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PART II

Statutory Notifi cations (S.R.O.)

COVERNMENT OF PAKISTAN

MINISTRY OF NATIONAL HEALTH SERVICES,
R.EGULATIONS & COORDINATION

(Drug Regulatory Authority of Pakistan)

NOTIFICATION

Islamabad, the 8th June, 20 I I

S. R O. 713 fl)2018.-ln exercise of the powers conferred by section 23
ofthe Drug Regulatory Authority of Pakistan Act, ZOl2 (XXI of20l2), read
rvith clause (a) of section 7 thereof and section 43 of the Drugs Act. 1976
(XXXI of 1976). the Drug Regulatory Authority of Pakisran. rvith the approval ol
the Federal Govenlment, is pleased to direct that in the Drugs (l,icensing.
Registering and Advertising) Rules. 1976. the follorving furlher amendments
shall be rnade, the sanre having been previously published vlrle S.R.O.
No.932( I)/20 I 7, dated the I 8th September, 201 7 as requ ired hy sub-section (3 ) ol'
the said section 43. namely:-

ln the aforesaid Rules,-
( I ) in rule (26), in sub-rule ( l),-

l4 r7 ( r-r t)

[6074 (201 8) Ex. Gaz.]
Pricc Fk : 20.00
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(a) after the word *drug", at the end, the expression *or on Form 5-F
(Cornmon Technical Document) as notified by the Drug Regulatory
Authority of Paki*an; and the Registration Board may issue
necessaD/ explanations and exemptions in this regard if needed"
shall be hserted; and

(b) for the full stop, at rhe end, a colon shall be subsrituted and
thereafter the following pmvision shall be added, namely:-

"Provided that an applicant may submit registration application.on
existing forms (Form 5 or 5-A or 5-D or 5-E) for a period of 6
months, which may be extended, on justifiable reasons, for firrfrer
fjiq "" 

determined by DRAP, after notification of Form 5-F by
DRAP."; and

. (2) in Schedule A, after Form 5(E), the follorving new Form shall be
added, namely:-

FORM 5-F
[See rule 26 (I)J

Common Technical Document (CTD) for Registration of Human Drugs

SuES.ctioo Heediog

tt Covc.irB l-crer 8trd Fee Dcposit Sl ip
t.2 Table ofcootelts (FDm Module I ro Modulc 5)
t.3 Applicrnl lnformrtion:

t.3.t Narne- address and
Authorization Holder:

contet details of Applicant / Marketing

t.1.2 addressNarne, and contact detai ls Mof iITU faclu ftn te.slc
1.3.1 Spcciry *llcrhcr dlc Applicsar is:

a O Manufacturcr
b. O lmponcr
c- Els involved in noae offhe above (contrrl giver)

Licensefacturing

whichever icablc.

alid Mnnu D LM of manu faclure/
orrcartAppl SaleDrug License_ ls appl

t_3.5 Evidence of approval of man
from Licetrsing Aulhority.

ufacluriog facility / Approvod Section

List of ready approved st!'rcdrc81 thl!t lsd.ug. sectton_

IPARr ll

Module I: Administretive part

Scctioo

t_3.4 D-g

t.3.6

--



Section Sub-Sertion Heading

Identificalion of SiEoarurds) of autlDrized persons, lncharge
Production- Quality Control aod lncharge Quality Assurance-

1,3.8 Manufacturc/s Sitc Ma-ster Filc and Credential (for impo.ler)

t.4 Typ€ of Applic.tion:

1.1.t Application is for thc rcgistration of:

O Ncw DruB Producr (NDP)

O Ceneric Drug Pmducr (CDP)

1.4.t Pharnraccutical prcduct is intendql fo.
O Domcstic sale.

O Export sale.

O Domestic ard llxpo( sales.

t.4.2 For imported pmducls, please sprrcify one of following:
O Finished Pharmaceutical Product Import-
O Bulk lmport and local rEpac*ing (speeify status ofbulk)-
O Bulk Import t cal Repacking fo. Expon purpose only-

t.4.3 Contrnct Manufacturing as per Rule zGA of Drugs (l-iccnsing
Rcgistering and Advenising) Rului 1976.

