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G>. ~Blf1~.:1n1~ ~l'l~e:Jb"J'UJlru,\' CJ1 INSUl iN ASPART mo IU/<9) ML + INSULH\J ASPART PROTAMINE 
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··•·•···• ............... ~ ... 
2 IOAATROPIUM 8r • ~NOT(ROl i1 8r M()\ 100 DOSE 

-- ---------------~~-,.····· 
) 1PAATROPilJM 8<JEN()T(AO_ H8< SOLUTiON 20 Me 

········-----····-·· 
Q BUCE~CNIOE 100 ''(~ 11-.">W,ER MOo 200 001~ 

O~OESo>;l ~~ 64 MCG/1 COSE NASAL SPR.W 
rr~\,t: Ml\lll'riU \r'l\l~ -q,,," 

- j(:;; • ...:,.,r,,.., -. .. v-:-1 -to:-,-,-~,-,'J ,'!u-,-,:-•• -.-~,-:~:-,:-) ;,-------+-----w.;o~·; · 

(l()IIAlEPAM 0,5 MG TA!llfT 
~r~u" hJA1hi1.1 ~-.n~'~ Ho..o01sax1<h 

·-

O.S·Y2 I,COO 1.11. 

10 0 -S·SI) 100 Ml 

12 ().~.VI ZSO Ml 

\l 'f>.s.w soo,..,. 

10 DIPOTASSIUM CJ..OMZEPA.TE 5 MG CAPSUlE 

11 l OAAlEPAJ.I 05 MG TABLET 

I! LCAAl EPM\ I ~G 11\Slf"' 

quy: nu·.~,;f.~:fZvl i!U{:-~i-~~:u-;- -· 
\9 1.4.ANSEA,"' lO MG TASL€1 - -- -- --.. ~ - --
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"'10 ~ ;}u,{\J I ll D I'I~f'l \'1'\U,~~ Q"''i\'n 

7,}o~ 15'\atu 2 ;~n, ,hhn'"': l"'ul'",-,-."'~;.:-.,-;,\:-1 ------- - -···- ------:,-:, , :--,.,..-+, ---t 
-1------------- I 

h'\lu\in hu/"''UIIH IS.O~h:a~nc iJ\tu\\n (30/10) 100 1\J'I ml t:>£N~I \,l l M~ 

~ ~~\nn1auun•"'"""l ----· ... - . q": ·--~~~~ .. ' ''.;"' <lul- l uoi~,.;l ····-·-jf------"-'·_·'_'·,+----l 
n Julin nvfl'"•l~phll\e ill! vi;, fl0{10) 100 ~ul l n1l. ~!J'<flll l Ml i f · 
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JU.""'' 

U .Y\:Jc\\ 

24 611\D(t 
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1--+--··-·····----------------
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- ···· 
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;ti).JlC•10'J 

---
101 ...Ml\ ~\11,1: . IH)'\U tHJMlt"'lhJ1 \! i,f)Cil ~ -~~~ 

;(, , o, S\.liv 1 ~i:li\olll \llb,1n~ !f1lll\ 1,04 G.·'_•v_'f-----1 

~-~-----------------·----------~-ih·-'~"'~'-"-"-"-1__,_"'-"-~-~~\~~-''-:'l_u_''~·----------t-------'I_I_. A_~_I ~-------
~\j: uD711ll\\.l'.:i '"hhnt~~M 4"'1rn 

····-··-- - ··- - ---····---- +------i 

l~ POLYGEU'fE _SOLUOO>f IHAE_M_~_C_E_L_I _____ _ __;, __ -f---:----r-:--:-;---:--;-:-- --"-"-'"-"- ---,'------.,--- r----1 
I ~i-u11 : ":;,.._;\ ,h(u, , •• ,., ~,nfl !o ·1'1" 
~~-~;~o'"',..~u-,-t,~, ~-.-,.--u-,.-,-,,~ •• -,-,,-,--------~r-------,s:-,-.~~-.+-----1 )7 S-6t8UTAMOf. 100 W.CGIOOIE MOl. 100 CXlSE 

I ~"'ll!JI e .... "u 2 .iin'~"\1 ., ,.1'\IIIOi tt~~I'\N·;; taDhln)l )8 .)~1'1 
l---t--------------------- - +---=-- l:----;--c:---7"7:"--------11--- -----t--

!~U : f.i'I' Dl\ Tt1~u,.,ano;o. ~,.~,. t l6 '.Y't• 
~wo• CVJ{\J 1 ~ ~~ At~ ri"l;u, lunAnt~~~~t,.;;·jl t10.9lf1~'~ 

)9 SOOrJIA VALPROATf 200 MG SA u aLfl J4?.8,1l0.IO"s 

q"-..~ "'"''J .n~t~ ,hi1n~ 

q\J ~ !:i ~ili'J 101.-tt.G\t 

01 ~lJM VAI.N\041 E 100 1.1~1.\L SY>IUP 60 Ml. 

