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Jlpall dbuijoll agidl plasiwl djia JIgh &jgalll jLall ghdg dilnllg

ell3g dlaiwall agill di05 sl lago (neino wuc nl Lpyd 1gbs 13] agiyll Jlagiwl 3ygoll pjliy
I3y ajlhal Ayl o logy pite dwod 10 JUA

alls (né ygall pjilg dadiwall Cilgall loaasi (il gélgall (il agidl aygis 3ygall pjily .1 -

dagall glanl jiiall go cuwlili §)ly Gilyjug dapall aibighllg Gljluull pladviwly loaygi
¢un go SFDA aildhio wuwag édoilnll alapildl ailbljiil wun éllag dlloallg diigolallg
bgpidl go (b JUsUI aic g ellay anlall Glaiiwoll §lajl go dglioll adyb g &lpll dya
guioll cuun lpallilg Gaygall @iltull (nle hanill doliwall dgall Gua jaill cagyby daolall
Jglaa cuus aygill aghy al wle .adli 4o gguul olnal d10 (na Jyadl dylhall cllas g

ayaiuall Glgall leaany (il ayygill
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gdgall e dangally awall dglholl cilaiimall Jola glal gualiall/ajgall pjils .

awd (na iy 2d pali all Galli ellag (SFDA) clgallg claall dololl diglly (nlall aiggalill
.--- o II
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JUa liloo sy lpllasiwlg agidl wow 3ygall (e g el dallao Jb (nag  dwalioll
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e £gayllg duulio daydiuall cilgall Lol il ddyphll dlilaoll 04l (uolig allilll aclgal

ltygeilly 3jgall

alls (na Lgllaiwlg o5 (al glayiwl acth] qjli go logy pirc dwos (10) Jlag aygall pjily T

il JU3 3ygoll aidl astoiill (naal guinill (na Al dibjpall Glanlgoll (nd pei &igan
.anlnll §ia gong
iy Loy 3yg0ll pjily clgallg claall dolall digll (nal dacinall agidl &nlln 1o dlelyo go
Jalll (ale annll asdiiall daoll (777) 2 jisla algiw Gl annll ala agaill aygi (i
anlnll ddrioll daall (ZV0) 4 cilgiw &illi go Jél lginiln ggai (il digalll ajgi (v
Jall ale
aylill argy deilall d5pidl go wlha §layl g Jlill ayli doai U aill ygalll aygi (3
piohil cuus lgng) gl lglgud duoghall danll eulgallg alwii JAI Jlilll (aleall
aygi aic Jlasiwl glon wilba pnadi 3gall (e gla allel daally pljdl pac Jla (na (2
ailpall G JUs Ul pac go ellag "daudiuall cilgall” (hé go daanoll gdlgall dwal (i
Jbs (na awolhill wileln U 3lAil go and) gi ella Jgud daudimall cilgall Gg dudiuall
Jloadl ulba auadi pljlll pac
ginall gl agidl 2a 1l dyia ¢ill4dio gi dunac cillelai ¢igan uai ddao gl dualle pyléi jgan aic
Algall ugai 3jgall (aleg 2l 13 o duduioll &l clol] dyaiwall Glgall Ga
Glus (nle dpinioll GloAll guoli gl laaygi pil (il &olll Go (il Lo dayd G Gudiwall
&yijiall jlowlll ¢ildgys alyanig 3ygoll

Page 19 of 22

k3

10

I

I



25lillg pgnad ai aiiall 13o lill Gacpioll gran ag4y al eall wliiio (n3y Lowd 3ygall pjil
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Jouil &iw (o 4l éaol (duallall cilohioll caying

éololl aipll wllhio aallio gl &g53all Bliolll o (nll cilbgaall dylal Gigd Jb (nd
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s 0aoioo Jylai éalpd gl pall agil dilho &aln] wilgse (1-1) 2ac padiy 3ygoll pjily
dy0gan o dga JAl ellig lanygi aiy cagu alaiii pd) J5 Go dxdimall Gilgall clilhio
(SFDA) clgallg clasll dolall digll ilihio s dpaall ilogaall clpall “gagi” gi
cilgall go danino wilalgdul (g4ig d3ygall (6192 1l)) Lirio dalgdy "gaugi” ugjis 3gall pjil
Gllioo agag pac b (nag dingowdl Gjlawll (o ddanog aiioll aldl yudi (nd dniall
ngini i wag alelindl alail gi dylaill dapll (na cilalgddl Gani panill aly (na dagouw
(clgall) auwlg douiill ady (le Cilalgaidl

plaaiwl &galll guii (pA lowd clgall g claall dolall gl aahil pljillll 3jgall (ale Ly
(GS1) éobio (o jalnll (DATA MATRIX) aloslll (ilii ag5)Wl dclib Guhi g (ao)) poliy
e dngowll dclinll dylill wyall gulsar ragowll pudipill g0 (a dliciall dollall
il byl (nging 2g5)Wl jop alg &illaunll cilyaiuall