O DomeslicMalufacturi[g.
O lixport Purpose Only

t,5 Dctikd hforortio. of Drrg, Dosrgc Fror & trbclliag
Clrius:

t.5.1
Genedc nanre rvith chemical namc & synonyms of the applied
drug.

Slrength / concentration of Active Pharmaceutical ingredient
(APl, pcr unit.

r.5.3 The proposcd proprictag, narne / brand namc under which the drug
is intcnded to be sold with ti.de mark certificalion / clearancc.

I_5.5
Pharmacotherapeutic Croup of Aclive I'hamaceutical lng,rediont
(APr)

1.5,6 Phamacopoeial rcfercnc€ / Shrus ofapplie{, formulation

Roule ol administintion

1.5.8 For Crercric Drug Pmducl refercnce of other similar approved
medicioes wilh info.malion pertaioing to Manufaturer nanre.
biand name. streogth, composilion. regislretioo number & dosagc
fo.rl Pack size and Price.

PAR] lll THE GAZETTE OF PAKISTAN, EXTRA., JUNE9,2018 l4l7(3)

1.5.2

r.5.4
Pmposed Pack size and Plopoced urit price ofdrug e.g. per tablet/
capsule, Maximum Retail Price (MRP) per pock strsll also be
mertioned.

I .5.7
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Section Sub-Section Heading

r.5.9 e registralion stalus of applird drug in same molccule and salt-
s&ength. dosage form. cootainer closurc systcm. indicalions and
rcute of administ"ation etc. in other countrics. .lhe 

sialus in
refcrence regulatory au(horities is mardat

1-h

on, to mention

I .5. t0 l)osage lbrm ofapplicd drug.

1.5. I I
I'roposed label [ouler (secondary] & i ner (primary)l & colour
ichcme in accordance.

with Drug (labelling
specimens.

& Packing) Rules. 1986 along with

t.5.12 Dcscription of Batch numbering systcm
'fraining 

evidencc of technical slafl'with respcct of manufacturingof applied. druB (mandarory in case oi spccially designci
pharmacculical product / NoYcl l)osagc

L5.l4 Summar) of Product Charactcristics (SnlpC) including
Prcscribing lnformalion (pl) along s.ith l,aticnt intbrmatioi
l,caflel (PlL) ofthe Finishcd Pha.macculicals prducl (lrl,t,).

Commilment/Undenaking rhal aflcr registration of applicd dru€L
tle ?harmacovigilance deponmcnl of ihe applicant l'manut.actuie
is llable to imposc similar rcsrictions. addhion of anv clinical
informadon (like in Indicarions, Contra- indicalaons- Sije efTecs.
l'recautions. Dosage & Advcrse Drug Reactions ctc. in Summaryof Product Characteristics (SmpC). l.ahelling & promotional
material) o. withdraw the drug from market in palistan within
tbunecn days afler knowing that such information (tvhich wils not
availahle or approved by thc DRAp at thc timc of rcgisrrationy
actions taken (for safety reasons) by ary reference / stririgent druj
rcgulirtory agcncy / authoriry & also info.m rh€ DRA
Rcgulatory Authority ofpakistan) fo. furthcr acrion in this

P ( Drug
regard.

Conrmitment / Undertaking that the applicanr shall recall lhc
delictivc Finishcd Phamaceutical p,!d;;N (Fpp) and notify thi
compliance lo rhe authoriry along with detail of acrions tatin bv
hrm as soon as possible but nol morc lhan len days. The level oi
recall shall also be defined.

t.5. t7 (' nl mcnt U ndenak thal n of latne lscany
concral ftng lhc PDRA hils the h () ccl hcn8 rq
a rcul at an liPP [orcb!- ev!-ttand llcra valaPpro

ralrsl oIOn f lhcreg tn cas€ f s{)prodllct provcd

t.5.18 o,li

edition ,icari0n
specifi

fti
id

Iicat

LJndennk alh tithe tnlng sha lorvfbt lh
ticat forpharmacopo€ia spcc su asbstance bl shr'dPu

tn thc latesl shal u rlspdate latestspec per
cd oons f the samc. n rh cations f ct/produ
subslance nol anvn c al a lirmthcph shalnrmacopoc
estab ish hc tons. nspecificdt aSCS! lhc al t ron of

ons sha bcsF:cr donc thc rcirnlby rpPl

L5. t3

r.5. t5

1.5.t6

claim/
irlformation.

or

Commilment

product

case.
prcsenI

bntlr
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Section Sub-Section Heading

1.5.t9 C-om|rritment / L]ndcnaking lhat in casc ol'any post approl.al
changc. the applicanr shall ensurc rhar fie producr tiiih borh
approvals shall not be available in thc markcl at thc same timc.
And the product \\ith nelv approvals shall he nlarketcd onl).afl!,r
consumplion / $,ilhdrasal of stock $ith prcvious approvals. 

