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Abb ott Mepesog ¢ aHIMWACKOro R3bika Ha PYCCKUIA A3bIK

A Promise for Life

CEPTHDUKAT AHAJIM3A
Jlara Crpanuua
21-nr014-2021 1 w33

KpeoH Mukpo 1x20rp. rpanynsil

MaTtepuan Cepus [ara uaroToeneHus logeH o
1123946 60772 02.2021 01.2024
Toxasarenu EomHMLE PezyneTaTs Hopmzel
M3MepeHUs

Onucanve

[paHynbl CBETNO-KOPUYHEBOrO UBETa OT CAEPMYECKOI A0 LMNUHAPUYECKOI COOTBETCTBYET CM. nokazaTenu
ﬁgﬂﬂuom; Amwunasa (onpegenenve hepMeHTaTUBHON aKTUBHOCTH) MonoxutensHo MonoxuTenbHo
MoanuuHocTk: Jlunasa (onpeaeneHue hepMeHTaTUBHOW aKTUBHOCTM) MonoxuTensHo MonoxuTensHo
MoanuHHoCTL: MpoTeasa (onpeaenexne EPMEHTATBHOR aKTMBHOCTM) MonoxwutensHo MonoxutensHo
KonwnyecTteeHHoe onpepenexve: Amunasa Ha 100 mr. E[ EBp.®. 5160 3600 .. 5400
KonwuyectseHHoe onpegenenve: llunasza Ha 100 mr. E[ Eep.®. 5654 5250 .. 7500
KonwuectseHHoe onpegenenve: MpoTeasa Ha 100 mr. E[l EBp.®. 312 200 .. 350
Boaa % 2 <=40
OcTaTouHble OpraHU4eckue pacTBOPUTENN: NpOnaHon-2 % 0,2 <=0,5
OcTaTtouHble OpraHUYecKkUe pacTBOPUTENN: aUETOH % 0,4 <=0,5
PacTtBopeHrue

Haubonbwee us 3Haqverul (Yepes 20 unu 30 MuHym) 60XxHO 6biMb He MeHee
80% (Q) 3asaneHHol akmueHoCMU nunassi COOTBETCTBYET CM. nokasaTenu
PacTesopeHue: BpeEMEHHaA To4Ka MWH 20 20..30
PacTtsopeHue B TedeHune 30 MUH: cpeaHee 3HaveHue % 2 -
O6wee 4ncno aspobHbIX MUKPOOPraHuaMos KOE/r 90 <= 10000
O6uwee YnCcNo APOXOKEBLIX U NNECHEeBLIX rPUBoB KOE/r 15 <=100
3HTepobakTepuit, yCTONYUBBIX K XKen4u Ir <10 <=100
Salmonella otcytcteyeT /10 r otcytcteyer /101

Escherichia coli
Staphylococcus aureus

[aTa npounaeoacTea: 25.02.2021

2660tT JIrdoparopus [ moX
3ason B 1. Holwraar

otcytcTeyeT/1r

oTcytcTeyet/1r

tO0ctye-ou-JIndur-Ilrpacce 33 — 31535 Hoilturaar-am-PioGendepre, ['epmanus

Ten +49 50 32 81 — 0, dakc +49 50 32 81 -2 99

otcyteTeyet/1r

otcytcrayet/1r



Abbott

A Promise for Life

KpeoH Mukpo 1x20rp. rpaHynbl

MaTepuan Cepus

1123946 60772

MepeBoa € aHrMUACKOro A3bIKa Ha PYCCKWA R3bIK

CEPTH®HUKAT AHAJIM3A
Jlara Crpanuia
21-ni0a5 -2021 2u33
[ata narotoBneHua logeH po
02.2021 01.2024

AHanuUTMYECKME METOAWKM, NepeyucneHHble B cneundukaymy (cooTBeTCTBYOWMA Homep B cucTeme SOLID cm.

HUXe):

Tect

OnucaHue

MoanvHHOCTB

KonuuecTeeHHoe onpeaeneHve

Bopa

OcTaTtouHble opraHn4yeckue pacTsopuTENK
PacteBopeHue

Obuwee 4Yncno aapobHbiX MUKPOOPraHU3MOB
OBLLee YUCNO APOXIKEBLIX U NNECHeBbIX rPUbos
OHTEepobakTepuit, YCTOMHUBBIX K KEMHN
Salmonella

Escherichia coli

Staphylococcus aureus

MeTog

BW3yanbHas oLeHKa
Esp.®. / SOLID 0000082709
SOLID 0000082709
SOLID 0000082711
P0000101

SOLID 0000088309
Eep.®. 2.6.12
EBFL.(I‘. 26.12
EB;ij;.d). 26.13
Esp.®. 2.6.13
Eep.®. 2.6.13
Eep.®. 2.6.13

