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o] g OLS mgEt A
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l. AZAeEAF

O I8 AXASEAFT SAAZIAL 41U (Credential of the
Manufacturer abroad General Information)o] 7]&& &2 Z 207}%] &
2oz 75 g,

1) Name and address of the applicant (agent in Pakistan) along with a brief
about his distribution network
e Name and Address :
2) Name, address and the status of the manufacturer abroad (private owner-
ship, private limited, public limited)
e Name and Address :
e Status :
3) Name and address of various working branches
a. inside country of origin

b. outside country of origin
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4) Name and address of branch supplying the Pakistan market
5) Year of foundation
6) Ranking amongst other manufacturer, factory layout and facilities for man-
ufacturer
e Ranking :
e Factory layout and facilities :
7) Working capital
8) Annual sales value
9) Total number of employees
10) List of drugs with composition being manufactured
a. Are these preparations totally or partially manufactured by the firm itself?
b. If partially manufactured what are these products, where manufactured and
why
c. Research products produced by the firm itself during the last ten years
d. Other activities beside pharmaceutical manufacturing
e. Name of countries where products are marketed
11) Do you have research laboratories?
a. Number of specialized personnel working in these research laboratories

(excluding administratives)

on

. Physicians (Veterinarians)

. Pharmacists

[N o

. Chemists
. Others

=0

What research activities and trials carried by these laboratories?

g. Do you own or have at your disposal hospitals or medical centers for car-
rying out test and experiments on your products?

h. Do you collaborate with universities or scientific centers in research cen-

ters in research fields? (give details)
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i. What is the annual budget reserved for research and development?
j. Number of square meters assigned for these laboratories

12) Origin of principal raw materials

a. Self manufacturing

b. Under license

c. Other sources

d. Number and qualification of personnel working in this division

e. Number of square meters assigned for production area

13) Do you have control laboratories?

For testing raw materials

ISE

. For in-process control

For testing final products

a o

. What type of laboratory tests you perform

Physico-chemical tests

S0

Microbiological tests
. Pharmacological tests

. Other tests

=5 e

Number and qualification of personnel working in these laboratories

Give in details the activities performed by the competent authorities for

i

controlling your establishment and its production

14) Name of the products, if any, being exported to Pakistan which are no
more allowed for sale or withdrawn in the country of origin

15) Qualification of the inspector conducting the inspection

16) Provide a copy of the most recent inspection report in original or its copy
attested by the Drug Registration Authority (DRA) or their Ministry of
Health which should be based on the WHO guidelines both for GMP and
conduct of inspection

17) Plant is automatic or not
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18) Photograph of company and of each section
19) Brochure
20) I the undersigned (full name of the person responsible for the establish-
ment), hereby declare that all the information, given above is true, and I
assume full responsibility for this Declaration with the consequences
which arise from false or erroneous information.
e Date :
e Name of establishment :

e Signature and stamp :

. TEEZZE : FORM 5-A

O I 289 FE5 2452 FORM 5-A(Application form for registration
of an imported drug)el] 7|28 Y& BX e AZHA 2 A3 (dosage
form) #&H 307} %] AFal, o]3)Zt A (letter of undertaking) 2 /3 F o] A2

1) ®XA

FORM 5-A

APPLICATION FORM FOR REGISTRATION OF AN IMPORTED DRUG
I/'We of

hereby apply for registration of the drug, namely

details of which are enclosed.
Date :
Signed :

Place :
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2) AFE AzxdA ¢ A¥ #d FR

(1) Name and address of the indentor or agent

(2) Name and address of manufacturer of the drug

(3) Brand (Proprietary) name of the drug

(4) The chemical name(s) and, as appropriate and available, the established
(generic) and synonyms of the drug

(5) Strength of active ingredient(s) per unit, e.g., each tablet or 5ml, etc. con-
tains

(6) Country from where the drug is proposed to be imported

(7) The names of the countries, other than Pakistan, wherever the drug is reg-
istered and sold. Specify the brand name(s), if other than the brand name
applied for. (Free sale certificate of country of import to be attached.)

(8) Pharmacological group

(9) Proposed route of administration

(10) Composition (actives & excipients) including statement of the quantita-
tive composition, giving the weight or measure for each active substance
used in the manufacture of the dosage form

(11) Recommended clinical use

(12) Outline of method of manufacture

(13) A full description of the specifications and analytical methods necessary
to assure the identity, strength, quality, purity and homogeneity through
out the shelf life of the drug product

(14) Labeling and prescribing information (to be mentioned on the pack/leaf-
let) specimen or draft shall be submitted.