.l.hc

company shall be liablc ro intbrm the samc rcgarding markcting
status of product lo thc DRAP aftcr gctting suclr post-registrarioi
approvals.

t.5.20 Other commitment e.&, regarding stability srudics crc

L5.2 t Protocols along with the commitmcnt to follow Good Laboralory
Pmcticas (GLP) by the Manufacturcr.

t .5.22 Protocols to implement Cood Pharmacovigilancc practicc bv thc
Pharmacovigilance depimmenr / section of rlrc ManufacrLirer /
Company.

l.(r

t.6. t Information on Prior-relatsd Applicalions.

1.6.2 App€ndix

t.6.3 Electronic Revielv Packagc

t.6.4 QIS (Quality lnformation Summary)

1.6.5 DruS Substance related Document including follorving:
a. Name and address ofAPl manufacturcr.
b- Approval of manufacturing faciliry of Apl by

regulatory body ofcountry & validiry.
c. Vcndor qualificrtion / Ndir is

d. Reason for int c.

Document bilsed

Sitc inspection based

Module 2: (Overviews and Summaries)

Module Scction Sub-section

2 2.t Overall CTD Table ofContenl

2.2

2.3 Qualily Overall Summary (QC)S).

lnlroduction

2.3.S l)rug Sub$ance

2.3.? Drug Product

2.1.A Appcndices

2.3. R Regional lnformation

illiscellaneous lnformation:

Contents

CTD lntroduction

2.-1
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iUodule Section Sub-section Contents

2.1 Non-Clinical Overvierv

2.5 Clinical Overview

2.6

2.1 Clinical Summary

*QOS has bcen cxplain€d by a wHO eOS - pD remplare MODULE 2_3

Module 3: (Quality / CMC)

Section Sub..
section

Contents

1.2.s DRUG SUBSTANCE

General Information

3.2.S.2

CharacteriTrtior

1.2.s.4 Control of Drug Substance

3.2.S.5 Reference Standards or Materials

Stabiliry

3.2.P DRUC PRODUCT

I .2.P. I Description aod Composition ofDrug Producl

3.2.t'.2 Phannaceutical Development

3.2. P.l Man u t'acturc

1.2_P.1 Control ofExcipienr

Control of Drug Product

l_2_P.6 Refcrence Standards or Materials

Container Closure Svstem

1.2.P.8 Srabiliry

Module 3 ha6 beeE explaiued by foltosirg guidelires U4e_Rt 3, 4_euality_
QuestioDs Atrseers_Rl (LocatioD Issues), ItrHO TRS 97O alnexure 4.

IPART II

Non-Clinical Writtcn and Tabulated Summaries (Normally
not required for gcnerics)

Details of Module: 3 (Quatity/CMc)

3.1 Table of Contents of Module 3
3.2 Body of Data
3.2.S Drug Substance
* 3,2,S,I General Information

1.2.S. l.l Nomenclature
3.2.5.1 .2 Structure
3.2.S. l.l General Properries

l\I odu le

3

3.2.S. I

Maoufacture

3.2.S.3

3.2.S.6 Container Closure System

3.2.S.7

3.2.P.5

3.2.P_1

=
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* 3.2.5.2 Manufacturr

3.2.S.2. I Manufaoure(s)
3.2.S.2.2 Description of Manufacturing process andprocess Controls
3.2.5.2.3 Control of Materials
3.2.5.2.4 Controls of Criticut Sr.p, una lntermediares3.2.S.2.5 process vatidario^ 