41 ~H~l.E W,\Ti_~ ron I.';'J(cnoN 10 Ml. 
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12 BACLO'!N 10 MG T.>.!LET 

a!ICMII(XINtO S MG TA9LfT( .rullm) 

II 

16 ICAI.CI\JM CAA30o'<ATI 1,000 MG IASLfT 

II C"'-ClJM CA~90..._H 1110 IJ.G TASLH 

'0 I(Ol(H!::t<C 0.1 :.-c TAOI.fl 

i 

- , , !w•M><noemoc:EJ;<i:(;21-~~8i:~r -
l--::--t:·= --·-;:u;iA8~er ··-···--

:_~-~-1:~:::: ··: ~~~ --- -·----·-···· 
66 (l()P.oM~IE H(l}IO r.IG !NJE(T/QN. lO MI. --...... ~-------·············· --···-····-·--~---· 

67 FEAAOJS fUMAAATf 200 MG TMLCT L __ _ 
68 ~OSE S(i'IH~Jf(TON 5() ML 

-:; ik"T~~SON~~,,;;~C~T~ 
l 

70 !«<SCINE 10 MG TloSLET 

11 I ACTUlOSE IYR. 66.7!0. 100 Ml 

7) LOctAT~nw£ 10 A.tG rA!u:r 

111 rMr .. \tH~uM SUL J:.A.TC. ~0 ~I; IH : ~CfDN.] Ml. . 

7S MECO&AIJU<t< 500 MCG TABlfT 

·--- ·-
~\I~J: ~\ii:Jfl 1h\lll IHjl, 1hri11 

~u'\i1.1r.~ <1'S .I7l.,~n 

·-

UJ .. /10.10\ 

'\7 ~ . i~- ......... nnlJn ;; 

J>m'V 
..... ................ fliilJfl'l'J 
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'S"'f\"\ l,\Jtl:t\1\~UO/ 

1--
M PAAA(rfAMCl lOO 1/.G TABlrT 

85 OXYTOCw; 10 l\J. INJ(Cll():< , I ML 
th1e.1. Ou!O'\u l ~o,t'd.ii . ~111,. 

4'\rJ: \t !'\,;;. ~ ~,i\11 

~' 10~ o·"·v··~'cu·-,-+-o;I"-,-, .-:~\J-,.-"'-,-oi"'1:-n-:-ln-:il:-n-:~-.li:-~-,,n-n-,h-~~~j-.. 

I~U.-/ I OOM!p 

------+-··---
18So.- / IO<b10') 

- ·t·······-·""'''"''''''"-·-----r--·----
I&O . SC/ ~Ik iO'S 

r-· ~~\1~- \DI'h,M Ll,J .i\til'!l''l (hr\~ 
tf1 10• Sll riu 1 \t~.~~i'n\n~ ,\),.,X~ Q ,,;~ SU ·IIOO .. Itrt 

-;:;;,;;g;;;;--v -~ -+:h-J-=-;;,-hi,-v...,<""•f'.-. ----
1--1-- ----- - ---·----··----.. -----f-·-;lv·,; o,;.Jno! .S ·i• 

lf,,l>., J\urv 1 \~ ~Du i' ;e<'.,;u hi ,~;;" z,o_., ~. , crt 
~~;J"u-;r.;-;· ·· i:f.f.,.c • .i~...,,:-::_v_7q_;____ ... ___ - ...... --,-,0-."-;-o-;;;;r-- - -

ll9 SODrJM BKA'U!.ON>\f'E 300 MG fABLH ---------~--r----q-,v-t·-·- \ unv\o,\~~;r.l1 L!:I\Iti1JJII)W"'HI\\Y.Uc,-,:-. ,-:\·n----+-----.~-.-11-000'-!, ,__ __ _ 
1--:c?oc-·-t-500_,.. -:,iJ-M""· Oil--Ol\4l.,....,.l- }-oo-,M<;-:r:A!I,-:-LET- ------- ....,..-- - ·---:--;- --'----"'---------·--•• -,•M- - --'--,.---- __.Jl.......--.. -

