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1) pollens: Trees, Grass, Weeds.
2) Animals Insect & Venoms.

3) Food.

4) Moulds & Yeasts.
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(Check List Regarding CTD Submission for Drug Registration Purposes)

Section

[Module 1: Administrative Documents

Cover letter.

Comprehensive Table of Contents (Module 2 - 5).

Application Forms (JFDA forms):

Check List

Drug Registration form

Technical committee form.

Computer application Form

JFDA Stability Report Form

Product Information:

SPC (Summary of product characteristics), Labeling, Package leaflet.

Mock — up.

ISpecimen (One Registration sample).

Specific Requirements for Different Types of Applications:

Information for application type (Generic, Bio — similar....).

Information for submission type (Technology Transfer, under license...... )

Information related to Pharmacovigilance:

Pharmacovigilance System.

Risk-management System.

Other information:

List of Similar Product Available in local Market.

Detailed Comparison between Generic Leaflet & Originator (for generic drugs).

Declaration from the manufacturer about the ingredient / s from human or animal
origin included in the composition of the product and their source and the related
certificates (TSE CEP).

.6.4

List from manufacturer to declare the worldwide registration status: (registered /
Marketed (date), under registration, rejected (with reason)).

.6.5

Technical Contract ((Open part) in case of contract manufacturing.

.6.6

Health authority approval of the latest Plasma master file (if the product contain
plasma derivatives).

.67

Certificates:

6. 7.1

Certificate of Pharmaceutical product (CPP) according to WHO format Certified
land Legalized.

6,72

SmPC certified and legalized from country of origin (excluding generics).

67.3

Price certificates: (for imported products) (priced drug):

- Public Price Certificate showing Price Structure: Ex.f, WSP, PP, (Certified and
Legalized): if Vat included specify.
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- Price structure from median countries.

- Export Price letter for Jordan & Export price to Saudi Arabia (if marketed).

Prices certificate: (for local products) Suggested Public price’ Pharmacist price or

1.6.7 .4 . :
hospital price (for priced drug).

JFDA approval certificate for the Manufacturing site / s (for the same production

1:6.75 L
line) (or copy of the request letter for approval (date and number)).

A copy of JFDA committee approval of the B.E or the Comparative Dissolution

1::6.,7'6 4 .
Profile should be provided (for generic drugs).

Section  [Module 2 CTD Summaries

2. 1 CTD table of contents (Module 2 - 5)

2.2 ICTD introduction

2.3 Quality Overall Summary.

2.4 Non Clinical Overview.

2.5 Clinical Overview.

2.6 Non clinical Written and Tabulated Summary.
2.7 Clinical Summary.

Section  |Module 3 Quality

3.2.S Drug Substance (name of the active ingredient, manufacturer):

3.2.S.1 |General Information (name of drug substance, manufacturer):

3. 2. S.1 .1|[Nomenclature.

3. 2. S.1 .2{Structure.

3. 2. S.1 .3IGeneral Properties.

3. 2. S. 2 |Manufacture (name, manufacturer):

3. 2. S.

b 1 Manufacturer (s).

3.2.5.2.2 [Description of Manufacturing Process & process controls.

3.2.5.2.3 [Control of Materials

3.2.S5.2.4 [Control of Critical Steps & intermediates.

3.2.5.2.5 |Process Validation.

3.2.5.2.6 |Manufacturing Process Development

3.2.8.3 [Characterization (name, manufacturer)

3.2.8.3.1 [Elucidation of Structure and other Characteristics (name, manufacturer)

3.2.5.3.2 |Impurities (name, manufacturer)

3.2.8.4  [Control of Drug Substance (name, manufacturer)

3.2.5.4.1 [Specification.

3.2.5.4.2 |Analytical Procedures.

3.2.5.4.3 |[Validation of Analytical Procedures.

3.2.5.4.4 |Batch Analysis.

3.2.S5.4.5 ustification of Specification

3.2.5.5 |Reference Standards or Materials (name, manufacturer).

3.2.5.6  |Container Closure System (name, manufacturer).

3.2.S5.7  |Stability (name, , manufacturer).

3.2.5.7.1 [Stability Summary and Conclusions.

3.2.5.7.2 [Post — approval Stability protocol & Commitments.

3.2.5.7.3 |[Stability Data

3.2.P Drug Product

3. 2. P.1 |Description and Composition of the Drug Product.

3. 2. P.2 |Pharmaceutical development

32.P.2.1 |Components of the Drug Product

3.2.P.2.1.1|Drug Substance.

3.2.P.2.1.2|Excipients.

3.2.P.2.2 |Drug Product

3.2.P.2.2.1[Formulation Development.

