LOK SABHA SECRETARIAT

R 80,  PARLIAMENT HOUSE
w i Telegrams : LOKSABHA, NEW DELHI NEW DELHI-110001
FAX 1 23010756

(COMMITTEE ON SUBORDINATE LEGISLATION)

No. 10/4/COSL/2019 22 April, 2019

From

Jagriti Tewatia
Additional Director

To

Shri Shubhkant

Managing Trustee,

Socio Economic Research Institute,
542, Atulya Apartments, Sector 18-B,
Dwarka, New Delhi

Subject: Representation dated 21.12.2018 received from Socio Economic Research
Institute on the violation of the Drugs and Cosmetics Act, 1940 and Rules

made thereunder.

Sir,
With reference to your representation dated 21.12.2018 on the above subject, a copy of

the reply as received from the Ministry of Health and Family Welfare, Government of India vide
their OM No. X.11035/160/2018-DR dated 25.2.2019 is forwarded herewith for your
information.
2.~ The receipt of this communication may please be acknowledged.

Yours faithfully

roby

22~
(JAGRITI TEWATIA)
ADDITIONAL DIRECTOR
PH: 23035747, 23035002

Encls: As above
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F.No.X.11035/160/2018-DR
Government of India
Ministry of llcalth and Family Welfare
(Department of Health & Family Wellarc)

(Drugs Regulation Scction)’
ok KK K

Nirman Bhawan, New Delhi
Dated 5% February, 2019

OFFICE MEMORANDUM

Subject: Representation dated 21.12.2918 reccived from Socio Economic
Institute on Drugs and Cosmectics Act - regarding.

The undersigned is dirccted to refer to Committce on Subordinatc Legislation of Lok

Sabha Secretaria’s OM No. 11/21(1)/COSL/2019 dated 08.01.2019 on the subject cited
above wherein a copy of said rcpresentation was forwarded with the request to furnish point-

wise comments on the issucs raiscd in the said representation to the Secretaria.

2. CDSCO has been consulted in the matter and point-wise comments in the matter are

annexed herewith.

3. It is further informed that specific instances of violation of the Drugs and Cosmetics
Act and Rules arc taken action against. if the representationist has such information the samne

may be provided to CDSCO.

Signature vglid

Digitally signed
GOPAL S{NGH
Date: 201978236 12:14:49 IST
Reason: Apprfved

(R. G. Singh)
Under Secretary to the Govt. of India
Tele: 2306 3019

Additional Birector,
\} [Kind Atten: Shri Nabin Kumar Jha, Director]
%16{ ' Committec on Subordinate [Lcgislation,
Lok Sabha, Parliamcnt [Housc,
(& New Delhi - 110001,
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Annexure:

Point 1. Bad storage practices arc adopted by pharmaccutical companies, distributors
across India and spccifically in National Capital Region, Dclhi

iv.

Vi

vii

vii

Xi.

Xii

Under Drugs and Cosmetics Act, 1940 and Rules made thercunder, the regulatory
control over the drugs imported into the country is cxcrcised by the Central
Government through the Central Drugs Standard Contrel Organization (CDSCO),
whilc the manufacture, salc and distribution of drugs is rcgulated by the Statc Drugs
Control Authoritics appointed by the Statc Governments.

The rcgulatory control over the manufacture and sale of the drugs is excrcised through
a system of licensing and inspection by the State Licensing Authoritics appointed by
the Statc Governments. :

The inspectors appointed under the Act have powers to inspect any premises wherein
any drug or cosmetic is being manufactured and the means employed for standardizing
and testing the drug or cosmetic, and any premises wherein any drug or cosmetic is
being sold, or stocked or cxhibited or offered for sale, or distributed.

The inspector is authorized to take samples of any drug which is being manufacturced
or being sold or is stocked or cxhibited or offcred for sale, or is being distributed and
from any person.

. The inspcctor is authorized to institute prosccution in respect ol breaches of the Act

and Rules thereunder.

-Schedule M specify in detail the requirements of premises, surroundings, personnel,

sanitation, storage of raw matcrials, documentation and records, sclf-inspections and
quality control systems and sitc master filcs ctc.

-The manufacturcr is required to comply with the requirements of Schedule M under
the conditions of the licence so as to cnsure that the drugs manufacturers in the country
conform to the standards prescribed for them.

.Section 18(c) of the said Act provides that no person shall himself or by any other
person on his behall manufacture for sale or for distribution, or sale or stock or exhibit
or offer for sale or distributc any drug except under, and in accordance with the
conditions ofa Licensc issucd for such purpose.

-Rulc 64 of the said Rulcs prescribes conditions to be satisfied before grant of License

for sale of drugs. These includc adcquacy of the premises, proper storage facilitics for

preserving the propertics of drug, requircment of competent person to supcrvise and
control the sale of drugs, ctc.

- Storage of any drug under the recommended condition is important to ensure that the

firug remains stable throughout its shelf life. If not stored properly, the drug may lose
its cfficacy and may cause toxicity duc to degradation of the drug.

'Rulc 6§ prescribes various general conditions required to be followed by the Licensee.
I‘he§c include requirements of Registered Pharmacists for retail sale, prescription of
Registered Medical Practitioner for sale of prescription drugs by retail, maintaining
records of sale, cte. ’

.These condit_ions have been specified so that the drugs arc sold in the prescribed
manner ensuring its proper usc and detailed records of salc arc maintained which may
be required to be inspected/investigated, in case of complaint regarding quality etc.
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xiii. The State Licensing Authorities are empowered o take appropriate action in case of
any non-compliance with the requirements prescribed under the said Act and Rules.
xiv.Concerns have however been raised [rom time to time regarding bad storage
conditions followed by the manufacturers/ wholesalers/ retailers. The level of
cnforcement in many States has been found Lo be far from satisfactory due to non-
uniformity in the interpretation of the provisions of the law and their implementation,
lack of adequato infrastructure, cle.

xv.The Mashelkar Committee recommended onc inspector for 200 sales outlets and one
inspector for SO manufacturing units. There are more than 8 lakhs sales outlets in the
country and more than 10000 manufacturing units. Accordingly, 4200 Drug [nspectors
arc needed in the country. However, as on April, 2018 sanctioned total strength of
Drugs Inspectors in the States/U'T's is about 1600, out of which about 1200 Drugs
Inspectors arc in position. In CDSCO, as on January, 2019, 224 Drugs Inspcctors arc
in position.