(15) Proposed dosage

(16) Proposed shelf life of the drug

(17) Unit price of the drug, e.g. per tablet, per capsule, per Sml, etc.
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(18) Proposed storage conditions of the finished product

(19) Persons under whose direct supervision and control the drug appled for
registration shall be manufactured with the following details, namely:

a. total number of technical staff; and

b. name, qualification and designation of the persons directly supervising the
manufacture of the drug, and andy change shall be properly documented
and recorded and maintained by the manufacturer.

(20) Name of equipments that will be used in the manufacture of the applied
drug

(21) Production capacity of the manufacturer per shift for the drug applied

(22) Name, qualification and designation of the persons who will be respon-
sible for the quality control of the drug

(23) Description of the equipment to be used for the quality control of the
active raw material and the finished products

(24) Facility of the water processing with specifications

(25) Environment control processing with details

(26) Attach the last Inspection Report conducted by the concerned Regulatory
Authorities

(27) Clinical data (along with data of clinical trials conducted and safety data
of the drug, with reported side effects and adverse drug reactions in the
indigenous community)

(28) Clinical justification

(29) Dosage form stability profile

(30) Any other relevant information that may be required by the Board

3) ol z4A
UNDERTAKING

I/We hereby undertake that the above given information is true and correct
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to the best of my/our knowledge and belief.

Signature of the authorized importer

3. o]2ekZol=A] : Certificate of Pharmaceutical Product

O This certificate conforms to the format recommended by the world health

organization.

Exporting [certifying] country:
Importing [requesting] country:

1. NAME AND DOSAGE FORM OF PRODUCT:

1.1 Active ingredients and amounts per unit (ml) dose.

For complete qualitative composition including recipients.

1.2 Is this licensed to be placed on the market for use in the exporting coun-
try?
(Key is an appropriate) yes/no
1.3 Is this product actually on the market in the exporting country?

(Key is an appropriate) yes/no

O If the answer to 1.2 is yes, continue with section 2A and omit section 2B.
If the answer to 1.2 is no omit section 2A and continue with section 2B.

2A.1 Number of product license and date of issue.
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2A.2 product license holder [name & address]

2A.3 Status of product license holder

2A3.1 for categories b and c¢ the name and address of the manufacturer pro-
ducing the dosage form are:

2A.4 Is summary basis of approval appended?

2A.5 Is the attached officially approved product information sheet complete
and consonant with the license?

2A.6 Applicant for certificate, if different from license holder[name& address]

2B.1 Applicant for certificate (name & address)
2B.2. Status of applicant
2B.2.1 For categories b and c the name and address of the manufacturer pro-
ducing the dosage form is;
2B.3 Why is marketing authorization lacking?
Not required/not relatedfunder consideration/refused
(Key is an appropriate)
2B.4 Remarks

3. DOES THE CERTIFYING AUTHORITY ARRANGE FOR PERIODIC
INSPECTION OF THE MANUFACTURING PLANT IN WHICH THE
DOSAGE FORMS IS PRODUCED?

If not, or not applicable proceed to question 4

3.1 Periodicity of routine inspection (years)

3.2 Has the manufacture of this type of dosage form been inspected?

3.3 Do the facilities and operations conform to GMP as recommended by the

World Health Organization?

4. DOES THE INFORMATION SUBMITTED BY THE APPLICANT
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SATISFY THE CERTIFICATE AUTHORITIES ON ALL ASPECTS OF
THE MANUFACTURER OF THE PRODUCT?

If no explain

Address of certifying authority
Tel Number

Fax Number

Name of authorized persons
Signature

Stamp and Date.

4 3128 £ bE AzGAL AN BN F

O AA} B A (Inspection Report)= F A 3Eok2 FAAE o] 9L

- Part [& ZA}ALY] AFALE T ZAMAAE S 7| EAVE, Part 1= A2
A FABHAA, Ardn] & A dAA, AR B A A, YA A,
A 2 ZAAA, AF2BHAA S B3 A, Part 1= A 2G4 9

ol ZFH S

INSPECTION REPORT

Part 1

Manufacturer Inspected:

Inspection Date:

Inspectors : 1.