3.2.P.2.2.2/0verages.

3.2.P.2.2.3Physiochemical & biological properties.

3.2.P.2.3 [Manufacturing process development.

R 2 P24 IContainer clnsiire svstem
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3.2.P.2.5

Microbiological attributes.

3.2.P.2.6

ICompatibility.

3.2.P.3

IManufacture

3.2.P.3.1

[Manufacturer (s).

3.2.P.3.2

Batch Formula.

3.2.P.3.3 |Description of Manufacturing Process and Process Controls.
3.2.P.3.4 [Control of Critical steps & intermediates.
3.2.P.3.5 [Process validation

3.2.P.4  |Control of Excipients

3.2.P.4.1 [Specifications

3.2.P.4.2 |Analytical Procedures.

3.2.P.4.3 |Validation of Analytical Procedures
3.2.P.4.4 ustification of specifications.

3.2.P.4.5 |[Excipients of Human or Animal Origin
3.2.P.4.6 [Novel Excipients.

3.2.P.5 |Control of Drug Product

3.2.P.5.1 [Specification (s)

3.2.P.5.2 |Analytical Procedures.

3.2.P.5.3 |Validation of Analytical Procedures.
3.2.P.5.4 |Batch Analyses

3.2.P.5.5 [Characterization of Impurities.

3.2.P.5.6 Hustification of Specification

3.2.P.6  |Reference standards or materials
3.2.P.7  |Container Closure System.

3.2.P.8  |Stability:

3.2.P.8.1 [Stability Summary and Conclusion
3.2.P.8.2 [Post — approval Stability Protocol and Stability Commitments.
3.2.P.8.3 |Stability Data

3.2.P.8.3.1|Real Stability Data.

3.2.P.8.3.2|Accelerated Stability.

3.2.R Regional information
Certificate of Analysis for drug substance from supplier/s Certificate of Analysis for

3.2R.1 drug substance from Drug substance from Drug Product manufacturer.
(COA should be Stamped & Signed, or electronic signature).

3oR.2 \Valid certificate of suitability [CEP] from EDQM for drug substance [from each
lsupplier] (copy).
Valid GMP certificate for drug substance manufacturer (notarized copy) [from

3.2.R.3 [each manufacturer] only if CEP is not available (not that in this case all drug
substance sections will be required)

2.0 R4 Certificate of Analysis of Finished Product Stamped & Signed or electronic
Isignature.

32R5 Ir: L;se stability according to dosage form (reconstitution, inverted position, in use,
etc).

3.2.R.6  [Photostability (if needed).

3.2.R.7 |Raw data and chromatograms for stability study & for validation.

3.2.R.8 [Batch record for 3 consecutive production batches (for biological products).

3.2.R.9 |Latest Plasma master file (if the product contain plasma derivatives).

3.2.R.10 |CD (Electronic copy of technical file)

Section  |Module 4: Non clinical Study Reports.

4.1 Table of Contents of Module 4

2 Non clinical Study Reports:

4.2.1 Pharmacology

4.2.2 Pharmacokinetics

4.2.3 Toxicology

Section  [Module5: Clinical Study Reports

5.1.

Table of Contents OF MODULE 5




5.2 Tabular Listing of All Clinical Studies

5.3 Clinical Study Reports:

5.3.1. Reports of Biopharmaceutic Studies:

5.3.1.1 Bioavailability (BA) Study Reports

5.3.1.2  |[Comparative BA and Bioequivalence (BE) study Reports.

5.3.1.3  |In vitro-In vivo Correlation Study Reports

5.3.1.4  |Reports of Bioanalytical and Analytical Methods for Human Studies

5.3.2 Reports of studies Pertinent to Pharmacokinetics using Human biomaterials
5.3.2.1 Plasma Protein Binding Study Reports.

5.3.2.2  |Reports of Hepatic Metabolism and Drug Interaction Studies

5.3.2.3  |Reports of Studies Using Other Human Biomaterials

5.3.3. Reports of Human Pharmacokinetic (PK) Studies

5.3.3.1 Healthy Subject PK and Initial Tolerability Study Reports

5:3.3.2 Patient PK and Initial Tolerability Study Reports

5.3.3.3 Intrinsic Factor PK Study Reports

5.3.3.4  |Extrinsic Factor PK study 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 study 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 Reports of Uncontrolled Clinical Studies