""di"; 
;;;i;;;;;..",",,

3.2.S.2.6 Manufacht 3.2.5,3 Charecterisationuring 
Process Deveroprnent

3.2.5.3.1 Elucidation. of Structure and orherCharacteristics
3.2.S.3.2lmourities

* 3.2.5.4 Coutrot oi Drug Substance
J.2.S.4. I Specificaiion
3.2.5.4.2 Analyical procedures
3.2.S.4.3 Validation of Analyical procedures
3.2.5.4.4 Batch Analyses

1 3.2.5.5 Reference Standsrds or Materials.:: 3.2.5.6 Conrainer Closure System{. 3.2.5.2 Srabiliry
3.2.S.7.1 Srabiliry Summary and Conclusions
r.z.s. t..! posl_approval Shbilit_v prorocol and Stability

Commitment
3.2.S.7.3 Srabiliry Dara

3.2. P Drug product
': 1.1f.! Descriprion and Composition of the Drug product* 3..2.P.2 Pharmaceutical Deveiopment

3.2.P.2. IComponents of the Drug product' * 3.Z.p.Z.l.l Drug Substance
* 3.2.p.2.l.2Excipients

+ 3.2.P.2.2 Drug produca

*
*
*
*
.:.

1 3.2.P.2.2.1 Formulation Development* 3.2.P.2.2.2 Overages

! ^ _3:2:P.? 2 3 Physicochemical and Biological properties

:.1.I.1{ Manufauuring process Devetopienr
3.2.P.2.4 Container Closure Svslem
3.2 P.2.5 Microbiologicat Attriiutes
3.2.P.2.6 Com patibitity
3.2.P.3 Manufacture
* 3.2.P r. I Manufacture(s)
* 3.2.P.3.2 Barch Formula
* 3.2.P.3.3 Description of Manufacturing process and

Process Controls
A 3.2.P.3.4 Controls of Critical Steps and Intermediates+ 3.2.P.3.5 Process Validation and/or Evaluation

=.=--
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* 3.2.P.4 Control of Excipients.i 3.2.P.4.1 Specifications
* 3.2.P.4.2 Analyticai procedures
* 3.2.P.4.1 Validation of Analyical procedures
* 3.2.P.4.4 Justification of Specifications
* 3 .2.P.4.5 Excipients of Human or Aninral Origin.! i.2.P.4.6 Novel Excipients

+ 3.2.P.5 Control ofDrug product
* 1.2. P.5. I Specification(s),, 3.2.P.5.2 Analyical procedures
.:. 3.2-P.5.3 Validation of Analvtical procedures
* 3.2.P.5.4 Batch Analyses - for Biologics Drugs & for

Pharmaceutical Drugs
* 3.2.P.5.5 Characterisation of lmpurilies
* 3.2.P.5.6 Justification of Specification(s).1. 3.2.P.6 Reference Standards or Materials.,. 3.2.P.7 Container Closure System

* J.2.P.8 Stabiliry
- 3.2.P.8.1 Stabilit_v Sumnrary and Conclusions
- 3.2.P.8.2 Post-approval Stability protocol and Stability

Commitment
- 3.2. P.8.3 Stability Data

3.2.A Appendices
3.2A.1 Facilities and Equipment
1.2.A.2 Adventitious Agents Safety Evaluation
3.2.A.3 Excipients

3.2.R Regional Information
> 3.2.R.1 Production Docutnentation Hurnan Blood product

- with required supporting documents
r 3.2.R.2 TSE Checklist with required supporting docunrenls> 1.2.R.3 Producr Interchangeability l tiioequ iialence Srudy

Reports)
. BE test product uses satne DS and Dp manufactured at

sanre site as proposed in application. Refercnce product used in BE study. lf BE RP nol from same Dp site then bridging data
(comparative dissolution) rvill be required. Batch size. manufacluring date & e_rpiry date for test
product are stated.

. Expiry date & manufacturing site for BE Rp (Reference
product) are stated.