9l 1 ><AM'NE 100 MG tA!!trf 

th HH Suliv 1 "i1J1R 'lhhn ,,~_. ~,,,"' 

=~~ ,tt.~ .... rf\\ n ~ ll1 1Hn.a ~,r,A ] )(),.,1\1)0..110'1 

9n TCLPc=E kCL lO IMi fAeL I r 
•fno~ t:un\1 l 'h''"'u ,.,, ~EAA,, 

~---A~•-·•••· ----,-+-----,0>;-\i;- "~~;;(; \~~,~---
~~·1 100..10' \ ---- -+--.. ·-·-

1)9. 10J ) Ib.)Q' I 

96 TIWMOOL >1CL lOO Mli./1 m!INJ(( HCN , 2 ML 

10 I AIXLO'M )00 MG JN.JfCnON 

IOl A(I(LOVlR 200 MG l AliL!r 

~nu~ i tnit.J I tLHnuoin!'"''\"n~t h!~ 

-;;,;-,:;; svnu ? h.l~n·d~ '$'"~'~ 

~uv:. \\)u,,fil1 T1~ t\1. 1P.1i~ ~lllfl 

lOO ·l'iO Amo 

110.·"""' 

14 .·/ IOsiD'I 

~5u9i;l hJ~thiu ~ "~f'l &A· f tO.. HT• __________ .. ,._ .. - .. - - .. --------+---cc---+----:,-----~--------i------+-·""'-
~'OIJ:: ;;1'~R ,-{l{Vl (l•l'fl ll\1\tO{Vfl i'n l 1i . 9~)t 

ri"n.~ { uiv 1 n,i,Sr.-t \$-wi~ 

IOd AMOXI.:l.L~ 400 w.G~CLAV\JLAI'.IC J.Cif> ~) MG POv£fA-fer\QW- -~:::..._·-··· i\~:.~.~~~ ~~~'\:til~~O~l\,.0~ (G'J I,nnilltt-rvriliul) 1V!h1A 

j SUsPEN~IQN ,l(».UJQ$7 MC.l ~'l04 0\.tiv I ~Lf"\Jlhiu1ii.H Of> d,,t,._ U'XI/"t l A 

---- ·--~--- ······- ~-; ~-~"j~-tM\ 1\Df if-Sn~.Hi l ( L\1UI~~I\~/iu \h{:J 1) l .. #V6011D •IO't 
105 AJJ.OxtCll'-'1 SCO ~X,-CLA\o\JI.AN:( A..::m 125 MG l AB Lf'T 16'JS t.'.G) r-~,~,o:· Cuiu ' ~ve~~u \t 1iiJ'7~nn n~\J~···i',.~ ~,nt~ no .. JJ Odo·, 
IC6 AJJOXJCll.UI'I 87-~-·~-C~l-A_V\_JLIJo> __ C_ I_1_1_t.t_G_T_AB<._o_f_(_l (,1.- 11--·--- 1--- ,;~J'J~ il~ I U C ~li 11\i'\n Di 1~~~~~;.ij~~;(~~ ------~-W--1 ... -1-rr-J, - -----

)01 ~lhyl sa licy1 a1e On.lmenl comPQ~Jr.d (A.n a. lte\"<. &.alrr)25· .)0 ()M 
~'C'Jt \\Jihhi~ 4"'~ 1,000.·1100 t-.Lta~ 

ah~o• l..,;\v 1 ~ \6~ ~~-'-=-~-~~-~-~~~ .. ~------------+---'-'-l_OJ_"-""-'-'-''t----
1-1-0i-+C_i_FCI_N_•R_to_o_M_G_c_A_P_S~_-_r _ _ _ _ ___ _______ _ . ~--~~:_~-!~-U'-"'-h.,.iv_'..:.V.,;"~";-";-'l7' o_··-------+----'·-''-'·-~_, .. _,_•-!• - - --! 