2.
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References(Mfg Licence; date of issue):

Inspection Scope

Part 11

A.
1.

Quality System
Change Control

i) Documented

ii) Properly evaluated

iii) Approved

. Is there any product improvement project

. Product review

i) Annually

ii) Batch reviewed

iii) Identification of trends
Complaint review

i) Quality and Medical

ii) Documented

iii) Evaluated

iv) Investigated in timely manner

v) Corrective action taken
Returns

i) Documented

ii) Evaluation

iii) Corrective action taken
Rejects

i) Investigation expanded where warranted

ii) Corrective action where appropriate

Yes/No
Yes/No
Yes/No
Yes/No

Yes/No
Yes/No
Yes/No

Yes/No
Yes/No
Yes/No
Yes/No
Yes/No

Yes/No
Yes/No
Yes/No

Yes/No
Yes/No
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7. Stability failure
i) Investigation where warranted Yes/No
8. Quarantine products Yes/No

9. Validation

i) Computers Yes/No
ii) Manufacturing process Yes/No
iii) Laboratory methods Yes/No
10. Training/qualification Yes/No
11. Follow up of National Control Authority’s inspection and recom-
mendations
Yes/No
12. Inspection system for contractors Yes/No
13. Frequency of environmental monitoring Yes/No
14. Mechanism of self inspection Yes/No
15. Adequate water processing facility Yes/No
Good/Weak Points
B. Facility and equipment system
I) Facilities
1) Cleaning and maintenance Yes/No

2) PFacility layout and air handling systems for prevention of cross-con-
tamination (e.g.. penicillin, beta-lactams, steroids, hormones, cytotoxics,
etc.)

Yes/No

3) Specifically desigend areas for the manufacturing operation performed by

the firm to prevent contamination or mix-ups Yes/No
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4) General air handling systems Yes/No

a)

HVAC-System

i) Are pre-filters present in heating, ventilation and air-conditio-

ing(HVAC) Systems and replaced on a routine basis?  Yes/No

ii) Are HEPA filters terminally located? Yes/No

iii) Are duct works and filters located outside the clean rooms? Yes/No

iv) If fumigation procedures are used, does the facility design permit ef-
fective fumigation?

Yes/No

v) Is the air flow adequate in all area of production building? Yes/No

vi) Are room temperature and humidity effectively controlled? Yes/No

b) COMPRESSED AIR
I) Is the air supply pass through filters in the sterile area?  Yes/No
ii) Are the air compressors properly maintained? Yes/No

¢) CLEAN SYSTEM
I) Is clean steam used for sterilization processes during manufacturing
operations?

Yes/No
5) Control system for implementing changes in the building Yes/No

6) Lighting, potable water, washing and toilet facilities, sewage and refuse

disposal Yes/No
7) Sanitation of the building Yes/No
8) Use of rodenticides, fungicide, insecticides Yes/No
9) Use of cleaning and sanitizing agents Yes/No
10) Dis inspection SOP/Record Yes/No

11) Piping system, valves, vent filter Yes/No
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Good/Weak Points

II) Equipment

1) Appropriate equipment installation Yes/No
2) Appropriate operational qualification Yes/No
3) Adequacy of equipment design, size, and location Yes/No
4) Equipment surfaces are not reactive, additive, or absorptive Yes/No

5) Appropriate use of equipment operations substances, (lubricants, coolants,

refrigerants, etc.) contacting products/containers/ etc. Yes/No
6) Cleaning procedures with proper documentation Yes/No
7) Cleaning validation Yes/No

8) Controls to prevent contamination, particularly with any pesticides or any

other toxic materials, or other drug or non-drug chemicals

Yes/No
9) Qualification, calibration and maintenance of storage equipment,
I) Refrigerators and freezers for ensuring that standards Yes/No
ii) Raw materials Yes/No
iii) Reagents, etc. Yes/No

10) Equipment qualification, calibration and maintenance, including computer

qualification/validation and security

Yes/No
11) Control system for implementing changes in the equipment  Yes/No
12) Equipment identification practices (where appropriate) Yes/No
13) Documented investigation into any unexpected discrepancy Yes/No

14) Written SOP available and followed Yes/No
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Good/Weak Points