. CoA ofboth tesr product and BE Rp are provided. IRB & protocol approval are provided. Analytical validation repons are provided. BE inspection report is provided
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. If BE study is not provided, then justification for bio-
wavier is iequired, with supporting documents

. Lot Release Documentation (for Biological Drugs)
> 3.2.R.4 Blank Production Batch Record

. Yearly Biologic Product Reports (Biological Drugs
only)

3.3 Literature References

Bioequivalence or Comparative Dissolution Testing is discussed in
3.2,P.2.2.1 Formulation Development and 3.2.R.3 Product
I n tcrcha ngea bilily

Module 4: (Non-clinical / Safety)

4.1 Table ofContents
4.2 Study Reports
4.2.1 Pharmacolory

4.2. l. I Primary Pharmacodynamics
4.2. 1.2 Secondary Pharmacodynamics
4.2. 1.3 Safety Pharmacolory
4.2.1.4 Pharmacodynam ic Drug lnteractions

4.2.2 Pharmacokinetics
4.2.2.1 Analytical Methods and Validation Reports
4.2.2.2 Absorption
4.2.2.3 Distribution

' 4.2.2.4 Metabolism
4.2.2.5 Excretion
4.2.2.6 Pharmacokinetic Drug lnteractions (non-clinical)
4.2.2.7 Other Pharmacokinetic Studies

4.2.3 Toxicology
4.2.3.1 Single-Dose Toxicity (in order by species, by route)
4.2.3.2 Repeat-Dose Toxicity (in o;dbr by species, by route, by

duration; including
4.2.3.3 supportive toxicokinetics evaluations)
4.2.3.3 Genotoxicity

4.2.3.3.1 In vitro
4.2.3.3.2 ln vivo (including supportive toxicokinetics
evaluations)

4.2.3.4 Carcinogenicity (including. sdpportiVe toxicokinerics
ev4luations)
4.2.3.4.1 Loag-term studies (in order by species; including
range-finding studies that cannot appropriately be included
under repeat-dose toxicity or pharmacokinetics)
4.2.3.4.2 Short- or medium-term studies (including range-
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4.2.3.5

4.2.3.7.6 Impurities

4.2.3.7.7 oarher

4.3 List of Literature References

Module 5: (Clinical / Elficecy)

o 5.I Table of Contents of Module 5
. 5.2 Tabular Listing of All Clinicel Studies
. 5J Clinical Study Reporrs
. 53.1 Reports of Biopharmeceutic Studies

5.3. t . I Bioavailabitity (BA) Study Reports
5.3.1.2 Comparative BA and Bioequivalence (BE) Study

Reports

5.3.1.3 In vito-ln vivo Corelation Study Reports
5.3.1.4 Reports of Bioanalyical and Analytical Methods for

Human Studies

53,2 Reports of Studies pertinent to phrrmacokinetics using
Human Biomaterials
5.3.2.1 Plasrna protein Binding Study Reports
5.3.2.2 Repotts of Hepatic Meabolism aird Drug lnreraction

Strdies

5.3.2.3 Reports of Studies Using Other Human Biomaterials

4.2.3.6
4.2.3.7

finding studies that cannot appropriately be included under
repeat-dose toxiciry orpharmacokinetics)
4.2.3.4.3 Other studies
Reproductive and Developmenral Toxicity (including range-
finding studies and supponive toxicokinetics evaluations) (lf
modified study designs are used, the following sub-headings
should be moditied accordingly.)
4.2.3.5.1 Fertility and early embryonic development
4.2.3.5.2 Embryo-fetal development
4.2.3.5.3 Prenatal and postnatal developmeng including

matemal function
4.2.3.5.4 Studies in which rhe offspring (uvenile animals)
are dosed and./or further evaluated.
Local Tolerance
Other Toxicity Studies(if available)
4.2,3.7. I Antigenicity
4.2.3.7.2 lmmunotoxicity
4.2.3.7.3 Mechanistic studies (if not included elsewhere)
4 .2 .3 .7 .4 Dependence

4.2.3.7.5 Metabolites
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5.3.3 Reports of Human pharmacokinetic (pK) Studies
5.3.3.1 Healthy Subject pK and Initial Tolerability Snrdy

Reporls

5.3.3.2 Patient PK and Inirial Tolerability Study Reports
5.3.3.3 lntrinsic Factor pK Study Reports
5.3.3.4 Extrinsic Facror pK Srudy Reports
5.3.3.5 Population PK Study Reports

5.3.4 Reports of Human Pharmacodynamic (pD) Studies
5.3.4.1 Healthy Subject pD and pK/pD Srudy Reports
5.3.4.2 Patient PD and PK/pD Study Reports

