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IIpoayxums:
Buonornyecku aktueHas gobaska k nuwe Nove Mesi Kancynbl Ne30. W3roToBneHa B COOTBETCTBUM
€ AokymeHTamu: European Pharmacopoeia 8.0. Marotosutens (npoussoauTens). ERBOZETA
S.p.A, Strada delle Seriole, 41/43-Loc.Gavalotto, 47894, KbesaHyosa, PecnyGnuka CaH-MapuHo
Ans Perrery Farmaceutici S.r.L., Corso San Lorenzo 1-37026 Pescantina, Bepona,Utanus.
Monyyatens: TOO "El company (En komnaru)", r. AnMarsi, yn. MacaHnum 98 A, od.
41,Pecnybnuka KasaxcraH.

(HaHMEHOBAHME NPOAYKIHH, HOPMATHBHBIE 1 (HITH) TEXHHUYECKHE IOKYMEHThI, B COOTBETCTBHH C KOTOPBIMH H3TOTORICHA NPOYKIINA, HAMMEHOBAHNAE
H MECTO HaXOICHHA H3rOTOBHTEA ([IPOM3BOAMTENS ), HIOJyYaTEIH)

COOTBETCTBYET

TP TC 021/2011, yTB. Pew. KTC o7 09.12.2011 r. Ne 880; TP TC 022/2011, yTB. Pew. KTC ot
09.12.2011 r. Ne 881

Mnpoljia rocy1apCTBECHHYHO PErucTpanml, BHCCCHA B PSECTp CBHJAECTEIBCTB O FOCynapCTBEHHOﬁ
PETHCTpALHH H pa3penicHa I MpOH3BOACTBA, peajiM3aliiyi U HCITOJIBb30BAHUSL
ANA peanusalmnmn Hacenexu1Io Yepes anTeyHyio CeTb U Cneunan3MpoBaHHLIe MarasuHbl, OTAENbI
TOProBOi CETK B KayecTBe Buonoruyeckn akTueHoN fo6Gasky K nuwe (ganee cornacHo
NPUIOXEHMIO)
Hacmamee CBHACTEC/ILCTBO BbIIAHO HA OCHOBAHHH (nepeqncnn'r}, PacCMOTPEHHBIE MTPOTOKOJIBI
HCCIIe/IOBAaHHH, HAMMEHOBAHUE OPraHU3allHi (MCIIBITATEIbHOM 1a00paTOpUH, IIEHTPa), IPOBO-
IMBILEH HCCIIE0BAHMs, APYTHE PACCMOTPEHHBIE JIOKYMEHTHI):

SKCMEpTHOE 3aKnioyeHne JKCNePTHOro coBeTa no perucTpaumn BAL K nuULe, AETCKOro NUTaHUs 1
nuweBbix 4o6asok Ne07/3K-011-17 ot 7 anpens 2017 roaa, npoTtokon ucneitaduin U1 TOO
"HYTPUTECT" Ne59P ot 14 mapta 2017 roga

CpoK JeicTBHA CBHIETENBCTRA O FOCY/IAPCTBEHHOM PErHCTPALIMH YCTAHABIMBACTCS HA BECH TIEPHOJL
U3TOTOBJICHHS MPOAYKINH HITH OCTABOK [OAKOHTPOIBHBIX TOBAPOB HA TEPPUTOPHIO TAMOKEHHOTO
cor03a

INoanuce, PHO, K0WKHOCTE YIIOIHOMOYEHHOTO JT
BBIIABLIETO JOKYMEHT, H NeYaTh OpraHa (yapex
BBIJIABHIETO JIOKYMEHT
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