xVi.The issuc has been deliberated time and again in the mectings of Drugs Consultative
Committce (DCC) which is a statutory body under the Drugs and Cosmctics Act, 1940
and all State/UT Drugs Controllers arc the members. The DCC after detailed
deliberation has finalized Good Distribution Practices guidelines to be followed by the
manufacturers/ wholcsalers/ retailers to cnsure that the drugs are stored under proper
storage conditions throughout the supply chain.

xvii.The Good Distribution Practices guidelines contains details about Premises
Warchousing and Storage, Tempcerature, Environment and Storage Control
Transportation, Shipment Containcrs and Labeling, Dispatch and Receipt,
Documentation, Complaints, Recalls and Returns, Spurious Pharmaceutical Products,
Importation, Contract Activitics and Sclf-inspection.

xviii.These guidclines arc intended to be applicable to all persons and outlets involved in
any aspect of the storage and distribution of pharmaceutical products from the
premises of the manufacturcr of the product to the person dispensing or providing
pharmaccutical products dircctly to a paticnt or his or her agent. This includes all
parties involved in tradc and distribution of pharmaccutical, including the
manufacturcrs of bulk, finished products, wholesalers, as well as others such as
supplicrs,  distributors, Government  institutions, international  procurcment
organization, donor agencics and certifying bodics, logistics providers, traders,
transport companies and forwarding agents and their employees as well as health
workers.

xix.Copy of the guidelincs arc enclosed as Annexure A,

xx.The DCC in its meeting 544h Mccting held on 30.07.2018, after detailed deliberation
recommended 10 incorporate the guidelines in the Drugs & Cosmetics Rulcs, 1945 as a
scparatc Schedule.

xxi.Subsequently, the Drugs Technical Advisory Board (DTAB) which is also a statutory
body under the Drugs and Cosmetics Act, 1940, in its 815 mecting held on 29.11.2018
has'; ag‘rccd 1o the proposal for inclusion of the Good Distribution Practices (GDP)
guidelines of pharmaceutical products as a scparatec Schedule to the Drugs &
Cosmetics Rules, 1945, Accordingly, the malter is under consideration for notification
of draft Rule in this regard,

xxii.Further, Ministry of IHealth and Family Welfare have taken various measures to

strengthen the regulatory system both at the Central and the State levels. Details of the
measures taken are enclosed as Annexure B.

Point 2. Distributors and retailers are sclling medicines from unlicensed premises

AL
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As alrcady mentioned under para viii. of Point 1, Seclion [8(c) of the said Aclt provides that
no person shall himself or by any other person on his behalf manufacture for sale or for
distribution, or sale or stock or cxhibit or offer for sale or distributc any drug except under,
and in accordance with the conditions of a License issued for such purpose.

Section 27 of the said Act provides lor penalty for manufacture, sale ete. in contravention of
provisions of regulation of manufacture, salc and distribution of drugs.

As per Section 27(b), manufacture, sale or distribution of any drug without a valid licence is
punishable with imprisonment for a term which shall not be less than three year but which
may extend to five ycars and with fine which shall not be Iess than onc lakh rupees or three
times of valuc of drug confiscated, whichever is morc.

Point. 3 the norms prescribed for storage of medicines are not observed and the same
Icad to loss of cfficacy of drugs.

As alrcady mentioned under para x to xiii. of Point 1, storage of any drug under the
recommended condition is important to cnsure the stability of the drug throughout its shelf
lifc. If not stored properly, the drug may losc its efficacy and may also cause toxicity. These
conditions have been specified in the said Act and Rules so that the drugs are sold in the
prescribed manner cnsuring its proper usc and detailed records of sale are maintained. The
State Licensing Authoritics are cmpowered to take appropriate -action in case of any non-
compliance with the requircments prescribed under the said Act and Rules.
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GUIDELINES
| ~ ON
GOOD DISTRIBUTION PRACTICES
FOR
PHARMACEUTICAL PRODUCTS

Document No : CDSCO/GDP.PP Ver. ;: 00
Effective Date :

Central Drugs Standard Control Organization
Directorale General of Health Services, Ministry of Health and Family Welfare,
Government of India, FDA Bhawan, ITO, Kotla Road, New Delhi -110002.
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1.0 PREAMBLE

Distribution is an essentinl  activily in the integrated supply-chain
management of plmrn'uu:culi(:nl products. Various .incll-vlrhfals and cntities are |
gcncr:illy responsible for the handling, storage and distribution of su‘c:h prod.uct.s.

So it's very important lo have andequate controls over the entire chain of

distribution. To maintain the original quality of pharmaceutical products, every

party involved in the distribution u.huil"l has (o comply'with the applicable

requirement. lach activity in the distribution of pharmaceutical products shall be

carried out according (o the principles of Good Distribution Practices (GDP) as
isks involved is likely to be similar to that for risks

applicable. The nature of the ri
encountered in the manufacturing environment, e.g. mix-ups, adulleration,

contamination, cross-contamination, spurious. [IFurther, the involvement of
unauthorized cntitics in the distribution and sale of pharmaccultical products is a
particular concern. Only a joint approach of all partics involved in the supply
chain can be successful in the fight against spurious/sub-standard
pharmaccutical products. Therefore, all parties in supply chain shall take an
active part in collaborative activitics to protect the pharmacecutical supply chain

against the penetration of spurious/ substandard pharmaceutical products.

2.0 OBJECTIVE

The objective of these guidelines is to ensurc the quality and identity of
pharmaceutical products during all aspects of the distribution process. These
aspects include, but are not limited to procurement, purchasing, storage,
distribution, transportation, decumentation and record-keeping practices.

3.0 SCOPE

These guidelines are intended to be amilicablc to all persons and outlets
involved in any aspect of the storage and distribution of pharmaceutical products
from the premises of the manufacturcr of the preduct to the person dispensing or
providing pharmacecutical products directly to a patient or his or her agent. This
includes all parties involved in trade and distribution of pharmaceutical, including
the manufacturers of bull, finished products, wholesalers, as well as others such
as suppliers, distributors, Government institutions, international procurement
organization, donor agencies and certifying bodies, logistics providers, traders,
fransport companies and forwarding agents and their employces as well as health
workers.