5.3.5 Reports of Efficacy and Safety Studies
5.3.5.1 Study Reports of Controlled Clinical Studies pertinent

to the Claimed Indication
5.3.5.2 Study Repons of Uncontrolled Clinical Srudies

5.3.5.3 Reports of Analyses of Data from more than one
study

5.3.5.4 Other Clinical Study Reports
5.3.6 Reporls of Post-Marketing Experience
53.7 Case Reporl Forms and tndividual patient Listings
5.4 Literature References

[No. F.2-2120 I 7(Reg-lyDRAP.]
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Deputy Director (Legal Afairs)
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Drug Regulatory Authority of Pakistan
(PE&R Division)

Explanatory Notes

The List ofthe name and designation ofthc signatory with specimen Signatures, present

tn an

Section Sub-
Section

Heading

l.l Covering letter on the Applicant company / manufacturer / importer letter head in
context to the application for the registration of the Pharmaceutical Drug Product shall
be submitted, which should be dully signcd by owner/ authorized person on behalf of
company/ manufacturer/ importer.
An original cash deposit slip endorsed by Budget & Accounts Division, DRAP of
prescribed fee as per Schedule F for specified category shall be attached therewith.

1.2 A comprehensive Table ofContents shall contain Module and sub module heading with
page number on the pharmaceutical dossier. The contents of all the Module from I to 5
shall be covered. Comprehensive Table ol Contents is different form individual table of
contents in the beginning ofeach Module.
Also, a complete list of all documents provided in the application dossier by Module,
Section and sub-section shall be included
For hardcopy submissions, the location ol each document should be identified by the
volume number and tab identifiers (name of document or section heading according to
PDF format)

1.3 Applicant Information
1.3.1 . In this section, administrative information related to the applicant is required.

o It is necessary to provide the complete particulars ofthe applicant, which shall contain:
. Name of Licensed Pharmaceutical Manufacturer / Licensed Importer having Drug

Sale License by respective licensing authority
. Manufacturing Site Address of Pharmlceutical Company
. Contact details, including postal address, telephone contact number, Fax number,

website and email address.
t.3.2

The applicant must select one of the above mentioned options. A manufacturer will provide
all the requisite information as per Registration procedure of Pakistan, subsequently
mentioned in 1.3.4- 1.3.5.
. An importer shall provide Drug Manufiicturing License from respective Licensing

authorities in the country of origin, Cerrificate of Pharmaceutical Product (CoPP)
confirming Market authorization / Free Salc and GMP status of the Manufacturer firm in
this section.

. c is for Contract Manufacturing as per Rule 20-A of Drugs (Licensing, Registering and
Advertising) Rules, 1976.

1.3.4 To be provided ifselected a, D arc ofsub-section 1.3.3

(Attested copy of valid DML or Drug Sale License / renewal of DML or Drug Sale
License including initial date of grant of liccnse and subsequent renewals.

1.3.5 To be provided if selected c of sub-section I .3.3
(Attach New Section / Area Approval, if applicable), which should be verified from the
data given by the Licensing Division.)
List of already approved registered drugs with brand names, generic, registration
number, strength, dosage form along with finished product specification and current
granted price. Section / manufacturing facility wise ofapproved drugs shall be followed.
To be provided irrespective ofselection ofoption in sub-section 1.3.2 and mandatory for
all type ofApplicants.

1.3.7

Common Technical Documents

of the Pharmaceutical Dossier

Page I of5

1.3.3

1.3.6

tt



Drug Regulatory Authority of Pakistan
(PE&R Division)

1.3.8 . Site master file contains information regarding Management, Human Resource
(Technical Staff), Layout Plan, HVAC, \\'ater Treatment Facilities, List of Analytical
Equipment, List of Manufacturing Equipinent, Storage Facilities (both for API and
Finished Product), Fire Management and Risk Management Plan.. ISO certification and any other accreditations (ifapplicable).

. Relevant SOPs dually approved by the management and Technical Head of the
production facility. Each page ofthe Site Master File/Credential shall be dully signed by
respective technical heads.