COOTBETCTBYET perynaTopHbIM TpeBOBaHWUAM CneayroLmux gTpaH:

Poccuiickas Qenepauyuns Per.Ne
LP No.004189

Cneu.Ne
RDSpecDP001344/1 (SOLID 1000627057 Bepcus 1.0)

2660t JIabopatgpis I'MoX

3apon B r Hojilwranr

[0cTye-don-Juur-1ltpacce 33 — 31535 Hpitwraar-am-ProGendepre, Tepmarns
Ten. +49 50 32 81 — 0, @ak¢ +49 50 32 81 -2 99




Abbott MepeBop C aHrNWIACKOro R3bIKa Ha PYCCKUIA A3bIK

A Promise for Life

CEPTHO®HKAT AHAJIM3A
Jara Crpannia
21-u1015-2021 3u3d
KpeoH Mukpo 1x20rp. rpaHynsl
MaTtepuan Cepua [ata naroToBnexus fopeH no
1123946 60772 02.2021 01.2024
CEPTUOUKAT COOTBETCTBMA
CTpaHa umnopTa: CM. CTpaHuuy 2
PeructpaunoHHoe ya0CTOBEPEHMWE: CM. CTpaHuuy 2
Ho3aunposka: Kaxpasa posa 100 mr rpaHyn coaepxuT 60,12 Mr naHkpeatuHa B Ka4eCcTBe aKTUBHOW
thapmaleBTUYeckoi cyBCTaHUMKM U COOTBETCTBYET HE MeHee:
JNunasa 5,000 E[] Esp.®.
Amunasa 3,600 E[] Esp.®.
[MpoTeasa 200 EQ Eep.@.
IekapcteeHHan dopma: rpaHynel KULWEYHOPACTBOPKUMbIE (MUHUMKUKpOCHEpSI)
dacoska: 20 rpamm
YnakoBka: CTEKNAHHBIA NakKoH, YKYNOPEHHBIA KPbILLKOWA M3 NONMATUNEHa HU3KOW NNOTHOCTH B
KapTOHHYH Navky
HassaHue v aapec Npon3BoanTENA:
36607T N136opaTopuz MMEX
3aeopg B r. HowTragT
HOctyc-dhor-Nubur-ltpacce 33
D-31535 HoiwraaT-am-PiobeHbepre,
lepmanus
Homep nuueHauu Ha npowseoacTteo: DE_NI_02_MIA_2019_0011/41401/H-144
CepTudukat GMP: DE_NI_02_GMP_2021-0008
PesynbTaThl aHann3os : cM. cTpaHuuy 1
MeToa TecTVpoBaHuA : CM. CTpaHuuy 2
KommeHTapum : He yKasaHo

HacToawmMM noATBEPKAAK, YTO BbllUeykasaHHas WHMOPMAUWs SBNAETCA NOANWMHHOW WM TOuHOW. [aHHas cepus
npenapata NpoM3BeeHa, BKIHYAA yNakoBKy/MapKMPOBKY W KOHTPOSlb KBYeCTBa B COOTBETCTBUM C npaswunamv GMP u
TpeGosaHuAMM creuuukalmn, nNpeacTaBNeHHoM B pPerucTpauMoHHOM JOCke CTpaHbl-umnopTepa. 3anucu no
NPON3BOACTBY, YNAaKOBKE W NPOBEAEHWUIC aHanh3a NpoBepeHbl, COOTBETCTBNE GMP NnoaATBERXAEHO.

Cepwus cootBeTcTByeT HopmaTueHoMy aokymeHTy JIM-004189-150317 nameHeHwe Nei-2.
Hacroawui cepTudukaT cchopMupoBaH BanuaupoBaHHON CUCTEMOM U 3aBePEH 3NEKTPOHHOW MOAMUCHID.

21.07.2021 / 15:53:59 no ueHTpanbHO-eBpONeNcKOMy BpEMEHM, 3nekTpoHHan noanvce: Qasug Weapuep,
YNOMHOMOYEHHOE NULO.
CepTudukaT NpOBEPEH U YTBEPXAEH.

