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GOVERNMENT OF KARNATAKA
(DRUGS CONTROL DEPARTMENT) % P Pf(D

No.DCD/34/RTI/2014 14, 2 4 JyL 205

From,

Public Information officer,
And Deputy Drugs Controller,
Head Office,

- Drugs Control Department,
Palace Road,
Bangalore-560001.

To,

Sri. Prashant Reddy T,
Advocate ,

C/o: Advocate Harsh Parashar,
Lex One Partners, E-19, LGF,
Jungpura Extension,

New Delhi— 110 014.

Sir,

Sub:-Providing information under Right to Information Act,
2005- reg.

Ref:- Your application dated 20.07.2015, received in this
office on 23.07.2015.

With reference to the above, you are hereby informed that the information sought by you
under Right to Information Act, 2005 vide your letter cited at reference is of 07 pages and as per
Right to Infermation Act, 2005 you are required to pay Rs. 2/- per page which amounts to Rs.14/-
by Indian Postal Order or Bank Challan under Head Of Account (0070-60-118-0-01 } Receipt and
obtain the information.

- 7" Yours faithfilly,

Y (S
Cob
- (Dr. N. VADIVELU)

Public information officer
& Deputy Drugs Controller
Head Office, Bangalore.
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No.DCD/34/RTI/2015-16 05 AUG 015
Ercleces 077 P&%@ : |

From,

Public Information officer,
And Deputy Drugs Controller,
Head Office,

Drugs Control Department,
Palace Road,
Bangalore-560001.

To,

Prashant Reddy .T

Advocate,

Clo., Lex One Partners, 3-19, LGF,
Jungpura Extension,

New Delhi — 110 014.

Sir,

Sub:-Information regarding Right to Information Act, 2005-
reg.

Ref.- Your application dated 30.07.2015 received in this
office on 03.08.2015,

With reference to the above, the requested document under the provisions of
Right to Information Act, 2005 is here with enclosed.

First Appellate Authority Address;

B.T Khanapure,

First Appellate Authority &
Additional Drugs Controller
P.B No. 5377, Palace Road,
Bangalore - 360 001

e-mail ; adl.ded-ka/@nic.in
Office : 080-22282789
Mobile : 9448676939.

(Dr. N. VADIVELU)

Public information officer

& Deputy Drugs Controller
Head Office, Bangalore.



AKING ACTION ON SAMPLES
OF DRUGS DECLARED SPURIOUS OR N oT

it 1;I’hecee Dlx;ugs:zan(;i Cosm.encs (Amendment) Act, 2008 passed by the Parliament gn

: cember, 2008 provides deterrent penalijes for offences relating to manufacture
Ol spurious or adulterated drugs which have serious implications op public health, It
will help regulatory  autharities to handle anti-social elements involved in £he
manufacture of suc':h drugs and playing with human safety. The penalty for
manufacture of Spunious or adulterated drugs has been enhanced to ap imprisonment
for a term whlch_ shall not be Jess than 10 years byt which may extend 1o
Ilmpnsonmcnt for life a.nd shall also be Jigble to fine which shal] not be less than ten
cakri]a fupees or three times vajye of the drug confiscated, whichever is more. In

Criain cases offences have been made cognizable and non-bailable. It also provides

; Unfier the ngs and Cosmeticg Act, 1940 control aver manufacture and sale of
rugs is exercised ] by the State Licensing Authorities, Licences for drug

}nanufa_crurmg estabhshm'ents and sale premises are granted by the said authorities

nSpectlons/raEds are carried oyt .b_y the Drug Inspectors appointed by the States m'

Category A
‘ {Spurious and Adulterated Drugs)

Splfl’lOLlS Or imitation drug products are drug formulations manufactured
concealing the true identity of ihe product and made 1o tesemnble another dry
esP§CJally Some popular brand, to deceive the buyer and cash on the popularity ft"
Ol'lglfla] product. The product may or may rot conlsin g active ingredients
Spunc_ms dr!Jgs are usually manufactured by unlicense.§ anti-social elements bu£
Sometimes Izcens‘ed manufacturers may also be involved. The udulterated drogs are
those c‘irugs w_hJch are found to contain ap adulterant/substitui=d product or
contaminated with filth rendering jt injurious to health,

L Reports of availability of spuriong drugs in the counity shake the confidence of
md:genous as well as foreign buyers. As the problem is an emotive jsque also, it ig
Tequired to be handied with a firm hand and in co-ordinauon with other agencies’_

