
0^j.tlL-^ino ■ ■ 11^j111;«

0096265538895 : PiUOl 
www.qislas.com

(2015 A*«iUlJ sl^jJI JjCXjuULi (JMUlaaI!) 2015 AajhUlI »->Lo.jJjl.il

Lgj^Li JJLrg

OJ-^I5378 2015

591 21 : ixt

2016-02-01 :oU>—tyjUl2016-02-01

(5) 6jUJ IjLlujI (25/1 1/201 5) JUjli (38) J <U_UJ_L? cljjil) O-O IxJ I a ui n)_g-oJ I 6 jlol (jS* 6 jjLo 201 5 o.l ui I tl5JI oiiJXijaj ^u-j-U 1
2008 aixa.l 41 fljLil) iCoLaJI oxujuO^tJI |j_)-o (7) bjloJI^ Oj)IjXsJ^ 2013 oJjujJ 12 j aJjLuoJI^ cljjJ! Ojjjl-®

(1 ) ojLJI

.iiauJ^Jl KrSS U£jjIj (jj> LgJ 201 5 iLuJ fl^jJI tjALujI oiA

(2)ojLJI

Jaj p} L n^jJLr US' jl ^jLJI CI3Jl o><^ (>o (2) ojUJI ^ l^J ^UJI oiA 0J3I3JI e^ljUJIj o/Uiiil o>Sj.
ijUj U'-U iijJ-iJI

. J ̂Stoal I ^ 3 LuJ I aJ A1 m-j 113 CI3 xl I 05^ • O jH Ul I

.cl^xllj tlSJiU a_ol*JI auiujj^JI iauuxj-oJl

j^jJI jolc- jjxo :loLsdl ^jxJI

. cLuJ-lU^oJI cl5JI Oj^j.Xo

.JLsJI ij^jlnJI jolSL^Sl liLs^ aiiiiu) J+5tuAjJ <419 axxl ,5! :aiq»JJI

gj^LiguU 6X0JI omj 13U-0JI oliiLaJLo v-chl? QJUi^aJ q^o xS’LiJIj jJaS^ininW iJljlij ioSUu^ 603^ 0J33I aSjjlki\ I|_5-J3ojIjJI oilU oS^luJI

VOV3 ,^SL-yi3 voclJI3 goJL ailwJI dslJj^jloxJI jjo ai*,lio3 (batch release for the market) ^UiJI oSUjAu ojUb <s^b^>
iJjJI iSxl OXalSUi tuoLo iS"^jujJ IS3I0-0 3I LSJU U£o 3I (oauxo^jJI ^x) oXoixo) ojuUj ol

:1_3j.3o*xJI ,3-^J ailU aJldl o-L^xJI ^ >^'3

LxaiuJI 6jL?)j fi^su, 3I a’ClftAJI 3! J>b 3! J-olS- JSUjj f^xJI gwxu ,03^. ^xJb ajoxui^JI isxj xois-dl aj3 jS1! 54^

oLUJ dUj3 Jj'lxi bJ X?3J ^3 I4J ^jjujxII JJU U>jI>4^x1 ^-OSp aLxjx-<JI aj3jkj) goJI ^ Jjl>ll viUU
.LLsJI axxUI 0x913^x13 ^I3x)I ,>0^1 1_9jj4o'

:UllJI 6xL aJUl ol^qJI ^ iluiioJI oxL

.CI3XU a*jUaJI dS3XJI xli .1

.1_3ji3oauJI ^ dUU xL .LX

• A.

i^s 3UJI3! ltiy?3J3.iuiall ^1 I4) ^3J*j. aJUi 0I3J) 3! alc-Ls 6jU olLc- s?3UJI ^b^JI

,^xxaJI y JUJI Ji+xu ^jls- .LiSti^l (>£• >^xJI u^s <^JUII ^ xL J3I ,^9 l>^0 1 8 !>o 
JU ^ 0^7 aUUII axilin.SJI 60UJI ^.qi floxJI j-lLso US’ .^s^l oLtuko ajl3l /xojuJI >>ixxyi /^UJI ^ ^ <_9yi>l

3I ^yXL^JI JSlaJI 3I (olx^iXxy I 3! ^>oJI 3I aiJ3lJI 3I ^‘lixll 3I vyxJI 3I ^n.ttiUyi 3I L-xlalxUxJI 3I ^3 L^SU-yi

oXoXllUxJI LXLU334JI oJj- bx%9^' 1^® XoAgj i^xlb s/-?3-l>iH j^xQ-o qj> aijiki/3 3I axixxo 3! aJLa9 60U oJ-C- 1^50^ s^xll *<9jyi •‘4:?3-l3o+JI aj3jy|
.(10) ,o9j t3^LJL! 0J3I3JI Jj>JI tsx^jj ga-xi' -a+xJI o-lilLUl LSU

:(obLJI a^Uj? oLUJ) ox^.xqJI a4lio;xll ojUJI

fi ajuOPLo 3! 6j_>xllo 0JI3-0 (jji Jxqoxjj' oJ-5' c/xoj.

(3 ) ojLJI

(OxC-LLxJb JUu,‘yi3 Jq«-uxo Jxlo J ^jJI S^Jb XiXxJI CI3JI oJ-C- J^icu^ -«V3jyi J+^xk' fUJb Jxq«-ux Xi.XSu3 J+^uxi' oLUJ L>uxxy| oXSt.

http://www.qislas.com


(4)bjUI

.<J ,ajJ o_>»-»-ijjj' Loj i_. LLqJI jl^►jiJI jbd5 dixXxuJ XZj Ml

(5)ojLJI

.dUjJ 6 \ a i» a 11 ^^axuMI astiLuo.': &9l>° 3I gJ*S-° jlaitl xsu Ml fljjJI JjJXuJj

(6)ojLJI

ItJiSCojjJI i_-a11o fiJ.XSU

oLilaJuJI t-AJjty JjU^JI J.a^aJI i_o1aJI oj ^9jj> (^btoJI ijjjVl J-i^Xo / iijjMI uiolI irjJxiJsall J+S fl^iJI lJjr>auj i-aILs /OXiii, "I
.(jALu;MI oXb (1) fiJj jJjalaJI ^ oJjl^JI

qo l_J>AaJl XxS aj.L^JI sljiil J+9 6_>a^MI ciijujJI dllj^ oajluuS' bjlo i_jn1£ ^LxJI) ojliLu din^o ll^jJ Jttoll f l^jJI Jo^tuAj’ i-aJJo /OX&j -<-j

oJ^aJVj (1 ) ,aj_; l5^»J-iJI OJ jl^JI oULLaloJI jJb^JI Jai^aII i.oIaII iJj jjj ^^^IxoJI ijjjMI gJ-^a-o / (^i^iuleyW ,^3 J35 u.t o 11 ^^jaoJI ,J+9

.djOLy dAAJXAi ^l^Aao J^xo I4J i^jxll OjjjMI oLiLo (>0x0 Mxolujj'

Xj3 bi>l>)l OLl.Lo.iolJ oilxol ,(2) ,ojJ (5^-Lo 6Jjl>ll oLJJfljuJI (3-Lixi' (JxXioi-JI i_JLLo o^l-115 gxxOj JxJ»ill'll) (OXOoJI d^xll (jl^ Ijl ~Z.

.(>xlxuMI oib (>o (1) ,_>0«UI

(JptLoJI 6J>I>JI oLLkioll djUoj (3) (Oilj (>xio (^i OJ>l>ll oLLLaioJI ^lAytLalJI v-JI^13 oJj'-S tjCU-rjil. Jx^xUxU (OXiuJI fl^xll (J 15" Ijl -J
.(>xLujMI oib (>o (1) !*3j

.-jIiIUvaII Jjiaxu (JjJtolill i_aIUo o^I-*-9 U?>l>^j J-fij ^xQ-^Vul o 11 o »io i,/xll >xi- i5 >^l iS">-1i, i>° (°-XiuJI fljxJI 0^ 1^1 "O

.l>uojMI oib (>o (1) ,ai_; Jj-xloJI (^9 oLiilaioJI i_jJI aiUo^L (4) p3j (5-^io ij3 oJjl^JI

.6j^LaJI _^jj»jxuJI lhuxi! I—uxl> jUxoMI ojIjL^jjJ pxsu. (>l J+ocuiiJI >_JLlo uJ-C’ S

.OOxuMI oXSb (>o (9) ,oJ(jxaloJI I—AUX? oLiJI oLujIjJ fiXtU, (jl Jx^xail 1 i_xJUo -J

