intended for distribution to the medical profession as
a free sample shall, while complying with the labeling provisions
under clauses (i) / (viii), further bear on the label of the container

the words ‘Physician’s sample Not to be sold’ which shall be-

overprinted.
x) | |
a) Preparation (Asavas) with high contents of aicohol as base.
Name of the drug | Max. size of packing
Kapur Asava 15 ml
Ahiphenasava 15 mlL
Mrgamadasava 15 ml.
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b) _“.qmvmqueo:m containing self-generated alcohol

Name of the m_.:.m Max. content of zalcohol | Max. packaging
Mritasanjivani Sura| = 16% 30 mi
Mahadrakshasava | 16 % 120 ml

4) Zo_ﬁ.Ecm in these rules shall be deemed top require the labeling
- of any transparent cover / of any wrapper-case / other covering
use solely for the purpose of packing, transport in delivery.

Exemption in labelling & packing provision for export of Ayurvedic

(including Siddha) & Unani drugs (Rule 161 - A)

C Label & packages / containers of Ayurvedic, Siddha &
Unani Drugs for export may be adapted to meet the specific
requirements of the law of the country to which the said drug
is to be exported, but-the following particulars shall appear in
conspicuous position on the container in which drug lis packed
& on every other covering in which that container is packed,
:wBoJx ‘

a) Name ofthe Ayurvedic, Siddha & Unani 9.:@ (Single / compound
formulations);

b) The name, address of the manufacturer & number of license
under which the drug has been manufactured;

¢) Batch / lot number;
d) Date of Bmscmmogm along with date for .,wmmﬂ for use before”’.
€) Main ingredients, if required by the importing country; |
f) For Export -

PROVIDED that where Ayurvedic, Siddha & Unani single /
compound drug not classified under the First Schedule / Schedule

E-(D), is required by the consignee to be not labelled with the name
& address of the manufacturer, the labels on packages / containers

~shall bear a code number as approved by the Licensing Authority
‘mentioncd in Rule 152.
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-25. Drugs & non_:mnnm Act

These rules will be mandatory to all new Ayurveda, Siddha & Unani
Drug Manufacturing Units from 23 June, 2000 & for existing units
from 237 June 2002 respectively. (2 years grace period was given for
existing ASU units to obtain GMP certification)

Objectives
The Good Manufacturing Practices (GMP) are prescribed to ensure the

following
1) Raw materials used in the, manufacturer of drugs are authentic,

of prescribed quality & are free from contamination;

1i) The manufacturing process is as has been prescribed to maintain
the Standards;

1ii) .>ao@:m8 quality control measures are adopted;

iv) The manufactured drug which is released for sale is of acceptable
quality;

v) To achieve the objectives listed above, each licensee shall

evolve methodology & procedures for following the prescribed
process of manufacture of drugs which should be documented as

a manual & kept for reference & inspection.

How to get the Certificate of GMP

Under Rule 155 B certificate of GMP will be awarded to the
licensee who comply with the requirement of GMP of ASU drugs as
laid down in Schedule T of GMP.

The certificate of Good Manufacturing Practices (GMP) to
manufacturers of Ayurveda, Siddha / Unani aEm._m shall be issued to
licensee who comply with the requirements of Good Manufacturing
Practices (GMP) of Ayurveda, Siddha & Unani drugs as laid down
in wormac_m T.

(b) in the rule 157, after condition (1), the following shall be
inserted, namely:

398

25. Drugs & Cosmetics Act

(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 existing infrastricture of the manufacturing unit & the
licensing authority shall after verification of the requirements

as per Schedule “T” issue the certificate within a period of 3
months in Form 26E-1. .

Schedule T
(See rule 157)

Good manufacturing practices for Ayurvedic, Siddha & Unani medicines

The Good mec@ogim Practices (GMP) are prescribed as
follows in Part I & Part II to ensure

1)  raw materials used in the manufacture of drugs are authentic,
of prescribed quality & are free from contamination,

2)  themanufacturing process is as has been prescribed to maintain
the standards,

3)  adequate quality control measures are adopted,

4)  the manufactured drug which is released for sale is acceptable
quality,

5)  to achieve the objectives listed above, each licensee shall
evolve methodology & procedures for following the prescribed
process of manufacture of drugs which should be documented
as amanual & kept for reference & inspection. However, under
IMCC Act 1970 registered Vaidyas, Siddhas & Hakeems who
prepare medicines on their own to dispense to their patients
& not selling such &.cmm in the market are exempted from the
purview of Good Manufacturing Practices (GMP)

o
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25. Drugs & Cosmetics Act

such as glass bottles, vials & jars are conducted, there shall be
adequate arrangements separated from the manufacturing operations
for washing, cleaning & drying of such containers.

