IHOATBEPIK/IEHUE
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\| 4 O COOTBETCTBMHU JIEKAPCTBEHLOLO Ref. s0p-100062
MPEMAPATA TPEFOBAHHSIM, Page 1 of1
YCTAHOBJIEHHBIM [TPY ETO
I'OCYTAPCTBEHHOW PETUCTPALIMU

Toprosoe HaumeHoBaHMe 3uprexk®

MesicayHapoaHoe HenaTeHTOBaHHOE LleTnprauu

HAMMEHOBAHHKE (IPYNNHPOBOYHOE UMK

XHMHUYECKOE)

Jlexapereennan Gopma TabeTKH NOKPBITHIE ICHOUHOH 0GOIOYKO

JHozuposka 10 mr

®opma Bhinycka 10 1t - Gnmerepst (3 wt.) - nayku
kapTtouseie (30 wr,)

Howmep cepuu (napruu): 293630

O6sem cepun (napruu): 65352 yn.

Hara npoussoncrsa; 12.02.2020

llonen po: 31.01.2025

Haumenosanue u anpec npoussonurens (c INponssonutens (rotosoii JI®)- KOCE Dapuuium
yKazaHueM CTa/ini MpoM3BOACTEA) C.A., Wsetnapus (UCB Farchim SA ZI de
Planchy Ch. De Croix-Blanche 10 CH-1630
Bulle, Switzerland), Ynakosiur/acosinux (s
MePBHYHYIO YTaKoBKy), Y nakoBLIKK/ hacoBLLHK
(BTOpu4Has/TpeTiynas ynakoska),
Brmyckaromui kowrpons kavecTsa -
Jitcuka Gapmacsiotukanz C.p.J1., Wranus (Via
Praglia, 15 - 10044 Pianezza (TQ), Italy)

Homep w  para PerucTpalHOHHOro [TNO14186/01 ot 13.08.2008
YIOCTOBEPEHHS
Homep nopmarnehoii nokymentauu [TNO14186/01-130808

(Mam.Ne 1-6)
Haumenosanwe n  anpec Aepacatens | FOCB ®apuum C.A., Ulselivapus (UCB Farchim
PEruCTPaLHOHHOrC YA0CTOBEPEHU SA ZI de Planchy Ch. De Croix-Blanche 10 CH-

1630 Bulle, Switzerland)

Pacemorpes npenocrasnenunie [POH3BOAHTENCM MOKYMEHTH W COAEPXAIIMECS B HUX
CBCNCHHS, HACTOAIIMM MOATBEPAIAIO, YTO CepHs  JIEKapCTBEHHOI0  Mpemapara

COOTBETCTBYET TPEGOBAHHAM, YCTAHOBICHHbIM 1pH ero rocyaaperselié i Petduparun.
N0 JT0BEPEHHOCTH B/H

¥ 8F T .ra3 4.09
Moanuck OTBETCTBEHHOTO NHLA: fé?/?k 3403 v/ |
(moxnuce) (DPHO)

Hata 29.06.2020 r.,




ReciPh;rm

KOZ: CTA04893
HAUMEHOBAHME: 3HPTEK

CEPTUOHUKAT KAYECTBA

JIEKAPCTBEHHASI ®OPMA: TaGieTku noKpeITHIE NAEHOYHOI obomouxoii
HO3HPOBKA: 10 mr Hernpuinua gurng poxnopuaa/Tabiaerka

YTIAKOBKA: 30 Ta6nerox

Cootsercreyer Tpeboranuam cuep(HKaumt, npeacTaBIeHHbIM HIDKC:

CTELIMOHKALIMH

AP bl
Onucanue

Pacnapaemocts

Bona

Cpenmns macca

OAHOPOAHOCTH MO Macce: Mutumym

OaunopoanocTs no macce; Maxkcumym

[Mopnuunocts:

Letnpuauna Aauruapoxnopua (BIXX)
Lletpusina auruupoxnopug (TCX)
Turana auokcug,

Konuuectsennoe onpenenenue:
Letpmsnna AHTHAPOXNOpHA (BIKX)
[TocTopormme npumecn;

Emninanan npumecs (BIXCX)