,_pj_ixll <_Axa^> l|j;l c Jj-Jeui Sr^lJI djjjMJ Jx^MI 9|3J| iiglSLi CXiw xS>xO ixul ji fiJXbj (JjAxlLo Jxlo <J ^xJI sl^xll JxXxOj oLUJ

.cuxLuJ>oJI i5xJ oXalaoJI ^^XxJI >jliill oLuljJ

(7)ojLJI

'.CAilS' Ijl I^LjixuJ axLLo <Lujlj} {^3 dj>JjMI djjjMI £aoj' 

.(j!S\ jl 6x^l> iJLa9 ojlo ovLt dJjl^JI iiLoMI t|>xu) JixoMI t|>xll olxld fl^J J>l ”1

:ii?MjJI 6>xoJI >Lu-C-l (>0-ujl i,jJj lo >xi*J> 6>xo dj ^xll f|>x)l -2

.djlc-j oJI 3I oLxJI JXQJ. V00d3 tjO_>o i>JUoJ Xf-I^ fl>j -

.(tioJliioJ jLskS ^Ixaj' Xxj joJ lgj| _gl djyMx- oLnjlxu iLajjXoJI i/jjMI XsJ ,oJ (>o__>-o djaJLxoJ (OXSxuAj. t|>i -

."Iftj ^l5JI J^xJI -V>>J y'j) 1 In o 11 cujjMI djuli >0x0 oJjl^JI djjjMI -3

.cUoJUJI d.B^All dA^JdJI ol^xJI iSX?l >0 Xf-I> rl>J diuo ijdf- dixobJI dJJ^MI -4 

lolc. oLobJI laxC-LLooJl> JLoo'MI 5 ax^^J^JI dj>^l> ((New chemical Entity (NCE)) om*? ^IxoaS' 6jLo ols- (^Jl a^/MI ■&*;■ -5

(3-9>j (>l l8.«AA«ai g-915-0 Jlo_LC- l_g l^.
pjxtu &jb >0 Lo*. 60 oi£ xa* M 6X0 J!>b> l^lxxAoi- fijj ol 3 -apwJI olL^JI >0 i^jMU (Assessment/review report) p^Ju Ja^xJI ^JJo go

.^o^xajJI Ixgj jolaJI >jXaJI LbjJU OaLoaJjiaJI LiL9> (* b'>J I JolioJI i-aLIcJI

Ml jbuMI 3 dAi)_>o"MI CI3JI 3 clxiJI dlib >0 gxi oblgxli .1Ui AX 1 lo dAAllji 1*13 dj^J^MI (EMA)I.-, ^■3J3

Ml xboMI >1 iuij^oVl fI3xlI3 flxiJI dob >0 gjj dj*? cxlxl^ij ,i_xu Axlio dojijx dj^J^MI (EMA)
lBl.->...v fib ob .Lbxloi^l ■ .^IUaII ipodJI di^JI >0 djjxMU (Assessment/review report) fi^aj JaoaluxJI y-J-b go

,*9* >i l^Biixai gJI30 JlolC-1> L
>0 Lo* 90 xi*' M 6x0 JM>

L-, ^■3J3*■



.|j£3^«a>JI (olsJI »,XaJI oLojJjuJ Liij^ ^LolSLoJI i^^UaJI pjXaJ jvjjb'

^5yi aijJbdl iXj<aJ| aji-Lnio J+9 qjj ^^+*1x11 a-LoLxJI_9 ^^idJo^JI lajrnial]\ ^ob__>J iujIL-aoll jOJ-t-LJoa-Jlj JLao^l -6

LjiAXuii' fill vj[ uli- I4.l0u.uj XiX^j^ L^JjJSuilj' XRu LjaIC- oljjjJtli\ cLujIjig 1^2-?^3 t®l>o ( tLuXuJ^-oJ I ,5x1 LJ^jd ^JXiLoJI ) LgliJO-aj'

. O-ajXaJ JVjjb QJJ >$JJJ J^Ly S-»IUII fill ^[9 ^b'^JI Joi^nll u-uLLaJI filial JVijb L59J 120 ^jlS- hjl )) 6Xo

(8) ojLoJI

:fl5JI ^Lj^-luj _^ijLaj3

:aJlx)l _^yJjuJI HJJXUJ^I OXfc ( 6Jjl^JI 13-95) ^Jjb^JI Jo.iCoJI Jx^OjoJI uxilo fill-ai XiC- iLxUI lalSLi t^xJI tix^jjxi' O/bUJ

.CI3JI xJbti* 

. f I3 xJ I O-UJ-O i-o * 

.CI3JI *

( 9)ojLJI

:Si4j. Lj XJ9 I JaXCuXiJ iojhlij

£u ajoxl^tU fii.ial3 vfJJj vU*^l oL" J3lxill filS- Jb ^3 *±jSjl)\ ijjisLu.g LuioJI xL ^ Li*i ^3lxio3 yj^xixo aLxtujj ^.Uo^JI fI3XJI 03^- ol ^
,ajuS_fiJ\ ijAi.ii i 19 <i-uxuJ9-qJ I i5xJ 6xo.Ix.oJl J9XJI i5XX»J ^90

.aj*UA)3xJI ^SxJ 6Xo.igoJl J3XJI ^SX?! 9I LuxlqJI xL ^ JjVI ovbf- &XLU XJ91xi* uJ-f- 0^3-0 aiuxuii v^llo-oJI EI3XJI 03^. oi ‘V

Jb ^9 iHuSja)\ LuxuJI xL ^ bjjti iioJijXu-09 LgJLo-gjlxub ^gAuiLo l.gl,auu 1_29U00.ll cuxuLuxaJI ol>Xxx',.uio Lg+3 Loj ^lC-LLa-oJI9 JLxoVl

.axis’9JI (>ujx.3 axaxU^oJI iSxJ 6XoIgoJI J9XJI iSJ-H ^ tjj. Ojj? fiJlHij JJj i_jbxul oU( J3lxdl fili-

9 (i_2) xJI ^LSbl (ja ax>SL«JI 6_hoJI ob 029x^13 axJo9,>»io119 aij‘b3JI 1J019-0^I a^JboJ aoxiuxiuJI a^xSlI tliiiujl axxUJI 90 ,olsJI _>iXoiJ -x
.^‘UJI OxLoJI OXA L>o (c_)

(IO)oxLJI

b iJ^Ui aaU/' (Lft,Jjj. 9I (jol93I 3I C2SI9XU4S') l$j'lxx»3 ixuls” Ixl (^‘Uxll IfllSLuii.; 99^oxJJ jxJJ ixa-ajioJI jxi- alixi/ ^1) o^+iS” aiixu, 429X^1 JuXixiu
.aj^xxjl CjI9J92JJ Jjb

^TJ

(11 )6xLJI

i^S blj\^i\ cxU-LaioJI uxxu?) <u oJjXXux; ^j-T-b EI3XJI 63+C- ^ujLi QoXa (DllUSHt) i_ajXuJI 3I <_flaXoJI oJ-P qax»JI ^^XixaJI ,JSxuJb f I3XJI l^l "i
03+JO 0X373 Jb ^ Lol ,41 CI3XJI 4A7SLs 6X0 90 ^iS’l 3I 429luxe allp)Lo 0X0 ol ‘‘J i^AiX^xill t9>JI xloif-l XJU ((12) ^^tIoJI

. Jxaii.o f^xS" JxxwJj. f^xll 03xf- Q-oXa ^xuJ ibaiio

uxjXoJI 9I I oo-a/vll {J^j: ol -1°XMJJX,. S'HXoJI 3I i_fla7-oJI udf- ^-tlJb Xrtfi i^ill obl^Xidl Jxo O^-^^ >b i^J^X-uoJI JiiuJb f I3XJI i53-i;:>l l->l ‘V 
.oJ 5332JI xUipI b9100 ^3 "purified water for reconstitution'll "sterile" >a7X_uxJI <jxaSo ^>xxcuxJI

(12)oxLJI

O9SJ ol u^b .oxblxJI 4i9X0; ulp3 tI3XJJ 4x79L7JI3 oxblxJI 9i;9JjJI ob- i>4xoVI olfc o^ (6-5) ob^UJI ^3 l^JI ^bixoJI 17103-LxaJI jS'i vov.
.I4IJIj| l-AjtMZJJ C3X03-! 4J-9+bo C2L3IX0JI

( 13) bxLJI



Jni:£rt)l 1>° ^->5 Lo>i CH^Lo^J ^80) oJ^- JjJj ^ OXo jy> 1^jJ| J_>J. f I3J Jj^Uijj' i-aIIo ,^1 ^ iixJJI CAAi' -I