( 'J'.I t \W\\JOh'_,'"l~n ~l &~~ 1~0 . ...11 ~•1 

l. 'l ,i)o 5•li.v 1 \l.il . "!~~-:'_~.~~.~.~~:~~~-~-19-:6:-9)_~_,_~"-----+----'-'-"·-·'I<M>--•1----i 
t(,,o• Duiu 1 '''"~"~· .~. cr. .\i . ; ~~. llr.b\l iU1• ili llO.· ' •o.. ... t 

t--1-1 0-+(-f_FO_f_AJ<-.,.-,-~ -~-G>.-11-NJ-!-G-, 0-,--------------+---=~_,-.,-,--l-:i1:-. i::-,-."';n-. ..,.-W- D-I-,-,.U-:!-:-ri o94?i_4_vf-. --- --- -.. ~--~;-l_J-,.._-,-1, ----! 

Il l CEr:TA.Z OIA.lE 1 GM t.\jJE;CToQN 

112 CE ~RI A.;.(t.)H t: I GM INJECTION 

~-- '----·-·--·---- - ---

19UOIIQ>....al 

~''J : ;: ~~~-" thi :.n unl;r. ~ ,h'l'Dhm~-1'11 

\h101 VuAv 1 ' \'i\ll i\t1;l1y ·,nitnG 
-------------~------1'-----1 

J110l 6v<t'u I 

\h11n &v-.:u 2 

ti i\. f\ff'\ oii\\."'J Ol'\1\Ui ~ (19~~) f!_,fl~ 9SCi .,SO b':)tt( I~ NI 

•tMuoim.rr.~•O'" I!.·A"-.-;;:;;i f---·-··--

u-.\>'lf,"~'"" J-ofn //. • __ 11~\'J:~ ";',-~£!'1'1.~ 
IIO'"""""~,i~ l,.)n D' ~' ~" f \_ _./\ ·~r.~ ,,· 16lM"""I tml "] 

''17 /~ 
.1~-::~ .... ... nc; ;JJm: 

L~ 
.... /~: ........... ,.,.fi*l1!JfiT"i 



12? l AT»lO?AOn 0.001!4> EI'E lli\CP ~. n.Ol 

\ )0 Ucx:::x:AlNE 2 ,~JE LLY. )0 GM 

\ .ll LIOOCA'Nt 2 .,_ '-'lSCCUS . iOO .',.IL , 

Ill 1/.(Tr;QNIOA.ZOt.£ 0.5 .. 1N/(C TON IOOMc. 

_, ___________________ _ 

\ )9 St\.VfA SULF.Il.:KA.ZI,._'( 1,. CRf..VA. 2S GM 

1• 0 Sn.V!A SULFACI/.zl>;{ I '!to CIIOU. ~IOGM 

1<2 TIMOI.C\ MAI (ATE 0. ~ .. EY£ DROP ,I ML 

'+;..-----
.............. ,, } "'> .,, 'fl"~ ·;-r ........ ..... , ...... i1 

~J'ft-1 
······~···· !. ........ .. ...• l ... ...,jfi1'5 



IGO IFfi<OF IBRAH 200 ,\'<;CAPSULE 

:-~~ROIEJ;.'~E 2.10W.GIU.YL tNJ!CTIOtl, ZS MI. 
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( -

Insulin Aspart E>no%+ Protaminated insulin Aspart l;'llo%,10loo IU/ml injection in E>n ml 

h-ll'lt.J1tJ16'1\9l'i~fll"aYl"!le.J~ B1biHJ\9l'a ~ n1'iYl"!Je.Jt;1 ~~'\lil~1.ltJ~'j1"!J5TU . 
IOl. iiBt.J1 Insulin Aspart rno%+ Protaminat ed insulin Aspa rt 6'llo%,10loo IU/ m l 

injection in 611 ml 

"'Q"'1·1 I§J. flJU.Jjl.J'U®'Vl1 u 

l!J.(9) "J'lJLb'U'U dJ'WfJ1tllbb'UI'U~:::n e:J 'WlJ'JlY'l~1m~B ~'lJTJ'U'U ~lV.-r'\JQ\91 
" ' 

l!J.l!J ~I'W'lJ'i:::ml'U 'lJ".i~f1B'lJ(;)·wv1-:H'Jl Insulin As part Gno% bb~:: Protaminated insulin Aspart IIllo% 