Categary B
b (Grossiy sub-standard drugs)
rugs manufactured by licensed manufacturers and re
‘ ' Feported o have defects of
serlous nature to affect the quality of the drug. Such defects may arise out of grogs
[A-78]

GUIDELINES FOR TAKING ACTION ON SAMPLES OF DRUGS A-79
DECLARED SPURIOUS OR NOT OF STANDARD QUALITY

IN THE LIGHT OF ENHANCED PENALTIES UNDER THE %\

DRUGS AND COSMETICS (AMENDMENT) ACT, 2008

negligence or non-conformance to GMPs during manufacture, These defects may
broadly be as undcr: s
{7} Active ingredicnt contents below 70% for thermo labile products and
below 5 % of the permitted limits for thermo stable products.

(if} Tablets/Capsules failing in disintegration tests wherever prescribed,

(ii)) Tablets/Capsules failing in dissolution test and active contents found less
than 70% for thermo labile products and below 5% of the prescribed
limits for thermo stable products,

() Liquid preparations showing presence of fungus,

(v} Parental preparations failing in sterility, pyrogen/endotoxin test of undue
toxicity. i
(vi) Vaccines failing in potency, sterility, toxicity or moisture content,
(vii) Tresence of any adulterant which renders the product injurious to health,
Category C
(Minor defects)
Drugs manufactured by the licensed manufacturers found not of standard quality
because of defects arising out of minor variations in quality. Such defects may arise
beczuse of inadcquate pre-formulation development studies, lack of in process

" controls exercised by the manufacturer or unsuitable conditions under which drugs

are stored or transported. Examples of some such the defects are as under:
(i} Broken or chipped tablets.
{if} Presence of spot/discolouration/uneven coating.
(i) Cracking of emulsions.
("} Clear Yiquid preparations showing sedimentation.
(3) Change in colour of the formulation,
(vf) Slight variation in net content,
{(vi} Formulations failing in weight variation.
(viiiy Formulations failing to respond to the colour test.
(ix) Tsolated cases of presences of foreign matter.
(x} Labelling error including nomenclature mistake, Rx, NRx, XRx, Red
Line, Schedule H. Caution, Colour etc.

GUIDELINES

The following guidelines should be adopted as model guidelines by the State
Drug Control Organizations for uniform implementation of the provision of the
Drugs and Cosmetics Act and tules made thereunder. While implementing the new
provisions, the State Regulatory Authorities should ensure that the iaw is
implemented in a comprehensive way. In order to effectively use the said instrument
of law, it is necessary to have Standard Operative Procedures set in each State to
examine and process various violations of the provision of the Act. The State Drug




A-80 LAW RELATING TO DRUGS AND COSMETICS

I
Control Organizations should have internal raechanism of checks and balances io

ensure that law abiding manufaclurers and sellers of drugs are not harassed or put to
& disadvantageous position. Care should be taken that while violations with criminal
intent or gross negligence leading to serous defects are dezlt wiih heavy .hand, the
violations involving minor varations i quality by licensed manufacturers are
resolved through administrative measures, _

L. In the case of defection of manufacture and/or sale eic. of spurious or
imitation drug products by the unlicensed manufacturers or sellers, ihe
case shall be investigated on top pricsity and provisions of Section 36-AC
of the Act invoked under which these offences are considered cognizable
and non-bailable. Necessary help from the enforcement agencies like
police ete. should also be obtained, wherever required, so that the rackets
are busted and culprits beoked in time for taking legal action. The
investigations in such cases should he expedited and prosecutions
launched at the earliest. The quick and limely investigations would have
deterrent effect on the unscrupulous persons involved in the meferous
trade of spurious drugs.

2. In the case of defcction of a case of manufacture and/or sale etc. of =
spurious drugs by a licensed manufacturer i.e. use of licensed premises for
manufacture of spuricus drugs and the criminal intent is apparent, the case

is required to be pursued with equal vigour as, in the case of unlicensed
manufacturer. The investigations should also include the other activities
carried out by the manufacturer in the premises.

3. In the case of drugs manufactured by a licensed manulacturer under a
valid manufacturing licence has been found grossly sub-standard, the
malier may be investigated at the manufacturer’s end, and where eriminal
intent or gross negligence has been established and if the merits of the
case g0 demand, and wherc it is felt that administrative measures would

not be sufficient to meet the ends of justice, the re-course to prosecution
should be resorted to.