‘ It also covers biological products in general. However, for specific purpose,
guidelines on Good Distribution Practices for Biological Products as published in
CDSCO website shall be referred. .

Pape 3 of 21
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4.0 GENERAL PRINCIPLES

91.1.

4.2,

4.4.

4.5.

According to Drugs & Cosmelics Act 1940 and Drugs & Cosmetic Rules
1945, Rules 64 and 63 specify the conditions to be fulfilled to sell, stocl,
exhibil or offer for sale or distribute the drugs.

It shall be the responsibility of all partics involved in the distribution of
pharmuceutical products to cnsure that the quality of pharmaceutical
products and the integrity of the distribution chain are maintained
throughout the distribution process from the site of the manufacturcr to
the cntity responsible for dispensing or providing the product to the
paticnt or his or her agent.

The principles of GDP shall be applicable both to pharmaccutical
products moving forward in the distribution chain from the
manufacturer to the entity responsible for dispensing or providing
pharmaccutical products to the patient and to products which are
moving baclwards in the chain, for , as a result of the return or recall
thercof and shall be applicable for donated pharmaceutical products.

There shall be collaboration between all parties including government,
custom agencics, law enforcement agencics, regulatory authorities,
manufacturers, distributors and entities responsible for the supply of
pharmaceutical products to patients to ensure the quality and safety of
pharmaceutical products and prevent the exposure of patients to
spurious pharmaccutical products. PR '

An agreement shall be in place with all the individual agencies involved
in the storage, transportation and distribution.

5.0 REGULATION OF THE DISTRIBUTION OF PHARMACEUTICAL PRODUCTS

5. L.

5.3.

5.4,

The activities of persons or entities involved in the distribution of
products shall be regulated by applicable National legislation.

The distributor or the organization to which the distributor belongs shall
be an entity that is appropriatcly authorized by applicable lcgislation to
perform the function(s) that it intends to perform and the distributor or
the organization lo which it belongs shall be held accountable for the
activitics that it performs related to the distribution of products.

Only authorized persons or entitics who hold the appropriate license
shall be entitled to import or export pharmaceutical products.

Distributors or their agents shall obtain their supplics of pharmaccutical
products from persons or cntitics authorized to sell or supply -such

Pageqof2l
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products to a distributor and shall supply pharmaccutical products only
to persons or entities which arc themselves authorized to acquire such
products either in terms of an authorization to act as a distributor or to
sell or supply products dircelly to a patient or to his or her agent.

If the activity of a distributor or his or her agent is subcontracted to
another entity, the person or entity to which the aclivity is subcontracted
shall be appropriately authorized to perform the subcontracted activity
and shall uphold the same standards as the distributor.

o
e

6.0 ORGANIZATION AND MANAGEMENT

6.1. An adequate organizational structure for cach entity in the chain of
distribution shall be defined with the aid of an organizational chart. The
responsibility, authority and interrelationships of all personnel shall be
clearly indicated. An organogram/ organizational chart shall be in place.

6.2. There shall be clearly defined dutics and responsibilities for individuals
and shall be recorded as written job descriptions. Al cvery level of the
- supply chain, employces shall be fully informed and trained in their

dutics and responsibilitics.

6.3. There shall be designated person appointed within the organizalion, who
has defined authority and responsibility for ensuring that a quality

system is implemented and maintaincd.

6.4. Managerial and tcchnical personne! shall have the authority and
resources necded to carry out their duties and to sct up and maintain a
quality system, as well as to identify and correct deviations from the

. .established quality system.

6.5. It shall be ensured that the responsibilities placed on any one individual
shall not be so extensive as Lo present any risk to product quality.

6.6. There shall be arrangements in place to ensure that management and
personnel are not subject to commercial, political, financial and other
pressures or conflict of interest that may have an adverse effect on the
quality of service provided or on the integrity of pharmaccutical products.

6.7. Safety procedures relating to all relevant aspects including the safety of

personnel and properly, environmental protection and product integrity,
shall be in place.

Page 5 of 21
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7.0 PERSONNEL
in distribution activitics shall be trained and
ts of GDP, as applicable. Training shall be
based on written standard operating procedures {SOPs]: Pers‘onncl s,'hall
receive initial and continuing lraining relevant to ih(?ll'- tasks, and be
assesscd as applicable, in accordance with a written tramning programime.
in addition, training of the personnel shall include the topic of proc‘:uct
handling, safely and security, as weli as aspects of product identification,
the detection of spurious

pharmaceutical product and the avoidance of
spurious pharmaceutical product entering

the supply chain. A record of
all training, which includes dctails of subjects covered and participants
trained, shall be kept.

7.1. All personncl invnlvc‘d
qualificd in the requiremen

7.2. Key personnel involved in the distribution of pharmaccgtical products
- shall have the ability and experiencc for ensuring that the
pharmaceutical products are properly stored and distributed as per the

requirement of the preduct.

7.3. There shall be an adequatc number of competent personnel invoived in
all stages of the distribution of pharmacecutical products in order to
ensurc that the quality of the preduct is maintained.

7.4. Personnel involved in the disiribution of pharmaccutical products shall
wear garments and adopt other personnel protection measures suitable
for thc activities that they perform. Proteclive garments as necessary
shall be provided to the personnel dealing with hazardous
pharmaceutical preducts, including products containing materials that
are highly active, toxic, infectious or sensitizing materials.

7.5. Procedures for personnel hygiene relevant to the activities to be carried
cut shall be laid down and observed. Such procedures shall cover health,

hygiene and clothing of personnel.

7.6. Procedurcs and conditions of ecmployment for employees, including
contract and temporary staff and other personnel having access to
pl’}a_rmacz:utical products shall be designed and administered to assist in
minimizing the possibility of such products coming into the possession of
unauthorized persons or entities.

8.0 QUALITY SYSTEM
Vd
8.1. gll'fl).hun‘naccutical product distributors shall establish and maintain
ovl:‘o:z:llly "53;3101]']1- Ihcrelshull be documented quality policy describing the
~aiftIntenlions and requirements of distributors T di 1
authorized by the management, FERnG quely, '

Pape 6 of 21
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8.2. Therc shall be an appropriate organizational structure with defined
responsibilitics of the personnel recorded as job descriptions.

8.3. A responsible person shall be appointed by the management for each
distribution site, who shall have defined authority and responsibility for
ensuring that a quality system is implemented and maintained.

