NOATBEPAIEHUAE

r 1!: N 141-2021/RP sop-af-103164
L 'J 0 COOTBETCTBUM IEKAPCTBEHHOIO  Rek sop 110062
ITPEMTAPATA TPEBOBAHHSIM, Hap:t 0
YCTAHOBJIEHHBIM [MPU EI'O
I"OCYJIAPCTBEHHOW PEI'MCTPAILIMK
Toprosoe HaumeHOBallHE 3uprek®
MekayHapOAHOE HENATEHTOBAHHOE [leTnpuaun
HAUMEHOBAHKE (IPYIHTHPOROHHOE HIlH
XUMHUECKOE)
Jlecapernennas (popma TabneTku NoKpeITLE Inenounoi obonoukoi
Ho3uponka 10 mr
Dopma BbIyCKa 10 wrr, - Guerepnt (3 Wwr.) - Na4YKH
kaproHHble (30 wmr.)
Homep cepui (MapTuu): 327084
Ofvem ceprrt (MapTHH): 60144 ym.
Hara npoussoacTsa: 07.05.2021
I"opent jio: 30.04.2026
Haumenopanue 1 aapec NpoussoanTens (c Mpoussonurens (rotosoii JI®)- KOCB dapuunm
YKA3aHHEM CTAJIHH NPOM3BOJICTEA) C.A., Wnednapus (UCB Farchim SA ZI de

Planchy Ch. De Croix-Blanche 10 CH-1630
Bulle, Switzerland), ¥Ynakosum/aconumk (n
NCPBHYHYIO YITAKOBKY), Y MakoBlMK/(hacoBuimi
(BTOpHUHAN/TPETHUHAS YTIAKOBKA),
BolInyckaionui KoHTposb KauecTsa -
Ditcuka PapmacioTrrans C.p.JL, Hranua (Via
Praglia, 15 - 10044 Pianezza (TO), Italy)

Homep #  nara  perHcTpaudoHHOro [INO14186/01 ot 13.08.2008
YIOCTOBEPEHHsI

Homep HOpMAaTHBHOM NOKYMEHTALIHH TTNO014186/01-130808

(M3m.Ne 1-7)
Haumenosanne ©  aapec  jaepxarens | [OCB @apuumum C.A., 1lsetiuapua (UCB Farchim
PErHCTPALMONHOTO YAOCTOBEPEHIA SA 71 de Planchy Ch. De Croix-Blanche 10 CH-

1630 Bulle, Switzerland)

P‘dCCMO'l‘pCB lpejocTaBjienble [IPOU3BOYHTENICM JIOKYMCHTEBI H cojcpiraygecss B HHX
CBe/IeHUsl, HACTOSIIUM TOATBEMIKAAI0, HTO  CEPUA JIeKapcTBEHHOTO  TIpenapara
COOTBETCTBYCT TPEGOBE\HHRM, YCTaHOBJICHHEIM NPH CTO TOC}'}IHPCTBCHHOFi pErucTpalHu.

Ularposa E.A. no

'\f ) /{f Joncpennoct B/H ot 31,07.2019 1.
Moanuck OTBETCTBEHHOIO JIMLA: LA
(nounucs) (PHO)

Mara 14.10.2021 .
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e
Reci P ,‘u arm
27 avrycra 2021 1.
CEPTHOUKAT KAYECTBA

KOM: CI1A04893

HAMMEHOBAHME: 3UPTEK
JIEKAPCTBEHHAS ®OPMA: Taaeriu NOKPBITHIE MIenouN0i 06omroyKkoit
NO3HUPOBKA: 10 mr Letnpusnua AurHapoxaopuaa/Tabneria
YIAKOBKA: 30 Taénerox — 3 Ganctepa

Cootsercreyer TpeGoranmuam CreuHDUKAUME, NpCNCTaBNEnHbIM [iMuce:

CEPTHOHKAT AHATTH3A Ne nomep ceprudimkara

CIHELIUOUKALIMM CEPHA: 327084
[NAPAMETPL] CHELHHOUKA LMK PE3YJIbTATH]
Onucause benbie nponomrograteie TabneTin NOKPHITHIC M1 EHOYHOI