36601t JIaboparopns ['M6X
3asoi 8 . Hoifwran:
Hctye-don-JIndur-ITtpacee 33 — 31535 Honwrant-am-ProGendepre, [epmanna
Ten. +49 50 32 81 - 0, Daxc +49 50 32 81 -2 99






Abbott

A Promise for Life

KpeoH 25000 kancynbi Ne20

Mepesoa € aHrMWACKOro R3blka Ha PYCCKMIA A3bIK

Hata
21-urons-2021

CEPTUO®UKAT AHAJTU3A

Crpanuua

1Tm33

MaTepuan Cepus [ata naroToBneHus MogeH go
1123942 60829 03.2021 02.2024
NoxkazaTenu EovHMLIEL PesynbTaTe HopwMel
U3MEepeHusa
OnucaHune

ABYXLBETHLIE TBEPABIE XeNaTUHOBbIE Kancynkl Ne 0, COCToALME U3 OPaHXKEBO-KOPU4HEBOW
HEenpo3paYHoit KPbILWEYKK 1 BECLBETHOMO NPO3PAYHOTO KOPNYCa, HanonHeHHbIe

MUHUMUKpOChepamu CBeTNO-KOPUYHEBOTO LBeTa
MoanuHHOCTE: AMWUNasa (TECT NO onpeaeneHunio

(hepMeHTaTUBHOW aKTMBHOCTH)

MoanuHHOCTL: Jlunasa (TecT no onpeaeneHu
hepMEHTaTUBHOWN aKTUBHOCTH)

MoanuHHoCTe: MpoTeasa (TecT no onpegeneHvko
(hepMEHTATUBHON aKTUBHOCTH)

OAHOPOAHOCTL 403MPOBaHWA (Bapuauusa No Macce)
L1=15.0%, L2=25.0%

KpUTEPUIA NpUemnemocTi = k*s n M=X (cpeaHee)
KonuuecteeHHoe onpefenexne: AMunasa
KonuuecteeHHoe onpegenexue: Jlunasa
KonuwyecteeHHoe onpeaenexue: MpoTeasa

Boaa

QOcTaTo4YHbIe OpraHu4eckne pacTsoOpUTenu:
W30MPONUMOBLIA CANPT

OcTaTouHble apraHuYeckue pacTBOPUTENW: aUEeTOH
PacreopeHtne

PacnagaemocTs (B BOAE)

Obuiee yicno aspobHbIX MUKPOOPraHM3amMos
OBbLLee YACNO APOXCKEBBIX U NnecHesbIX rpubos
OHTepobakTepuid, YCTORYMBBIX K Ken4u
Salmonella

Escherichia coli

Staphylococcus aureus

*) TpeBoBaHUA ANA UCNLITAHWUA HA PACTBOPEHWE
P

E[l Esp.®./kanc.
E[ Esp.®./kanc.
E[l Esp.®./kanc.

%

O/O

0/0

%
MUWH.
KOE/r
KOE/r
Ir

COOTBETCTBYET

noNoXWTenbHO

NONOXWUTENBHO

nonNoXnUTenbHO

cooTBETCTBYET

27343
26806
1605
31

02
04
100
2

40
10
<10

otcytereyer /10T

otcytcTeyet /1 r

oTcytcTeyet/1r

CM. NoKasatenu

NONOXUTENBHO

NONOXUTENBHO

NONOXNTENBHO

cooTtBeTcTeyeT EBp.®.

>= 18000
26250..32500
>=1000
<=4.0

<=05

<=0,5

CM. CHOCKY

<=15

<= 10000

<=100

<=100
otcytcTeyetr /101
otcytereyetr/1r

otcyTeTByet/1r

HavnBonbluee 1z 3HaYeHui (Yepes 20 muH unu 30 MUH) AOMXHO BbiTe He MeHee 80% (Q) OT 3aABNEHHOW aKTWBHOCTU TUNa3bl.

[ata npoussogctea: 31.03.2021

2660tT JI>Goparopus [moX
3ason B r. Hofturranr

HOcryc-on-JuGur-Illtpacce 33 — 31535 Hofiwranr-am-Probendepre, ['epmatus
Ten. +49 50 32 81 - 0, Vakc +49 50 32 §1 -299



Abbott MepeBoa C aHrMUIACKOro A3bIKa Ha PYCCKUIA A3bIK

A Promise for Life

CEPTU®UKAT AHATTU3A
Hata Crpanuua
21-nrons-2021 2uszld
Kpeon 25000 kancynbi N220
Marepwan Cepus [ata waroToBneHus logeH ao
1123942 60829 03.2021 02.2024

AHanMTM4eCKMe METOAbI UCMLITAHWN, NepeYnCeHHble B CneuuduKkaumm (COOTBETCTBYIOILMIA HOMEp B cucTeme SOLID
CM. HUXKE):