1.1 (F) Stores

Storage should have proper ventilation & shall be free from
dampness. It should provide independent adequate space for storage
of different Jﬁom of material, such as raw material, packaging
material & finished products.

1.1 (F) (A)

All raw materials procured for me.cmmoacanm will be stored 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 approoriate containers
which would protect quality of the raw material as well as prevent
it from damage due to dampness, microbiological contamination /
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 omEENmmoP.c,\r:m designing such containers, cupboard
/ areas in the raw materials store, care may be taken to handle the
following different categories of raw material :

Raw materials

1) Raw material of metallic origin.

2) Raw material of mineral origin.

3) Raw material from animal source.

4) Fresh herbs. 5) Dry herbs/ __u_m_z: parts.

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

Each container used for raw material storage shall be properly
identified with the label which indicates name of the raw material,
source of supply & will also clearly state the status of raw material
402- o
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such as ‘UNDER TEST’/ ‘APPROVED’/ ‘REJECTED’. The labels
shall further indicate the identity of the particular supply in the form
of batch no. / lot no. & the date of receipt 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) / 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 wovmﬂmﬂ.o room. Procedure of ‘First in first out’ should
be adopted for raw materials wherever necessary. Records of the
receipt, testing & approval / rejection & use of raw material shall be

maintained.

1.1 (F) (B)
All packaging materials such as bottles, jars, capsules etc., shall

be stored properly. All containers & closure shall be adequately

cleaned & dried before packing the products. .

Packaging materials

1.1 (F) (©) _Um.,.w_.wn..mmv@n_u‘ Stores

‘The ,mimwoa momaw,._ﬁ..nmummonnoa from the production area after
proper packing mu\m.: be stored in the finished goods stores with an
area marked ‘Quarantine’. After the quality control laboratory & the
experts have chécked the correctness of finished goods with reference
to its packing/labelling as well as the finished product quality as
prescribed, then it will be moved to ‘Approved Finished Goods
Stock’ area. Only mﬁﬁ3<.oa finished goods shall be dispatched as per
marketing requirements. Distribution records shall be maintained as
required.

In any Ayurvedic, Siddha & Unani drugs needs special
storage conditions, finished goods store shall provide necessary

environmental requirements.
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25. Drugs & Cosmetics Act

It should be essential to maintain the record of date, manpower,
machine & equipments used & to keep in-process record of various
shodhana, Bhavana, buming in fire & mvoommo grinding in terms of
internal use. .

1.1 (L) Distribution records

Records of sale & distribution of each batch of Ayurveda, Siddhe

& Unani drugs shall be maintained in order to facilitate prompt &
complete recall of the batch, if necessary. The duration of record
keeping should be the date of expire of the batch. Certain om_ﬁomod\
of Ayurvedic, Siddha & Unani medicines like Bhasina, Rasa, Kupi-

pakva, Parpati, Sindura, Karpw/uppu/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 maintained up to 5

years of the exhausting of stock.

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 complaints 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 resulting 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 product & whether such reactions are already reported in the
literature / it is a new observation.

406
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1.1 (N) Quality control |
Every licensee is required to provide facility for quality control

section in his own premises through Government approved testing

laboratory. The test shall be as per the >v&,~.<oamu Siddha & Unani
pharmacopoeial standard. Where the tests are not available, the test
should be performed according to the manufacturer specification /
other information available. The quality control section shall 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 expert. The quality control section shall have the following

facilities:

1) There should be 150 sq. ft. area for quality control section.

2) For identification of raw drugs, reference books & reference
samples should be maintained.

3) Manufacturing record should be maintained for the various
processes.

4) To verify the finished products, controlled samples of finished
products each batch will be kept for till the expiry date of product.