C. Material System
1) Training/qualification of personnel Yes/No

2) Identification of

i) Components Yes/No
ii) Containers Yes/No
iii) Closures Yes/No

3) Inventory of

i) Components Yes/No
ii) Containers Yes/No
iii) Closures Yes/No
4) Storage conditions Yes/No

5) Storage under quarantine until tested or examined and released Yes/No
6) Representative samples collected, tested or examined using appropriate
means Yes/No

7) At least one specific identity test is conducted on each lot of each

component

Yes/No
8) A visual identification is conducted on each lot of containers and closures
Yes/No

9) Testing or validation of supplier’s test results for
i) Components Yes/No
ii) Containers Yes/No
iii) Closures Yes/No

10) Rejection of following not meeting acceptance requirements (Investigate

fully the firm’s procedures for verification of the source of components)
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i) Components Yes/No
ii) Containers Yes/No
iii) Closures Yes/No

11) Appropriate retesting/reexamination of

i) Components Yes/No
ii) Containers Yes/No
iii) Closures Yes/No

12) First in first out use of

i) Components Yes/No
ii) Containers Yes/No
iii) Closures Yes/No
13) Quarantine of rejected materials Yes/No

14) Water and process gas supply, design, maintenance, validation and oper-
ation

Yes/No

15) Containers and closures are not additive, reactive, or absorptive to the

drug product (documentary report is available) Yes/No

16) Control system for implementing changes in the materials handling oper-

ations Yes/No

17) Qualification/validation and security of computerized or automated proc-

esses Yes/No
18) Finished product distribution records by lot Yes/No
19) Documented investigation into any unexpected discrepancy Yes/No

Good/Weak Points
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D. Production System
I) Specific
1) Tablet Section
a) Equipment installed
i) i) iii)

b) Documentation

i) Receipt of material Yes/No
ii) In process (weighing, mixing, granulation, compression)  Yes/No
iii) TPQC Yes/No

c) Validation of processes

Process Date of Validation Validated by
i)
i)
d) Calibration data of
Instrument Date of Calibration Calibration by
i)
i)
e) Professionals supervision
Name Qualification Signature
i)
i)

2) Injectable Section
a) Equipment installed
i) ii) iii)

b) Documentation

i) Receipt of material Yes/No
ii) In process (weighing, mixing, clarity, leakage) Yes/No

iii) TPQC Yes/No
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iv) Microbiology of air Yes/No
v) Maintenance of positive pressure Yes/No
vi) Maintenance of aseptic area Yes/No
vii) Maintenance of Animal House Yes/No
viii) Facility of Endotoxin/Pyrogen Testing Yes/No

c¢) Sterile Processing
i) Are the aseptic manufacturing areas and operations consistent with
the WHO guidelines for sterile biological products?
Yes/No
ii) Does the aseptic manufacturing area include? Yes/No
iii) Smooth, hard non-particulate generating clean-able floors, walls and
ceiling? Able to withstand cleaning, disinfecting reagents?
Yes/No
iv) No horizontal pipes or conduits located over exposed components,
in-process material, production or product contact surfaces?
Yes/No
v) Environmental controls, e.g. temperature, humidity and viable and
non-viable particles? Are their specifications for these controls?
Has the system been validated?
Yes/No
vi) Air supply through HEPA filters Yes/No
vii) Fixtures (electrical outlets and lighting, etc.) flush mounted and

sealed to prevent air leakage, water access?

Yes/No
viii) Identification of all pipes or conduits for air, clean steam or liquids
Yes/No
ix) Properly equipped gowning area/air-lock Yes/No

x) The ability to achieve appropriate air standards (Grade A, B, C, &
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D) during operation

Yes/No

xi) The ability to maintain the appropriate pressure differentials between

work areas with different grades of air

xii) Does the aseptic manufacturing area exclude?

