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aﬁﬁJECT POLICY ON CONTRACT MANUFACTURING OF DRUGS

DRAP’s Policy Board in its 1™ meeting approved Contract Policy for finished drugs, as
follows:

1.0 zPreambie:

Rule 20-A of the Drugs (Licensing, Registering and Advertising) Rules; 1976.is about
contract manufacturing of drugs, which states that “Manufacture or analysis on contract is
pcmnséxb%e on behalf of a licensee or of a pharmaceutical company ‘whose products. are
registered:in Pakistan for sale subject to the conditions laid down in Schedule G; asa special

case-and for genuine reasons as approved by the Registration Board”. It was mserted vide:
SRO 4 ?Q{I)x?é? dated 15.05.1998.

2.0 zCansuifatmﬂs

This Contract Manufacturing Policy, hercafier called Policy, was prepared after
detdiled deliberations in the Dmg‘s Registration Board, with stakeholders viz. Pakistan
Pharmaceuticals Manufacturers Association (PPMA), Pharma Bureau, Pakistan Chemists &
Ii)mgg,vzt Association and internal meetings of DRAP.

3.6 Policy Points:

Keeping in view the preamble, following peints are concurred by the Policy Board of
DRAP.
341 %l?re«»Requisifes for Contract Manufacturing,
3.1.1 Contract manufacturing shall be long term and short term contract manufacturing and
shall bé allowed between two licensed manufacturers on the basis of human to human and

veterinary to- veterinary manufaeturers. Contract manufacturing for psychotropic and narcotic
drugs and chemical precursors shall not be allowed.

312 gi,ongmm contract manufacturing shall be for a period of five years and extendable.
Short term contract mamufacturing permissions shall be fora period of two and half years and
non-extendable. Short term contract manufactuting for registered dmgs will be granted to
pharmaceutical units on genuine reasons (such as Force Mafewre, equipment breakdown /
renovation / improvements / up gradation etc. in licensed manufacturing units) for a period of
tWo and half years or as per firm’s request, whichever is less. Firm will be bound to submit
after avery 6 months a progress report of eradicating reasons like breakdown / rénovation /
xmpmv:zmer;ts or up gradation ete. on which this concession was granted, for the
canmdgrat:an of Registration Board.

3.1.3 | Contract manufacturing will be allowed to continue to utilize the surplus capacities of
a phaﬁnaceutwai unit for the drugs which require self-contained / dedicated facilities or |
sg&caaiizeé in nature and need specialist techniques or technologies.

3.1.4  Contract manufacturing permissions can also be granted for line extension products
of almﬁdy registered drugs.
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3.5 Toencourage exports contract manufacturing permission will also be granted to the
mam;{‘az.mﬁ:rs from any local manufacturers having manufacturing facilities to manufacture
those drugs, if Inspection Panel declares it cGMP compliant, However, sale of these drugs
registered for export will not be penmitted in the local market, and in case of violation
contract manufacturing permission will be withdrawn in addition to. other legal proceedings.
Moreover exporter will also furnish confirmation about receiving of stock in impoiting
country after export.

3.1.6 Number of contract manufactured products must not exceed thirty (30) for a contract
giver. Contrdact manufacturing registrations granted for export purpose will not be counted
towards this number.

3.1.7 'The contract giver is responsible 1o select the contract manufacturer as deseribed in
these guidelines following which the facility of contract manufacturer shall be inspected by
an expért inspection panel appointed by DRAP. The scope of inspection will be evaluation of
cGMP compliance for manufacturing, quality control, validation, stability and storage
facﬂzt@s ete. of both manufacturers, The purpose of inspection would be to encourage and
promote the cGMP compliance on part of contract giverand contract manufacturer.

3.1.8 Contract manufacturing will also be encouraged for those drugs which either remain
short @r produced in insufficient quantity to meet the pubha demand like Thyroxin, Digoxin,

Neomarcazole ete. DRAP may incorporate few drugs in the contract manufscmnng list of
any pharmaceutmal unit, i it is required i public interest.

319 jr encourage local production of imported registered drugs, importers will be-allowed
for contract manufacturing of these drugs from local manufacturer having facilities to
manuffgcium these drugs and Inspection Panel de¢laring it cGMP compliant.

32 ;{’jant}fjﬁoh& for Contract Manufacturing.

3.2.1 Both the contract giver and contract acceptor shall be liable for the contract
manufactured drugs and both will submit a signed agreement-as per format approved by the |
chistéati‘an Board.

3.22 |All the provisions of SRO 470(1)98, dated 15 May, 1998 (Schedule-G) and Rule

20(A) of Drugs (Licensing, Registering & Advertising) Rules, 1976 shall be applicable on
contract manufacturing.

3.2.3 Long term contract manufacturing permissions will be valid for a period of five years
after mzplemamation of the policy or as reviewed by the DRAP's Pehcy Board and shall be
further extendable for similar period or on the need of contract giver or need of the drug
wh;chever is-applicable.

324 ;Eac:h contract manufacturing permissions already granted to various firms will be
reviewed and approved by the Registration Board subject to fulfillment of the Policy.

3.2.5 Al pending applications and new applications shall be processed by the Registration
Beard, according to this Pelicy.

3.2.6 The contract manufacturer and contract giver will be responsible for quality of
pmduci The specifications for drugs shall be in accordance to the Drugs (Specification)
Rules, 1978.

3.2.7 Both the contract giver and the contract acceptor shall retain sufficient number of
samples of sach batch to allow double testing of product, till the expiry of the pmdw:t for
reference.
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3.2.8 Contract manufacturer shall submit the detail of production of each contract
manufictured drugs on Form-7 to the Drugs Registration Board quarterly, ds required by
Drugs (Licensing, Registering & Advertising) Rules, 1976.

3.2.9 The procurement of raw material, packaging material and other relevant utilities shall
be done by the contract manufacturer only, who shall maintain the records and stock
registered. However, contract giver can also purchase materials only from the vendors
appmw:d by the contract manufacturer.

3.2.10 If any sample manufactured on contract basis is declared substandard / adulterated /
’spuﬁm{s, case will be processed as per proceedings laid down in the law,

3.2.11 Fee for contract manufacturing p@rmmss{m will ‘be Rs.50,000/- per product or as
revised by DRAP from time to time. However, in order to promote export, fee will be -
R5.20,000/- per product for gract of registration for export purpose or as revised by DRAP.

3202 In case of change of source of raw material and/or machinery by the contract
manufacturer, proper validation and stability study shall be conducted and record maintained
forcGMP compliance.

3213 Changts of contract manufacturer will be allowed during contract period only on
genuing réason including Force Majeurg* the fee for this will be Rs.50,000/- per product or
a8 revxscél by DRAP. This permission will be subject to following conditions:

4, New contract manufacturer shall ensure the stability ‘and validation of the
produet.

b. In casethe previous contract manufacturer is still manufacturing the drug after
ehange of its status, then it would be treated as Spurious Drug and legal action
shall be taken as per Drug Act; 1976.

3214 C@ntmventmn fo the any provision of this policy by the contract giver or contract
acceptor shall lead to the cancellation of contracts by the Registration Board.