4. In the case of drugs manufactured by a licensed manufacturer under &
valid manufacturing licence and found grossly sub-standard and where
criminal intent or gross negligence is mot established, weapon of
prosccution should be used judiciously, where it is f2it that adminisirative
measures like suspension or cancellation of licenses o com

pounding of
offences would not mest the endz of justice. )

5. in the case of not of standard quality reports because of minor defests
arising out of variations from the preseribed standzrds or conir

¢ or contraventions
including suspension/cancellation or compounnding of offences may be
zesoried io. Prosecution may only be lunchaed whers it is Justifiably felt
ihat above meagures would not mest the ends ol Justice,
6. Section 38-AC which makes ceriain offences under the Act cognizable
and non-bailable has been inserted to facilit

&

the arrest of anti-social
elements involved in the mannfachue of spwious or adulterated ds ngs.

oo

(e
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GUIDELINES FOR TAKTNG ACTION ON $AMPLES OF DRUGS A-8l
DECLARED SPURIOUS OR NOT OF STANDARD QUALI;':‘Y
N TIHIE LIGHT OF PNEANCED PENALTIES UNDER 'ﬂg
DRUGS AND COSMETICS (AMENDMENT) ACT, 200

The section should therefore be invoked with utmost care and1 or-ltlyf;r:
cases where it is justiliably felt that it is essential to book the culpnts
roper investigations in the case. . ‘
]';hf State Drug Control Departments shall constiruttla sc;eclnmgl
i the leve
i isi i three senjor officers not below :
commitlees comprising of at leas e he leel
i ivalent to examine the nvestig
of Assistant Drugs Controllers or equi e
osecutions are proposed to be ia ‘
reports of the cases where pr ns e s
i it w on on the investigati
committee may submit wrntten opint E S St Fror
i ir feasibili ing legal action. The crimin
arding their feasibility of taking : : ¢ -
;iiss neiligencc should be taken into conmderanolrll] whl}];e recorfnfmrrf::;nrge
i i i hould be taken that charges .
actions like prosecution ete. Care s ) : : R
i i isi which may be difficult to p
based on inappropriate provisions which may ;
nthoet court of law in the absence of proper justification et gvidence. ('i‘aszi_
ili i disputes and non-TEnEwWa
of failing m assay, brand name - ( :
manufacturing licence in time should be examined on their merits before
i ion i h cases. ‘
recommending prosecuiion in suc . _
Prosecutions by the Inspectors shall be launchefi on the .bas':s c.;f ;;rr;::]r;
permissions of the controlling authonty and.ﬂus auth(?nty mh.]e e
consider the recommendations of the ;creemng committee while takin
final decision in the matter.
The Patent and Proprietary formulations should be testei(;m by ;2;
Government analysts as provided under Pfﬁule 46 oi' . at]heor misd ind
i f non-Pharmacopoe:
Cosmetics Rujes. In the case © _
formulations, the samples may be lested as per proce.dure .prmﬁd;grl;gy t}]l:
manufacturer, which has been duly approved by the hcens;ng au o teslteé }
case of non-receipt of such procedure on request the sample nl:ayt
2s per metkod of analysis available with the Government Analyst.

The Drugs Consuliative Commiitee had earlier in 1993 approved detailed

guidelines for taking action in spgciﬁc casef ?grreﬁ;])sr:) gi :c;t}g;fl szx;ja;i
i g ations bu :
iﬁym?izngﬁgzﬁfgs X:vulnﬁiz granting permission for prosecution c?r
adeinistrative action against the offenders {Annexue A). .
Co-ordination betweer regulatory authorites is key o Tiﬁesiji : anﬁ
timely aciion in cases of violation of the provisions o -h; ol ﬁefme
Cosmetics Rules. The State Drug Contfo} Oi‘ganzlzahc?x?nys;“a' o g a;
noiify a nodal officer with telephone and fax numw.zr #i e t;:camé m‘atow
well a3 scircle levels, which could be eomfaciea b}t other ; g:; o
suthoriies for exchangs of M@ﬁ&tion anjf :;;ﬁ;‘jauza:ﬁ; adukem;éd
i o/raid or investigations in the cases ;
il?aZ:;e’ﬁ:‘éc?aii of ﬂaeﬁe officers shall also be foE'vﬁ{az'ae? é% *i?; gf?o(f ﬂ?i’
DCG (I so that this inibrmatiorf 1s put Dﬁj]]é‘: wehsr{? o - =
information of regulatory suthorities as welk as general pu lic,
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+2. The State Drug Conlrol Organizations shall create 1 rapid alert system so
that any vital information jn the cases of spurious/adulterated drugs is
passed en Lo the appropriate authorities quickly for laking further action in
the matter.