(rJI'l'l1~'J'W m:.ni) lvwijrnllJL'Vl.l-11'U &loo llJ/ rnl 

tv.m fll"!l'U~'U'i".i'il U'J".i\JbJJn"!l'U:;1.J".i".i'il~ni:lrtLJ·n~'illfll~fl'11tJI'lLLfl'J LJ~:!Jllil ':i hT' ml ~~1·tf~-n.J n\J insulin 
' ' ' 

pen 1(1)B~l\lb VI:I.Jl ~ i.'ll.J 
' ' ' 

tv.~ Qrtln - "J:;LJ~tlCJl'Vl~tl~tlfll"Jrll ~l'UU':it:f1B 'Uiii''Jt.Jl~1 AfiJbb(1:;flTll.J bb ".i-l b~'tJ'VitJ~\il l'Ue.J~\?1 ' ~ 
tV~ q ocu !LidoC. '-',d c:.. 

l 'W?I'W en CJ Lrt'V'VJ::: b \J CJ'U\ill".i'U 1..11 Lbfl::: \il €1\l:I.Jfllb!iltl'W fl1 ".i bfl'U'VJ B ruVLfllJ tv -~ B\ll'11 
' ' " 

b"!lrt L~m'l11i\iwiJ'UtJ'UU'J'i'ilJl ru•Yi 
' 

- 'U 'Ull'l'U'W::m".i 'iltil ".i :::'U~mnv~v~vnl'~Al ~l'U'lJ".i:: nt~t.mG'l:::'lJ'4ll'lflT1l.lbb ".i\l'lJ€1\lCJl 
' ' 

bfl'U'V1 ::: b urJw•h1'UCJ1 LWU~!:4~V1 1u~c-J~\ilbLfl:;1uiue:rwl ·Hil'lb<il 'U 
' 

m. ~u~'Vl~ ~bYlJiilrl 

!:4~f11 'H1':il'ill'bm'l:::v11'1ruJl'l'vHiJ 'Whllil' l :W Fin ished product specification bbfl::: Oru ~ substance 

specification ~eJ'l~B\l'ill n bf1~"!l vil-r'U QtJ'Ub&1 tn n'W ~., l(;)\lm1::: b iJ tJ'UCii B~l'U n~ l 'U fl ru~ n 'l 'Jj.J f1 'l '~ vl'Vll".ibb;;l ~~ t. 'I 

m :;'V1".il'~ i.'lln l ':i ru i:1'll ~.:~tfb.n ~'li\9\'l ~u~HB'1.:~ B \lv'lv.:l 1 t; t~ou\;~ b Vi EJ'U b vil'Vl~ v1 'Vl:l.i rYi ~~ m ~m~ 1 Vi t.J 'U L vi1 ~~~ 1 tJ'W 1 LJ 
' 

rn.@ Finish_product specificatio~"'~ 
I 

fH\.1 £'ll.IU~vn:u 'Vl fl {j fl !- ...... -........ - ·-·-" ..... ,_.1_ .. _ .............. - - ............... _ ................. . 

[ (9) . LJ1mruiii'lm~1Al1J 

tv. Identification 

rn . pH 

; - cr::'. Bacterial endotoxins 

<f. Sterility 

~<t.o c.Joct.oo/o of the LA of Insulin 

Nfv\ f 0o LU/(9)oo insulin aspart unit s 

i Wj'EeJ li..! , __ _ 
b . Zinc content : (9)b cr::'o-lvh~o ~g/&loo insulin units 

! 

G'll . Limit of hi~h molecular wei~ht i f'Hv\T Gi .r;n % 

proteins 

~ . Insulin aspart in solution L<:J~.\•J-mb.o C1h of total insulin 

,..... ~. Re l~t~d-~~bsta~~es LBL<J~isoAsp insulin aspart : NMT (9).~% 
! l -Desarn ido insulin aspart : NMT loJ.rno/o 

1_. __ __ ·- __ ____ .J -.. ~ ~ ~~t~n ~~part r~lated i mp~rit i~-~ NMT ~~%_ .. 
(9)0 . Microscopy test (Sha pe and size of ' m·1'ilt:nu 

l. crystal) I 

i 
-~ 



~.JJS S. !.!_b~ta n~g~i ficati QQ; __ -

VItlltlbVI~ - mru~~l'lVI::: bDt.J'tm~'lnTH')tJ (waive) fi'1"J<11'il~?le:l'\.Jlb~'1'~l~~"i'11JnT~11'11~~tJW;'!I').:lbvmfl'i 
' 