bl aégl € ol ad) - clgall &nllo clgiil ali-T clgaly gl (GTIN) I ag) - |
dquall

dolall &ipll (nal Jauwo ga loc pall wiljhag dupirlll Jgilh Ul duui jglaii U gl 3ygoll pjil
duayi ll daltoll Jgaall duui y53 oy las (Jgili Ul go adall calinlll Jhdag clgallg clasll
dynylallg alalall dguell (nle aggs wiang gl alilull &gall

bojlo aadll di5gll (i a3 BT di5g (ll awaliolly aiwuyi @i iio @lag Uil Jb (na -

aanig éllagll Jlaiil (nle allall awlbill ¢ilaiiwall puaéi (ual dwaliall bgpi Cuun aidl g
aigll . jlaiiwllg & laill &ljg) Jlio aélall cila douhiill cilgall go uaphll gu ldgguall
"qAugi” é (o lpde ddalgallg doadall cilaiiwall &wljy a0y ¢llag (clgallg claall éolall
clal] gl &aygall abpidl yuai Go Jyadl gudi (nd Gall ghugild agill 2l gyini cadgi s (nd
ddiwall ilgall go Guuill clag jlawlll ¢ilégys aliaig 3ygoll Glus (ale aiolig Al
:aglagll danlall gi daiall dygalll Go agis (nle gyadill dl (pa
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algall aim alpiwl clgall g clasll dolall digll Jué (o al apno 3ygall ggas gl v (i
ailfgall g dadall dgalll cilini caysi gghy ol &gyn L Loy Lgilblyiill ldagg
dohil cus adpull gi calill go Lgde Blaall Glle Jl doiao duwiny Gualio (na dldall
(SFDA) clgall g clasll éolall aigll ciloulaig
dwoA (10) JUA alpiwlll dnd (nle Jgoall clby dydiwoll dgall eadill 3ygoll pjily (v
dgall §ng dndiwall agall go palall (clpil jol gl uoeill) dyb go logy it
iy §3330]l daoll aam agy gali Jb (na 3ygall wlws (nle wolill dudiwoll
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&Ll lgin o dao clgiil (nle (adsiollg @oadiwall pé bl B pljilll 3ygall (e winy P
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adlyi ady)li 4o logy pite dwod (JUA ellag -adall (nd iyl @05 Jolb go 7T+ Ge dlaiwall
wallil aauaiuall cilgall gua elly pljillll pac s (nag duaiwall cilgall lid o Jlaiwdl
wlun ale uolill gi callill édoc albi g lgalio puwng -dosioll dabilll Cuus- ciloAll aim
Ailtygeill dalhy alle cgallg ajgall
ilgall i go daanall edlgall tiliod (al aygi aic Jlagiwl glan wilba pyadiy aygall pjily 1€
auadis aoljill pac s (né aan dgolhill cileln U1 3laill lpasy JUALI pac go ellag dudiwall
ol wlha
Jio awllall aulagdl algall (nal daaino cilpide qo aiiall Juai dalgd esadi 3jgall pjily 10
&)lawll (o algiul Gyani go loaygi piw (il cilinddll gyoal Liviall aly (na (EMA\ USFDA)
Liriall aly (a6 @agouwll
Julnill @b G g aidl aolall ailanlgall ding J4y anlall gauidl cilaiiwe gonii gi wag 1
clas ganii g way g Lol aly @anll alblwll (o dédane aladi Jal Juxill éalgd g
aalal lgidlho dalgi g awauiiill ad) () aals| deinall aapidl plall glgiall g Jolall awlll
éuiall calblyig I
Lpilise Jugi &l g dygoll dindul (udi gla aygill g gl clisl ypill aoly (na péi ¢igan aic .V
il pidall (nll
&aano (EMA \ USFDA) Jio éwallall dulagl calgall (naal o Julai dalga auadi ajgall ojily A
awogaall ganll ailgall loaygi piy deaa (pll ellag Livioll aly (né &agawll &lawll go
duibgll ahlull) anapall dgall go &alall daaall aljal éalgi puadi dainall &8 pidl (e a9
Litioll by (né (a@nirall
g s jan0 40 algo lpuhyi (nd Jaa (aill wlindll dolai ggpell j53 ol gualiiall pjily € -
gio algall aaa alpiwl iy (il Jgall clow
wain J5 wllill @il apao pé g bolle daoinoll diolll dsaloll adyhll puadi gualiioll ojily .€ |
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Gilos (ol aals)] gl wlb daudiwall algall g Jdagiaall dadlailll daglgill ailidl gt
<l pljillil agle (uupall Brell il aleg djiall ada JUA
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