Yes/No
Yes/No

xiii) Access doors for servicing equipment and fixture (should only be

from outside area)
xiv) Drain
xv) Sinks
d) Water for Injection (WFI) System

Yes/No
Yes/No
Yes/No

i) Is the design of the WFI system adequate to supply sufficient water

of (Pharmacopoieal) quality?
ii) Is there a holding tank for the WFI system?
e) Validation of processes

Process Date of Validation

i)

Yes/No
Yes/No

Validated by

i)

f) Calibration data of

Instrument Date of Calibration Calibration by
i)
i)
g) Professionals supervision
Name Qualification Signature
i)
i)

3) Capsule Section
a) Equipment installed

i) ii) iii)




b) Documentation
i) Receipt of material
ii) In process (weighing, mixing)
iii) IPQC

c) Validation of processes

Process Date of Validation

i)
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Yes/No
Yes/No
Yes/No

Validated by

ii)

d) Calibration data of

Instrument Date of Calibration

i)

Calibration by

ii)

g) Professionals supervision
Name Qualification

i)

Signature

ii)

4) Syrup/Suspension Section

a) Equipment installed
i) ii)

b) Documentation
i) Receipt of material
ii) In process (weighing, mixing)
iii) IPQC
iv) Filling/Packing
c) Validation of processes

Process Date of Validation

Yes/No
Yes/No
Yes/No
Yes/No

Validated by
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d) Calibration data of

Instrument Date of Calibration

i)

Calibration by

ii)

g) Professionals supervision
Name Qualification

i)

Signature

ii)

5) Ointments/Creams Section
a) Equipment installed
i) ii)

iii)

b) Documentation
i) Receipt of material
ii) In process (weighing, mixing)
iii) IPQC
iv) Filling/Packing
c) Validation of processes
Process Date of Validation

i)

Yes/No
Yes/No
Yes/No
Yes/No

Validated by

ii)

d) Calibration data of

Instrument Date of Calibration

i)

Calibration by

ii)

g) Professionals supervision

Name Qualification

Signature
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II) General
1) Training/qualification of personnel Yes/No
2) Control system for implementing changes in processes Yes/No
3) Adequate procedure and practice for charge-in of components Yes/No
4) Formulation/manufacturing at not less than 100% Yes/No
5) Identification of equipment with contents, and where appropriate phase of
manufacturing and/or status
Yes/No
6) Calculation and documentation of actual yields and percentage of theoret-
ical yields Yes/No
7) Contemporancous and complete batch production documentation Yes/No
8) Implementation and documentation of in-process controls, tests, and ex-
aminations (e.g., pH adequacy of mix, weight variation, clarity) Yes/No
9) Justification and consistency of in-process specifications and drug product
final specifications Yes/No

10) Prevention of objectionable microorganisms in non-sterile drug products

Yes/No
11) Adherence to preprocessing procedures (e.g., set-up, line clearance, etc.)
Yes/No
12) Equipment cleaning and use logs Yes/No
13) Master production and control records Yes/No
14) Bath production and control records Yes/No

15) Process validation, including validation and security of computerized or
automated processes

Yes/No

16) Change control; the need for revalidation evaluated Yes/No

17) Documented investigation into any unexpected discrepancy Yes/No
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IIT) Good/Weak Points

E. Packing and Labeling System
I) Specific
a) Equipment installed
i) ii)

iii)

b) Documentation
i) Receipt of material
ii) In process (weighing, mixing)
iii) IPQC
iv) Filling/Packing
c) Validation of processes
Process Date of Validation

i)

Yes/No
Yes/No
Yes/No
Yes/No

Validated by

ii)

d) Calibration data of

Instrument Date of Calibration

i)

Calibration by

ii)

g) Professionals supervision
Name Qualification

i)

Signature

ii)

II) General

1) Training/qualification of personnel

Yes/No
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2) Acceptance operations for packaging and labeling materials Yes/No
3) Control system for implementing changes in packaging and labeling oper-
ations Yes/No
4) Adequate storage for labels and labeling, both approved and returned after
issued Yes/No
5) Control of labels which are similar in size, shape, and color for different
products Yes/No
6) Finished product cut labels for immediate on containers which are similar
in appearance without some type of 100 percent electronic or visual ver-
ification system or the use of dedicated lines Yes/No
7) Gang printing of labels is not done, unless they are differentiated by size,
shape, or color Yes/No
8) Adequate packaging records that will include specimens of all labels used
Yes/No

9) Control of issuance of labeling, examination of issued labels and reconcili-

ation of used labels

Yes/No
10) Examination of the labeled finished product Yes/No
11) Adequate inspection (proofing) of incoming labeling Yes/No

12) Use of lot numbers, destruction of excess labeling bearing lot/control
numbers Yes/No

13) Physical/spatial separation between different labeling and packaging lines

Yes/No
14) Monitoring of printing devices associated with manufacturing lines
Yes/No
15) Line clearance, inspection and documentation Yes/No
16) Adequate expiration dates on the label Yes/No