V!~ n~ltJ~ 'ln~ l l ffil'1-r·u mJ~~v1"l u 
~ , 

- Drug substance specification ~'ill'iilll'illnluiLA'il~~'lJB..'l~t:J~~ drug substance V!~vlu 

itfl'il~~ drug substance '1Ju'lert:J~ IlW'1~l l~~'i\J wtl1Jlv11:nJ''U vt~.:J ~-:~iJnl'ilil'i'l'~llfl'il~~fl'i'UVln 
' '(J \1 • 

~l'ilvVirhV!'Wrt 

b]eru1't!~tJ"l 

®. ~1 L tJl.fll'V'l~·lmvmn'i nl'il(iW'UntJrul\>l~tJVl~ L'Ut.Jw;hhJ t1 ll ~8~rm..irtJ 1 utb::; L Vlf'11 VI EJ LU1~~lLLI'l~(declare) , ~ 
LLVI~'Ic.J~(I) 

(9).(9) LtJ~ll'lb1Jn1'i~tJVI:::ti1t~u~l-rtJc.n (VJtJ.b vm.m V11J<r LL~lLt~n"Jru) 
®.(9).(;) lumru~tfhJtJI~t:J~I>l11JtJ'J~b'IH'11VltJ VI&J rf.J ?i.:J VIti.~ 
(9).(9).\v 1umru~t\Juur'tlrt•urLy;vm'iLL'tj'l'tJ 'i'i'il vtm~J~~ 'Vlc.J.rn , 
®.® rn lumru~tDtJt.JlU1L'Ur~1m11.:~th~tV1Y'i 1-1l11CJ~-:~ VIeLe;( 

(9).\v 1 tJA1'llv~tJV1~ tti uuc.n VIEJ .®lf.i.(9) 'U8-:JtJr~L(\tJv'ilA1 V1~m.J'i1tJG'\:::t~h.il'l~·J.Vvnr'imtJA&JArum'V'l'lJv..'l 
' 'J " ' 

t:J~~.n~u'l'l(l)l&JYlCUtJ'YWLUEJtJ (finished product specification) LL~:::.UvnlV!tJAF)ru.fll\'i'lJB'llVl~(;)'tJ 

(drug substance specification) m DJ~v~i:;;V.ll.:JrnmJ~U\.J L L UG'I ·m r)l'IJ L yj &JL ~h.J\l:::~e:J 'lll tJ'tJL vn(i l'i 

~lLUIJII'V'l~rt.Jn T)"tJmLnl'll (EJ cr) lJI'i"l{m.J fin ished product specification LLC1~/V!~fl drug 

substance specificalion 

l!J. LeJn ~ 1 ~~tJ ~eJ 'l lJl~PJ ·a;nu nr ~e..~ ~ 1'1 en ... 
\D.~ n'aru~tJ1e.J~~lutJ'i ::LV1A1VltJ 

e:Jt:-J~~l ti1eJ..'!lJbtlfl~'l'i'jtJ'i el'llJlv1'a~-~Ufl lir:.J~(;)~ j·wmm~nLnt'.J"'hlt0:::lG n'l'i~~tJ flT:ic.J ~IilE.Jl PIC/S " ., 
Pharmaceutical Inspection Co-operation Scheme) l~fmti-w.nu PIC/S ~a rt icipati r•g 

au thorities 'Vf~vi1Lvmn'i~\.J'i t!-:JlJl!11'i~TUnl'it:J~I'W11ill:WVI~nLnru'l'lLL0~16nl'i~~~1um1t:J~\l1f.IT·lm'l 
~1U n ~IU R ru:; f!';i".il.J n l'i eJl'Vll 'i LLG'\:::f.J1 m ~Vl'Jl -:!~ l5l'lru~·I.J ; '! n 1VI'WI'>1,Y'U ll'l EJiJAJlJJ61 e:Jiil~l~ e.l'l Lbfi ~ , 
YllilL Vl tJlJfl'\.JV!~ mnru•f1LLG1~16 fn'a~m '\.Jfl 'l'it:J ~(I) tli PI CIS 1 tJV!lJll'ltll~ l?ltJv"U1tJmJUci1t'11'1\flll.l'iB'\.Jnl'i , 
~'i1'il~'fl'\.J 

