HOJATBEPKJNEHUE

uE {
A 4 O COOTBETCTBHM JIEKAPCTBEHHO!I'() ifef- op rl :30062
| [IPEITAPATA TPEBOBAHMSIM, - age 1o

YCTA!-IOBJ]EI-H-i@II\-’I IIPU ETO
FOCYAAPCTBEHHOM PETUCTPALIMM

Toproeoe Haumenosarne Keusan®

MeiyHapoiHoe HenaTeHToBAHHOE Jlesouernpuann
HAHMEHOBAHHE (rPYNNHPOBOUHOE HAK
XHMHYECKOoe)

JlekapcTBentas dopma TabAETKH NOKPLITHIE NAEHOUHON 050404KOIH

Hosuposka - S Mr

dopma Bbinycka 10 wr. - 6amcTepul - naukn kaptoHuse (10
WIT.)

Homep cepun (naprim): 304699

OGbem cepuu (naprum): 19980 yII.

Harta nponssoacTna: 12.07.2020

[loneH ao; 30.06.2024

Hanmenosanne iTﬁ,ﬂpCC NPOU3BOAMTENS (C TTpOM3BOANTEND (FOTOBOM JID)- 1OCH Mapuinm

YKQ3QHHEM CTaani NPOH3BOACTBA) C.A.. Weeituapna (Zone Industriale de

Planchy, Chemin de Croix-Blanche 10, CH-
1630 Bulle. Canton of Fribourg, Switzerland),
Y NaKoBLUHK/(cOBLLKK (B NCPBHYHYIO
YNAKOBKY), ¥ NHAKOBULHK/(JacOBILUMK
(BTOpHYHAN/ 1 PETHYHAR yNAaKOBKa),
Beimyckatownii kontpons kauecrsa -
Diicuka Mapmacwiorikans C.p.Jl., MUranns (Via
Praglia, 15 - 10044 Pianezza (TO), Italy)

Homep W aara  peruwcrpaunonsoro [TNOT6137-01 or 19.11.2009 .
YHOCTOBEPEH M3

Homep HopmaTieHOR a0KyMeHTaLMN [INO16137/01-191109 (M3m.Na 1-5)

Hansmenosanne  w  aapec  aepwarens | 1OCH ®apwunm C.A L IUpeiiuapis (UCB Farchim
PErHCTPALHOHHONO Y A0CTOBEPEHHS SA ZI de Planchy Cli. De Croix-Blanche 10 CH-
1630 Bulle, Switzerland)

P.’.'I.CCMOT]Jt‘H NpejoCTaBIeHHbIE npon3soauTenem AOKYMEHTBLI H CO/[CP/KALILHECS B HHXN CREAEeHH S,
HACTOALLLMM NOATBCPAIAIO, HTO CepHi NEKAPCTBEHHOIO npenapara COOTBETCTBYET TpEGOBaHHﬂM,

YCTAHOBNEHHBIN NPH €0 FOCYAAPCTBEHHOI PErHCTPaLIHH. ierposa £, A,
o M0 [TOBEPEKHOCTH B/H
/é}f/ = 07 AT Do
[Moanuct OreeTcTBEHHOrO NitLA: - // J1. 07. JL'/‘?]
(NMOANHCL) (DPHO)

Hara 11.03.2021 r,




g

ReciP arm

KOJ: CIA02846
HAUMEHOBAHHE: Kcensan

IMepeson

18 auBaps 2021 r.

CEPTU®UKAT KAYECTBA

JIEKAPCTBEHHASA ®OPMA: Tab.ieTKH NOKPLIThIE MJICHOMHO# 060/104K0ii
JO3MPOBKA: 5 mr JlesoueTupusuna AMruapoxjiopuaa /Taéuerka

YITAKOBKA: 10 Tadnerox — 1 6aucrep

COOTBETCTBYCT TPeOYCMBIM CCUHMHKALNAM, PCACTABIEHHBIM HHXKE:

CEPTHUDOUKAT AHAJIM3A No HOMep cepTH(MKaTa aHaIH3a
Crretnduxanun CEPHA: 304699
ITAPAMETPEI CIHELIMOUKAITMA | PE3VYJIETATEI
Ot OmanbHoif  opmbl  TalleTKH, [OKPbITBIC — MIEHOUHOI

Cpenanuss macca

OnmopoanocTs no Macce: MuiHMyM
OauopoaHocTs Mo Macce: MakcHMyM

IMoAIMHHOCTE:

- NEBOLIETHPH3HHA AMrKapoxopuaa (BOXKX)

Conep:xanue Boasl

KonnuccTsenHoe onpeacncHue:
- NEBOLCTHPH3KHA Auruapoxiopuna (B3XX)

[MocToponnue npuMecH (axupaibHele):
n-xn0pbeHsruaApHInunepasuH
n-xnopbensruapon

n-xnopbeHsdeHoH

Ddmp |

Ddmp 2

Ennnnynol HenaenTu(puuMpoBaHHoil npumecH

Cymma nipumeceii

IMocTopoHHHe npuMecH (XupanbHblie):
- ucb 28557

PacrsopeHne

Diicuka Gapmaceiotukans C.p.JL
IOpunmvecknii anpec: Bua [panea 15
10044 Muancuua (TO)