5) To supervise & monitor adequacy of conditions under which
raw materials, semi-finished products & finished products are
stored. _

6) Keep record in establishing shelf life & storage requirements for
the drugs.

7) Manufacturers who are manufacturing Patent Proprietary
Ayurveda, Siddha & Unani medicines shall provide their own
specification & control reference in respect of such formulated
drugs.

8) The record of specific method & procedure of preparation that
is, ‘Bhavana’, ‘Mardana’ & ‘Puta’ & the record of every process

carried out cw the manufacturer shall be maintained. 407
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25. Drugs & Cosmetics Act

being mixed with / taken to be products already sterilized. In case of

terminally sterilized products, the design of the areas shall preclude

the possibility of mix up between non-sterile & sterile products.

1.2 (B) Precautions against contamination & mixing

a) Carrying out manufacturing operations in a separate block of
adequately isolated building / operating in an isolated enclosure
within the building.

b) Using appropriate pressure differential in the process area.

c) Providing a suitable exhaust system.

d) Ummwminm laminar flow sterile air systems for sterile products.

e) The germicidal efficiency of UV lamps shall be checked &
recorded indicating the burning hours / checked using intensity.

f) 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.

g) 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.

Impact of GMP on ASU products - GMP Contributes to

e Control on costs

e Prevention on Losses

e Overall Quality of Product

« Improved customer satisfaction

410

25, Drugs & Cosmetics Act

Mandatory orders issued to state Drug controllers to take action who
are not complying GMP norms
In pursuance of the.section 33P of Drugs & Cosmetics Act,

1940 Central Government has issued another order dated 13.1

0.05 directing all the state Ayurveda, Siddha & Unani (ASU) Drug
Licensing Authority to taken action against the default ASU drug
manufacturers for revocation of their licenses under Rules 157, 158
& 159 of the Drugs & Cosmetics Rules, 1945 for failure to comply
with the Good Manufacturing Practices (GMP) notified under
Schedule T of the Drugs & Cosmetics Rules, 1945.

Part 11

A. List of recommended machinery, equipment & minimum
manufacturing premises required for the manufacture 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 powdering, furnace, packing
of liquids & Avleha, Paks could also be shared for these items.

Minimum . .
nmnmqu\ of manufacturing Machinery/Equipment
medicine . Recommended
space required
1) 2) (3) )

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

ft. is required.

411
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25. Drugs & Cosmetics Act

Aschyotan/ Netra-
Malham Panir,
Karn Bindu,
Nasabindu

14

100 sq. ft.

Hot air oven electrically heated
with thermostatic control, ketton
gas or electrically heated with .
suitable mixing arrangement
collation mill or ointment mill,
tube filling equipment, mixing &
storage tanks of stainless steel or

of other suitable material sintered

glass funnel, seitz filter or filter
candle, liquid filling equipment,
autoclave.

. ..“..wm. Drugs & Cosmetics Act

C. List of equipment recommended for in-house quality control

section

(Alternatively unit can get the testing done from
the Goverhment approved laboratory)

Each
manufacturing
unit will have a
separate area for
Bhatti, furnace,
boilers, puta etc.
15 | this will have
proper ventilation,

removal of smoke,

prevention of flies,
insects, dust etc.

the furnace section
could have tin roof.

200 sq. ft.

414

Hot Air Oven

A | Chemistry section B | Pharmacognosy section
Alcohol Determination . )

1 1 |Microscope Binocular
Apparatus (complete set)

Volatile Oil Determination ) i -

2 2 | Dissecting Microscope
Apparatus. ; .
Boiling Point .

. . 3

3 Determination Apparatus Microtome

4 Zo_::m womE 4 | Physical balance”
Determination Apparatus. _

5 |Refractometer 5 | Aluminium Slide trays

6 |Polarimeter 6 |Stage Micrometer

7 Viscometer 7 {Camera Lucida
(Prism & Mirror Type)

8 Tablet Disintegration 8 |[Chemicals, Glass-ware etc.
Apparatus

9 |Moisture Meter

10 | Muffie Furnace

11 | Electronic Balance

12 |Magnetic Stirrer

13

415
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Heating

tle

5

Modern heating appliances

/
\
{ .
” - Ani
. . Appliances
[ e & o
| e
él

Waterbath

Hot-plate
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