5.3.5.3  |Reports of Analyses of Data from More Than One Study

5.3.5.4  |Other Clinical Study Reports

Reports of Post-Marketing Experience: recent Periodic Safety Update Report

3.8 (PSUR).
5.3.7 Case Report Forms and Individual Patient Listings (could be provided on CD)
5.4 Literature References Pertinent to the Claimed Indication

ol bo il cale g (§9
o lgidl paziuwall o die -

ovllaws ol )ginio
www.qistas.com
0096265538895 : sNasll dor>
abgane il 3sa> pa>


http://www.qistas.com

owllaws ol jgiiio
0096265538895 : sMas)l 403>

www.gistas.com ().U'.bulﬂ

5378 syl pd, Sadlaill guisaill glo) 2015 aiwd 2 o5, g yeinin golo 2015 : aiaall

603 axsuall (2015 aiand 1 1olgall sac
2016-02-01 F A | 2016-02-01  : gl wadl s,
(1) salall

aiai ol s3] asles &S i po 28ledl amiwal §gumill gl giaill §> dlas algs aS i plid gu :(Contract Manufacturing) saélsill griaill
(et 512] ol soilill gl (oI canliaall ol atusill) Jio griail] wlslas sa5b pball S5 (o "Lis> ol LIS jianiwall

sl pisai il aygoYl Jumws o lillaio
Bslas JS s pir 53l gigally prisaill dulas) aui I olglasl a1

a8lSy eMuiiarl] Mg Julnilly grisaill 3 4os pumilly 41515 zloY] lolia ls §4833] alSo] ke 2iall wile rdsll ddio yo wL,,.u};ll
agall wlils

sl asmsaill wlslasl $las Loy siall Siiog wlo o JS algsao -o
Ml 5Lz of Jgsuall pasidl awl ¢

il 3l 83s ->

£lgall o gl ssmar 2ty xaall axile a5l oo S .3

il 3l Ji9 2 5 1 aidl (6 8,ls)l wloglaall i sl o6 amuwsall edel rinll axilo aS il 2gu -4

w9 s e oy asiball &Sl o 18] _9l).a'a:dmu Plasma Master File cale pyaii caz (Lol olxiis) wle (i piaziuall 95 15] .5
oinall oo lalw eaisll calall Ols duwwgall s3) soizall Lol sae

5 a,0)9Y £lga)l mio pisd (wlxall ginanll sa) JolSIl priaill dl> o I JEEW dsio) alas py0d5 al=o a5 i go sa8laill WVl J> (59 .6
o3 ayglg¥l slgall mio pisd S o J L) et ol i csmand) ool

wollauws ol ) guisio
www.gistas.com
0096265538895 : sMosl a02>

albgano puiill 394> gro>



http://www.qistas.com
http://www.qistas.com

wwllaws ol jguiie é
0096265538895 : sNaall daa>

www.qistas.com Ombuﬂ‘!‘g
5378 saall a3, | Loud s gaisaidl §3do) 2015 ad 3 a9, mauinis $lo 2015 : aiaall

604 axduall (2015 aiuud (Under License) 1 talgall sas
2016-02-01 wll 2016-02-01  : ol adl 7L
(1)esladl

e 53] agflys a5 i pars il aniwe Sisms 3 il ol gzl b5l aSIlo alys aS b pLs 9o : (Under License) ass sis gaisaill

asd i giai il 4,999 Jazmaws o lllaio
:Y,l

i il calall pyaiig gl 8 wloglaay Lol Is j> iddl cilall puoiai wallasd dwioll (v8 alrumo sub pas,ill axilo agadl culs 15 -1
LaS )

g pas ol &Sl paws il 3> gias i paus il axilo agall o SIS -2
§JL2J|,uuy|wmutpauap)bmgsgdlwl)béhﬂpwuap)m axilo W|Jﬁgonuau)\,ali5-3

o9 s p28 oy dnlall &Sl go Ll 3] ,I)-'Aa.i.m.all Plasma Master File cals psaii can oMl wlaiio Lo sgin janiwall O 5] -4
xaizall 3 lislw paiall calall olg L) xainall Lo M1 ,xae

b

ol pLIY] go agilite YT ey Sl uiis gioo 25 yiazisssall ol Lo s il axilo dgall o oandl 391SHI gl Jslgdll bl Juis -
lgsd Los sz s)saall ol pianiually pstlaally Jlao¥l ol pianiuie A5 o writiss U5 2555 il $iUsll 31,] @i Ol e 18 0Lall sl 331531
vaww bl | ol).iaa.i.uu

.6).)[&1” Qj,.pt”}!&i” ,_)uwl AL g w‘)aaml O &JJLi.a awls ﬂ.le.) BT

owllaws ol )giiio
www.qistas.com
0096265538895 : eMasll dos>

abgino il §3i> graz


http://www.qistas.com
http://www.qistas.com

vl wl)giio (‘5\?