ID.k:J mru~ L UtJtJ1UWV1~1lnvi 1 'lU~ :: bVl\Pl 

~ t:..~fil'1vlv'li1Lv nrt1'.i ~'u 'i B-:JlJ 1r.1 'Jfjl'tJ n r'i e-J~ 11w 1\Yl llJV! ~ mn ru '11 Ll(1 :;15 nr'ivi~ u ni'i e.J ~ (i)f.!1 PI CIS 
" .. 
Pharmaceut ical Inspection Co-o perat ion Science) hicJV!tl 'W·li'U PIC/S participalin~ 

authorities Otl'lJci 'I~(;)G>lllJ 'ifnJnl 'itfl'i T;;J6'1rl'tJ 

Q1.be:lfl~1'aR illf11'W"Ue:J ..'!tl 1'ifi b61\Je:l".i1Fl1 (6'\'1 b \J lf11'Wri1tJ) 
' 

rn .Gl t:J(lnt'i(i)'il'ill LA'i'l~~~Rt:Um'V'lt:J~(I)nru'l'lt.n~h~'il'iD'UeW4t:J~I>l (Certifi catio n o f analysis of Finished 
' " \1 

product) 1tJ~tJEn~~·:JLU\Jiii'1mh-:J . , 
~n.l!J F..JG'\fl ' 1'i(i)'i1\llb~l'il::;v1f)rufii'VilVJt~WJ'\.J'lJv-:J!ihtn~rAt::~ (Certification of analysis of Dru~ substance~) 

vh 'Ill u fll 'ie.J~I'l m~u~~ ;J L tJwr'1 e:J eJ 1-:1 ~\l'U e:J\l~ C-J ~ 1'1 c; 1 Ll1:1~e:fe.J A~ll'1t:i&1'tJ 
, \.! \1 "' 

rn. rn L vfl611'iV!~ v'Vf ~ nJ] lUU u rJtJ m llJ~m:rwh~w) ·1-1iunr ~t:J~ WI.Jv\lll'l ~iiitJ'UeJ..'!ill u l ~-,f) 'lJ (Dru~ 

substance) oUeJ m.l!J ntJ~tJ nl':l e.J~(;)•Uv.:Jf;..J~\11Dru'l'lf.l1~1b~~'.iU (Finished product) 'i!v rn.® , " 
rn.<r 1iJ fl'itU~tJVJ:::dJCJ'U E.J 1lJ1l.J1flfllr tv u ~~~e1-:~ihi1L 'W 'lf1lYJCilEJt:J61nl'l~n't'n Lon~ term stability 

ml.l~~tJ L ~lJbAlJ't tJ'V!=:; L u vumm Lb~ t'l \l Lb;;:t:; hWtJ nr 'i".:JUllJ-r'tJ 'i v.:J Ltl nl'1r'i\l '1 ne:lii rl'·n41~·u 8-:JtJ~~Vl 
v 

~,~1~51un~~~n11 
'::1~ n'l~l.Jn1') 

1/ M>" f'l'i~l.Jf'l1'i 
rJJit-" 



~ut 'l umru~'U'YI~LU!'..I'WJI:l.JIUBE.Jf1';h I!> \J \l~li\B.:JiJ~ l\.\JIJY1'\'·l~lmJ~fn'lrifl'<:nrrnJ-J rl.:J(»~(:l'UB~Enr-nJJ~ 
~'U L ~JJ~o~:w 1 'U'YI~ L UCJ'UtnlJI LL ~Wl;J LLfl~l;;)-runT'J0 ·l'Uil.l -rme:h1 LBn" l'l\llrt~rle:l·nnOJ~JV'lU~~'YI 

\} 

rn. v L~e:J.:J'JinL U'UtJI~~ e:J.:Jfl~flltJrie:J'U 1-if ~ e:J'lLb'U'ULe:Jfl"Tm~l'l.:JfnllJfl-:J~l'Uv'li'JIJllt!Vi~.:J flTJfl~(I I EJ 
b\.fl~ L ~e:J \l1.:!vl1 tJ ~Tnli~ L VilJ 1~ ?1lJ?I1lJ 1'Hl L .iflfl\J~-w lLm 'U fl11lJ L 'VlJoU'UVJ1•if fl'UtJU l !'..1 LL~ :::al tN LL" ~'l 