Senior management shall ensurc that all parts of quality system are

8.4,
with  competent personncl and suitable and

adequately resourced
sufficient premiscs, equipment’s and facilitics.

There shall be written and approved procedure for all the activitics.

8.6. Deviations from established procedures shall be documented anc

investigated.

Appropriate corrective and preventive action (CAPA) shall be taken to

8.7.
correct deviations and prevent them.

8.8.  Procedures for procurement and release shall be in place to ensure that
appropriate pharmaceutical products are sourced only from approved
suppliers and distributed by approved entities.

8.9. Inspection, auditing and certification of compliance with a quality system
(such as the applicable International Standardization Organization (ISO)
serics, or national or international guidelines) by external bodies are
recommended.

8.10. Procedures shall be in place lo ensure safe, transparent and secure

distribution system which includes product traceability throughout the

supply chain.

8.11. There shall be procedures in place to ensure document traceability of
products received and distributed, to facilitate product recall.

8.12. All parties involved in the supply chain shall be identifiable depending on
type of product and in accordance with National Legislation.

8.13. Measures shall be in place to ensure that pharmaceutical products have
documentation that can be used to permit traceability of the products
lhn‘;ughout distribution channels from the manufacturer/imported to the
entily responsible for selling or supplying the product to the patient or
his or her agent, Records including expiry dates and batch numbers
shall be part of a secure distribution documentation enabling

lraccability.

Page 7 of 21
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9.0 PREMISES, WAREHOUSING AND S8TORAGI

9.1.
9.2.
9.3.

9.4.

9.5.

9.6.

9.7.

9.8.

9.9.

9.11.

Storage areas shall be maintained or designed o ensure Good storage
c 4 a8 s

practices (GSP).

Storage areas shall be suitably secured, structurally sound and of
sufficient capacity to allow for the safe storage and handling.

Storage areas shall be provided with adequate lighting to enable all
operations to be carried oul gccurately and safely.

Precautions shall be taken to prevent unauthorized persons [rom

centering storage areas.

Segregated areas éha_ll be designated for storage of the pharmaccutical
products in quarantine and for storage of released, rejected, returned or
recalled products as well as those suspected to be spurious.

Storage areas shall be designed or adapted to e¢nsure appropriate and
good storage conditions and shall be clean and dry and maintained
within acceptable temperature limils. Pharmaceutical products shall be
stored off the floor and suitably spaced to permit clecaning and
inspection. Pallets shall be kept in a good state of clecanliness and

condition.

Premises and storage areas shall be cleancd regularly.

There shall also be a written programmme for pest control and the pest

control agents used shall be safe and there shall be no risk of-

contamination of pharmaccutical products. There shall be appropriate
procedures for the clean-up of any spillage to ensure complete removal of

any risk of contamination. ~

- If sampling is performed in the storage area, it shall be conducted in

such a way as to prevent conlamination or cross-contamination.
Adequate cleaning procedures shall be in place for the sampling arcas.

Receiving and dispatch bays shall protect pharmaceutical products from
_thc wt.aath(-:r. Receiving areas shall be designed and equipped.to allow
incoming  containers ol pharmaceutical products to be cleancd. if
necessary, before storage. ‘

Handling and storage of pharmaceutical products shall in such a manner
as to prevent contamination, mix-ups and cross-contamination.,

; Page 8 of 21
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9.12. There shall be a system in place to ensure that the pharmaceutical
products duc to cxpire first are sold and/or distributed first (first expiry/
first out (FEFO)). Exceptions shall be permitted as appropriate, provided
that adequate controls arc in place to prevent the distribution of expired

products.

9.13. Arrangement shall be made for withdrawing broken or damaged items
from unusable stock and storing scparately.

9.14. There shall be appropriately identified arcas with adcquate scgregation
for storage of guarantined, rejected, expired, rccalled or returncd
preducts to prevent unintentional or unauthorized usc of such products.

9.15. Dedicated arca(s) with appropriate additional safety - and security
measures shall be provided for storage of radioactive materials, narcotics
and other hazardous, sensitive and/or dangerous pharmaceutical
products , as well as products presenting special risles of abuse, fire or
explosion (e.g combustible or flammable liquids and solids and
pressurized gases). :

10.0 TEMPERATURE, ENVIRONMENT AND STOCK CONTROL

10.1. Storage and handling conditions shall comply with applicable National 1
regulations.

10.2. Storage conditions for pharmaceutical products shall be in compliance
with the recommendations of the manufacturer. This is key to ensure
quality of all pharmaccutical products.

10.3. Facilities shall be available for the storage of all pharmaceutical products
under appropriate conditions {e.g environmentally controlled when
necessary). -

10.4. Records shall be maintained of storage conditions if they are critical for
the maintenance of the characteristics of the pharmaceutical products.
Records of temperature monitoring data shall be available for review,
There shall be defined intervals for checking temperature. The equipment
used for monitoring shall be checked at suitable predetermined intervals
and the results of such checks shall be recorded and retained. All
monitoring records shall be kepl for at least the shelf-life of the stored
product plus one year. :

10.5, Stora_g-e arcas shall be temperature mapped under representativé
conditions. Temperature mapping shall show uniformity of the
temperature across the storage facility. It is recommended that

- Page9of21

Scanned with CamScanner



10.6.

10.7.

temperature monitors be localed in areas that are most likely to show.

fluctuations.

Equipment uscd for monitoring of storage conditions shall also be
calibrated at defined intervals,

Stock discrepancics shall be investigated in accordance with a specified
procedurc to check that there have been no inadvertent mix ups,
incorrect issues and receipts, thefts and/or misappropriations of
pharmaccutical products. Documentation relating to the investigation
shall be kept for a predetermined period.

11.0 TRANSPORTATION

L1.1.

11.2.

11.4.

Pharmaccutical products shall be transported in accordance with the
storage conditions indicated on the packaging information and on the
label.

The individuals responsible for the transportation of pharmaceutical
products shall be informed about all relevant conditions for storage and
transportation. These requirements shall be adhercd throughout
transportation and at any intermediate storage stagces.

. Pharmaceutical products shall be stored and transported in accordance

with procedures such that:
11.3.1. The identity of the product is not lost.