O6wan cymma npumecei (BIXX)
Pacreopenne

OaxopoanocTs DO3HPOBAHMA

OnnopoarocTs ao3uposanus
Muxpobnosornueckas YHeToTa

OBuuee uncno aspobibix MHKDPOOPranuimMon
Ofiwee YHCIIO APOMIKERBIX H TInECHEBbIX

rpubop
Escherichia Coli

Jifenka Dopuacsiotixars C.pu,
[Opiaueckuli aapec: Bira Mpatex, 15
10044 Mesnenua (TO) Hrarus

CEPTHOHKAT AHAJIM3A

CIELMOUKALIAK

Bembie mponionrosathie Tabnerku TOKPEITEIE
IUICHO4HO#H 060NI0MKOMH ¢ ABOAKOBRINMY KTbInU
TOBEPXHOCTAMH, C ORHOCTOROHNEN pHCKOl U
rpanuposkoit « Y» no ofienm CTOPOHAM OT PHCKH
Make. 15 mun,

He Gonee 6 %

Oxomo 118,7 mr

Mpouentioe otxnonenue: 7,5 % ot cpenneii
Macehl

Ipouentoe otknounerve: +7,5 % ot cpenHed
MACCLI

[onosxurensno
Monoxwurentno
Nonoxurensno

Ot 9,5 Mr 20 10,5 Mr/rabnerka
He Gonee 0,5 %

He Goaee 1,5 %
Q= muH. 80 % wepea 30 MHHYT

10 Ta6n.: or 85 mo 115 % wan 29 Tabn.:
ot 85 10 115 % w | Tabn.: ot 75 1o 125 %
OT cpearero conepxanns Lietupuanna
AUFHAPOXI0PHAA

Cpenuiec 3nagenme:

He Goaee 1000 KOE/r

He Gonee 100 KOE/r
Oreytersie Escherichia colig | 1

Tea., gk, omail, sob-caltr

Nepesoa

21 mas 2020 r,

Ne Homep ceptnipnkara

CEPHA: 293630

BE3VJTRTATh]

Cootsercreyer
3 MHHYTH

4%

118,8 mr

-1,8%

13%

CooTserctayer
Coorsercrayer
Cootsercrayer

9,7 ur/rabnerka

<0,1 %

<0,1%

95% 95 %
87 % 101 %
98 % 98 %
93,5% 94,7%
94,2 % 96,9 %
100,6 % 96,5 %
100,5 % 95,9 %
91,1 % 98,4 %
96,2 %

0 KOE/r

0 KOE/r
Oreytereyer

Whrann (pexsmsirra)
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Nepeson
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CEPTUDHKAT KAYECTBA

KOJN: CIA04893

HAMMEHOBAHHWE: 3UPTEK

JIEKAPCTBEHHASI ®OPMA: Tabxericn NOKPLITEIE IACHOYHOI 060104 K0
JO3MPOBKA: 10 mr Wernpuznna AHTHAPOXJIOpHAA/Ta0eTKA
YTIAKOBKA: 30 rabaerox

Hacrosmum noarsepxaaio, yro nanuas cepia nponyxra Osl1a NPONIBE/IEHA B IOJIHOM COOTBCTCTBHH TpedoBatnaMu Hamnexaied
[Tponssoacreennoi Mpaxruw (GMP) EC 1 B cooTBeTCTBIN ¢ TPEBOBAHMAMM 110 PErUCTPALMM CTPAHBI/CTPAN HATHAYCHHS,

Konuuecrso: 65352 wr. 3aperucrpuposansie YCHIOBMA XpaHeHus: XpaHHTs NPH TEMIICPaType He Bhilie 30°C
Jlata npousso;icTea; 12/02/2020 Touen no: 31/01/2025
Crpana: Pocens [Tpouzgoutens: 1OCE ®aprminy C.A L, Lseituapus
YnoaHoMmoueHoe aMuo
Dr. M.G. Valle <[losmuce>
Bitenxa dapsacsiorikans € pa, Ten.. dake, email. BeG-casit UFraxn (pexniaits)

I0pnanseesuii agpec. Bua Mpaina, 15
10044 Tlesnenua (TO) Mrats
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