13. For combating the menace of spurious/adulterated drugs a robust
infrastructure is essential to implement the provisions of the Drugs and
Cosmetics Act. The Drug Control Organization in the States are therefore,
needed o be strengthened by providing additional manpower,
infrastructure, technical capabilities and financial rescurces for having
continuous vigilance about the quality of drugs moving in the market,

ANNEXURE A
DCC GUIDELINES ON NOT OF STANDARD QUALITY (N SQ) DURGS
APPROVED IN 1993
Category & Defecis
TABLETS

() Presence of spot/discoloration

(i1} Lump formations in few containers due to moisture

{iif} Failing in uniformity of weight

{(iv) Picking

(v} Chipping .

(vi} Capping

(vif) Rough surface
(viii) Brittle tablets .

(&) Non-uniformity in diameter

{r} Uneven coating

(xi} Non-declaration of colour used og the label

(xif) Failing in limit test (e.g. free Salicylic acid)
(xifif}  Assay — 70% and above of the label claim for thermolabile products and
5% within permitted limits for the thermostable products.
{xiv) Failing in particle size (Griseofulvin tablcts)
(xv)] Net content
CAPSULES
() Presence of spots/discolomtion

{0y Lump Dinmaiion in container due o moistire

{(#ify Tailing in uniformity of weight

{ivy Cakellump formaiion of content of capsuls

() Failing ia limit tests .

{vi} Assay — 70% and chove of the Jabe! claim for thermolabile products and
3% within permitted jimiss Tor thermmestabie products

{s:} et content

¢ J

-
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DECLARED SPURIOUS OR NOT OF STANDARD QUALITY
IN'THE LIGHT GF ENHANCED PENALTIES UNDER THE
DRUGS AN COSMETICS (AMENDMENT) ACT, 2008

LIQUID ORALS (Symps/elixirsf’so]utions/suspcnsions/emulsions/mixt‘ures ete.)
() Prescnce of foreign matter

{i) Change of colour

{#if) Presence of suspended matter

(1) Cracking of emulsion
(v} Sedimentation

{vi} Dispersible cake/lump formation

{(vii) Wet conteqt

Category A Defects
TABLETS

(i} Assay — below 70% for thermolabile products and below 5% of the
permitted limits for thermostable products,
{ii) Disintegration (except for marginal variation to be viewed on case to case
basis)
(iff) Dissolution (except for marging] variation to be viewed on ease io case
basis)
(v) Contamination with foreign matiers
{v} Mast of the tablets observed in powder form inside the strip pouches
(v} Content unitormity
{vify Addition of permitted colour when not recommended in Pharmacopoeia
CAPSULES

(7} Assay — below 6% for thermolabile products and below 5% of the
permitted limits for thermostable producs, '

(i) Disintegration {cxcept for marginz] variation to be viewed on case to case
basis)

{fi) Dissotution {except for marginal variation t0 be viewed on case to case
basis)

(#v) Content uniformity.
LIQUID ORALS
(1} Assay — befow 70% for thenmolabile products and beiow 5% of iha
permitted limits for thermostable products
{iiy Presence nf foreign matter sush ag fly/insect

(i

{47} fe eakedlump formarion,

{3 Addiion o' rea-pemmissble rolours.

