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YBaNtaeMble rOCnOtta, 

Mbl xotenm 6br npovnichopmmpOsarb Bao, wro Komnavuot Hosap -ntc peKomeer icitabfa 
nexapetseHHoro cpeAcrea SOfibTAPEH PETAPJA, tabnerm noxpbable o6ono420, 
nponoHniposaingoro Aeticrawn, no 75 mr, a 6nvicrepax B ynaxbatce, N210x2, cepmm TL852, 
npavtaseAeHmoro Hosaptvic 4vaptma CALA_ Wtanms nonyHekHoro Al4CTP1461001013aM4 

APMe14414. 

ticxowtasi mtapopmatims: 
KomnaHas Hosaprtic suns mna Aecheinnylo hettater ha tabnermax, mmetnio, mapkwposica KIDD 

4aCTItt4H0 11flI 110/1HOCIVO OrcrarByer. B peaynb-rate npostapm4 obpaamots, riporteReviHoil Ha 
taMombHHOm cielaAe - 4d Te6r113TOK 113 254 Tabnetoic bbinm rmattavtaHa Aetpextmbrmit 
(mapxopoexa COD 4aCTINHO 14/114 1101JHOCTb10 oreyrcayary, 410 cooraercrsyer ypossmo 
Aettaeicra 15,7%. 

Bla1110.11HOHHble Reficrema: 
Ha oatoaaamobtutettanometnioro Hecoorsetcreon momnaHmeM Hoaaptmc HemeAneHHo 6binm 
14H111.114i4P0BaHbl: 

1. BHyTpeHHee Paccnexpeamie nposZawtcysettac56 nnou4a4Ko6 ii0BaPT140 taPMa 

a n.k, 14ranttn 
2. Bbmonueaa 1VIenI44tacit3n otteaxa pmcK08, nneHmsavoutam OklaAtm natutevoos. 

Pesome pesynbtatos ebtwersaaaHHbix AeRctemii: 

C7aTHCT144eCKW1 arbdp obriaattoa bun nposegeki Ana Aaviliort nonyriaLimit Tabnetom 
(octal:Huesca mortmectso Hepacc)acosaissvoro nponrcra) Ha npnitaaoAcraelsHoGI 
nnolnapse HosapTvic SlispmaC.n.A.,.Wtarima.cernactio sityrpemleCt nponeAype SOP-
70111821 Patents-Mt aaembia Aeltekr moms,' 6brrb icnaccit ttniumpciaati iCaK 

acyatectseHvibig Am, novo:my Kpwrepai .npaemnemocra: AL = 0,0E5% a 
soankmeitHan cepmn oOtaarcn s ono6pertuom ctoryce. l-tto xacaorcH 
abasemanoweHHoro, HOBarrIIC talime C.h.A., cpapMattestmecitam KOMBaHl4S1 B 

COOTBeTCTB1414 C WrallbAHCKI1M 3aK040,COTerIbCTBOM, pacnonoweaman no ajlpecy Via 
Provincials 'Schito, 131 - 80058 - Torre Annunziata (NA), zammmatoutaacn 
npoustsoAeltom paccmarpweaemoro npumwra, zananner, 4ro, OCH0f3b1B82Cb Ha 
xapaxrepe npouecca nevtatm, sumo:ram goticapylatimo obopygoaavissa, BbIABfleHHbIA 

gecperrtmar 6bitb cnyHaOHo CreHePOPOOBH, B menom, rstrbieas cpopmy npogyrra. B 

tracyHocmt, Tpeyronpribie geosmosemyKribie manembxme 18631e1K11, twain KaK 

BOA bTAPEO PRTAPR, 'tab/tenet TIOK0bITele o5ono4ko(I, nportoarapoaaattoro 
)4e2eretts, no 76 Mr, moryr 6btrb vepasuomeptto pactionameMbt rip npoxonteama 
vopea apatgatoutyloca nnacrway 14 apawaiouvecs Hann+, 410 11P1413001.  K 