" ';i 1CJf1!;LBtl~~\lf1e)I>'IA~'f.l'lrl'U.iftnJ(1 1 'Ubflfl?IT:ifll rl\Jtll 
" 

rn.(;'l/ mruLU'U tJI~1l.IL'litnalumnJ ~B~lJViclfl~1tJ'tl'l~fltl'lJ~-w l<J -iJt! ~\l~€11i. J .Q' 
b11.(;'1/.(9) lJ'l1tJ.:J1'Ufll'lrim-nm'J'YI{;Jf1 tnWtlllJ L1'UtJ~c.mieJ ~,;ff'i.l LL i.Jrrvh~ tJ~'itm 'l;) ~ow~ 1~-rum1&1Y1:u~ 

' 
1 'Ul1'H11 'l'YI1.:J nl'i LL V'l'Vl uvi b ~e:J U vl;;) bLrl :::eJfl fl1 'l ~fl'l:JllJ'tl".i ~ ~'YIB.fl IY'l1li;;) fJ fJ fll l n1 'l fi fl~1~J en 
fJIM'U\.b \J'U Vi'ieJ iJ'l1u,:mumPirl~1fl1'JYll'l?IB'UfllllJ 11'UB.:JC.mie:J L ~VLL 'lJflVJL~EJ~'l'ULL 'l.:l 

' 
L 'tl~ vu L Vi t.J'U'I..b~ ~ 'YI5m'V'l r1u EJ IM'U bb uuffivi'-ru fll'l~Y1 :w~l u 1 Tj f11 ':iY11\l n1 -s u "rWJ e)~ L ~e:J De:J 1vi' 

rn.b'~.lv lJ'SI!'..J'l l'Ufl1'lPin~1'YII.:Jrl~iJrwim~Fl'YII \l 'l~'U'UlJ'S:;,nYJ (CNS Infections) LL61:; 11il-ri.Jfl1'l 

~YllJ'fi1 'U11'l ?11 'i'\111\l fl I 'l bL Vl\'1 ~~ L;fi'iJ ~ iJ hl bbfl::: eJ fl fll'j fil fl'tJ1lhJ 'l ~ ~'V16 il TY'i m·j-rfl'\_•nh];;) tl tJ fl l 'l 
•· 

fll'lPln'l'n'Ue:J .:Jtn~'ULL 'Ui.U{i eJ :iJ'lltJ\l 1'U fl~, 'i ~fl~1'YI1.:!rl~Uill'i m ~ B'Vll\l'J~'\J'Ui..h~~~ TVI ( CN S 

1 nfec t ions) L 'tl~ tJU \.Vi EJ\JlJ 'l~ ~ Y16m'V'l niJ tJ1~'U LL 'Ui.J~hWu m'l~Yl~J.;l 'U'J 11?11'lYll'l n 'l'l LL v-mvvi 

L~tl~e:J1;;)' 
a:. ~1mh<Jc.~1 

((,{9) ~Lf1'U v'l1fl1 ~€)\l~'l~'l tltJl\ltJ1),.J1'iJtJl~tltHJ m '\llUltJ'\J'a'S'JJl ru.rl;t.:!d~J1 .. (ii'1 lb 'Vl'\.J Lb(1VJ\l'l1 tJ61~ \.DVV11vi' 
~ ' 

r·1'i 'U ii'Tu (>l1l.l~ t~1Vi'\.Jvl1 'Li\~'J-1Je'JACUG'll.l'\J~~ll t J .U1-:!~'U 
' 

d.:. flTHh::rl'Uflru.fl1 VW1Vl".:JlJeJ'U (bb6i~ .:J bel fl~ 1 'l fl1'i ~'U 'lJ 'i ~ rl'U) . 
<r.<9l m~~\llJBu~~ale:J ~ii~num-sHflv1bJU'e:wd1 c.1 tJ ilu~1n-Yuvi~ '~ l.l e:Ju 

' 
<t.tv V1 'YI n~1(>)vi ~ \l l.! v'U\1 :!~ B ~~lt '\.J!Jll"''l ~ ~ tJl u ~U'l e:J.:JC.J61 m'l ~"il\li tAos ~~~En ~1. ~~ .:Jl.!BU 
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