
pncno.rrenr/PncrroJrerrra Koucra (Pncnepugou) Cuugpovr Crunenca-

[xoHcoua/ToKcnqecrcufi srruAepvra.nnnufi HeKpoJrH3: coo6ueHHe o

BbrflBJreunofi 3HarluMofi npo6.nenre uo desoracHocru (SSI).

Ilpenapem : Pncnolenr/PucrroJlelrra KoHcra (Pucuepn4ou)

Irlcmouuurc/npoucxoJicdeuue cepuesuoil npodneuut 6esonacHocmu:

YnpaueHr{e IIo caHr{TapHoMy HaA3Opy 3a KarrecrBoM TIHITIeBbIX rlpoAyKroB vr

MeAI4KaMeHroB (Food and Drug Administration, FDA)

Kpamrcoe pesrcrvte: FDA Bbrrrycrr{Jro yBeAoMneHIae o neo6xoAl'IMocrl4

r43MeHe Hvrfl, MapKLrpoBKr{ B Lracrr4 6egouacHocrl{ Anfl cuHApoMa CruseHca-

[xoucoHa (CCA) kr ToKcl,IqecKoro sIII4AepM€UIbHofo HeKponkaa (T3H),

ocHoBaHHoe Ha IaHSoPnr arJkrvr, iloryrleuuofr I43 CIOHTaHHbIX COO6UIeUU%I,

BHeceHHbrx B cr4creMy orrrerHocrr{ F'DA o se6laronprlsrHblx co6rtrulx, kr

MeAnrlr4ucxofr nr4reparypbr. FDA 3arrpocuJlo BHecrr{ HoByro ran$opvralll4ro o

6esonacHocrr4 B MapKr4poirKy pr4crreplrAoHa KaK no6o'{Hyro peaKIII4ro.

Ilocnedyrctl4ue deilcmeun KoMnaHuu: Kouuannfl IIpoBepI,IT OcHonuyro

cueqH$LrKarlurc KoMraH:akr rro neKapcrBeHHoMy npeuapary (Company Core Data

Sheet, CCDS), uro6u orpeAeJrlrrb, rpe6yercr nrr4 BHeceHrIe H3MeHetruir B

AOKyMeHr.

llo BceM BorrpocaM npocr4M o6paularrcx HanpsMyro B OOO <fNoHcoH &

,{NoucoH), Poccuq , 121614, Mocxna, yn. KpularcKas, 1712, KoHraKrHbIe

reneQoHbl: reJI. : +7 (495) 7 55-83-57 , Saxc: +7 (495) 7 55-83-58

C ynaxeHl.IeM,

,.{anrera MeAer6erona

Cneunalldcr uo @apMaKoHaA3oPY
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