CIDopmmpoaartmia HemneanbHoto stepilimnsHoro, OTEIe4a1Kg. XPOMe TOM, 

11P0143801:1C7BeHHae nnoutpaga SiontaepAmna, 410'HmKante HeratmeHbie nocnescrawn 
Ansi cbutgro Kw-lemma HPOLWK141414 He CM/Ayer ripitHmmats BO BrusmaHme B CBS314 

ebtaleynommHyrbum Hecootsetctamem II 410 Ann ynyvnueHms npOviecca neHatm 
nyetectsyei doonietcraylottian CAPA. 3anpoc Ha mamerieHme CR-0000018107 
"SHeapeHmes HettOg MaLEINHISt nemaro Ha TabnarIcax" bun pearms,oaast: KOMIlaHAR 

Hartnett paapabotana camjno cospemetinylo TeXHOSIOT1410. tvtauusHa ocHautema 

2 	obrammumn no Kansa-my a aidatE -34 CHI7Yrpamma 

	 th NOVARTIS 
TOrtbk0 Ann copialtioro kicrionbaoemois 



ynratneHoo, cno006HOR oycneonisam i4 KoHTponnposars napamerpu 
nOotiecca. WOMB TOTO, nOararoska 1 pas6asne,Hve mesumn yonasonewo 
throomthrzHedsofi CLIcreiviat, i<OTOpaR n000ecsk6saer 'ROHTOorslayemypa B513kOCTb BO 
spew neHaim, aoiiaSegan&ie npHocrasomai pabotst MaW111461130 spemn na6coll. 

• Me4ktflicKagbi4eHso pscRa cocoon? 0140O- 0 TOM, SITO OTCyTCTBile, Hocarnioe ntitio 
BOAHOB, mapkmpossm AD» Ha to6nerxax He 6yoe -r npeAclaanors co6o6 npo6oemy 
6eacinacHoeT4, COR3BHHDO t nommeHeHnem Bar1bTAPE1-1 PETAKI,6nel-int 
noKpbrrsie o6onogko6, nponoHniposaHHoro eacrass, no 75 mr. B Ltenom, He 
way:pelts 4TO mcnonboosamme BOfibTAPEH PETAPTI,6ne -rks, nommiTme 
obonokocoR, nponomposaHHoro oeHarsHo i  no 75 Mr, Bb130BOT He6naronskurrHme 
nocodorreHH fltIfl onopoossfr.wom arcrorsHe ack)escrinsHoary• 

ReaImps HO bstweysaaaHaoe Hetoofserarswe, Hera -mei-toe snOsHvia Ha Kageaso 
beaonacHocts npoSykra B Llenom He Oknoaffrcsl. CO.Harto, B. CBS1314 c no4rf3epHoeHHs1m. 
ypoaHem geterra 15,7% gns npoopasis Ha TamoKeHHom cknaa Hosarn-Hc, Mbl iareno 6b1 
yheooMtirrb saC, 410 komnaHms Hosapnic np6Hsna peweHms OTCOBBTb BOTIbTAPEH PETAPB„ 
r36nend4, 'noxpbrriiit odoribirmtni, ripondHuipoilanHc5ro ABAPTBMS, BO 75 Mr. s 6,11.4CTOOBX Et 
ynagosite N210x2, ceps 11852 Ha yrsoaHe owarpM6wardpos 44 am -ex. Mbl npOgOnituim 
meponptomng na OT3biely A ApMekkai Smecre c oarpoHrsimm akia10346kaaropams 
npormaopMwayem sac o saaepUiefum. 

llomanyOcra, o6pautail -recb K.HaM B cnyvae soStnikHosersio oononserrenbmbix sonpocos. 

C yeaxerstem,. 

Anexas6 Anto450P01110> 
OrapusS1 GMP QA meHepReS BxnacjeaxStt4BE M CHCZYspati'Hattn'cionOch• 12.06.2018 r. 

MHpona Mar", 
:Noes GMP QA S itnacTepax aIqBE ii CF117Ykrai4Ia tnoorsich• 15:06.2018 r. 

Masts Ariexampa.Opszysno 
Pyxosoovrrenb QA B knac-repax atiLlBE ti CHr/WpatiHa anoonmcw> 18.:06.2018 r. 
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