0Bon04Koii ¢ ABdA KOBBITYK/hIMI NOBEPXHOCTAMMY, C
OAHOCTOPOHHEH PHCKOH M MPABHPORKO# «Y» MO 0Beum
CTOPOHAM OT pHCiku CooTsercriyer
ToanunnocTs:
Letupusuna amruapoxaopua (BIOXX) Monoxureneno Cooteerctayer
Cpeansn macca L1877 mr+7.5 % 116,5 mr
OaznopoauoeTts no macce: MHHHMY ™M lTpouerrmioe otxfioncuue: -7,5 % ot ¢peaHeii Macen -1,4%
Onnopoanocts no macee: Makcnmynm fIpouesrruoe otxhioucuue: +7,5 % or Cpe/eH MaccLl 1,8%
OnropommocTs A03MpoRanus B coorreternium ¢ Enp. ©.2.9.6
(YO-cnexmpodoTomerpis) 10 Tabn.: o1 85 10 115 % wnw 29 TaGn.:
ot 85 10 115 % u|1 Ta6n.: o775 go 125 %
OT CpeaHero concpraniy LicTHpH3uia MrH2poxiopraa
101,3 % 100,9 %
94,1 % 97,8 %
99,0 % 97,0 %
972 % 934 %
95,2 % 978 %
OanopoanocTs no3mpoBakis Cpeasee 3Haueng: 974 %
(Y®-cnextpodoromerpin)
PacnapaemocTs He Gonee 15 munyt 2 MHHYTEL

Konnuccrsennoc onpenenchue:
Letpusnua aurnapoxaopun (BIXX)

Mocropounne npumeccu:

Ennuuykas npusecs {B3XX)

Obuwan cymma npumeceit (BIKX)

OT1 9,5 Mr a0 10,5 |mrfraGncTra

He Gonee 0,5 %
He Gonee 1,5 %

9.5 mr/Taénerxa

He nomaactes onpenenctitio %
He noanaetes onpenenennio %

Pactsopeune Q= mun. 80 % wcpes 30 munyT 86 % 92 %
92 % 97 %
92% 96 %

Mukpobuonornueckas uncrora

Obuwee uueno aspodusix MHKPOOPTaHH3MOB

(TAMC) He Goace 1000 KOE/r <20 KOE/r

OBuce uueno AposHCRLIX K LICCHEBbIX rpubos

(TYMC) He Gonce 100 KOG/ < 20 KOE/r

Escherichia Coli Orcytereue Eschetichia colis | r Orcyretayer

Jitcuka PapmacsioTikams C.p.a.
HOpuanveckmii aupec: Bua 1pana, 1§
10044 Mesnenia (TO) Hratus

Tea., daxe, email, nc-cair

Wramir (pesumanTi)

Ctpanuna 1|2



Nepesog

ReciPl:arm

CEPTHOHKAT KAYECTBA

KOJI: CLA04893
HANMEHOBAHME: 3UPTEK

JIEKAPCTBEHHAS OPMA: Tabueticn NOKPLITLIE MACHOUHONH 060I04KOI
HO3UPOBKA: 10 mr UeTupuanna aurnapoxmopuga/raéierka
YIMAKOBKA: 30 tagierox — 3 Bancrepa

Hacroaunm noreepsaato, 410 gannas copun MpoAyKTa 65112 NPOHIBEACHA B IONHOM COOTHETCTBHM Tpebokanuamu Hauewawe
TNpowssoncteennoi Npaktixy (GMP) EC u s COOTBETCTRHM € TPEOOBANKAMH 110 PErHCTPALHI CTPAHBI/CTPAH HAZHAYCHHA.

Konunyectno: 60144 wr. 3aperucTpuposanubie yenosua Xpanenia: XpaHiTs npu TeMnepatype ue sbiwe 30°C
llara npousponcrsa: 07/05/2021 lojien no: 30/04/2026
Crpaua: Poceus Mpowsrourens: IOCE dapima C.A., Waeitapus// Dicura Dapmacrioruany C.p.a., Hranus

Ynonsomouernoe nuuo
Hms, Danuirms <[losnuce>

icura Gapmackiorukana C.pa, Teir., pake, emuil, seG-cakit UWlrasi (pexnmsnrs)
JO0puansecknii aupec: Bua Hpaea, 15
10044 NMugviern (TO) Hrazus
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