11.3.2. The product docs not contaminate and is not contaminated by
other products.

11.3.3.  Adequate precautions arc taken against spillage, breakage,
misappropriation and theft. Spillage during transport shall be
handled as per type of vaccine (eg. live, killed, ete.) according to
the standard operating procedures of the manufacturer.

11.3.4. Appropriate cnvironmental conditions are maintained, e.g.
using cold chain for thermo labile products.

A written agreement hetween the manufacturer, Government Institution,
agent and ‘Transport Company shall be in place.

.5. Appropriate transporl methods shall be employed which may include

transport by air, road, sca, rail or a combination of the above. Regardless
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temperature and humidity), these shall be provi
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If a deviation has occurred during transportation, this shall be reported
{o the distributor and recipient of the affected pharmaceutical products.
and deal with any

written procedures shall be in place to investigate
failure to comply with storage requirements, c. g temperaturc deviations.

11.8.

11.9. In cascs where the recipient notices the deviation, it shall be reported to
the distributor. Where nccessary, the manufacturer of the
pharmaceutical product shall be contacted for information about

appropriate steps to be taken.

11.10.Pharmaceutical products containing hazardous substances, such as

radioactive material and other dangerous pharmaceutical products

toxic,
bustible or

presenting special risks of abuse, fire or explosion ( e. g com
flammable liquids, solids and pressurized gases), shall be stlored in safe,
dedicated and secure arcas and transported in safe, suitably designed
secured’ containers and vehicles and the requircments of applicablc,:

'National legislation shall be met.

11.11.Products containing narcotics and other dependence- producin
sub.stanccs shall be transported in safe and sccurc containers ancgl
yehlcles. and be stored in safe and secure arcas and applicable
glt_(}:;'natlonal agreements and National Iegislation shall be cnmpli(I:)d with
::(i;tagc' shgll bc. cleaned up as soon as possible to prevent possible
amn:natlon, cross-contamination and hazards and written procedur
shall be in place for handling of such situation. N

] 1.12.A e (] : ,
dl(:filetéa:(;ﬁscg?icgaho_n shall be 'prowcicd for the storage and distribution
PFOducts‘ nf;;e of Ij_e)(fl:cted, expired, recalled or returncd pharmaceutical
packaged, Clcarlypll:bclflfg aiﬂaé’ be appropriately identified, securely
documentation. ¢ accompanied by appropriate supporting
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11.13.The interiors of vehicles and containers shall.remain clean and dry while
pharmaccutical products arc in transit,

11.14.Properly designed packaging materials and shipment containers shall be
provided o prevent damage of pharmaceutical products during
transport.

11.15.Drivers of vehicles shall icdentity themsclves and present appropriate
documentation to demonstrate that they are authorized to transport the
load.

11.16.Damage to containers and any other cvent or problem that occurs during
transit shall be recorded and reported to the relevant department, entity

or authority, and investigated.

11.17.Pharmaceutical products in transit shall be accompanied by the
appropriate documentation.

11.18.1t is thec responsibility of the distributor to ensure that vehicles and
cquipment used to distribute, store or handle pharmaceutical preducts
arc suitable for their use and appropriately equipped to prevent exposure
of the products to conditions that shall affect their quality and packaging
integrity, and to prevent contamination of any kind.

11.19.There shall be procedurces in place for the operation and mainienance of
all vehicles and equipment involved in the distribution process, including

cleaning and safely precautions.

11.20.Vehicles, containers and equipment shall be kept clean and dry and free
from accumulated waste. Organizations in charge of distribution shall

ensure that vehicles used are clecaned regularly. .

11.21.Particular attention shall be paid to the fact that cleaning agents shall
not adversely affect the product quality.

11.22.Vchicflcs, containers and cquipment shall be kept free from rodents,
vermin, birds and other pests. There shall be written programs and

records for such pest control,

1 1.23.eq{ipmcnt' used for temperature and humidity monitoring (Data Logger)
during transport within vehicles and/or containers, shall be maintained
and calibrated at regular intervals at least ance a yecar or carlier
depending upon the criticality of the product,
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11.24.All monitoring records shall be kept for a minimum of the shelf- life of
the product distribuled plus one year or as required by National
legislation.

11.25.Records of monilot'ing dala shall be made available for inspection by the
Regulatory Authority.

11.26.Equipment chosen and used for the cleaning of vehicles shall not
constitute a source of contamination and cleaning agents shall be
approved by management. It is cssential to pay special atlention to the
design, use, cleaning and maintenance of all equipment used for the
handling of pharmaccutical products which are not in a protective
shipping carton or case.

11.27.Dedicated vehicles and cquiptment shall be used, where possiblé, when
handling pharmaceutical products. Procedures shall be in place to
ensure that the quality of the pharmaceutical product shall not be

compromised where non-dedicated vehicles and ecquipment shall be
. used.

11.28.Appropriate documents shall accompany pharmaceutical products in
transit.

11.29.Vehicles and containers selected shall be of sufficient capacity to allow

orderly storage of the various categorics of pharmaceutical products
during transportation. ' :

11.30.Where possible, mechanisms shall be available to allow for the
segregation during transit of rejected, recalled and returned
pharmaceutical products, as well as those suspected of being spurious.
Such products shall be securely packaged, clearly labeled and be
accompanied by appropriate supporting documentation.

11.3]1.Adequate measures shall be taken to ensure that no unauthorized

persons enter and tamper the vehicles and/or equipment, so as to
prevent the theft or misappropriation thereof.

12.0 SHIPMENT CONTAINERS AND LABELING

I2.1. Pharmaceutical products shall be transported in
that have no adverse effect on the
adequate protection from cxternal i

shipment conlainers
quality of the products, and that offex
nfluences, including contamination.

12.1 ) H S . . .
2 :Sclcctmnr of' a container and packaging shall be based on the storage and
ransportation requircments of the pharmaceutical procucts; namely the
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12.3.

12.4.

12.5.

12.6.

space required for the amount of pl'()dl,'lCLS; f.hf._; anticipated cxtcrpagl
temperature exlreme; the eslimaled maximuim tlI‘f'lC 1:01' transportation
‘including transit storage al customs and the validation status of the
packaging and shipment containers.
ainers shall bear sufficient information on handling
cautions to ensurc that the products

Labels on the cont
{ all times. The containers shalt

and storage requirements and pre

are properly handled and sccured a
ecnable identification of the contents of the containers and the source.

alken when using dry ice in shipment containers. It
fely issues, that Pharmaceutical

Special care shall be t
h dry icc which may have an

shall be ensured in addition to sa
products do not come in dircct contact wit
adverse cffect on the quality of the product.
andling of damaged

Written procedurcs shall be available for the h
shall be paid to

and/or broken shipment containers. Particular attention
those containing potentially toxic and hazardous products.