0096265538895 : ¢)onll dos> s
www.gistas.com (},ulbmﬁ
5378 sauall ad, | Lol oiSill Jii galo) 2015 aiand 4 09 g1 aisis 92lo | 2015 v |
605 axiall (2015 aiuud Technology Transfer asgoV1 Jazuuil 1 Dalgall sae
2016-02-01 Wi 2016-02-01  : ol o, L
(1)eoladl

raill b g)giSs Jii aidlail cazgos giuas slgy Juzuw o

il 44953 sgul 33151 awl )39 rial calall e Jguanll i cas slgall yushats caols il jut 5,51 a5 o £lga) Jumans call calo piris sn
aszsloull azgo¥l Slllaiall 030 o wittuty Syl lla) JpoYl loall ap il olwlsally iWaa Juts L)

puiaill gdgall wlllais
WVETTRUT ¥} ‘|3.).U t'u,.lao.” &.ua.i.“ &5'_9.0 /Q,A.l a1

aiai cadg wsllaall zlwYl las law ol e slgall (biobatch guvai, adde o) gése JSI) Lisiall 3L o GMP s3lgats o JuoY] ulo s -
.biobatch

.z ol (biobatch gias &8s o) gise JSI) Liviall sli o ML 82lgabs (o dnuns -

(wazs Of) sianissall £y crald il Jsall slowls doils -

gio JS adgsuo 2o 2isll o il 55l jlas] sadles gaiai ob b 9danll aS il aic gunaill adb Ol JIo (9 -

aleall slgall 2

alyiutiil] gainas ais alelall 8olall bl 5 90)l puiis eIV Liniss alelll slgall puuwl lgale 3ulays slgall alslall lall gisas gigo 21325
oo alelill 3okl pailasy wlie ol il i ol wls sraizall alelal slgall ollnie cuu> i3] 12 50 alol alKal go biobatch aygull
alelill sskall Gls @z ol el s alelall sslal) agleill o liolgall o i )lie paiis sleall $51S5s Lslss Lls 1355 Y $3Y1 olaoll
raasais sgiall paximall guaiw il gilsall/gssall .3

siadl] g3lgo slais] pual b 82,15l wlillazall s lpa) Wesol bolaisl cam oYl bas puiig olginll puiiy lua) sxaine b lgil JI> 9
(slgall (¥ awall Sl cun>) sl 351 awl ) 4

Saainall sssadl U colwlys aui sulsay puwl Sulas o3

go azly] e i sl Jlin OIS 13]5 lelimans 51 sall anS il puis o Bio Batches aypunll aluiuil] b doaniuall an$ all ol cu b las]
(Jao sl (5,99) ranimall 2 adybo (a8l lisa) 2aizo 98 bo > olllaiall las|

a.}u".) &J.UIJ) D

baoirall 9 wlwlys puis ulroy puawl caus>

Jazdd| wlls .6

a_au,MI&S)..:JIoah&jhla,é,,kd|i§,&dloa@ulnwagﬂlm lgﬁém.n.nllalgllninﬂwmgﬂnpm
ang o dalping Jasall ol wls ol uasiuel) duy o o Msis &M JVI Lo il & sas (&) lwially apisinll) olill wlwl)s (lass

L bl oM ole wlwl)y eoadn pl ¥y sgiw sy aiS J,L Yol aprisll anling leloSiwly oVl go s osall il wls wlaxiwall 52>l

:JUyIMJ)g)jJ.7

basizall agilall U1 s, puwl s slgall awsladl U1 s ) awwl s asais &Sl pjals

ovllaws ol ) giiio
www.gistas.com
0096265538895 : sMaxll 402>

abgine il §9a> paz


http://www.qislas.com
http://www.qistas.com

owllawsd ol guiio 2
0096265538895 : £Mox)l doa>

www.qistas.com (@] uud
o _ cloglrall 3le) 2015 ainul 5 ab , gopudsis Gnle

5378  eaallas, | L S 3 2015 ¢ asanll

St A Ll q,_.bulz.(.):.,sdl it 18,55 wellaall 1 sl

2016-02-01 sl ( 2016-02-01  : ol yaudl s,

(1)esladl

:y3|
ez 0l sasall s ag skl ol /s appall asllly a0l ologlaall S5 any

a¥s ol 5l obls plaxiwl jeas uS5 0o LiSh Jaus samimall ol Ao 18 Wds awdl o 558 0 s g 5, lxill uiarianall punl .1
.(Forte, Baby) Jis juS,all o oS