= produsts and below Y% of the

2

i
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GUIDELINES FOR TAKING ACTION ON SAMPLES OF DRUGIS A-85
) ) p DECL.ARED SPURIOUS OR NOT OF STANDARD QUALITY
- (iry Phenol coefﬁment {RWC.) less than ]abel claim TN THE LIGHT OF ENHANCED PENALTIES UNDER THE
/; ] Grade I tless than 16 DRUGS AND COSMETICS (AMENDMENT) ACT, 2008
Y Grade IT : less than 8
SheaialTil e Thoni STERILE DISPOSABLE HYPODERMIC NEEDLES
For other scluble disinfectants: below 8% of the required limit (0 Serility
(ifiy Fungal growth. (”) iyrc?gfzn fest
OPHTHALMIC PREPARATONS (if) Toxicity
- () Assay — below 70% for thermolabile products and below 3% of the BULK DRUGS
v permitted limits for thermostable products (i) Assay — less than permitted limits
; (i) Forcign matter (i} Heavy metal test/Arsenic test
. (i) Metal particles (if}y Sterility
!
fi (iv) Fungal growth (iv) Toxicity
! (v) Fails in sterility. : ‘ (v) Microbial imit test
POWDERS (Oral use) . AFROSOLS/INHALATIONS
- ) ASSB)_’ — 'bel_owf 70% for thermolabile products and below 5% of the (i) Assay — below 70% for thermolabile products znd below 5% of the
. permitted limits for thermestable products permitted limits for thermostable products
(#7) Fungal growth . (i) Leak test
POWDERS (External use) SERA/VACCINE
(i) Assay — below 70% for thermolabile products and below 5% of the (7} “Toxieity
@ permitied limits for thermolabile products '

(ii) Stenlity
(iiiy Polency
SUTURES/CATGUTS
(1) Sterility
(i} Tensile strength

(i) Fungal growth.

TNTECTIONS INCLUDING TRANSFUSION FLUIDS
(i) Sterility

(i) Pyrogen test

(7if) Toxicity

(iv) Assay — below 70% for thermolabile products and below 5% of the MECHANICAL CONTRACEPTIVES

permitted limits for thermostable products () Water leakage test

(if) Tensile properties
INTRAUTERINE CONTRACEPTIVE DEVICES

() Fails in any other biological test

(vi) Fungal growth in different samples from different sources of same
- batches. )

S$TERILE DISPOSABLE PERFUSION SETS | (f) Memory test
(i} Stenlity (i) Ash contemt
(ify Pyrogen test (17} Sterility

(" Imnlaptation test
i s VY g aiiianin st
{iify Toxicity # BNl

S TERILE DISPOSABLE HYPODERMIC SYRINGES - : COSMETICS
() Sterility g (i) Use of non-permitted colours/dyes
{if) Pyrogen lest. (i} Presence of heavy metal

(iif) Texleity
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ACTION TO BE TAKEN ON CATEGORY B DEFECTS

1. Stoppage of further sale and recall of bateh of the drugs from the market,
2. Manufacturer 1o be asked 1o intimate stock and distribution details etc. of
the particular batch.

3. Calling of explanation from the manufacturer.
4. After receipt of explanation or investigation report, if any carried out,
further appropriate action may be taken by issuing show cause notice ete.
il so required.
ACTION TO BE TAKEN ON CATEGORY A DEFECTS

1. To enquire in the matter immediately.

[

Issue instructions for immediate recall of batch from the market and to
stop further sale.

3. To ask for particulars of stock, distribution and production and test
records.

4. Calling of explanation from the manufachurer by issuing a show cause
notice as to why license for the product/entire licence should not be
suspended/cancelled.

5. After receipt of explanalion and/or investigation report, further
appropriate action may be taken,

PRINCIPLES FOR INSTITUTION OF PROSECUTION UNDER
DRUGS AND CONSMETICS ACT

The weapon for prosecution should be used sparingly and judiciously but due
regard to merits of the case be given as a prudent measure. Prosecution should be
launched where administrative measures have fziled to have desired effects,
However, while deciding to prosecute, due regard should be given to the nature of
contraventions. 5

The persistent defaulter should be prosecuted but minor omissions may not form
the basis of prosecution. Administrative action should be initiated wherever possible
to ensure preventive measures to safeguard public health. A broad classification of
cases where prosecutions should be launched is given below:

© L. ‘Where a spurious drug of drug Falling within the meaning of adulterated/
spurious/misbranded under Section 17{A}, 17(B} and 17 of Drugs and
Cosmetics Act is manufactured, sold or stocked or exhibited for sale or is
distributed,

2. Cosmetic falling within the meaning of spurious cosmetics under Section

I7(1>) and misbranded under Section 17(C).

3. Where drugs/Cosimetics are manulsemrad without a licenze.

4. Where a parenteral preparation is reporied by the Government Analyst to
be non-stefile, pyrogenic or {oxie and provided on investigation is found
to be sub-standard due 1o lack of adequate quality control and adherence
io the provizions of GMP in the manufaciuring processes.