The nced for any special transport and/or storage conditions shall be
stated on the shipment container label. If a pharmaccutical product is
intended for transfer to areas outside the control of the manufacturer’s
products management system, thec name and address of the
manufacturer, special transport conditions and any special legal
requircments including safety symbols shall also be included on the

container label.

13.0.DISPATCH AND RECEIPT

13.1.

13.3.

Selling or distribution of pharmaceutical products shall be done to
persons or cntitics that are authovized to acquire such products in
accordance with the applicable 'national, state and international.
legislation, It is required to obtain written proof of such authority prior to
the distribution of products to such persons or entities.

The supplier shall ensure that the person or'cntity, c.g. the contract

acceptor for transportation of the pharmaceutical products, is aware of

the pha.rma(:cutical products to be distributed and complies with the
appropriate storage and transport conditions prior to the dispatch of
pharmaceutical products.

Olnly after t.hc receipt of a valid delivery order or material replenishment
plan, the dispatch and transportation of pharmacecutical products shall
be undertaken, which shall be documented.
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es for the dispatch of pharmaceutical products shall be’
established. Such procedures shall take into at;cuunl. the nature of the
product as well as  any special  precautions  fo be observed.

under quarantine shall require release for

Pharmaccutical products .
dispatch by the person responsible for quality.

13.4. Written procedur

13.5. Records for the dispatch of ph:lrmaccutical products shall include at

least the following information:
« Date of dispatch;

Complcte business namc and address {no acronyms), type of
entity responsible for the transportation, tclephone number and

names of contact persons;
Complete business name, address (no acronyms), and status of
the addressee (e.g. retail pharmacy, hospital or community clinic);
A description of the products including, e.g. name, dosage form
and strength (if applicable);

Quantity of the products, i.e. number of containers and quantity

per container (if applicable);

Applicable transport and storage conditions;

A unique number to allow identification of the delivery order; and
Assigned batch number and cxpiry date (where not possible at
dispatch, this information shall at least be kept at receipt-to

facilitate traceability).

13.6. It shall be ensured that records of dispatch contain enough information
to enable traceability of the pharmaceutical product. Such records shall
facilitatc the recall of a batch of a product, if necessary, as well as the
investigation of spurious or potentially spurious pharmaceutical
products; the assigned batch number and expiry date of pharmaceutical
products shall be recorded at the point of receipt to facilitale traceability.

13.7. It shall be ensured that the volume of pharmaceutical products ordered
does not exceed the capacity of storage facilities at the destination.

13.8. T hc.rc shall be no supply or receipt of pharmaceutical products after their
cxpiry date, or so close to the expiry date that this date is likely to be
reached before the products are used by the consumer.

13.9. Incoming shipments shall be cxamined to verify the integrity of the

Fon.tamcr/ck?surc system, to ensure that tamper-evident packaging
eatures arc intact, and that labeling appears intact. '
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S

1'3 10.Batch numbcer and cxpiry date of pharmaccutical products shall be
recorded at the point of receipt to facilitate lraceability.

13.11.Mcthods of transportation, including vchicles to be used, shall be
sclected with care, and local conditions shall be considered, including
the climatc and any seasonal variations expericnced. Delivery of products
requiring controlled temperatures shall be in accordance with the
applicable storage and transport conditions.

13.12.Dclivery schedules shall be established and routes planned considering
the local necds and condition and shall be realistic and systernatic, When
planning the schedules and routes of delivery, security risks shall also be

taken into account.

13.13.To savc time when unloading, to prevent physical damage and reduce
sccurity risks, vchicles and containers shall be loaded carefully and
systematically, where applicable on a first- -out/last —in- basis. Extra care
shall be taken during loading and unlocldmg of carfons to avoid damage.

14.0 DOCUMENTATION

14.1. Documeniatlon comprises all written: procedures, instructions, contracts,
records and data, in paper or in electronic form.

14.2. Written instructions and rccords which document all activitics relating to
the distribution of pharmaceutical products, including all applicable
receipts and issues (invoices) shall be available. '

14.3. Distributors shall keep records of all pharmaceutical products received.
- Records shall contain at least the following information:

. _Date;

*  Name of the pharmaceutical product, batch no, manufacturer’s
name. ; ' : '

. Quén;ity received, or supplied; and
e Narmnc and address of the.sup'plicr.

14.4. Procedures shall be established and maintained for the prcparation,
revicw, approval, use of and control of changcs to all documents relating
to the distribution process.

14.5. The contenis of documents shall be clear and unambxguous In
‘ particular, instructions and procedures relating to activity that may have

an impact on quality of pharmaceutical products shall be de31gned g

complctu] u,vmwed and dlstubulud wnth care,
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¢ 7 i + approve sipned and “dated by éplni'opx'Iafé-i_
‘ cumentation shall be approved, signe b proj
i i?lhorizt:d persons, as required. It shall not be hu_n{l-wxiucn; although,
;'\rllxcl-e documents require the entry of data,’ sufficient space shall be .~ .
rovided for such enfries. . . i
14.7 Xny alteration made in the documentation shall be signed and dated; the
o alteration shall permit the reading of the original information. Where
appropriate, the reason for the alteration shall be recorded. : '
14.8. Documents shall be retained for a period of 1 year after expiry of the.
product. '
14.9. The distributor shall establish and maintain procedures for the
identification, collection, indexing, tetricval, storage, maintenance,
disposal of and access to all applicable documentation.

14.10.Documents shall be reviewed regularly and l{cpt up to date.

14.11.Records shall be kept either in the form of purchase/sales. invoices,
delivery slips, or on computer or in any other form, for any transaction in

pharmaceutical products received or supplied.