ST is elgall casS i o9 alslall alelall slgall slawl 2

sk slsall oz 316 (Injectable, Topicals, Eyedrops) all> sés 139520 wili L) OIS 1] sloal cuS 5 8 alslall alelall b slsall slowl .3
lgall (S i 9 alelall

gl drwg wYapall Sl 4

.eb cu> (Route of administration) Ml slac| §s,b .5

Lalinill @5, .6

i / pga) &> Naall slguil w67

vy 6 olall wlodsil] cuns oy zall Lg,b.8

(addaiall ol diprall (o)) ailsics anilall &Sl gl o 3isauill 3> Wlo puwl .9

s il il a2 glgall wl jiaziually pisllaally JlasW Vaccine Vial Monitor 35> .10
Wb

s iall Olll o lillass 6 uiall olssalls whudl as Lo alslall ollayl sl adslal lsull gaz s sl Vsl (8 62,15l wlasleall 1S5
ol WS agulai¥l aslll gl/ g aw el aslll, ou)fu,y.u logleall ,S3i6

il -l

vyl pawdl -1

oslels paole ol 82515 83lo Lle Ssin mniusall OIS 1] juSjilly (ralsll puwd] -2
>Nl slgul &b -3

caludl| 05, -4

Jasiball &Sl ol/ 9 Gusaill 3> s puwl -5

(leaslas 095 Lad Jo 2 dnw wlgall) 8 puuall ol aslasg 6 00l 5948l -
31555 o S Nonuna £lgall OIS 0] 3uS,3l o L)l jiaxiamall sl -1

.(Route of administration) gMaJl slas| g, b -2

. Nall slgul b -3

bl o3, -4

s galaiy laty> 8542l draw -5

sl pal 292 pas Jb> 8 axibiall &Sl gl Soguuill 3> Ao pul -6

5 gl il aszs)sall ol animally puslaalls JLasW vaccine vial Monitor 3525 -7


http://www.qislas.com

wvllawsd ol giiio 3
0096265538895 : sMaxll doa> .
Qulbwud

www.qistas.com

Lrrrymy

N | oleglaall gale) 2015 aisal 6 ob, gojdass gle |
5378 sapall | ) & i "
wop T | slgall g adt sall aglslall b pudaid] e UnyS5 wpliaall o |,.;Ti|
m’ Es . 2
2016-02-01 sl (2015 aiaul 2016-02-01  : ol puall g0,

(1)ealadl

slgall aalaiall ol.arl.l.n.” ¢ )l g (Summary of Product Characteristics (SMPC)rauss (aillg £lgall paibas pax) jaxle ayaii caxy -1
Gxlall an e (1) 5,8a)l (09 85,l5)] olisl wldlaiall cunzs oall glaall (8 Gulolall &S ,uidl by 485 il amwdall 52 6raizally Jzxuall

iasimall a5l 558l Gle ae agslaily aypall aslll of alad] clogleall 1S5 cany -2

el paniwall J> 08 sy aulsls i 3L9,Y el W5 alslally am il pussel e @ S5 38 (W) 9 asllasll wlogleall gaz cuils 15] -3
oy laiyy peill alguw Sl as) 995 Ol canys apbs diog O9ar I uar il

‘ol Lo (yaiaiy, (Summary of Product Characteristics SmPc ) ( ) jaxiwall paibas jaxls (I

sl elgall punl .1

B9 00 yili L OIS 13] B uSTsg alelill b slsall ,S5 go uSsilly (wYapall JSiily apalell a3l 2

JloxiwYl x£lgog wlbllaiwyl .3

23l e gl 351 5,08 ¢ i pall o alS oga 5l £l posan Sl | S5 8900 po s din b ol plaxiwdl dilos as 2l 4
el lati> wle sl sax] Oluwi Jbo 8 saziall wlsh2Yl -]

ol Lot sloall plaxiwl oo ez liall adgill Jb> 8 anls wlblisl -

wllaiwl glse .5

JlaziwY| glsos dols wlpuix .6

Mo 3,321 slgall polaiols 45,5 e 355 25 jianimall g s3] wWola sl ol ales w5l 7

vsgsall s il ol elaiosally Jolsall ats e slyall Ll .8

1Y 06 58,0l callas il oYY plasial 5l LS sall 8308 Lle 6,0l (o slgall il .9

gt s all s aladl JEYI .10

wailbasll ole sl bys g Jolall aisS 225 ol "Antidot” asaml slasg (asamll) as 2l 8ol 5 .11

vl Jid Lo gy wloglas xidl 1sn Jaudsy 28 a> 4log ay jgig aolaiol aly puall 58 sloall 45,5 S5 Jaduiy aslgall wlielgall 12

o Jolaill aols by b incompatibility sguall wliolse oyl dols bog i aNall 6,19 alelall jub slgall i Jasiniy auYare Juolas .13
lgunll /8gan)] anag awi¥awall JIKaY1/ JSadl splaxiw)] o slgu¥l an gl o ppiaxi JY> jiaxiuall