Where a drug is found grossly sub-standard repeatedly,

Ly
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DECLARED SPURIOUS OR NOT OF STANDARD QUALITY
IN THE LIGHT OF ENHANCED PENALTIES UNDER THE
DRUGS AND COSMETICS (AMENDMENT) ACT, 2008

PROSECUTIONS ARE NOT ORDINARILY WARRANTED IN THE
FOLLOWING CASES

The sub-committee feeis that it is not necessary to specify the matters where
prosecutions are not warranted as guidelines have already been suggested about the
cases where prosecutions could not be considered, -

INTERSTATE COORDINATION ON MATTERS REFERRED TO
STATE DRUGS CONTROLLER

The sub-commiitee examined this specific issue and after detailed deliberations
came to the conclusion that it may not be pragmatic to stipulate {hat a prosecution
mzy be launched only by the Drugs Controller in whose state the sample has been
drawn or by the Drugs Controller in whose State the manyfacturer is situated. It
should be left at the discretion of the concerned Drugs Controller to file a
prosecution in his State or to refer the case to the Drugs Controller of the
manufacturing State as circumstances warraated. Every Drugs Controller should
invariably supply the information sought by other Drugs Controller in case the
prosceution is contemplated. However, due regard should be given to the factual
position or opinion suppiied, if any, by the Drugs Controller of the State where the
manufacturer is situated,

Note:

A. The above are broad guidelines for the guidance of State Drugs Control
authorities. Cases not specificelly covered by these guidelines or specific
cascs where a more serious/lenient view has to be taken, appropriate view
can be taken by the Siate authorities, depending on circumstances of the
case,

B. It is expected that final action afier receipt of a note of standard quality
report is taken within three months by the licensing authority/controlling
authority and the same is informed ta all concemed,

C. Repeated observance of Category B defects of a particular manulacturer
should call for thorough inspection of manufacturing practices and
facilities, If found deficient, it shonld be viewed sedously and stringent
action is to be taken.
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LAW RELATING TO DRUGS AND COSMETICS [R. 73-B

[73-R, Certificate of renewal of licence in Form 25.-B.—The certificate of
renewal of a licence in Form 25-B shall be issued in Form 26-B.]

86174,
88 [Form 25 and Form 25-F] shall be subject to the conditions stated therein and to
the follewing further conditions, namely—

(er)
(&

{c)

(el

(e)

(g)

2[(h)

Conditions of Jcence in 8 Form 25 and Form 25-F] —A Tlicence in

the licensee shall provide and maintain staff, premises and the equipment
as specified in Rule 71;

the licensee shall comply with the provisions of the Act and of these rules
and with such further requirements, if any, as may be specified in any
rules subsequently made under Chapter IV of the Act, provided that
where such further requirements are specified in the rules, these would
come into force, four months after publication in the Officia] Gazette;

the licensee shall either in hig own laboratory or in any other laboratory
approved by the licensing authority ®[under Part XV(A) of these Rules]
test each batch or lot of the raw material used by him for the manufacture
of his products and alse each batch of the final product and shall maintain
records or registers showing the particulars in respect of such tests as
specified in Schedule U. The records or registers shall be retained for a
period of 5 vears from the date of manufacture; :

the licensee shall keep records of the details of manufacture as per
particulars given in Schedule U of each batch of the drugs manufactured
by him and such records shall be retzined for a period of five years;

the licensee shall allow an "Inspector authorised by the Act] te enter,
with or withoul prior notice, any premises and to inspect the plant and the
process of manufacture and the means employed in standardising and
testing the drugs;

the ticensee siall allow an N Inspector authorised by the Act] (o ingpect
all registers and records maintained under these rules and to rake samples
of the manufactered drugs and shall supnly to such Inspector such
information as he may require for the purpose of ascertaining whether the
provisions of the Act and the rulss thereunder have been observed;

the licensee shall, from time to time, report to the licensing authority any -

changes in the expert staff responsible for the manufacture or testing of
the drugs and any marerial alterations in the premises or plant used for
the purpose which have been made since the date of the last inspection
made on behalf of the licensing authoriy: :

the licensee shall, on request, fumnisi to the licensing autherity, the
controlling authority ‘or to such authorities as the licensing authority or
the conirolling authority may direct, from every batch or batches of drugs