14.12.Records shall be made at the time each' operation is taken and in such a
way that all significant activities or events are traceable. 24 :

14.13.If electronic copies/data are stored then validation of computers and
database management system shall be in place. :

14.14.Mechanisms shall exist to.aIIO\V'foi"tl'ansfe1' of ‘i'x'lformation, including
quality ‘or’ regulatory information, . between a . manufacturer and a
. customer; as well as the transfer of information to the relevant regulatory

A authority as required. :

14.15.Records relating to storage of pharmai:cuticél products shall be kept and

be readily available. Pharmacopocial requirements and current National

regulations conccrning labels ‘and containers shall be. respected at all

times. ‘ | i ‘ :

14.16.P:‘0ccdu';fé§‘sha]l be in- "L_'llacé"‘fdx' tempg:ljami‘e mapping, security services -
to prevent :l'heflt or tampering with goods at. the storage facilities,

destruction ‘of unsaleable or unusable stocks and on retention of the

records, ; e fiTn N el i

\ 14-,-1_?,_?11 .i‘ggl)rds shall be readily retricvable, and be stored: and r::t#ined using "l

<L I-da_C’ 1tics that" are  safeguarded againsl - unauthorized modification, 0

. famage, deferioration and/or loss of documentation. T

!
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14.18.Backup shall be mmnlmn(-d to prevent any uccidoninl dat.; loss whcm

the records ave generated and kept in eleetronie form,:

15.0 COMPLAINTS

15.1.

15.2.

15.3.

1:5.4.

15.6.

. Appropriate follow-up action shall be taken after

Written procedure shall be in place for {he handling of complaints. A
distinction shall be made between complaints about a pharmaccutical
product or its paclkaging and thosc rclating to distribution. In the case of
a complaint about the quality of a product or its packaging, the original
manufacturer and/ or matketing authorization holder shall be informed

as soon as possible.

There shall be written procedure for reviewing carefully all complaints

and other information concerning potentially defective and potentially
spurious pharmaceutical products describing the action to be taken,

including the nced to consider a recall where appropriate.

Any complaint concerning a material defect shall be rccorded and
thoroughly investigated to identify the origin or reason for the complaint.

A risk based consideration shall be given to whether other batches of the
pharmaceutical product shall also be checked if a defect relatlng to a
pharmaccutwai product is dlscovucd or Suspﬂ“lf’d ,

mvcstngatlon and
evaluation of the complaint where necessary, A system shall be in place
to ensure that the complaint, the response received from the original
product manufacturer, or the results of the investigation of the
complaint, are shared with all the relevant parties.

There shall be documentation of pmdur‘t quahty problcms or suspected
cascs of spurious products and sharing of the information with the

appropriate national and/or state regulatory authorities.

16.0 RECALLS AND RETURNS

16.1,

16,2

There shall be a written pmovcluxc fm lhe management of recalls of
'c_lvfwnvl(; pharmaceutical products wnth a dc.s.lgnatecl person xcspnnsrble
oy recalls,

The system of recu)] shall .c:c_:inply.wil.h Lrugs & Cosmetics Act and Rules - S

thcx cundc-r.
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A it tu:u 'md/or mallcetmp‘
. swwent, f :ecall llw cmgmul mfmufac ;
s llholle:l(‘(::’) I:oldex shall be informed. Consultation with the original
auEae kc,tmg authorization holder shall take place;

furer and /or mar g
hanhiae 4 recall is inslituted in case mcall is m&.hlutcdt_ N S

y e
where possible, ‘before t :
by an cnlity oihc i than the or 1pr|nal manufactuu s Yk

16.4. National or iutc I"('gulatory Auihouly simll bc' shared with mfm matmn

on recall.

16.5. Recall opemhons shall.be, capablc of bcmg mltlated promptly and at dny

time.

The distr 1butor,:-hall follow thv mstruc'tmns of a rcrall message, which
shall be appzoved if u:quued by the compctent authorltws

16.6.

16.7. Any recall operatlon shall bc rcrmded at the time zt is c‘arrled out and
records sha]l be mdde avaxlable to the Competent authorities.

16.8. The d1st1~1but10n 1em1ds bhall bc- 1ec1d11y avmlablc to the pcrson(s)
responsible for, the recall and shall contain’ sufficient ‘information on
distributors’ and duec‘ﬂy supphed customers (with . addresses, phone
and/or fax numbcn m51de and’ outsxde workmg hours batches and:

quantities, dehvered) ARSI

16.9. Recalled ph'n maceuucal pmducts é'hall be identified and stored
i separatcly in a sccure ar ca whxle awamng a dec‘nton on thmr dlsposmon. :

16.10.Recalled pharmaccutxcai products shali be scgrcgated d.unng transit and
clearly labeled as recalled ploducts ‘Wherc schcgatlon in transit is not
possible, such goods shall be securely packdg,ed clearly labeled and be
accompamed by appxoprlate documentatmn b
16.11. lh(, paruc*uldr stomge (‘ondltmns apphcablc to a pharmaceutu_al product_
which is subject, Lo rccall shall be mamtamcd durlng storage and transit
unfil such time 'as a dccxsmn has bcvn madc regardmg the fate of the

product in qucstlon. AT o R S

-16.12.A1 customexs and competcm authouhcs of all countueq to whlch a given
pharmaceutical product may have been distributed shall be informed
~promptly of any 1ntcntmn to 'rccall lhc pmducl bcmme it is, suspected to
be d(’ft'(‘thC A e 3 (g ) : hEn

16.13 Al xccords shall. bc rcadlly availdblc tn thc dcsxgnatcd person(s)‘ =
. responsible - for ‘recalls contmmng 3 sufﬁucnt information on -

pmduch]

Page 1’9.9%121 S
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16.14. 'lhe pxoglcss of the recall process ‘shall be recorded and a ﬁnal report
shall be issued, including rcconciliation between the dchvc,red and

rt_covmccl quantities of the plmx maceutical procducts.

16 15 th,n necessary ¢mergency 1ec111 pwu,du:cs shall ‘be xmplemented as
R per guideline on Recall and Rapid Alert System for Drugs ( Includmg
Biological and Vaccines) as given on CDSCO website( www.cdsco.nic.in).

16 16.Rejected pharmaceutical pmduv s and those returned to a distributor
shall be appropriately identified and handled in accordance with a
procedure which involves at least:- the physical segregation of such
pharmaceutical products in _quarantine in a dedicated area; or other

equivalent (c. g LI(.(_UOHI(,] scgregation.