(L05J 1 80) uJi- XpJJ y OXo jy> (&XjX? O-UIxn-i.S- 6jL> o^Lf- i,5jl-::,-ll) XfL'Ijj aiA.Xj tl^jJ JaLJI SI3.1U ^‘Lj^JI Jo.i.Co J+Xjulj uxilo iL?UI ouj’ -i_->

.ijloJxJI tlgXil \Xj J3I ,^3 l^J JaXaU'JI j\j3 jXaCU (jl ajlo^JI "L03J l3ijloj'3 <ijLa

oJI iJo\_jjS-))\ pxhjj 3I3JLIL agli'i JVjjb' QAJ L03J, 30 ULaxfll 6X0 jy> f l^xll ^Lj^aOj' u<a-9>< al<JJI jl_>§ ^jlS- ijlol,3-^JI JaXaalJI i-aUo /OXOuJ

.oLial^i&yi aix)

‘^S^yi oltj^joALo Slri)b)3 ajj^yi laj^jVI ^jOuia jbol^ cLloyij aJjLuaJI ajUuS" ala.Aa.aJl ajjj'yir aoJjuJI ix/lgjxll ajALaj^oJI ,alRj'-J

. SjjUAlji n 11 v^jJ^^aSLiyi ^S^aJI ult JaXaUaJJ aa 1 b a JI3 alxjALaJI ajj^yi cJuJXmJj ,0; l_JS^ ^jS- ihbjxS-^

(14)6jUI

OIo-lLrjJI £a ^^sI^jj. Laj l^ia JiJ Ja^aOj i_aJJc3 fiJ_Xsu vOV. Lajl^ 10£a/a?3 aojyJaMaJl aJliAiil ajLi; altajAij' J$+9 y Lo tl^J (J+a_uJj ^1

■aiiiinj^ll LbjXjgj oUulxzJI v-AAixaj (EMA-lin© extension) axijj^yi

(15 ) ojLJI

laJLJI old>?yi i>° 5I 1>° jLxjL ^3^1 aiaJJI aA-a^i? ^>UJI _>j.XoD I^lljxll ^yi oUl^a f-o -I

laJllll oybdl S?i 1^5 d^xJI tb1 >Ual 3I Ja^uaiJ f UJJ 3I JaXaUJ' ^^aJjiJ 3I J^lxi- gia 3I ga. Ul93 3I gjjy OL93 3I jI>aIaoI >Jco

ajtj'LcJI aS’^jaJI Qa 3I aaaJljJI ajt-aJI aalcua Qa i_jlc- flu o^lLxoJI [>0 il®! aaJL*^ (jl 3I oa+JI-*^ px£- 3I aj'J^a pxi- 3I oSi-omi ai^ll j^A+j' Iji -1
.axAUAj^aJI LsiXaiHj' ^53>l a^a ,3! ^>0 31

.aLa-uAj XLf- ail.C- Xoatl .^jJI xUI ^ y3lxia 0^ ol ■X*' ^IjJ i_tt53l 3I aJ3lxJ £3-0.xoa ail l3A4J |j| -2

.axxaaa ^At olo3Jj!a olf- cbj biajoAiJI ,oj lj| -3 

■ OAUAiyi olb ^a (o - 16) ojlaJI (Olial ^s3 oI^aaAaJI ^ ,3! f|_>aj XLt bxaa CI3JI jAaaai. saLUJI fXiia fiJu. ,J bj -4 

yi oxs. ^ (l - 16) ojLJI ^ 3I3JI ol^AAiiJI Qa ,3! fl>a| XiS- aiL9l3Aj| olf- J3-*<xaJlj olbJI (OXia ^-Oj. bj -5 

.gX33JI 0x3x11) aialll Qa oaaaaaaj aJ bxia ^ ,>JI axiajJI 0XJI3 ojLJI oxfe ,>o (I) 6>iiJI ^ aJI ^LiuJI (olaJI ^jxJI au-^o-H ^aJI gJai -o

.313JLIL aaiy- jyjb Qa L3J. 30 6X0 Jib 6jUI oXfc ^ (i) o^ioJI ^9 0J3I3JI fbJI ^xJI ojl^i LJl£- aaouJI a^aJJ -£

,LyJMl

(16)ojLJI

laJI ax3jyi olf’ oLoJjij ,>ilxi' aJ+axAij xio f I3XII 3+^' s?i cbaj xif- -l

,XiXa J;~a■Hi 0JJ0 |OXqj ^yxi-ioJI JSLuaJI 3I alf-bJI ojloJI XLf- -o

ol ̂A^LXAAAlaJ I3 pjS- LLxoJ I3 Jbaayi ol ̂XxalAOaJ 0^3X11 ajliI3JI3 C.Lu)l| olola ^ objlxaJI JjXJO 3I ,ab>iJI ^Lbi ^ JxX»J fl>aj XLf- 
JS" ouAia UuJI xL apo^JI agaJI iJis\^o3 >aiJuJI lift. oLUeuaJ aiaa^JI fuXaJ 000 ^Axxi' tl^al 3I aAAAjLAiaJI ol^XoaXoAo bJ Lw aAa3J3AJI

.ajLOAAiJaJI 63JLaJI ab.

. aJ b

Plasma Master oJa ^Xcii oau aAAjaa^aJI tsJ XolnaJI LjiUI jX-xo ^ j±Ju El>a| Jb ^ (bjiUI obi^>) sS>^' ol^^alAAuJJ -J
.dUj ob aa^xxII a^aJI ax5l3a3 ^jiaaluxoll File

aJixuxo aJxxoJI oyiLaJL gAj aj^a ojlfriA^ 1 EMA & WHO oluo^ fij.XaJ oaj. i(oA^LIaaJl3 JLaa'yi ol>^aaIuAaJ oyiLuJI vixxai' fl>?j Xl£- -o
,..ll oIaaJI aAAiI_p /v.xij •'gg'j ^Jalxl^ i^jbJI ijiUJI aAblxll o^aauJI ou.xa;3 ,a5Xa»a aj>b 03JAAj3 <LJ3ax3|.^XxaX

( 17 ) OjLaJI

,^.1 ..,yi oxb l_>a (7) (aJj (^aloJI 6J3I3JI ol>lU>Anil J3J3 0I3AAAI (_>AAa> aJUaxAiJ xxaj' 31 aiiaxAiJ Ajlc- xxXaa jAaaaj X/X>xl '-aJJiO fiJXSU oaj



(18)ojLJI

.(1 1 ) j ~>I^H OJ jl>JI CjLLLaioil iSLLo^JI ^r3 J^lAiil oJJLoJI (xuAJ \„r3 oi>lx)l iJ^VI jl^oJI &a>j

(19)qjLJI

tp iujJI Ji^Lidl .^ill i_aioJI ol unLc- (Allergen) a^LuixJI iy/y oU-^ojcJI o-° *£>**-e ,-^> i0^-
IcLC'^oJXoJI ^rv9 al>ljJI

1) pollens: Trees, Grass, Weeds.

2) Animals Insect & Venoms.

3) Food.

4) Moulds & Yeasts.

5) Mites.

(20)ojLJI

Ujl J iiu; ol ole- (13) ojLJI ,oli?V Ui3 o>ili»JI v^jhv 63jLoJI ol3l>JI ^Is- io^ioJI oU.l^iPi'l oLoI>pVI ai^J >ui-
■l/jI^^I &jlj v>° >e^

(21 )6jLJI

(j) ^xoloi f|3j oUUluu jLtiJI 10 sJj &xL, [#3 u 2004 ^ ^IWJI3 ^
.2015 iuJ tl3jJI JiiLuui Aijjo olo.l«<3 2013 iaJ JjJu*aU xis- iu3jU oLiJI oUI3j oLa*i*;3

ix^dl jjJs 

iidjjj^aJI 6jljl ^nibco i_y±vj

o La xl I

11L, m q oljj1. ° 
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(Check List Regarding CTD Submission for Drug Registration Purposes)

Section Module 1: Administrative Documents
Cover letter.1 .0

1 .1 Comprehensive Table of Contents (Module 2 - 5).
Application Forms (JFDA forms):1 .2
Check List1 .2. 1
Drug Registration form1 .2 .2
Technical committee form.1 .2 .3
Computer application Form1 .2 .4

1 .2.5 JFDA Stability Report Form
Product Information:1 .3
SRC (Summary of product characteristics), Labeling, Package leaflet.1 .3.1
Mock-up.1 .3 .2
Specimen (One Registration sample).1 .3 .3
Specific Requirements for Different Types of Applications: 
Information for application type (Generic, Bio - similar....).