(g piSIV sl puS Ll /easlg)] ((adlaiall ol aiaall sagall) Olgin)l v owY) §rganill 3 aSlall aS il .14
il 9 83,19l loglaall axzle 43T &, .15
: Patient insert leaflet ) PIL ) wuio_all do il & uisill (o

I59 3 1h0g mioly JSuits 49850 0955 Carzs riopall 45 idll 1855 il aswmwdall s sasinally Jrmall slgally dalsiall wloglaall o5 6,ls
5 oY ame JSib gl 3555 o iSY o i @i Jl> (o WYase S JSI 056 Ol Ll Loy rals s9in

slgall 33 ol plaawl Lid alols 6 puiuidl sy ol gasedl ols il sl cany i pai sl pavass JI> o *
rols LaSy ianimall paibas panle b 83 1) closlaall alans gani cans asusi) arszls altwl JS Gl 8l 995 Ol cane ®
Sanlaziwl (£lgo b g (axiuall awl) o2 Lo -1

Jid sloadl o5 6,95iall wlogleally S5 (oo st (il WY (9 :I,.\JI),:L', i, Wl LoVl ioblaiwdly aNall a;,na‘.]ljjr: m
Ay wlwly



http://www.qistas.com

(ianisssall panl) Jlasiul of Jolizy plall Ji3 -2

wwlblazwYl glys -

phziwyl clblisly dols wl i -

ol gl slsadl ol slgall go aufles wislai -

vggaaidl e ol ol lriosally Jalsadl wls slgall il -

oS all 8245 e slyall Juib -

wiosall i Lle L35 awily JUT L) Lally llaill ot slgall aails -
- padaiiy jiariual | plaxiwl aa, b -3

wolvais Sy toios: lgllas] aiplbos 8 iall il -

slgadl Jslis o8 adsill ol as > oluwi il as 2l -

Ll ,UYI -4

i Mall 810y il g,k -5

(i iSOV 2l i puStall sl pawdl) Baliy §ioamill g aSIlall a8 il poiasi wilogleo -6
sl 9 83,1l wloglaall axzl e 43T &l -7

ovllaws ol jgaiio
www.qistas.com
0096265538895 : sMaall o>

abbgina piill §9i> goz


http://www.qistas.com

wvllawsd ) guinia %
0096265538895 : ¢Maxll doa> ®» ’

www.qistas.com Ou rroa|
5378 eaall pd, | s wlillaio $2ls) 2015 aiaul 7 o9, g juinis glo 2015 : aiaall

611 axsauall (2015 auand slgadl Jasuus 1 talgall sac
2016-02-01 ol 2016-02-01  : Ol undl &,L
(1) eolall

20325 9l alimas e e £lgs | Jamas 3zt Wls ayp0aall I pais O (lxall ag9o¥l giuo / £3giamsall (8 Jsdasall (wYasall le cazgiy -1
calizuws 35325 ol aliraw &L le lgiw puas slail o gl @ N5 iy wlgiw puas b0 alizuus

lnvéa)Jl,JloLlhidlggmulb&ﬂul%dMubol,;uuu}J,[mwa).nng tlgy Juzuws wax el pyais sic -2
Wslall

Juaiio WUy aganl rully aniball a5l gls LiSsll p¥els Jumunisl 33 walls ppais JU> 6 5abkio slgall auw awl)s at, -3

s> slgall laawly 8lguing Liniall sl o gl 5> 83lgats L,k 050 Jsl 030325 amy dim> Wl wlhial) Jazaill xaz calls pyais ais i, -4
ol 9 Ly Joarall prasdl Gaswl

o duwdoll 9 daisall LI gl 3yaxill i) (o dnogs Ll :h.;cJ.n,).?).uuA-g_.\:d,lo.«ijgldg.\JlJ.g.uﬁ.n_‘\a.'i.!b|)§ph.|l)¢.m]|).ha.g_-5
cebw¥l ol

AW siaall o Jlis sleall Jimans oitly $alall 138 g (1) sl b bg) S Utrall 320)l JM5 Jizanstl] sqazs wallos pyais o o) 151 -6

o8l 830 JW5 0gilil] o 13 salall plS5Y Ly il ieYl ain) Wl loglaill 030 pIS>] zgar 8 3kall Ll wls ol el callall paial -7
e Y Ly

o0 Jsl Jizauill aa25 o lillao

(Drug Re-Registration checklist) (10F2/ RDP-2/2013)

Registration Drug department / JEFDA
Applicant Name:

Application Type:

Drug Name & Conc:

Pack Size and Type:

Re-Registration File content:-

Page

Module 1: Administrative part Yes/NoN ¥

1. A letter from the responsible pharmacist in the drug store or technical
manager of the local company declaring their request to re-register the drug.