16.17.Destruc t:on of pharmaceutical pr oducts f;hall be donc, in accordance with
international, national and local requirements regarding disposal of such
products, and with due conmdmatlon to pz otc,ctlon of the cnvlronment

16.18.Records of all xetmned 1e]e(,t<.d and/or dcstloyed pharmaceutxcal"_, :
products shall be kept [01 a p1 cdctelmmcd pc,uod i A

17.0 SPURIOUS PHARMACEUTICAL PRODUCTS

shall be complctely scglcgatcd ftom "'ot‘her phdlmaced'f:l
clearly labeled as not for sale and’ natxonal rcgulatory auth

manufacturcr of thc oug,lnal pxoduct shall bc 1r1f01rned 1mrne 1ately -

17.2. The sale and dxstubutmn of a %uspected epunous pharmaceutlcél |
product shall be suspended 'md the n'itmnal rcgulatory authorlty shall
be notified without delay. : R

i

17.3. A formal decision shall be taken ¢ on its dlsposal cnsuung that it docs not

re-enter the market upon confirmation of the pharmaceutical product
being spuuous and the decision shall bc Iecoxdod ‘

18.0 IMPORT'ATION
1

18. . s 2 . ) U : 7
1. Consignments of pharmaceutical products shall be stored under suitable

conditions for as bhOlt a tlmc as possnb]c, at the port of entry.

18.2, |
(18.2. Importers shall take .;l“ reasonable steps to ensure that pharmaoeutlcai

products are not mis}
uandlcd or c*»cpusn,cl to ddVCl.’:C st
orage’ rondl ion -
wharves or airports. ; tO S
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in place for cruality assessment of imported

3. Procedures shall be
18.3. Proce ble National legislation.

pharmaceutical products as per applica

18.4. Customs enforcement agencics and regulatory agencics responsible for
- . 4 = ; Sl - -

supervision of pharmaccutlcal products shall establish means for

cooperation and information exchange in order to prevent importation. of

spurious pharmaceutical products.

19.0 CONTRACT ACTIVITIES

19.1. Only partics appropriateiy authorized to distribute a pharmaccutical '
product shall be dclegated to perform any activity relating to distribution

of such product and in accordance with the terms of a written consent.

19.2. The responsibitities of each party including observance of the principles
of GDP and rclevant warranty clauses shall be defined in the contract. It
shall also include responsibilities of the contractor for mecasures to avoid
the entry of spurious pharmaceutical products into the distribution

chain, such as by suitable training programme.

19.3. The requirements in these guidelines shall be complicd with by all
contract acceptors.

19.4. Under certain conditions and subject to the written approval of the
contract giver, subcontracting may be permissible, provided that the
subcontractors shall be authorized for the function.

19.5. There shall be periodic audit of contract acceptors.

20.0 SELF-INSPECTION

20.1. Self-inspections shall be included in the quality system. These shall be
" conducted to monitor implementation and compliance with the principles
of GDP and, if necessary, to trigger corrective and preventive mecasurcs.

20.2. A designated, competcnt person shall conduct sclf-inspection in an
independent and detailed way.

20.3. There shall be records of self-inspection results which shall contain all

' obsc:rvz_ﬁions made during the inspection and if required proposal for

corrective measurcs. There shall be an effective follow-up programme

and evaluation of inspection report and corrective action taken by the
management. AR

-------- --End of Document--------=,
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Annexure B

CDSCO and Ministry of Health and Family Welfare have taken various regulatory
measures to ensure the qualily of generic medicines in the country.

Details are as under;

1.The Drugs and Cosmetics Act, 1940 was amended under Drugs & Cosmetics
(Amendment) Act 2008 to provide stringent penalties for manufacture of spurious

and adulterated drugs. Certain offences have also been made cognizable and non-

bailable.
2. The States / UTs were requested to set up special Courts for trial of offences under

the Drugs and Cosmetics Act for speedy disposal. So far, 22 States have already set

up designated special Courts.
3. Guidelines for taking action on samples of drugs declared spurious or not of standard

quality in the light of enhanced penalties under the Drugs & Cosmetics (Amendment)
Act, 2008 were forwarded to the State Drugs Controllers for uniform implementation.
4. The number of sanctioned posts in Central Drugs Standard Control Organization

(CDSCO) has been increased from 111 in 2008 to 510 in 2018.
5.The testing capacities of Central Drugs Testing Laboratories under CDSCO are being

constantly strengthened to expedite testing of drug samples in the country.
6.0n 3.4.2017, in order to ensure efficacy of drugs, the Drugs and Cosmetics Rules,
1945 have been amended providing that applicant shall submit the result of
bioequivalence study along with the application for grant of manufacturing licence of
oral dosage form of drugs falling under the Category II and Category IV of the

Biopharmaceutical Classification System. |
7.0n 27.10.2017, the Drugs and Cosmetics Rules, 1945 have been amended vide

Gazette notification no. G.S.R. 1337 (E) making it mandatory that before the grant of
manufacturing license, the manufacturing establishment is to be inspected jointly by
the Drugs Inspectors of Central Government and State Government:
The licensed manufacturing premises shall be inspected jointly by the Drugs
Inspectors of Central Government and State Government to verify the compliance
with the conditions of license and the provisions of the Drugs & Cosmetics Act and
Rules for not less than once in three years or as needed as per risk based approach.
8.0n 10.04.2018, the Drugs and Cosmetics Rules, 1945 have been amended vide
Gazelte notification no. G.S.R. 360 (E), making it mandatory for all drugs, that the
applicants shall submit evidence of stability, safety of excipients etc. to the State
Licensing Authority before grant of product ‘m'anu“factvuring license by the Authority.

9. Draft Rules have been published vide GSR 999 (E), dated 5th 10.2018 to amend the
Schedule M of the Drugs and Cosmetics Rules, 1945 to make it more comprehensive
at par with the WHO-GMP guidelines ‘ :

10.  The Government has approved a propdsal for strengthening the drug regulatory

system in the country, both at the level of Central and the State Governments at a

total expenditure of Rs.1750 crores. Out of this, Rs. 900 crore is for strengthening

the central drug regulatory structures and Rs.850 crore is for strengthening the drug

regulatory system in the States. During the years 2016-17 and 17-18, Rs. 128.39

crore has been released under the Central component whereas Rs. 87.90 crore has

been allocated during 2018-19 under this component. Under the State component,

Rs. 81.36 crore has been released during 2016-17 and 17-18 whereas Rs. 206 crore

:ha; been allocated during 2018-19 under this component.
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