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A Promise for Life

KpeoH 25000 kancynbi Ne20

Mepesos € aHINUACKOrO A3bIKA HA PYCCKNIA A3LIK

[ara
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CEPTU®UKAT AHATIU3A

Crpanuua

1133

MaTtepwan Cepun [laTa n3roToBneHnn lopeH ao
1123942 60829 03.2021 02.2024
[lokazaTenn EOMHMLIED Pe3yJibTaThH HopwMel
U3MepeHud
OnucaHue

[ABYXLBETHbIE TBEPABIE XKenaTnuHoBbIe kancynbl Ne 0, cocToAwue u3 OpaHXEBO-KOPUYHEBOM
Henpo3paqHoW KpbILLEUKW W GECLIBETHOMO NPO3PAYHO0 KOPNYCa, HANONHEHHbIE

MUHUMWKpOChepamn CBETNO-KOPUHHEBOTO LiBeTa
MoanuHHOCTE: AMUNasa (TecT no onpeaenexuo

hepMeHTaTUBHORA aKTUBHOCTK)

MoanuHHOCTb: Jlunasa (TECT No onpejeneHuto
(hepMeHTaTVBHOWM aKTWBHOCTH)

MoanuHHOCTL: MpoTeasa (TecTt No onpejenexHuo
hepMEHTaTUBHOM aKTUBHOCTH)

OpHOPOAHOCTb AC3UPOBaHUS (Bapuauys no Macce)
L1=15.0%, L2=25.0%

KpUTEPWIA NPUEMNEMOCTH = K'S 1 M=X (cpeaHee)
KonuuecTeeHHoe onpeaeneHue. AMunasa
KonudecTeeHHoe onpepenexue: Jlunasa
KonuuecTseHHoe onpeaeneHue: MpoTeasa

Boga

OcTaToyHble opraHn4Yeckue pacTBoOpUTenu:
M30MPONUNOBLIA CNUPT

OcTaToYHble OpraHMYeckue pacTBOPUTENN: aUeToH
PacrteopeHve

PacnagaemocTb (B BOAE)

O6uee Yncno aspobHbIX MUKPOOPraHn3MoB

OB Luee YMCMO APOXOKEBBIX W NiecHeBbIX rpubos
OnTepobakTepuid, YCTORUMBbLIX K Kenqu
Salmonella

Escherichia coli

Staphylococcus aureus

*) TpeboBaHKuA AN NCNLITAHUA Ha pacTeopeHue

E[l Esp.®./kanc.
E[ Eep.®./kanc.
E[l EBp.®./kanc.
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HauBonbLuee u3 3HaueHwi (epea 20 MuH unu 30 MuH) RorxHO BbiTe HE MeHee 80% (Q) OT 3aABNEHHOM aKTUBHOCTY NNasbl.

[Data npoussogcTea: 31.03.2021
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AHanuTHYeCKUE MeTOALI UCTILITAHMA, nepeyucneHHble B cneunuKaumm (COOTBETCTBYHLIWMUM HoMep B ciucTeme SOLID
CM. HUXe):

Tecr Meroln

OnucaHwe BM3ydnbHasa oueHka
MoanuHHoCTL Esp.¢. / SOLID 0000082709
OnHopogHocTs f03upoBaHms (Bapuaums no macce) Eep.¢. 2.9.40
KonuyectseHHoe onpegenexve SOLID 0000082709
Boaa SOLID 0000082711
OcTaTouHble opraHuyeckue pacTeopuUTENK P0O00P101
Pacteopetuve SOLID 0000088309
PacnagaemocTs kancynsl Eep.4. 2.9.1
Obuwee 4ncno asapoBHsix MUKPOOPraHU3MoB Esp.4). 2.6.12
ObLiee YUCIO APOXOKEBLIX 1 NNECHEBLIX rpubos Eep.® 2.6.12
OHTepobaKTepuin, yCTOMRHMBLIX K Xendu Eep.4. 2.6.13
Salmonella Eep.d1. 2.6.13
Escherichia coli Esp.¢ 2.6.13
Staphylococcus aureus Esp.® 2.6.13

CooTBeTCTBYET PerynaTopHsiM TpeBoBaHUAM Creay L CTPRH:

Poccuitckas ®egepauun Per.Ne CneuNe
P No.015582/01 RDSpecDP001357/1 (SOLID 0000629218 Bepcus 1.0)
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CepTudbmkar cooTseTcTBUS

YnakoBka:

20 kancyn 8o iNaKkoH W3 NONMATUNEHa BLICOKON MIOTHOCTH Benoro useta ¢ HaBUHYMBAalOLLelics KPbILLKOWR 13
nonMNponuneHa C KOHTPOMEM Nepsoro BCKPbITUA. Ha nakoH HakneeHa aTukeTKa. Mo 1 ykynopeHHoMy u
3TUKETUPOBAHHOMY (hNaKoHY BMECTE C UHCTPYKLMEN N0 NPUMEHEHMIO B Naqky 13 KapToHa.

Mapkuposka:
B cootBeTcTBUM ¢ HopMaTuBHLIM foKyMeHTOM.

XpaHeHue:
Mpw TemnepaType He Bbiwe 25 °C B NNOTHO 3aKpbITON ynakoske.,

Cpok rogHocTu:
3 ropa. Cpok roaHOCTH nocne nepBsoro BCKPbITUA hnakoHa- 3 mecsua.

MpoussoguTens akTWBHONR thapMauesTUyeckoi cybeTaHuum (API), ncnonb3osaHHoM npu Npou3BOACTBE AaHHOM
cepuu;

3660T1T JlaGopaTopus M6X

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

INuueHsuna Ha npowssoacTeo: DE_NI_02_MIA_2019_0011/41401/H-144
CepTudukatr GMP: DE_NI_02_GMP_2021_0008

HacTtoswwum noaTteepxaato, 4to BbilleykazaHHaa MHMOPMaUNA ABMSETCA NOAMMHHOW M TOYHOI, HaHHas cepusa
npenapara npon3seneHa, BKIYan ynakoBKy/MapKUpoBKy KOHTPOMb Ka4ecTsa B COOTBETCTBUM C TpeGoBaHUAMM
GMP MECTHbIX PerynsTopHbIX OpPraHos u cneyudukauuii PervctpaumorHoro gocke CTpaHel-uMnopTepa. 3anucu no
NPOM3BOACTBY, YNaKOBKe U NPOBEAEHMIO aHanU3a NpoBepeHs!, cooTeeTcTere GMP NoATBEPXKAEHO.

Cepus cooTBeTCTBYET HopmarusHomy gokymenty M N015582/01-161120 oT 16.1 1.2020.
HacToawwia ceptudpukar COPMUPOBaEH BaNMANPOBAHHO| CUCTEMON 1 3aBepeH 3NeKTPOHHOM NOANUCHID.

21.07.2021/ 16:58:45 no LEHTPaNnbHO-eBPONEACKOMY BDEMEHM, 3NEKTPOHHAN NOAMMCE Aesua Weapuep, YnonxomoueHHoe nuye.
CepTucbukaTt npoBepeH 1 yTeepKaeH.
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