1.4
1 .4 .1

Information for submission type (Technology Transfer, under license1 .4 .2
Information related to Pharmacovigilance:1.5
Pharmacovigilance System.1 .5.1
Risk-management System.1 .5.2
Other information:1.6
List of Similar Product Available in local Market.1.6.1
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).______________________________________________
List from manufacturer to declare the worldwide registration status: (registered / 
Marketed (date), under registration, rejected (with reason))._________________
Technical Contract ((Open part) in case of contract manufacturing.___________
Health authority approval of the latest Plasma master file (if the product contain 
plasma derivatives).

1.6.2

1.6 .3

1.6.4

1.6.5

1.6 .6

Certificates:1.6 .7
Certificate of Pharmaceutical product (CPP) according to WHO format Certified 
and Legalized.____________________________________________________
SmPC certified and legalized from country of origin (excluding generics).
Price certificates: (for imported products) (priced drug):

1. 6 .7. 1

1. 6 .7. 2

- Public Price Certificate showing Price Structure: Ex.f, WSP, PP, (Certified and 
Legalized): if Vat included specify.1 .6 7. 3

http://www.qistas.com


- 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 
hospital price (for priced drug)._____________________________________
JFDA approval certificate for the Manufacturing site / s (for the same production 
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 
Profile should be provided (for generic drugs).

1.6.7 .4

1.6.7.5

1.6.7.6

Section Module 2 CTD Summaries
2.1 CTD table of contents (Module 2-5)

CTD introduction2.2
2.3 Quality Overall Summary.
2.4 Non Clinical Overview.

Clinical Overview.2.5
Non clinical Written and Tabulated Summary.2.6
Clinical Summary.2.7

Section Module 3 Quality
3 .2. S Drug Substance (name of the active ingredient, manufacturer):

General Information (name of drug substance, manufacturer):3. 2. S . 1
3. 2. S.1 .1 Nomenclature.
3. 2. S.1 ,2Structure.
3. 2. S.1 .3 General Properties.
3. 2. S. 2 Manufacture (name, manufacturer):
3. 2. S. Manufacturer (s).2.1
3.2.S.2.2 Description of Manufacturing Process & process controls.
3.2.S.2.3 Control of Materials
3.2.S.2.4 Control of Critical Steps & intermediates.
3.2.S.2.5 Process Validation.

Manufacturing Process Development3.2.S.2.6
3.2.S.3 Characterization (name, manufacturer)
3.2.S.3.1 Elucidation of Structure and other Characteristics (name, manufacturer)
3.2.S.3.2 Impurities (name, manufacturer)

Control of Drug Substance (name, manufacturer)3.2.S.4
3.2.S.4.1 Specification.
3.2.S.4.2 Analytical Procedures.
3.2.S.4.3 Validation of Analytical Procedures.
3.2.S.4.4 Batch Analysis.

Justification of Specification3.2.S.4.5
Reference Standards or Materials (name, manufacturer).3.2.S.5
Container Closure System (name, manufacturer).3.2.S.6
Stability (name,, manufacturer).3.2.S.7
Stability Summary and Conclusions.3.2.S.7.1

3.2.S.7.2 Post - approval Stability protocol & Commitments.
3.2.S.7.3 Stability Data
3.2.P Drug Product

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

Components of the Drug Product32.P.2.1
3.2.P.2.1.1 Drug Substance.
3.2.P.2.1.2 Excipients.

Drug Product3.2.P.2.2
3.2.P.2.2.1 Formulation Development.
3.2.P.2.2.20verages.
3.2.P.2.2.3Physiochemical & biological properties.

Manufacturing process development.3.2.P.2.3
r.nntainfir r.lnsiirp system^ ? P ? 4



WW. - Wj, W^,

3.2.P.2.5 Microbiological attributes.
3.2.P.2.6 Compatibility.
3.2.P.3 Manufacture
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

Specifications3.2.P.4.1
3.2.P.4.2 Analytical 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

Novel Excipients.3.2.P.4.6
3.2.P.5 Control of Drug Product

Specification (s)3.2.P.5.1
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.

Justification of Specification3.2.P.5.6
3.2.P.6 Reference standards or materials
3.2.P.7 Container Closure System.
3.2.P.8 Stability:

Stability Summary and Conclusion3.2.P.8.1
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-

Regional information3.2.R
Certificate of Analysis for drug substance from supplier/s Certificate of Analysis for 
drug substance from Drug substance from Drug Product manufacturer.3.2.R.1

(COA should be Stamped & Signed, or electronic signature).________________
Valid certificate of suitability [CEP] from EDQM for drug substance [from each 
supplier] (copy)._____________________________________________________
Valid GMP certificate for drug substance manufacturer (notarized copy) [from 
each manufacturer] only if CEP is not available (not that in this case all drug 
substance sections will be required)_______ ____________________________
Certificate of Analysis of Finished Product Stamped & Signed or electronic 
signature.______________________________
In use stability according to dosage form (reconstitution, inverted position, in use, 
etc).

3.2.R.2

3.2.R.3

3.2.R.4

3.2.R.5

3.2.R.6 Photostability (if needed).
Raw data and chromatograms for stability study & for validation._________
Batch record for 3 consecutive production batches (for biological products).
Latest Plasma master file (if the product contain plasma derivatives).

3.2.R.7
3.2.R.8
3.2.R.9

CD (Electronic copy of technical file)3.2.R.10
Module 4: Non clinical Study Reports.Section
Table of Contents of Module 44.1
Non clinical Study Reports:4.2
Pharmacology4.2.1
Pharmacokinetics4.2.2
Toxicology4.2.3
ModuleS: Clinical Study ReportsSection
Table of Contents OF MODULE 55.1.



5.2 Tabular Listing of All Clinical Studies
5.3 Clinical Study Reports;
5.3.1. Reports of Biopharmaceutic Studies:

Bioavailability (BA) Study Reports5.3.1.1
5.3.1.2 Comparative BA and Bioequivalence (BE) study Reports.
5.3.1.3 In vitro-ln vivo Correlation Study Reports

Reports of Bioanalytical and Analytical Methods for Human Studies5.3.1.4
5.3.2 Reports of studies Pertinent to Pharmacokinetics using Human biomaterials

Plasma Protein Binding Study Reports.5.3.2.1
Reports of Hepatic Metabolism and Drug Interaction Studies5.3.2.2
Reports of Studies Using Other Human Biomaterials 
Reports of Human Pharmacokinetic (PK) Studies

5.3.2.3
5.3.3.

Healthy Subject PK and Initial Tolerability Study Reports5.3.3.1
Patient PK and Initial Tolerability Study Reports5.3.3.2

5.3.3.3 Intrinsic Factor PK Study Reports
Extrinsic Factor PK study Reports5.3.3.4
Population PK Study Reports5.3.3.5
Reports of Human Pharmacodynamic (PD) Studies5.3.4
Healthy Subject PD and PK/PD study Reports5.3.4.1
Patient PD and PK/PD Study Reports5.3.4.2
Reports of Efficacy and Safety Studies5.3.5
Study Reports of Controlled Clinical Studies Pertinent to the Claimed Indication5.3.5.1
Study Reports of Uncontrolled Clinical Studies5.3.5.2
Reports of Analyses of Data from More Than One Study5.3.5.3
Other Clinical Study Reports5.3.5.4
Reports of Post-Marketing Experience: recent Periodic Safety Update Report 
(PSUR).__________________________________
Case Report Forms and Individual Patient Listings (could be provided on CD)
Literature References Pertinent to the Claimed Indication

5.3.6

5.3.7
5.4
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.aS'>1lLU

.bJ yCL?_yj\ aSjjjiii yAC?jjJ\ Jp» JUaj XtJu uax^jj\\ iXj'L) 04?JI O-0 S-'LS' -2 

U-oJI jI(OJJtr (J<ax>_>lJI ixilo ci^sjl JjlS^ (>0 i-jL? "3jLaill ^yi (_>AXnjj l^Lo JJJ ASUiMOtj J.

