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Momnpeans, 12-16 mas 2014 rona

Hcnpasienue

JTOKJAJI Ob OIIEHKE ITPOEKTOB IO KOHBEPCUM ITPEANIPUSTHIA,
BBIITY CKAIOIINX NO3UPOBAHHBIE UHT'AJIATOPBI HA OCHOBE X®V,
HA TEXHOJIOI'MH BE3 UCTIOJIB30BAHUSA XDY

HacTosmmii moKyMeHTBI BEIITYIIEH C IETbIO:

e 3aMeHBI ITyHKTA 48 cliemyronmM o0pa3om:

48. Ha 21-om u 22-om CoBemjaausx CTOpoH ApreHTHHa 3alpocuia W IMOJyduia oJoOpeHue Ha
HCKIIIOUCHHUS JJI1 OCHOBHBIX BUAOB npuMeHeHus XDV tonpko Ha 2010 u 2011 roasl COOTBETCTBEHHO Ha
178 torn OPC u 107,2 toHHel OPC, X0Td mepBOHayalbHBIA MHPOEKT MOpPEeayCMAaTpUBal 3ampoc Ha
WCKITIOUCHHUE JUISI OCHOBHBIX BUIOB MpuMeHeHus 110 2014 roga

e 3aMeHbI IIyHKTa 56 CIeAyIOUM 00pa3oMm:

56. B Aprentune xommanus Laboratorio Pablo Cassarda (LPC) cBomMu cumamm paspaborana
TEXHOJIOTHIO Ha OCHOBE H300yTaHA M COOTBETCTBCHHO OOJANAIOT MpaBaMy HWHTEUICKTYaIbHOU
coOCTBEeHHOCTH Ha cBou mpemapaTtsl. LPC mpowmsBomuT mpemapaTsl canpOyTamona, OyaecoHHna,
UIIpaTponus, caab0yTamosia/0OekiioMera3ona, (hayTHKa3oHa/calbMeTepoia, caib0yTaMosia/upaTponus u
Oyneconmna/canpmerepona. Kommanumst Denver Pharma (DF) mpowmsBoaut mpemaparsl OyaecoHuna,
OcKIIOMeTa30Ha, canpbOyTamMolla, calbMeTeposia/IIryTHKa30Ha W caiabMeTeposa/bexiioMmera3ona. Breioop
npenapaToB OTBEYaeT MOTPEOHOCTSM PBIHKA U COOTBETCTBYIOLIMM PBIHOYHBIM JIOJISIM M HUILIAM KaXKJOTO
U3 MpeanpusaTHidi. BeiOOp H03MpoBaHHOTO MHTANsTOpPa B KayecTBE CPEICTBa BBEACHUS IpemnapaTta ObLI
CHIeNaH IMocje TIIATEIBHOTO aHaiu3a BCeX MMerolnmuxcs aiaprepHaTvB. LPC mpowusBena aBe KOHBEPCHUHU
cpa3y, a IMEHHO: KOHBEPCHIO CYIIECTBYIOIINX POU3BOJICTBCHHBIX JIMHUHA Ha MPON3BOACTBO [IU-I'DA u
MPOEKTHPOBAaHHE W MOHTa)K HOBOM JNMHMHU TO Mpou3BoAcTBY JW Ha ocHoBe m3o0yTana. Bropas mununs
OblTa COOpY)XEHAa B COOTBETCTBUU C MEXKAYHAPOIHO MPHU3HAHHBIMH CTAHIAPTAMH MPOCKTHPOBAHUS
MPOU3BOJICTBEHHBIX PEATIPUITHI.