17) Conformance to tamper-evident (TEP) packaging requirements Yes/No
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18) Validation of packaging and labeling operation including validation and
security of computerized processes
Yes/No

19) Documented investigation into any unexpected discrepancy Yes/No

IIT) Good/Weak Points

F. Laboratory Control System
I) Specific
a) Equipment installed

i) ii) iii)

b) Validation of processes
Process Date of Validation Validated by
i)
i)
¢) Calibration data of

Instrument Date of Calibration Calibration by
i)
i)

d) Professionals supervision

Name Qualification Signature
i)
i)

II) General

1) Training/qualification of personnel Yes/No
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2) Adequacy of staffing for laboratory operations Yes/No
3) Adequacy of equipment and facility for intended use Yes/No
4) Calibration and maintenance programs for analytical instruments and

equipment Yes/No
5) Validation and security of computerized or automated processes Yes/No
6) Reference standards; source, purity and assay, and tests to establish equiv-

alency to current official reference standards as appropriate

Yes/No
7) System suitability checks on chromatographic systems (e.g., GC or HPLC)
Yes/No
8) Specifications, standards, and representative sampling plans Yes/No
9) Adherence to the written methods of analysis Yes/No
10) Validation/verification of analytical methods Yes/No

11) Control system for implementing changes in laboratory operations

Yes/No
12) Required testing is performed on the correct samples Yes/No
13) Documented investigation into any unexpected discrepancy Yes/No

14) Complete analytical records from all tests and summaries or results
Yes/No

15) Quality and retention of raw data (e.g., chromatograms and spectra)
Yes/No

16) Correlation of result summaries to raw data; presence of unused data
Yes/No

17) Adherence to an adequate Out of Specification (OOS) procedure which
includes timely completion of the investigation Yes/No
18) Adequate reserve samples; documentation of reserve sample examination
Yes/No

19) Stability testing program, including demonstration of stability indicating
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capability of the test methods Yes/No
20) Reference books available Yes/No

IIT) Good/Weak Points

Part II1
1) Location of firm in factory area
2) Premises

a) Total area covered

b) Total investment

3) Products

a) Total registered

b) In-process of manufacturing

i) ii) iii)

¢) Products applied for registration in Pakistan are on Free Sale in the coun-
try of origin
Brand Name Generic Name Invoice No. Date
i)
i)

iii)

Signature of Production Manager/Plant Manager

4) Personnel

a) Health status monitoring Yes/No
b) Personnel Hygiene Yes/No
c) Job description available Yes/No
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d) Organizational chart Yes/No
e) Responsibility of key persons Yes/No

f) Number of total pharmacists

g) Number of total chemists
h) Number of other technical staff

i) Name of plant manager Signature

j) Name of prod. manager Signature

5) Certification of Sole Agency Certificate
It is certified that M/s. has only declared/au-

thorized M/s. as their sole agent in Pakistan

for the following products.
01. 02.
03. 04.

Signature of representative of the firm

Name Designation
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GENERAL REMARKS

Over All Evaluation of The Inspection Report

Very Good

Good

Satisfactory / Average
Unsatisfactory

Rating

OO0

FINAL REMARKS:
RECOMMENDED / NOT-RECOMMENDED

Name/Signature of Inspector i)

O AZNSEAR 2L FRSEMT 4T BRI =8 S2A% A A

Adlok & MG =

1) Application on the prescribed form under SRO.662(I)/2005 is required.
Each page should be duly signed and stamped by the applicant and re-
sponsible technical personal of the manufacturer along with page number-
ing and indexation in the order of checklist.

2) Electronic copy (CD which should be read only) of the application and rel-
evant enclosures of application

3) Name and complete address of the applicant

4) Name and complete address of manufacturer abroad
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5) a. Brand (Proprietary) name of drug in the country or origin
b. Generic/International non-proprietary name
6) Strength of active ingredient(s) per unit, e.g., each tablet or Sml, etc.
contains. Also provide label claim.
7) Country from where the drug is proposed to be imported
8) The names of the countries, other than Pakistan, wherever the drug is reg-
istered and sold. Provide the documentary proof.
9) Pharmacological group
10) Proposed route of adminstration
11) Composition (actives & excipients) including statement of the quantitative
composition, giving the weight or measure for each active substance used
in the manufacture of the dosage form. Also provide the label claim.
12) Recommended clinical use along with documentary evidence of the ap-
proved indications in the country of origin and in developed countries
13) Outline of method of manufacture
- Complete manufacturing operations from step A to Z in addition to fol-
lowing

a) Master formula b) Manufacturing operation c¢) Critical steps identified
which may change the results d) In process quality control e¢) Validation
of equipments and manufacturing methods etc.