1.4 Type of Application

1.4.1 New Drug Product include New Molecule/ New strength / Novel dosage form/ New
Formulation / New Container Closure Sysl.m
It is important to specif here whether the Applicant has submitted the CTD for a New
Drug Product Registration or a Gener;c Drug Product. The information in the
subsequent dossier and exemptions in provision of relevant information depends upon
the type of application.
ln case of a New Drug Product (New Drug Product contains New Molecule/ New
strength / Novel dosage form/ New Formulation/ New Container Closure System),
which is not already registered in the country, the information to be provided shall be
comprehensive fulfilling all the parameters of Safety, Efficacy and Quality as per
international requirements endorsed and recornmended by ICH.

1 .4.1

1.4.2

t.4.3 Specifo the names of Contract acceptor along with DML, Recent GMP, Evidence of Section /
facility approval from CLB and notarized copy of Contract between the parties as per Rule
20A of Drugs (L,R & A) Rules, 1976.

1.5 Detailed Information of Druq, Dosage From & Labelling Claims
1.5.1 The following necessary information shall be provided in this sub-section:

(a) (Recommended) International Non-proprietary name (INN):
(b) Compendial name, ifrelevant:
(c)Chemical name(s):
(d)Company or laboratory code:
(e) Other non-proprietary name(s) (e.9. national name, USAN, BAI9:
(f) Chemical Abstracts Service (CAS) registry number:

t.5.2 Strength of Active ingredient should be stated clearly. In case API is in the form of salt,
specifo the equivalent strength of the base e.g., AAA sodium 50 mg (equivalent to
AAA) etc.

For example, each tablet contains, each ml contains in case of Injectable. However,
description like each ampoule / vial contrins should be avoided, or in case of syrup /
suspension/dry powder for suspension each 5 ml (after reconstitution) contains etc.

The proposed brand name should bejustilied along with an assessment / analysis report
considering the LASA (Look alike and Sound alike) with specific emphasis on prefix,
mid-name and suflix.
The FDA guidance namely "Best Practices in Developing Proprietary Names for
Drugs" may also be consulted. An undertaking in this regard that the applicant shall be
responsible to change the name in case the name after approval will resemble with
already approved / registered names.

The company should also submit the approval of Trade Mark before submitting the
brand name.

1.5.3

I .5.4

1.5.5 lodicate Pharmacological class of the API with proper reference. Also, state WHO
ATC code for each distinct therap€utic indication.
There should be no spacing in between the characters.
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If WHO ATC code is not available at lhe time of application submission, pending
status should be mentioned in this section.

1.5.6 Attach reference monograph from respecrive Pharmacopeia). This should also include
the reason / justification of following thc specific pharmacopoeia or manufacturer's
specification in the light ofDrugs (Specification) Rules, 1978.

't .5.7

1.5.9 Reference regulatory authorities include: United States Food Drug Administration
USFDA, Health Canadq European Medicine Agency (EMA), Therapeutic Goods
Administration (TGA) Australia, PMDA Japan, MHRA, Regulatory authorities of
Germany, France, Switzerland, Netherlarrds, Austria, Denmark, Sweden and Norway,
Drugs registered in at least three Europeal Union counties.

1.5.10 Dosage form ofapplied drug shall be mentioned clearly, with complete description ofa
unit like "Film Coated Tablet" & "Sugar Coated Tablet" etc.
Also description of the tablet shape, dimensions, capsule color schemes, diameters,
ampoule color and dimensions, granular powder for Dry Suspension, color of solution
for reconstitution in amber glass bottle with Aluminum cap, etc. shall be provided.

1.5.1 I In case, where secondary packaging is done on other site, the name of "Secondary
Packager" should be added on the label nfter the name of manufacturer. For products
intended to be marketed outside Pakist;.n (for Export purpose) labels should be in
accordance with the requirements of inrporting country (for which an undertaking
should be submitted by the company.

t.5.12

1.5. t4 i) Following format may be used with appropriate modifications / amendments for
development of SmPC & PI. This should also include black box warnings &
highlights of prescribing information in conformity with US FDA.