T

+ i by 5.0, 1196, dt 6-5-1960 (wee [ 14-3- 1950,
+ Subs. by 5.0. 3868, 1. 26-10-1968 (w.of. 2 | 1-1968).
- Subs. by GSR 462, d1. 2264982 (wee f. 22-6-1982),
. Suby. by GSR 462, di. 22.6. 1983 (wee f. 22.6- 982;.
- I, by GSR 1172 du. 23-8-1977 (wee £, 10-9-1977 ),
+ Subs. by GSR A 41 31-3-1973 (w e £, 98-4. 1973,
+ Subs. by GSR 444, de. 3131973 (w.e.£. 284 1973)
 Sutbs. by GSRA4L, dt. 31-3-1973 w.c. £. 28.4-1973),

R.74]

()

¢

(&)

L
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as the licensing auwthority or the controlling authority may from time to
time specify, a sample of such quantity as may be considered adequate by
such autharity for any examination and, if so required, also furnish full
protocols of tests which have beepn applied:]

if the licensing authority [or the controlling authority] so directs and if

requested by the licensee who had also furnished prima facie reasons for

such directions, the licensee shajl not sell or offer for sale any batch in
tespect of which a sample is or protocols are furnished wnder clanse ()
unti! a certificate authorising the szle of the batch has been issued to him
by or on behalf of the licensing authority %*[or the controlling anthority];

the licensee shail on being informed by the licensing authority *or the
controlling authority] thas any part of any batch of the drug has been
found by the licensing authority “[or the conirelling authority] not ro
conform with the standards of strength, quality or purity specified in
these rules and on being directed so to do, withdraw the remainder of the
batch from sale, and, so far as may in the particular circumstances of the
case be practicable, recall all issues already made from that batch;

the licensee shall maintain an Tnspection Book in Form 35 (o enable an

Inspecior to record his tmpressions and the defecrs noticed;]

the licensee shall maintain reference samples from each batch of the

drugs manufactured by him in a quantity which is at least twice the

quantity of the drug required to conduct all the (ests performed on the
bateh. In case of drugs bearing an expiry date on the label, the reference
samples shall be maintained for a period of three months beyond the date
of expiry of potency, In case of drugs where no date of expiry of potency

is specified on the label, the reference samples shall be maintained for a

period of three years from the date of manufacture;]

the iicensee, who has been granted a licence in Form 25-F, shall—_

() forward to the licensing authority of the States concerned of
manufacture and supply of the drug a statement of the sales effected
to the manufacturers, wholesalers, retailers, hospitals, dispensaries
and nursing-homes and Registered Medical Practitioners every three
months; .

(/7)) maintain accounts of all transactions giving details as indicaed
below in a register bound and serially page numbered and such
records shall be retained for a period of five years or one year after
the expiry of potency, whichever is later:

A. Accounts of the drugs specified in Schedule X used for the
manufacture:
. Date of issue.
2. Name of the drug.

—m——

93, Ins. by GSR 444, dy, 31-3. 1973 {we.f. 28-4-1973).
94, fus. by GSR dadd, di, 31-3-1973 fwelf 28-4-1973).
95, Iny. by GSR 444, dr. 31-3-1973 (weell 28-4-1973).
96. tus. by GSR 444, di. 31-3-1973 (wee.l 28-4-1973).
97. Ins. by GSR 4444 _d, 31-3-1973 (weef 28-4-1973),
98. Clauses (m) and {u}ins. by GSR 462(E), dt. 22-5-1982 (wel 22-6-1982).
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87(Provided that if the application for the renewal of a licence is made before its
expiry, or if the application is made within six months of its expiry, after payment
of additional fee. the licence shall continue to be in forec until orders are passed on
the application and the licence shall be deemed to have expired if the application for
ils renewal is not made within six months of its expiry.]]
78. Conditions of licence.—A licence in ®[Form 28, Form 28-B or Form
28-D] shall be subject to the special conditions, if any. set out in Schedule F or
Schedule F(1), as the case may be, which relate to the substance in respect of which
the licence is granted and to the following general conditions:
() {{) The licensee shall provide and naintain an adequate staff and

adequale premises and plant for the proper manufacture and storage
of the substances in respect of which the licence is issued.

(7f) Without prejudice to the generality of the foregoing requirement,
every holder of a licence who for any purpose engiged in the culture
or manipulation of pathegenic spore- bearing i1i1c10 organisms shall
provide lo the sati ion of the thensmo Authority separate
laboratories and utensils and apparatus required for the culture or
manipulation of such micro-organising, the laboratories, utensils and
apparatus 50 provided not being used for the manufacture of any
other substance. '

8[(b)y The licensee shall provide and maintain staff, premises and equipment as

)

specified in Rule 76,

{(z) Thelicensee shall maintain records of manufacture as per particulars
given in Schedule U.