14) A full description of the specifications and analytical methods necessary
to assure the identity, strength, quality, purity and homogeneity through
out the shelf life of the drug product
- Provide complete specification of raw material (both active and non ac-
tive) and finished drugs for assuring the following
a) Identity of the product b) Strength ¢) Quality d) Purity ¢) Homogeneity
- Protocols of test applied, limits for qualification and its validation is re-

quired (For pharmacopoeial drugs, copies of pharmacopoeial reference of
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the finished drugs shall be enclosed with the application)
15) Labeling and prescribing information (to be mentioned on the pack/leaf-
let) specimen or draft shall be submitted
a) Leaflet information : Recommended clinical uses, contra-indications,
side effects, precautions, drug interaction, toxicity, dosage, composition
and any other information for the safe and effective use of drug
b) Specimen label and carton as per Drug Labeling Rule 1986
- Two packs of finished samples shall also be provided.
16) Proposed dosage
- Proposed dosage of the drug (Adults, children by age group, infants, spe-
cial groups)
17) Proposed shelf life of the drug
- Stability studies including accelerated stability studies in extreme con-
ditions, shelf life, expiry date and storage conditions
18) Unit price of the drug, e.g., per tablet, per capsule, per 5ml, including
pack price of the drug etc.
19) Proposed storage conditions of the finished product
- The storage condition shall be derived from the stability studies.
20) Persons under whose direct supervision and control the drug applied for
registration shall be manufactured with the following details, namely:
a) Total number of technical staff; and
b) Name, qualification and designation of the persons directly supervising
the manufacture of the drug, and any change shall be properly docu-
mented and recorded and maintained by the manufacturer.
21) Name of equipments that will be used in the manufacture of the applied
drug
22) Production capacity of the manufacturer per shift for the drug appled

23) Name, qualification and designation of the persons who will be respon-
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sible for the quality control of the drug

24) Description of the equipment to be used for the quality control of the ac-
tive raw material and the finished products

25) Facility of the water processing with specifications

26) Environment control processing with details including following:
a) cleaning validation b) HVAC(Heating, Ventilation, Air Conditioning)

system c¢) Maintenance of clean area

27) Attach the last inspection report conducted by the concerned regulatory
authorities. Inspection report shall be translated in English.

28) Clinical data (along with data of clinical trials conducted and safety data
of the drug reactions in the indigenous community)
- Data should be specific to the brand and not the molecule.
- Data include phase I to IV clinical trials.

29) Clinical justification including risk/benefit ration, therapeutic superiority
over the existing therapy available and cost effectiveness

30) Dosage form stability profile

31) Free Sale Certificate & GMP certificate (in original) from the regulatory
authority in the country of origin as per approved format of the WHO

32) Evidence of Free Sale of applied molecule in any one of the EU coun-
tries, USA, Japan and Australia

33) Sole Agency Agreement with the manufacturer/authorized agent abroad
- List of product shall also be attached for which the Sole Agency is given.

34) Information as per guidelines for the registration of biological drugs up

loaded on the official website www.dcomoh.gov.pk (For the application of

biological drugs)
35) Original credentials of the company duly endorsed by the Pakistan
Embassy/Consulate office in the country of export

36) International price comparison (for new drug)



142

37) Research papers published in internationally recognized journals (for new drug)
38) Treasury Challan of Rs. 15,000/ - (in original) being the registration fee
to be deposited in Federal Government treasury under the head of account:
C-Non Tax Revenue
C02-Receipts from Civil Administration and other Functions
C028-Social Services
Co02841-Health-Other Receipts
39) Four copies of registration dossier/technical data/literature of the drug for
Expert Opinion (for new drug)
40) Copy of Drug Sale License
41) Undertaken by the applicant that same generic having same composition

of active ingredient is not already registered with the applicant

* Ensure that the above referred documents/information complete in all re-
spects, are positively supplied with the registration application. In case of
incomplete application, it will be returned to the applicant considered as

disposed off.
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