Tect Meron
Onucanve BUyanbHas oueHKa
MoAnuHHOCTL Egp.®. / SOLID 0000082709
OpHOPOAHOCTL A03MPOBAHMA (Bapuauus no macce) Esp.®. 2.9.40
KonuyecteeHHoe onpegeneHue SOLID 0000082709
Boga SQOLID 0000082711
OcTaTtouyHble opraHudeckue pacTeopuTeni POD00101
PacTteopeHue SOLID 0000088309
PacnapgaemocTs kancynbl EBp.©. 2.9.1
Ob6uwjee uncno aspobHbIX MUKPOOPraHUaMoes Eep.®. 2.6.12
Obujee yncno APOXOKEBLIX M NNECHeBbIX rpubos Eep.9. 2.6.12
OHTepoBaKTepwit, yCTOMUYMUBLIX K Ken4u Esp.®. 2.6.13
Salmonella Esp.©. 2.6.13
Escherichia coli EBp.®. 2.6.13
Staphylococcus aureus Esp.®. 2.6.13

CooTseTcTBYET perynaTopHbiM TPeBOBaHWAM Cneayowmx gTpaH:

Poccuiickas ®enepaums Per.Ne Cneu.Ne
P No.015582/01 RDSpecDP001357/1 (SOLID 0000629218 Bepcus 1.0)

9660TT JIxdopatopns ['MEX
3apox B r. Hoitprraar
HOcrye-gon-Jlndur-Ultpacce 33 — 31535 Holuraar-am-Piobendepre, [ epmanisa
Ten. +49 50 32 81 -0, Makc 49 5032 81 -2 99



Abb ottu Mepesos ¢ aHrMUACKOTO A3bIKA Ha PYCCKMA A3bIK

A Promise for Life

CEPTUDUKAT AHAJTU3A
[ara Crpanuua
21-uona-2021 3un33
Kpeon 25000 kancynsi Ne20
MaTepuan Cepus [ata WaroToBnexus FoaeH Ao
1123942 60829 03.2021 02.2024

CepTudukaT cooTBETCTBUSA

YnakoBka:

20 kancyn Bo UNaKkoH W3 MonMaTWNeHa BbICOKOM NMOTHOCTM Genoro LpeTa ¢ HaBUHYMBaKLLeics KPbILKOW M3
NoONUNPONUNEHa C KOHTPONEM MepBOro BCKpbiTWSA. Ha dnakoH HakneeHa atuketka. Mo 1 yKynopeHHomy u
3TUKETUPOBaHHOMY (hNaKOHY BMECTE C MHCTPYKLMWER No NPUMEHEHWIO B NaYKy U3 KapToHa.

Mapkuposka:
B cooTBeTCcTBUM C HOpMaTUBHBLIM JOKYMEHTOM.

XpaHeHue:
Mpu TemnepaType He Bbiwe 25 °C B NNOTHO 3aKPbITOW YMaKOBKE.

Cpok rogHocTu:
3 roga. Cpok rogHocTy mocne NepBoro BCKPbITUA hnakoHa- 3 Mecaua.

MpoussoauTens akTUBHOW hapmaueBTU4eckoln cyBeraHumm (API), ucnonb3oBaHHOW Npu MPOW3BOACTBE AaHHOW
cepuu:

366071T Naboparopuz M'mEX

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

JluueH3ns Ha NPoOU3BOACTBO: DE_NI_02_MIA_2019_0011/41401/H-144
CepTtudukatr GMP: DE_NI_02_GMP_2021_0008

HacToswmnm noATBepKAalo, YTO BbllUeyKasaHHas WHOpMauUWUa RBNAETCA NOAMUHHON U To4HoW. [aHHas cepus
npenaparta Npov3BeAeHa, BKIOYas ynakoBKy/MapKUpOBKY U KOHTPOMbL KayecTBa B COOTBETCTBUM C TpebosaHuAMU
GMP MeCTHBIX perynsaTopHbIX OpraHoB W cneuudukaumnii PErMcTpaumnoHHoro 4ocke CTpaHbl-uMnopTepa. 3anucu no
NPOW3BOACTBY, YNakoBKe W NPOBEAEHUWIO aHanusa nposepeHsl, cooTeeTcTene GMP noateepxaeHo.

Cepus cooTBeTCTBYeT HopmaTueHoMY AokymeHTy 1 N015582/01-161120 ot 16.11.2020.
Hacroswwmia ceptucmnkaTt chopMUPOBaH BanuAMPOBaHHOW CUCTEMON U 3aBEPEH 3NEKTPOHHOW MOAMNUCHHO.

21.07.2021 / 16:58:45 no UeHTpanbHO-eBPONENCcKOMY BpEMEHU, 3NEKTPoHHas noanuce desna Weapuep, YNonHoMo4eHHOE NUuo.
CepTucbukaT NpoBEpeH U YTBEPXKAEH.

3000t JIrdoparopus ['MOX
3aeon B r. Hoftmrragr
[0ctye-Qon-JlnGur-IIrpacce 33 — 31535 Hoitmranr-am-Prodenbepre, I'epmanus
Ten. +49 50 32 81 — 0, daxc +49 50 32 81 -2 99






