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fara Crpanuya
09-nexabpsa-2020 Tuald
- Kpeou 25000 kancyni1 Ne20
Marepuan Cepus Hara warorosneuis logewx go
1123942 59906 07.2020 06.2023
NMoxazarennu EnmHmus Pesyneramu Hopust
MIMEepeHKa
Onucanne 5
ABYXUBETHb@ TBEPALE WenaTHHOBbIE Kancyns: Ne 0, COCTORILNG M3 OPAHKEBO-KOPHINEBOR cooTBeTCTRYET CM. noKazarenm
HeNPOIPAYHOR KPBILLIBUIG! 1 BRCLBETHONO NPOPAYHOrY KOPITYCa, HanonHeHHble
MUHRMHPOCTIepaM CBETNO-KOpUUHEBOrD ysora )
NonnuHKOCTL: AMUnasa (recr no onpepenetmio NONONUTENBHO NONOXUTENLHG
bepManTaTaHoR aKTRaHoCTH)
NoanukKocTs: flunasa (recr no onpepenenuo nonoXMrensio NONOXMTENLHO
thepmeHTaTusHol aKTUBHOCTH)
NopnuukocTs: Mpoteasa (TecT no onpegenenmio NONOXUTANLKO NONOXUTeNLHG
bepmenTaTUBHON AKTUBHOCTH)
ORHOPOAHOCTE ACINpOBAKNA (sapuaums no macce) cooTsercTayer cooveeTcTyer Enp.®.
L1=15.0%, L2=25.0%
KPUTEDWI NPUEMNEMOCTY = K* 1 M=X (cpegHes)
Konuvecreentoe onpegenense; Amunasa EAl Esp.®./xanc. 25606 >= 18000
KonuuecTsensoe onpeaeneme; Munasa ENEsp.djmanc.  pgq5, 26250..32500
Konuecrsennos onpegenanme:; Mporeasa EA Eap.t_n.fxanc. 1740 >= 1000
Boaa % 30 <= 4.0
Ocratounsie opraHueckus pacTeoputeny:
naonponunossi caupr % 02 <= 05
Ocrarounbie oprammveckue pactsopuTeny: ausrou % 0,3 <=0,
Pactsopenne o 110 CM. CHOCKY
Pacnagaemocrs (s sope) MUR, 2 <= 1§
OBuwee YMcno aapobibix MMKPOOpraKuamos KOE# 55 <= 10000
Obuwee yncno gpaxoxeabix u nnecHeswx rpuGos KOEfr <10 <= 100
Qurepobakrepuit, yeroiumebix K XENUH I <10 <= 100
Salmonella oTcyrerayer/ 10 oTcytereyer /10 r
Escherichia coli orcyrereyet/1r  orcyrereyer/q ¢
Staphylococcus aureus orcyterayetr/1r  orcyrersyer/1r

*} TPeGoBaHUA ANR MEHTANMA Ha pacTeOpeHue

HauBonsiwee u3 avavexmii {4epes 20 MuH nnn 30 MWH) AOIDKHO BbiTb HE Menea 80%

Rata nponssoacrea: 07.07.2020
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AHBITATHYECKME METOAR] HCABITAHKHA, nepedncneHtbie B cneyndrkaunn (CooTBeTCTBYIOWMH HOMep B cucreme SOLID
CM. HuXe):

Tecr Metog
Onucanne BU3yansHan oyeHka
MoanuuHoCT Esp.®. / SOLID 0000082709
ORHOPOAHOCTS AO3MPOBRAMIA (BAPUALIMA NO Mmacce) Eep.®. 2.9.40
KonwuacTeenHoe onpesenerne SOLID 0000082709
Beona SOLID 0000082711
OcrarouHsie opraHuieckue pacTeopuTeny PO000101
Pacraopenie SOLID €000088309
Pacnagaemocts kancyni Esp.®.2.9.1
Obuiee Yncno aapobHex MUKPOODraHKHIMOR Esp.®, 2.6.12

OB a8 UMCNO APOXOKBBLIX U NNECHABLIX rpmnbos Esp.®. 26.12
BrrepobaxTepuil, YCTORMMEIX K Menuu Esp.®. 2.8.13
Salmonella Esp.®.26.13
Escherichia coli Esp.®, 26.13
Staphylococcus aureus Esp.®.26.13

Cooteercrayer perynatopHbim peGosannam CHeayIoLWmMX CTpaH:

Par.Ne Cneu.Ne
Poceufickan danspatun P No.015582/01 SOLID 0000629218 Bepeun 1.0
3660t Jlaboparopms TmEX

3a02 8 . Hollurranr
KOcrye-fon-JTuGur-Ulrpacce 33 ~ 31535 Hofurranm-an-Probentepre, Tepwmansa
Ten. +49 50 32 8] ~0, Gang +49 503281-299
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Kpeon 25000 Kancynsi Ne20
Marepuan Capun AaTe narorosnenun Tonex o
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CepTudbukar coorsercraug
Ynakosxka:
20 xancyn 8o dbnakoH ua NONUaTMNEHa BLICOKOM NNOTHOCTY 6enoro ysera ¢ HaBsUHYMBaWOLefon KPbILKOW 13

nonunponMneHa c xoHTponem MepBoro sCkpbiTMA. Ha dinaxon Hakneexa atuketka. o 1 YKYnopenHomy u
3TUKOTUPOBAHHOMY naxoHy amecre ¢ HHCTpYKLMeit No npuMaHeHuio B NauKy U3 KapToHa.

Mapkvposka:
B cootsercremm ¢ Hopmaruessim AOKYMEHTOM,

XpaHeHue:
MNpu TeMNepaType He Beiwe 25 °C g NNOTHO 3aKpsiToi ynakoske,

Cpox rogrocry:
3 roga. Cpox FORHOCTYU nocne nepsoro BCKpbITUR chnakoHa- 3 Mecsla,

TMNpoussogurens akrueron thapmayuesTuveckoi cyGeranymn (APJ), MCNonL3oBanKoil npu NpoMIBoLCTRe AaHHOM
cepum:

366orT NabBoparopus Mm6X

Werk Neustadt
dustus-von-Liebig-Str. 33
D-31535 Naustadt a. Rbge.
Germany

JiuueHsng na npounleoacTso; DE_NI_02_m 1A_2018_001 1141401/H-144
Ceprudukar GMP; DE . NI_02_GMP_201 9 0013

Cepun cooreetcTayer Hopmamn}muy Ackymenty T NO15582/01-070617 usm. Nei-3,
Hacrosuui ceprnuxar chopmmposan BRAMAKPOBAHHON CHCTeMOR 1 32BEDEH ANeKTPOHMOI NOANHCEID,

08.12.2020 / 12:37:04 no uempaasno—aapcnaﬁcuouy Bpemeny, anextporan nognucs Hasug Weapyep, YnonHomouskHos nuo.
Cepricdmxar nposepsH u yTBepxaeH,

366orr JIaGopatopus Mu6X

Jason s r. Hokurragr

lOcryn-(;oMnmmtpm 3331535 HoRmrmatr-am-Prosentepre, Fepuamux
Ten. +49 50 32 81 =0, baxc+49 5032 81 - 2 59