2. A letter from the drug product manufacturer / MAH declaring their request for
re-registration.

3. LF1 (registration certificate) / Re-registration certificate.

4. (LF4) application form, filled and signed.

5.|[Renewal application
Fees for re-registration of additional packs.

Fees for any post-approval change.

6. Comparison table between registration and re-registration files (form).

7. re-registration & pricing committee decision forms.

8. world — wide registration status of the drug.

9. List of ingredients of the drug that are of human or animal origin, and all
related certificates.

1N IENA annrnval lattare anf far anv nnct. ranictratinn rhannaoc
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11. Confirmation letter from the manufacturer that there are no changes in
manufacturing process, method of analysis, formula, packaging material,
Ispecifications,...ets. If there is a change, it should be submitted according to
‘post Approval change” Guidance.

12. JFDA approval letter of finished product manufacturers.

13. JFDA approval letter for APL manufacturer, if the letter is not available, data
for API approval should be submitted according to the PAC.

14, updated technical agreement (in case contract manufacturing).

15. Art work: Inner label, outer pack, Insert leaflet (with revision date).

For

16. For originator drug: legalized SmPC from health authority in the country of
origin. For Generic drug: The insert leaflet should be similar to the originator,
icomparison table is table is required and copy of originator leaflet.

17. Updated Plasma Master File for products containing ingredients of human
plasma origin & the approval letter from health authority in country of origin.

18. Certificates.

A [Pricing certificates of the drug in accordance with the adopted pricing criteria.

CPP from the country of origin issued by the competent authorities (duly
legalized) according to article (6) of registration criteria & the contents of WHO
format.

O

IModule 3: Technical file

omposition of drug (numbered, dated and signed).

IApproved release and shelf — life specifications of the drug (numbered, dated,
signed).

Certificate of analysis of the finished product.

Stability studies:

(taking into consideration that long term stability data from three production
batches covering the proposed shelf life were available and submitted
laccording to the commitment in registration files):

11, Ongoing stability study for at least one new production batch and its
ichromatograms (initial and at end of shelf life).

2. stability conclusion including the recommended storage conditions, shelf
ife, in the primary packaging, (which should be compatible with leaflet & outer
pack information)

Module 5: Post Marketing Safety Reports

Most recent (PSUR) / Safety Update Reports.
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A Primary batch: a batch of finished pharmaceutical product used in a stability study, from which stability data are submitted in a
.registration application for the purpose of establishing a shelf-life

Y le syl byl pa> 1710 (b tag il alytid] *

.Pilot scale is: minimum, one-tenth the size of the commercial scale batch
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Conventional dosage form is: a formulation or a dosage form which the active drug is released immediately following administration. (e.g.
.(...Immediate release solid dosage forms, suppositories, ovules, creams, ointment, gels, oral and parenteral solutions
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Critical dosage forms: such as a controlled release dosage form (release drug at a constant rate and provide plasma concentrations that
remain invariant with time) and modified release dosage form (the drug release characteristic of a time course and / or location are chosen
to accomplish therapeutic or convenience objectives not offered by conventional dosage form such as solution ointments and promptly
.(dissolving forms. This may include delayed release or extended release dosage forms
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Active substance Known to be stable: an active substance is considered stable if it's within the defined / regulatory specification when for
.(at least 2 years at (25 C/ 60 % RH or 30 C / 65 % RH) and for at least 6 months at ( 40 C/ 75% RH
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:Significant change: In general “significant change” for a finished product is defined as
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A% 5 change in essay from its initial value, or failure to meet the acceptance criteria for potency when using biological or immunological .1
.procedures

:Any degradation product exceeding its acceptance criterion .2

Failure to meet the acceptance criteria for appearance, physical attributes, and functionality tests (e.g. colour, phase separation, .3
resuspendibility, caking, hardness, dose delivery per actuation); however, some changes in physical attributes (e.g. softening of
.suppositories, melting of creams, partial loss of adhesion for transdermal products) may be expected under accelerated conditions

.Failure to meet the acceptance criterion for pH; or .4

.Failure to meet the acceptance criterion for dissolution for 12 dosage units .5
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A. Company Profile and Site Information

B. Quality System Information:

- Document Control

- Change Control

- Deviation Management

C. Quality Control Laboratory Testing & Batch Release
D. Rejection and Reuse of Materials

E. Complaints and Recall
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Certificate

The diluent name, composition, manufacturing site should be mentioned in the product CPP, If not then a
separate Certificate of Pharmaceutical product (CPP) according to WHO format Certified and Legalized
{should be submitted.