^ qjjlj, axjLa]\ aSjMxil Plasma Master File ■-ilo ^xaj v^v Lojyjl o-Uiao ^4^- ^51^.^^^imioII 0^ l^l •4
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(1 )ojLJI

:giL«ajJI J-iLi cuslij'l fl^J JxXjji'

ijj jUJ ^ilidl OjjuI jjo-flJ I i_c I o 11 ljd£- pj ,fl3JI ^jj-Lajj CioLs i^uJI ,5 _y?\ aSjmI Q-o fl^il J,i>nl7 i—J-lo i-flln

Ojgjill oLLLiuJI oifc ^>J3 I_j.ilUuij OjLLsJ £l5iU oLluIjJI5 .JjXilio l^J

" ^JV g i i un 11 I y /\ I I i I I 1 U.o

'.pjlij cl^xL) 6j3 LaoJI 5-^uaJI /^5>5uJ oj-ulJL .1

g_'i^V I—IJllooll !a> ijl cl5xU (biObatCh giiyaii tJ ) LulioJI iL ^ GMP 6jl(jail dAou' -
.biobatch

.cjx?$ ol (biobatch g^^oi) is^Lt <J 5^5-0 Jil) UiiioJI iL ^ ML ojl^oi/ ^ cLxujj - 

,(oi?3 oO ^^atCLoioJI £|>iJJ CioLs v^l J3JI tLoxoL o-oJls - 

■ Lgio Ji” iJ53x00 Jj^03 xajtll v>o f >7^1 jLia^l ^isbu gxixaj 3JI. 6 33 In o 11 iit gjuxolll iij>lo ol '

liULoJI JI30JI .2

aLiuxlll gj.unV il£- oic-liJI doLJJ ^LuJI J33-0JI (_>ixaii ^>1 jj]y\ J^£inj3 .alc-LoJI JI3-0JI t^jiixil ^^i-lny E^iil alc-liJI ojLJI gxi-oi tS>o 
^o oif-LaJI ojLJI L/aiLa>3 olio ol xI/LjI ^xp ol oioxioJI iitLiJI cjLiLxio v_xui-^ ajLol axliol g-o biobatch iujpdl

.iLpLill ojlaJI u-it Oi?3 ol ‘t'l 3‘‘»‘ 11 3x1)3 ilplflJI ojloU cLul^xll oLojnl3oJI l_>x aj j[slo ^j.iaj'3 f I3JJI 351X13 _yy ^ i5>^^l jjLaioJI

iaojioj' ^53x^1 3>i3tii...ixoll gixaxxu i^joJI g;9l3oJI/g53xJI .3
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.OioxAoJI ^30^ I 35 IXiJ I olulljj 3Hiii'3xrUo3 3O01I Jo In.) 30.

gj a^l3j| 1_X>J 30*; ^1 Jlitb ol^ I jta lelA?**1' O*1^ ^ Batches aj3xjJI aLixioJI ^s3 aoijuxo.o.ll aoS^I O^ tioj. to
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,ax?lij| O'^xiiiij' oJt O'Lull 3J ^J.iax) ^>13xl^l3 ^3-1x0 3)3-015' J3L1 V3I ^ialJI a*jlxo3 1@JIoXxja)L) ^l^xl^l go ^334!! j>*xll ob o/l3ix^xuxoll 0^)3

:3 b511 io>3 3130) .7
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(1 )o.>LJI

.HjSfjb*J| 65+JiJI oJ-C' 5^ Is **J>*-II AxUli iJliJI olofrLtoJI jS'i >—o«j.

<iJ^i olj ^5oljLf- ,o|jJ<Lull J5JX15 1 JjiS"jj' l^o _>j<3JXLuJ-eJI ol oJb» jil ,0x0^! f jS*S oJjSjj<) £jLxJI _>jiaXuuuJI ,00*)! .1
.(Forte, Baby) JIg^^iJI ^ JjxS

.Okjj5\jji) cl^jJI s-ui"jj aJ>ljJI iif-LflJI jl^oJI floxoi .2

jxi- jI^JI jZxis (Injectable, Topicals, Eyedrops) aJb ^a3 1^1 £b-dl ^ abUI abUI jJ. jl^JI tL^I .3
. 11^ jJ I v<xS”jj ibf- LnJ I

■ ojiull Hjujj3 ^jJ^ljxxaJI JSbiJI .4

.fOjL 1U4? (Route of administration) c.iUJI flbfrj .5

rt I . g ill i 11 ri Qj .6

.(cuxij / J^uj) ixy^lxaJI fl^jjl Crfjb .7 

• villja 6jjl^JI ^jj^kiJI ij3>Lb.8

.(aabi/JI 3! iuJ^dl 18J3JJI) GJI3I&3 /iAiljAJI aSJjlxi\ 3!/3 13ji3xajiJI l3^» dULo ,o-ujI .9 

.dllj (Ojiiujj ^1 ax?3J3jJI olI^Mtajijuuj-oJ^ ^xtLkJ^ JL^Ui Vaccine Vial Monitor 03^3 .10

:Lb

r.^.g^nll oUl ol§LLaj3 6_>iJuaJI 0I34XJI3 ^<1 ̂ jidl lit L> oxl>ljJI olsLIiuJI 3I cixbljJI c-<l3Jjdl oJ-f- o^Lf-1 ^3! 0J3I3JI olo^LtaJI V

\joS Aj_>j-b<jVI isJJI 3\l 3 eujjjdl aiJJL objl a.iiiall oU>3-L*jJI jSUS

:cJl3X1JI -1 

jboJI ^xuj^I -1

■ QJxUb QxTjLo 3! 6^(3 6jLo ^S^L J^OJOjxuJ] Cits’ Ijj ^xS^xlI3 .^valsJI ^xoS1! -2

.ax?iL«aJI f l^iil Q/jb -3 

. O.I.I «.uJ..'J I pj)j -4 

,0X0 I -5.ijijLaJI aS_>jiJI 3\l 3 ^3 util I ^3^ dUlo 

:(l$jjll=M3 O3J bxS J-o 2 ojixo <^l3JJiU) 6_>xixaJI oUJI i9LLaj3 o^iixaJI 63^!

.jjSjj (JJO 3J^L SbtuJj) t^jJI 0! >*^3^1 t° s?3b?iJI 3xaJ*xuxoJI ^xol-1

.(Route of administration) c&JI £lbxf.j -2 

.ax^SUaJI fLgxil jvjjb -3

.aiuLujjJI ^93-4

.dUS LjxiaJj. Loxx? 03x*JI AAxo -5 

>s3jbj ^xol J3?3 Jb 1,3s ajubdl iS’_>uJI 3I/3 ^J3xolll ^ dUL ^xol -6 

.dLLJj .ajlixuj ^l iu?3J34JI ol^xixoJIj ^xtlbJl3 JLa-oSU vaccine vial Monitor ^3 -7
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O' L>jg 1» o JI ^^jJLo) 2015 AjL*juJ 6 j ^jjHuuuLf

c-o oas^oJI ojJL>IjJI 6 ̂ juajJI oJLc La <—L>o JI 
(2015 cju^l

6x._>pJI ftJfj5378 : m,. .111

: jI^aJI jj-c- 
: ^U^uJI jy^Li

2015

609 1
2016-02-01 iy^UI 2016-02-01

(1 JooLoJI

c|5 JL iiLuJI oL>LuJI Qf. ojls- ^ -(Summary of Product Characteristics (SmPc)u^uJ tl5JI go^xJ ^.xiU' v^v. -1
lift qj> (t) o^jiudl oJjl^JI olijl o-LiloioJI i_auL?5 Virr>jiill ^LLaoJI ^t^^S (^^loUil <iS^UjJI L&_>i>> (.joJIj cLuuxi^^JI i5oJ oXois-oJIj JjXxaoJI

._/jiaXluJ-ail oJ>laJI 6jillill tjlS- Lao cu^^xLxiyi^ ajjjJti] ojiJJL ifJaLxi^l o-Lo^LuJI V^iV. "2

O I^ACaXluLoJ I Jb» dl) O5 ijJ>l J J yj ajJ>ljJI^ ax? jLxJI (v) Si^9 <Mj) 1L-J o 11 O Lo j) 1» o 11 Out? I jj -3
• ^gall alg*** iiliill iaJ ol V^i‘^ asuo^ 1J3M '-9

L Qo^au. (Summary of Product Characteristics SmPc ) ()>JiaxLLuJI ^oiLa* (i

.LaJI fl5JI (a_ujI . 1

^>xjL' LgJ O^S” lj| >^5 iitUI jx£- jl^JI gj _ijr^JiLujJI^ oiftlall a+Sji)\ .2

.JLojCluj^I oLUajLixiVI .3

.fijk Looi? C.Mjdl 6_>i9 - >oJI ,jj> il9 jl £_><dl oLos^i _>5”j 6jsj^o &o f LLaf-VI ii^Jo 3I iaj__>Jo3 aS-_>^xJI .4

la.ii.? olt_>^JI lSAJ?| JL? oi^xaJI oUI-i

.|OjJj low? (QIXpuxuI ,lj>?LaoJI i_a35iJI JL? ajol> ^[io\xi^\

.i_>LLaLuj^l gjl^-o .5

.JLoJUau^I 5JI303 djoL? <Zj\jjXJu .6

.ilia ajiiVlS' fljxll (joLciialj aaSy? ulS- jj<)j X3 ^axLuuJI ga i5>?l obt>ljj 3I oiJ>ljLj' .7

uds- jjjb jl OUji3_/aJI3 Jal^JxJI iiS tjlS- .8

.c|jSi| i^jiS Jaf3III I.yllajii ^/jdl oViM (olxxlujl 3I oLf^30JI OjLs ^jll- 6_;J-aJI fl^xll jjj\j .9