(7i) The licensee shall either in his own laboratory or in any laboratory
approved by the Licensing Authority 7![upder Part XV(A) to these
Rules] test each batch or lot of the raw material used by him for the
manufacture of his product and also each batch of the final product
and shall maintain records or registers showing the particulars in
respect of such tests as specified in Schedule U. The records or
registers shall be retained in the case of a substance for which a
potency date is fixed for a period of lwo years from the expiry of
such date, and in the case of other substances for a period of five
years [rom the date of manulacture.]

{dy The licensee shall allow an "2[Inspector appeinted under the Act], to enter,

with or without prior notice, any premises where the manufacture is carried
on and to inspect the premises, and in the case of substances specified in
Schedules C and C(1), to inspect the plant and the process of manufacture
and the means employed for standardising and testing the substance.

(¢) The licensee shdll aliow an 72[Inspecior, appointed under the Act] to

inspect all registers and records maintained under these rules and to take
samples of the manufactured product and shall supply (o such Inspecror

L Sihy by S.0.2139, d, 5-6-1972 (we lL 12-8-1972).

. Stibs by GSR THE), dL. 11-3-1996 (w.c.f. 11-3-1996).
. Sribs. by S.R.O, 2136, dt. [5-6-1957.

. Seibs. by 5.0, 3868, dt, 26-10- 1968 (w.c £ 2-11-1968).
L dns by GSR 1172.du 23-8-1977 twe [, 10-9-1977).

o Stehs by GST A4 i 31-3-1973 (woef, 28-4-1071.
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such information as he may require for the purpose of ascertaining. wheiher
the provisions of the Act and Rules thereunder have been observed.

The licensee shall from time to time report (o the Licensing Authority any
changes in the expert staff responsible for the manufacture or testing of the
substance and any material alterations in the premises oy plant used for that
purpose which have been made since the date of the last inspection made
on behalf of the Licensing Authority before the issue of the licence.

The licensee shall on request furnish to the Licensing Authority,
controlling authority or (o such authorities as the Licensing Authority or
the controlling authority may direct, from cvery batch of drugs as the
Licensing Autherity or the controlling authority may from time to time
specify, 2 sample of such quanlity as may be considered adequate by
such authority for any examination and, if so required, also fumlsh full
protocols of the tests which have been applied.] .

If the Licensing Aathority ™[or the controlling authority] so directs, the
licensee shall not sell or offer for sale any batch in respect af which a
sample is, or protocols are furnished under the last preceding sub-
paragraph until a certificate authorizing the sale of the batch has been
issued to him by or on behalf of the Licensing Authority ™[or the
conlrolling authority].

The licensee shall on being informed by the Licensing Authority or the
controliing autherity] that any part of any batch of the substance has been
found by the Licensing Authority "[er the controliing authority] not to
conform with the standards of strength, quality or purity specified in
these Rules and on being directed so to do, withdraw the remainder of
that batch from sale and so far as may in the particular circumstances of
the case be practicable recall all issues already made from that batch.

No dmg manufactured under the licence shall be sold unless the
precautions necessary for preserving its properties have been observed
throughout the period after manufacture.

The licensee shall comply with the provisions of the Act and of these
ries and with such further requirements, if any, as may be specified in
any rules subsequently made under Chapter [V of the Act, provided that
wlhere such further requirements are specified in the rules, these would
come into force four months after publication in the Official Gazette.]
The licensee shall maintain an lnspection Book in Form 35 to enable an
Inspector to record his impressions and defects noticed. ]

The licensee shall maintain reference samples from each batch of the
drugs manufactured by him in a quantity which is at least twice the
quantity of the drug required to conduct all the tests performed on the
batch, In case of drugs bearing an expiry date on the label the reference
samples shall be mainlained for a period of three months beyond the dale
of expiry of polency. In case of drugs where no date of expiry of potency

73, Subs. by GSR 44, di. 31-3-1973 (w.e.f. 28-4-1973).
F4 fns by GSR 44 du 31-3-1973 twee f 28-4-1973).
75. Subs, by 5.0, 3868, dt. 26-10-1968 (w.e.f, 2-11-1968),
76, fns. by S.O. 118, di. 4-1- 1961 fwee £, 14-1-1961).

7. Ins. by GSR 4400E), i, 31-3-1973 (w.e £ 28-4-1973).