Technical file:

3.2.5

Drug Substance (name of the active ingredient, manufacturer).

3.2.5.1

General Information (name of drug substance, manufacturer).

3.2.8.1.1

Nomenclature.

3.2.5.1.2

Structure.

3.2.5.1.3

General Properties.

3.2.5.2

[Manufacture (name, manufacturer):

3.2.5.2.1

Manufacturer (s).

3.2.5.2.2

Description of Manufacturing process & process controls.

3.2.5.2.3

Control of materials

3.2.5.2.4

Control of critical steps & intermediates.

3.2.5.2.5

Process Validation.

3.2.5.2.6

Manufacturing process Development

3.2.5.3

Characterization (name, manufacturer)

3.2.5.3.1

Elucidation of Structure and other characteristics (name, manufacturer)

3.2.5.3.2

Impurities (name, manufacturer)

3.2.5.4

Control of Drug Substance (name, manufacturer)

3.2.5.4.1

Specification.

3.2.5.4.2

Analytical procedures.

3.2.5.4.3

Validation of Analytical procedures.

3.2.5.4.4

Batch analysis

3.2.5.4.5

Justification of Specification

3.2.5.5

Reference Standards or Materials (name, manufacturer).

3.2.5.6

Container Closure System (name, manufacturer)

3.2.8.7

Stability (name, manufacturer)

3.2.5.7.1

Stability summary and conclusions.

3.2.5.7.2

Post — approval stability protocol & commitments.

3.2.5.7.3

Stability data

3.2.P

Drug Product:

2:P.1

Description and composition of the Drug Product.

3.2.P.2

Pharmaceutical development

3.2.P.2.1

(Components of the Drug Product

3.2.P.2.1.1[Drug Substance.

3.2.P.2.1.

2{Excipients.

3.2.P.2.2

Drug product

3.2.P.2.2.1|Formulation Development.

3.2.P.2.2.

2|Overages.

3.2.P.2.2.

3IPhvsiochemical & bioloaical broperties.
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3.2.P.2.3

[Manufacturing process development.

3.2.P.2.4

Container closure system.

3.2.P.2.5

Microbiological attributes.

3.2.P.2.6

Compatibility.

3.2.P.3

|Manufacture

3.2.P.3.1

[Manutacturer (s)

3.2.P.3.2

Batch Formula.

3.2.P.3.3

Description of Manufacturing Process and Process Controls

3.2.P.3.4

Control of Critical steps & intermediates.

3.2.P.3.5

Process validation

3.2.P.4

IControl of Excipients

3.2.P.4.1

Specifications

3.2.P.4.2

IAnalytical Procedures.

3.2.P.4.3

Validation of Analytical Procedures

3.2.P.4.4

Justification of specifications.

3.2.P.4.5

Excipients of Human or animal origin

3.2.P.4.6

Novel Excipients.

3.2.P.5

Control of drug product

3.2.P.5.1

Specification (s)

3.2.P.5.2

Analytical procedures.

3.2.P.5.3

Validation of analytical procedures.

3.2.P.5.4

Batch Analyses

3.2.P.5.5

Characterization of Impurities

3.2.P.5.6

Justification of Specification.

3.2.P.6

Reference standards or materials.

3.2.P.7

Container Closure System.

3.2.P.8

Stability:

3.2.P.8.1

Stability Summary and Conclusion

3.2.P.8.2

Post — approval Stability Protocol and Stability Commitments.

3.2.P.8.3

Stability data.

3.2.P.8.3.1

Real stability data.

3.2.P.8.3.2)Accelerated stability.

3.2.R Regional information
32 R.1 Certificate of Analysis for drug substance from supplier /s Certificate of Analysis for drug substance from
Drug Product manufacturer (COA should be Stamped & Signed or electronic signature).
3.2.R.2 [|Valid certificate of suitability [CEP] from EDQM for drug substance [from each supplier] (copy).
Valid GMP certificate for drug substance manufacturer (copy) [from each manufacturer] only if CEP is not
3.2.R.3 " e : ) :
lavailable (note that in this case all drug substance sections will be required)
3.2.R.4 [Certificate of Analysis of finished Product Stamped & signed of electronic signature.
3.2.R.5 |In use stability according to dosage form (reconstitution, inverted position, in use, etc).
3.2.R.6  |Photostability (if needed).
3.2.R.7 |Raw data and chromatograms for stability study & for validation.
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