.l^ii V-^^aJI AiobJI .10 

njojLaxJI olt^JxJI L)_>3 ga JaUI aiaiS* 0-^3 (jl "Antidot" aianill jLoa3 (axoxaJI) it^cxJI ojLj .11 

•’'UU "111 i-^-9 0L03-LR0 JJ4JI life J a lit I 13 <) ajrjiot) ojuj^s ajQ l-^li 01 dJ^ (OjjJJxII C^-JI aaSjSl J a ill'13 ajJ^dl oLaj£3l3aJI .12

ga JalsiU djol> ia3_>Ait incompatibility 63^1 oli-o^ d^l> J033UJ -dx?iLaJI 6_>i3 -dif-UJI ol3aJI :Jaidi-3 duil.u-o J^Laj .13

.ol^udl /031J1JI djtxOj duVioixll JI51ji\l| / Jitidl -(olixli^yi Qa cljii^l 3I Oj±*x>J 3-i^X-^iuJI

.(^3>tSjyi Ajv>JI/(>a5’LaJI/ijul^ll -(dilcuaJI 3I djjJ-JI -dJ3JI) ol3ijdl ,3x0^l)l3J3Wll dUUl dTjaiJI .14

.6_>jiiuJI >^v5 OJJI3JI oLo3laalJ dftxl>o _>>T jAjjli .15

: Patient insert leaflet) PIL ) d*obJI 6311UJI (v-

|J3 £33^03 5^.13 Jldv d<3i5Lo OsSj iduxj oUOj-aU dS^jJI b,^3^ dxxuu^aJI d-d 0WXJI3 JxxxuJI CI3JL dilsIaJI 0L03WJI qL 63U
.dJJj 3J34J SXXr Xu-3 Jidil 3I jj$JJ (J-o ji^y O^ollJ fiJlAi JL? 1^93 i^y^+aa JixO Od^-1 tjl U-^ .bi*Oi i^alf- d^j^-o 

.fI3JJI ixi 3I ^Ixxiixil Jjj dials^ 6^xiLiiJI 1 _>1j, 0! od-C* Ojl JUA03IJI i^xXv. xgjj.Xxj lJoj di U^x-^ju JL? ^3

:,3iL. 1/1 ^3 ^jlaXxxxLaJI L^alLad (joid-o 633I3JI 0'Lo3JjlaJI ,aJaXe g-aXi CxxXj dxxxUjJ dlixJ Jixij vjlf- 6>iiAJI 0>^ 0^ a-xXj.

<i'aal3JXxixj| L03 (_>->aX.i ut a JI ,qjxiI) 3* Lo -1

JxS fI33JI qS- 0393,-'ll 0L3LUJI3 Lit.xjS-UjmJ vnJI oyixJI ^3 CI3JI >yL-3 dxS^ oJI diUoyL ,i_-'LxLaxxoyI3 dx?iLdl d^3axJI o^±3
.dj^j^juxJI O-lxxll33JI

http://www.qistas.com


■ ,oa*jl) JLojujujI 3I J^Lu f L-tiJI J+9 -2

.. gjl^o -

.(oIj^ClxoVI o11oIlL>I_9 aj«3l> ol-

,i_j|jjiJI c| jjjJI cl^xll gjO oy>laj' -

.aj^mxxJI ojjj\j 3I ol*-«ocl^jJI >'L- -

.oLS-_^oJI 6jLl9 oJ-f" -

■ >oJI v>ic- jIjT L$J iJL«iJI ji£- jl^uJI iiJls -

-: (jn.*3li3 jj&sxluAidl (olxxiujl aJujia -3

.Si>iij«aA; J5ujjj3 Oiajj ajujia^ 6j_>ioJI -

.tljJI Js[jj ^ ^as^iJI s\ cs-jy’ ioajIjJI -

.4*ybJljl^|-4 

.ajL^^LcJI 0JL03 -5

.(^^iSJVI jj>JI .(_>u5’LaJI ,i_ftj'l#JI <^^1) UixL^ ^^jxuJI ,>xJ aiJLJI (>oiaij' oL>lxo -6

.66Jjl>JI olo^la/JJ **y\>o jjA "7
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www.qistas.com 

0096265538895 : f^l iox>
gjn?

http://www.qistas.com


^j.tl L-ii.i o iii i *
0096265538895 : fiUxJI 

www,qistas.com

oLlLIoulo j-txJLo) 2015 AjuuoJ 7 j ^j^juouiij J.al.o 
(2015 OJUUuJ fl^JI JjJUUji

5378 2015
611 : jI^oJI jxc- 

2016-02-01 loL^-Jliyjb

1

2016-02-01

(1 JojLJI

alijajuXj' uiit uJ£LO t|_9J ^sl JjAJuJ LiJJo OjjjXcJ\ oJI of / &<)’Uuni\ oJ^- -1

.clLxujJ JjjL»j_gl ol^ijuJ tLaiil ,^o >g-uji aj^Ij dLlj^ 0I5-L-U; (j*u»> 0X0 alcajxu

IjJb oJj\j>)\ oLikiJI XjJlXJI i—JJo ijl aJxXiUj' i_tdS- O(jtLnir t>^*£Lo JJO b_>J5 tl^J XjX^j v_-JJo ^Xflj XL£ "2
njpJjJI

. lybij XjJJ?JI jJUxJL) OJuLaJI iS"_>-ujJI ji/g JoS^JI |0^-&[9 JaJXulill X/XX)' jOJ.Xij' JL? 6jMll+o fl^xJI jJjjJ ixulj} fill -3

JjxJI jUlloL bjl^jjj^ LxluJI xL (^o £^iJI ajjS' bjlgjii (3L9jJj oJ5I oX<XXj XiO iixiUI ol_>o-U lJ±XxajJI XiXai fiJliu Xi-t o-ni^; -4
l^oJI Vi>rJ l^j J^ajLoJI __>!»iilill (juixlI

gj a-ui.ujj^aJI anOiXftll (jbvUI 3I Xj.XXxJI iixJ Qja lu&jj ^jlC- tLi cJ XjXX jJUjJ Xj.XXj jl aj£x3j jl cl^xJi J+XuAj XiXXIi I_jl_>9 ^>bJI __>j.XoJI jl^J. "5
. OUj

.^>LrJI ^J.XoJI _)\jSU. fljxll JoXjuU o^-b t^xicJI Ix4> ,>0 (1) Xi+JI ,^5 I4J jLiiuJI OXaJI JU> JjXjlUjJ I XjXXj v*Uo filial fill ,ttJ Ijl -6

^jjib" 0X0 JiL> O^biJI qj> 13 bobJI joKxil Lni^ oLioIaXxl ^Jl oLaJjilJI oX4> ^Lixl bjjLxJI u\j\_>ill Jo\(OXiuJ -7
•jl>4Jb &jb i>o L05J.

Ojjd J3I JjXoauJI XjXXj' oU-blio

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

Registration Drug department / JFDA
Applicant Name:
Application Type:
Drug Name & Cone:
Pack Size and Type:
Re-Registration File content:-

PageYes/NoModule 1: Administrative part N#
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.

Renewal application5.
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.
m IPHA annrru/al lottorc r>f frvr am; rinot. ro/lietratinn rhannac



\j. ui u//-\ cuppiwvui iciici o wi iwi ci11y pwoi' i ov^iou cinwi i 01 icii iv^oo.

11. Confirmation letter from the manufacturer that there are no changes in 
manufacturing process, method of analysis, formula, packaging material, 
specifications,...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, 
comparison 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.

Pricing certificates of the drug in accordance with the adopted pricing criteria. 
GPP from the country of origin issued by the competent authorities (duly 
legalized) according to article (6) of registration criteria & the contents of WHO 
format.

A

b

Module 3: Technical file
Composition of drug (numbered, dated and signed).
Approved 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 
according to the commitment in registration files):

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

4.