1. Name of Medicinal Product along u ith dosage forms
2. Composition ofProduct
3. Pharmaceutical Form
4. Clinical Particulars

4.1. Therapeuticlndications
4.1.l. Adults
4.1.2. Children & Adolescent

4.2. Posology & Method of Administration
4.2.1. Adults
4.2.2. Children & Adolescent
4.2.3. GeriatricPatients
4.2.4. Renal & hepatic impairrrrent
4.2.5. Pregnant women
4.2.6. Method of Administration
4.2.7. Appearanceofreconstitutedproduct

4.3. Contraindication
4.4. Special waming & precautions for use
4.5. USE IN SPECIFIC POPULATIONS

4.5.1 Pregnancy
4.5.2 Paediatric Use
4.5.3 Geriatric Use
4,5.4 Renal impairment
4.5.5 Hepatic impairment

4.6. Interactions
4.5.1 Drug- Drug
4.5.2 Drug-Food
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10. What are the in ients actives / inactives of this medicine?
I.5.r5
1.5.16
1.5. t7
l .5. l8
1.5.l9
1.5.20
t.5.21
1.5.22

1.6 Miscellaneous Information
I .6.1

1.6.2

t.6.4
1.6.5 o COA ofAPI.

o Importation Documents of API.
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4.5.3 Drug-tnboratory
4.7. Pregnancy & lactation

4 .7 .1 . Pregnancy
4.7.2. Lactation

4.8. Effects on ability to drive & use machine
4.9. Undesirable effects &./or Adverse Drug Reactions
4.10. Overdose

5. Pharmacological Properties
5.1. Pharmacodynamics
5.2. Pharmacokinetics

5.2.1. Absorption
5.2.2. Distribution
5.2.3. Metabolism
5.2.4. Elimination

5.3. ClinicalPharmacology
5.4. Preclinical Safety data

6. Pharmaceutical Particulars
6.1. List ofExcipeints
6.2. Incompatibilities
6.3. Shelf Life
6.4. Special precautions for storage
6.5. Nature & contents ofcontainer
6.6. Special precautions for disposal & other handling

7. Name & Address of manufacturer
8. Product Registration Number
9. Date ofRegistration & Last Renewal
10. Date of Last Revision oftext
F Following format may be used with appropriate alterations / adjustments for

development of PIL.
l. Brief description of medicine
2. How does it work?
3. Who should take this medicine?
4. Do not take this drug if you are taking _ medicine or _food.
5. What should I tell my doctor / health care provider before taking this medicine?
6. How should I take this medicine?
7. What should I avoid while taking this medicine?
8. What are possible side effects ofthis medicine?
9. How should I store this medicine?

1.6.3
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Exemptions

lnnovator (ln-house and Published)

New Drug Generic version (Published di.ra)

Module Section Sub-section New Drug
Product

Generic Drug
Product

2 2.4 Non-Clinical Overview

Clinical Overview

Non-Clinical Written and Tabullted
Summaries

Not Exempted Exempted

,< Not Exempted Exempted

2.6 Exempted

Clinical Summary Not Exempted Exempted

3
(3.2.s)

3.2.5.2.2
Description of Manufacturing Process and
Process Controls

Not Exempted Exempted

3.2.S.2.3
Control of Materials
3.2.5.2.4
Control of critical steps and Intermediates
(Closed Part)

Not Exempted Exempted

Exempted Exempted

3.2.5.2.5
Process Validation and/or Evaluation

Not Exempted Exempted

3.2.5.2.6
Manufacturing Process Development

Exempted Exempted

I
(3.2.P)

Drug
Product

3.2.P.2.2.1
Formulation Development
(Pharmaceutical Equivalence through
Comparative Dissolution Profi le)

Not Exempted Not Exempted

3.2.R 3.2.R.3
Product Interchangeability
(Bioequivalence Study Reports)

Exempted Exempted

Bioequivalence Exempted Exempted

.l 1.2.3 4.2.3.3
Genotoxicity

Exempted Exempted

4.2.3.4
Carcino rcr

4.2.3.s
Reproductive an4 Developmental Toxicirl-

Exempled Exempted

Exempted Exempted

4.2.3.6
Local Tolerance

Exempted Exempted

4.2.3.7
Other toxicity studies

Exempted Exempted

5 Clinical
Studies

Not Exempted Not Applicable

Not Applicable Not Exempted
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Not Exempted

3.2.S.2
Drug
Substance
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