Hrannn

obosnoukoif, Genoro wix noutH Genoro usera. Ha oauoH

cTopoHe TabneTku BbiaaBneHa Mapkuposka "Y" CooTseTtcTByeT
103 Mr+7,5 % e
INpouenTHOE OTKNOHEHHE: =7,5 % OT cpeaHeii Macchl -3,6%
INpouenThoc otknonenne: +7,5 % oT cpeaHei Maccsl 1,7 %

Bpems yiepxisanus 0CHOBHOTO [HKA HA XPOMATOIpaMME
HMCTLITYEMOr0 PaCTBOpPa | 10MKHO COOTBETCTBOBATh
BPEMCHH YIePKMBAHHA DCHOBHOI'O IMKA HA XPOMATOrpaMme

CTaHAAPTHOTO PACTBOPA JIEBOLETHPHU3IHHA JAUTHAPOXIOPHIA CooTBeTCTBYET
He 6onee 6,0 % 4,4 %

Ot 95,0 no 105,0 % oT 3aABNCHHOr0 KONMHYECTRA 4.94 s frab
Ot 4,75 Mr 10 5,25 mr /|tab. '

He 6onee 0,3 % <0,10 %

He 6onee 0,2 % <0,10%

He 6onee 0,2 % <0,10%

He 6onee 0,2 %
He 6onee 0,2 %
He Gonee 0,2 %
He Gonee 0,8 %

He Gonee 2,0 %

Q =75 % uepes 30 MuH.

Ten., daxc, cmail, reb-calit

‘ll['r‘nmn (pPCKRHINTHI)

He nonnaercs
onpeneneHuio %
<0,05%

He noanaercs
onpeaeneHuio %

He nogaaerca
onpenenenuo %

0,9 %

91 % 87 %
92% 93 %
82% 90%

Crpanwuna 1|2
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CEPTHU®HUKAT KAYECTBA

KOZX: CIA02846

HAMMEHOBAHME: Kcnzan

JIEKAPCTBEHHAS ®OPMA: Tabaerkn NOKPRITLIE IUICHOMHOK 000J104K0ii
HO3MPOBKA: 5 mr JleBouernpusuna IMrHIpoXopuaa /Tabnerka
YTIAKOBKA: 10 Ta6aerok — 1 Onucrep

COOTBETCTBYET TPeGYCMEIM CIICLH(HKALILIM, TIPECTABNCHHbIM HILKE:

CEPTUOUKAT AHAJIU3A Ne nomep ceprudmkara anannza
Crneundukaunun CEPHL: 304699
INAPAMETPEI CHELHOUKAIIMH PE3YJILTATELI

B cooreetersun ¢ Esp. @. 2.9.40

OmlopoﬂHOCTb HO3HPOBAHUSA B cootsetcTsnm ¢ TpeboBaHHAMMU 97,3 % 98,4 %
(Y®-cnexrpodoromerpus) 10 Tabn.: ot 85 1o 115 % wnm 29 Tabn.: 100,5 % 97,9 %
ot 85 1o 115 % n 1 Tabn.: ot 75 10 125 % 99,4 % 98,1 %
OT 3aABJEHHOTO KOIMH4CCTBA JICBOLIETHPHIHHA 105,6 % 97,9 %
AMIHAPOXI0pHAA 97,2 % 95.2%
OHOPOHOCTb A03UPOBAHILA
x 98,8 %
(V®-cnexTpodoTomerphs) Cpennuee 3nauenne 8,8 %
MukpoGuooruyeckas 4iHcToOTA
O6uiee 4HCII0 a3pOBHBIX MMKPOOPralH3MOR <50 KOE/r

He Gonee 1000 KOE/r

(TAMC)
%im&% l)mcno APOXEBBIX H IIECHCBBIX TPHEOB He Gonee 100 KOE/r <10 KOE/r
Escherichia Coli Otcyrersne Escherichia colis | ¢ Orcyrersyer

Hacroammm noarsepxaaio, uto gauuas CepHd NIPoAYKTa Obla Npou3Beaena B NONHOM COOTBETCTBHM Tpebosanuamu Hannexaueit
Iponssoncreennoii Mpaxtuin (GMP) EC u B cooTBeTcTBMM © TpeGOBaHHAMH 110 PETHCTpaLH CTPaHbL/CTPaH Ha3HAYEHUS.

Konnuectso: 19980 wr. 3aperucTpupoBaHHEIE YC/IOBHS XpaHSHHS: XpanuTs nps Temnepatype ne sbiie 25 °C.
B cyxom mecte

[Jata nponssopctea: 02/07/2020 Tonex mo: 30/06/2024

Crpana: Poccus Iponssoaurens: IOCE ®apumm C.A., UIBeHuapus/ Siicuka dapmackioTHKAN3 C.p.n.,HTaJ'IH;q X

YnonHomoueHHoE NHIO
Dr. M.G. Valle <IMoanuce>

Diicuxa Gapmackiotikan C.p.JL. Ten., pake, email, neb-caiit 1lITamn (pexkBH3HTHI)
IOpuanuceknii anpec: Bua Mpansa 15

10044 Tuaucuua (TO)

Hranua
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