2. stability conclusion including the recommended storage conditions, shelf 
life, 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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(2015 ajuuoJ c/LJI

5378 : cluuJI 
: jl^oJI jxt

2015
615 1

2016-02-01 iy^UI 2016-02-01

(1 }ojLJI

AXjuiUjJI JI fluXu/Li) J-CX <<1111 [gjuXftj XiS- olixll CvLujI jsi ioljJI iJLxJI oliJJeLLaJI ojJk f Uu

.iucL> c.^' ^jVI3 (radiopharmaceuticals)

fu.xaj v^i _>-iXXJuiLoJI (jQJti ainlr- oljLipy olilicuuJI ojJi OJ3I3JI dlij (>£• ajAnall oUlll oLul^,^9 ijitixl J>?3 Jb» i^v9

. jU j ,ai iJ I ajix? I3 iiolt o I j jjlh

i^l | A 11 g 111V | a 1 Ij 1 A 11 o 11 i.l | *

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

,,Jj>^l vjdf- ajJxLij^l a.Lguii'11 ,o^xjx 1/10 I ajjj^^xi) I ah»ill ill *

.it^yj^JI bXo ±j,XZj >_9Xgj Ji^mill i_QIn ^yajio pXaJ i!rjilJI ohlll oLujIji ^9 i^lll ^‘L^lll 1^ I>

.Pilot scale is: minimum, one-tenth the size of the commercial scale batch

^VjuuoJI JSLdJI :Jllo ioj->l fil>_ ol l*-1. J-^xIij ^kjujjxjl J>Ij aJhtjaJI ojLoJI a^a jj^xH ^jJI Cihq.II Jiudl 3^1 :^xJjuJI .Xii^all JiuJI 
(1xiJI i>3J ^.yjJI Jjl3judl J^JI <,oJiljjJI C^Loj,>5111 i(aili^n.Jl3 ax>3-uJI) oh^iLxiJI j>aJI j_>»jJI 3J

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

Oub Jiilij oJLjlqJI ojLoJI fill aJlniJI OjLoJI jj^l ai^Jtxi fiSL>llI ai9 filj i^lJI ^VJojiaJI t^ijlJI Jio ^.Xilaill XuaJI J^.iij.11

>_9l.X&l aiig-o a a. Lai/1 3I CaSj aJlaiJI ojlaJI jj^l (jnif>u<)) JcjtoJI 3__p*iJI 3J ^^0x^1 JijllJ^ ga) aiih LoJ^hJI

iiiiljaicJI JlShiiyi ol '^5U5-® J^bllj I JlSLuJ^II3 ^UklI3 JjI3-U1JI ^Jlo cuCaLojJI JLixliVI tgaiaxj (j'yixi V axJliLo 31

. J3 La a 11 jj^xlN olj3l __*>luJI o|j

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

25C/ 60) ^^pxill i_93-I0 QtiUi) 0X0J hjijJJXj Alt 6.Voi»o)l3 oJX^jJI J3xiJI <wriJI illaiJI bjloJI :lgl4l> i93__>AoJI tiJLsjJI bjhJI

.(40 C/ 75% ) RH ckp^JI >*^1 ii-' 6xJ5 (% RH or 30 C / 65 % RH

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

:vriSl| l_)x> i^i 111 ojjhjill ol^jixxL

(potency) aJUaJI J3+9 ^ i^Jl^xll ^xoXujxoJI l3-n>l HI 3I oJ3^l °cl>iJI (Assay) aJliAll ojLoJI ixxS ^ _>iS’l9 % 5 iiauxi ^ai -1
.ix&LLo 31 i3>b> ioIxALujI XLC-

LgJ xl^ib aII __>jjljL/dl an LaxloJI jl3jdl J3U0' "2

ojLc-J <j\^\ 1O3UI :Jlio) ^^XuiiaJI JilujJL AaisioJI Cjli£>^Jxi\^ aJhjxAll olAnaJI _^iklloJI JixliJJ J34AII ^uIao ^jxAxi (jlflAVI -3
a_u;|3J axJh^LtJI oloxoJI ol^xiiil Joju, 03JO 5^3! C^v. “Ul jhit^l i>±*J loVI gj 1(0aS-_>oJI jljio icU^hadl Jlilll ol^xldl

JXxl.ll oxxao (ojjI3xlI ajjLbdl olii^yj jhciijyi aoxolsJ ^Jo ol-X^i ioL>j^»XJI aJ3xxxi ojhj >JxaIojJI aJ3xJ :Jllx)) AC-jluiioJI ol+lJI

3! idj»e>3-ooJI iOjjJ J3XAJI jLxJLa Jjiiioj ^tio^l -4

■ V J.ixci.11 JShldl 0JO3 1 2 J ^‘^jJI Jibuti (jiaoUJ J3XAII __hjL»-o ^3x00; SjJv9 ^9Loo311 -5

Significant change: In general "significant change" for a finished product is defined as

JJ Lul3_nJ-n ^xxjiiJI 3X1JU :t_)xl3-nJnJI _>JJ«iJI

http://www.qistas.com


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

.\_jjLgjJI IqK-'V olfJI oLujIjj olijJalo

liolaJI aJbJI

0uJu ajLLcu,3 (container closure system) o^LiJI oLuljj iojJuJI ol

IoAj.XxJI .1

qSLojj liiilill oliL&.uii' i^+:V5 lyJLgjJI jjaaixual} Jiill odf- oiLiiiu' oLlll fl>^?l
• Lojaj? jju&\ 0>5L; ij I all till a 11 g iiiil I

:£l3JI J-L&3 i_liXuJ.ilI vaIIo fiJXSU XiS- oLflil OjLujI_)J igtlaai VvmJI aiio_>JI QJJ I ixJI

Librtiio_>JI 6>iiJI ij-o J-xJI

cl3JI JjLX-uij' XiS-

XlS- Libj2\$j Hxio_)JI 6_>1qJI IxJI
iJiXjAJ-dl >a1Ld fXI.XSU

cLujIjjJI

oUJI 4*jjI
^uj! 6sv* 12

oLill «LujI 
oS- jluluJI

66

■ (i_lxul o Jalo LgJ i^jJI) aiillixJI Ojgjyi .2 

: oh-llx

6jUI vJI.9 (j}*}\ j>xJI olj a+LJI ol>oxiuaJI :Jlio (conventional dosage forms) Ji^JI ob .I
oJi. tjiili.B.ujj fxj,xiu s-ixj :LgjLil Lg^s ilbLoJI

oMaiaiii flj.xiu <-rxSxj iLgiLu' fiXsu aS^_>jLo alLalJI 6 J IcJ I LoXi-C- (critical dOSage forms) tu >ilnxJI ^jS- a-u^XuoJI JLijiyi c^lj .1_J

.LaXX jju&\ ijl AjJliil a 11»itlil I ^SLojj loMlil CviLiijuJi)l (_y> Jj^l uJl- ij li li» liiV villlfe (JS^i Cjl V-Xjj lij^l

:o^Ui (s-< + 1) OxiJLxU cl5JI JaXjxLi \iS-3 J,,xajq.-Jl flJXtu XiS- olxlll oLullg>lo.«i tjl '-^-L s^l >11 6 ,^l J.XJI>o l-N

Lib>91^' <ulo>JI 6_>laJI (_>-o JJxJI

cl3JI J+XjjJJ qS-
XiS- Libs^l^JI Alio__jJI 6_^loJI (^o XxJI 

J+XjujiJI i JJo ,oj.xnj
<Luj| jxll f qj

oLill ajjjljj 
xoV I aJjjjJo

^giljl 6j&jj 12

oLill OjjJ 
it- jLxoiJI

>0jijl 6>gail 1 2

qjj 6_>j_9iaJI au_o_>JI 6_>iaJI o^Lf- fLu ajx^LcJI 6xo iJixj pjj LfcxLfr <aPjLiiioJI oLiill o-ujI_jj "significant change1 >uij" JLx
.Xo^l aL^Jo oLilli iujl

to/Lilil a-ujljXi iolxJI oilxgJtlll -

uU Juj^I aL>lo oLlll aj»ulCajIS" |j| .1.tux^LaJI 0X0 i^.La.a.i.1 LgJLxSiujL XqsJ pjXtu ■-aXjJ .aj^llaail 6Jlo V aJ^^I ojU
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IjUif-VI oLrlsJ dJlsAll ojLJI QSjGlo O 111 Lai./l
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:2015

II ^.i-^Lo \ni; limx. (List of API Approved Manufacturers Jc^JI n^Sjj aJ>IJI aJLiiJI ooLJI iaJli .1
.aJLdJI ojUI j^))\ olt

AI jj ,,i ^ 11 ipwJI ag?H 6 jjLa aJluJI ojLJI g-L^oJ GMP g^iiiiailj bomxJI am _;Lo-aJI ojlgmi Lto ' COS/CEP-EDQM ooL^iaj .2

0>Su iji lilLtaJI ooLoll gju iujSr 6jLg-m <aJLjtaJI ojLJI ,0ml jS}J9 g^ivailI gj>a ol>i-c'3 ^iml 6JXX0 axS^^MiJI Jj-^-ll tS-^l O* 3I UtU-oJI aL 
life ol (^S^-aJLiiJI ojLJI ^xml ^ii. ^iiiitti jjj&j 3] , ai^lm^ JxjlII vol^” oSIjSxo 633^0 3! aix^o obl^ilJI olfc

(jajO ajfjXo gi-j^uvll |_>moJ l>o aJlaiJI ojLoJI 0^

QjJLmXo aiili' i^lflill j-

L> (3L9jl " aJLliJI ojlaJI ^iml jSju )) ^^^ftill 
.FDA DMF List

OW.

.eS>mJI isJ o-ais-aJI (Qualification Procedure) aJLRiJI jl^l ^jlusui oloii-l ^Uoj ^iiLuj ^‘l^dl >iaj»imjJI gmxo oL jl>9! .3

uOj-Hsdu aJljLaJI oolaJI gma-o (j-o J-na-iLo -4 
alkiJI 6jLJI gmoj zsu^laj. ambJI, Genotoxic impurities, Carcinogenic impurities &Residues

.DMF xjS Qilojlaoll olfc J>?3

olSL) oJ| 63Liu>l| 3! ,ICH Guidelines ^ujx>
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aj3 1 In n 11 ^‘U^JI pj.Xsu g-o (... ^Jj . CJ Lam 13-aJ I

oLL*J ^j'.iiipil I XiS’ 3-m-Jiim.alI g-mxal oOaxJI ^LLu ijLa-m oLiJaXo iLiL;

ojLJI 603^ l>aXaj ^XexxXimaJI gjXmj i^S aJ>|jJI alLaoll ojLJI g-i-m-o (ollcu XaXaaJI aiiS’3 3I ^‘L^JI ^ix^Xm-all gam.a ^>_>xL.

JoJI J33 LoJ ajLioj) ^ La 6J3J»JI ^Uixi ijamii iji ^jls- ^‘LgXll 3

,J-J-xJI3 gjLLnadl JjjJo igaXmJI gJ3m) aJLaiJI ojLJI o^Lt oxaj.^maJ ^L a

.201 7 aimJ airmail 103jVI 1—'I>++*^1 oLaiLli' a^m?

laJLajJI ojLJI g-i-m-o jLaXtl

aJI gXm-o jLaXC-l i_ala ^>a_m ^LLaJI ijJb J3-?3 i>° ‘mum^-all j^iLaXi^ aJLaall

:(2016 aim.I gjimi'JI gjl3a oLaXtl (^u-ml ^ (5) ^j l3Jalall Qjj (3.2)

£a ^3913X1 Loj »iLlj3 X-mJI gj.i.mi.11 jLa ^3iiLai' ^a xS^lill ^L^JI ^XgLXXuJ-aJI g-ima Ja9 ^a aJLaall ojLaJI gaLmj' ^3-0 u>Lf- pj' ^jxll [jXiiXaJI >i>ai .1 
Jmiaxll JiL> Iax>1 pj v^xJI iXiLLo^iLaJ^ (SMF) cS31X1!) ^^^xdl iJlLoJI/ gJ3-aJJ ^^mJ3JI i_aLJI oli3X»a pui'j oJ-f' amJLoll oLJiaXoJI

.^jXAaJI ^jla+Xodl oLm=3j 1_J| asLm^L I^XoiLiX^ L^iXALila Ocai' v^xll OiLulmJ^

FDA Inspection 3! COS-EDQM oxl^m ^.X-aX. o^i (1 j) aUttiH ^ J3I3JI aJljLaJI oxLJI gWxi gil3a olt ijXuX-aiJI >i3-aJ ^ imLnlmVI ,3^01. .2
(8) L3jaloJI ^ 0J3I3JI ixa^^aJI J3JJI tsxx»l (30 GMP oxL^iii 31 Report

.Risk Based Approach odt a.i.a aJUJI oxLJI gaimo gi^ odt ^ii.o.ll 6xU| .3

^lll .aUaxJI ga (Supply Chain) XiS^xJI aimlm .4

.2015 aimJ aj3jil| J^^mi' ^vuml Qa

.aJLxiJI 6 X Lai I C-i Lorn I3-03 ^jOj Lm> ga jJ) [3X1 Lu Jail I ail.o.C’ cIXj! aim Li-all ailnll i_93 3-LJI

(Supplier Approval Quality Questionnaire)^^aJI IxJ ^‘l^JI ^xaaxmuJI gx-aa Jj ^ xaXoJ^ aJLoaJI oxLJI gxma J^s pa oLoa o^LaXml .5
La Jfl^l ^jlS- Qa iiait lim^j

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

i>aXaj
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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.S Drug Substance (name of the active ingredient, manufacturer). 

General Information (name of drug substance, manufacturer).3.2.S.1
3.2.S.1.1 Nomenclature.
3.2.S.1.2 Structure.

General Properties.3.2.S.1.3
3.2.S.2 Manufacture (name, manufacturer):
3.2.S.2.1 Manufacturer (s).
3.2.S.2.2 Description of Manufacturing process & process controls.

Control of materials3.2.S.2.3
3.2.S.2.4 Control of critical steps & intermediates.
3.2.S.2.5 Process Validation.
3.2.S.2.6 Manufacturing process Development

Characterization (name, manufacturer)3.2.S.3
3.2.S.3.1 Elucidation of Structure and other characteristics (name, manufacturer)
3.2.S.3.2 Impurities (name, manufacturer)

Control of Drug Substance (name, manufacturer)3.2.S.4
3.2.S.4.1 Specification.

Analytical procedures.3.2.S.4.2
Validation of Analytical procedures.3.2.S.4.3

3.2.S.4.4 Batch analysis
Justification of Specification3.2.S.4.5

3.2.S.5 Reference Standards or Materials (name, manufacturer).
3.2.S.6 Container Closure System (name, manufacturer)
3.2.S.7 Stability (name, manufacturer)

Stability summary and conclusions.3.2.S.7.1
3.2.S.7.2 Post - approval stability protocol & commitments.
3.2.S.7.3 Stability data

Drug Product:3.2.P
Description and composition of the Drug Product.3.2.P.1
Pharmaceutical development3.2.P.2

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.

Drug product3.2.P.2.2
3.2.P.2.2.1 Formulation Development.
3.2.P.2.2.2 Overages.

3.2.P.2.2.3IPhvsiochemical & bioloaical orooerties.
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Manufacturing process development.3.2.P.2.3
Container closure system.3.2.P.2.4
Microbiological attributes.3.2.P.2.5

3.2.P.2.6 Compatibility.
3.2.P.3 Manufacture
3.2.P.3.1 Manufacturer (s)
3.2.P.3.2 Batch Formula.

Description of Manufacturing Process and Process Controls3.2.P.3.3
3.2.P.3.4 Control of Critical steps & intermediates.

Process validation3.2.P.3.5
3.2.P.4 Control of Excipients

Specifications3.2.P.4.1
3.2.P.4.2 Analytical Procedures.
3.2.P.4.3 Validation of Analytical Procedures
3.2.P.4.4 Justification of specifications.

Excipients of Human or animal origin3.2.P.4.5
3.2.P.4.6 Novel Excipients.

Control of drug product3.2.P.5
Specification (s)3.2.P.5.1

3.2.P.5.2 Analytical procedures.
3.2.P.5.3 Validation of analytical procedures.

Batch Analyses3.2.P.5.4
Characterization of Impurities3.2.P.5.5

3.2.P.5.6 Justification of Specification.
Reference standards or materials.3.2.P.6
Container Closure System.3.2.P.7

3.2.P.8 Stability:
Stability Summary and Conclusion3.2.P.8.1
Post - approval Stability Protocol and Stability Commitments.3.2.P.8.2

3.2.P.8.3 Stability data.
3.2.P.8.3.1 Real stability data.
3.2.P.8.3.2Accelerated Stability-

Regional information3.2.R
Certificate of Analysis for drug substance from supplier /s Certificate of Analysis for drug substance from 
Drug Product manufacturer (CQA should be Stamped & Signed or electronic signature).______________
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 
available (note that in this case all drug substance sections will be required)________________________
Certificate of Analysis of finished Product Stamped & signed of electronic signature._________________
In use stability according to dosage form (reconstitution, inverted position, in use, etc).

3.2.R.1

3.2.R.2

3.2.R.3

3.2.R.4
3.2.R.5
3.2.R.6 Photostability (if needed).

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