JEKJIAPALIA O COOTBETCTBHH

JNEKJIAPAHT, IPHHUMAIOIIUA JEKJIAPAIIMIO O COOTBETCTBUM

000 "3660mm JIéopamopu3z"

Ceedenusn o pecucmpayuu opaanuzayuu. Medxcpationnas uncnexyus Pedepansrott Hano206ou cayxctvr Ne 46 no
2. Mockee 23.01.2007, OI'PH 1077746154839, oama npuceoernus OI'PH 23.01.2007.

Aopec: 125171, 2. Mockea, Jlenunzpadckoe wocce, 0. 16 A, emp. 1.Teareghon/parxc8(495)258-42-80/81

B nuye: I'enepanvuuiti oupexmop Hesuenxo T.B.

Hoeepennoe nuyo: Muponosuy A.H., oosepennocmo Ne36-2019/EPD om 24.01.20192.

3ASABJISIET, UTO

nexapcmeennoe cpeocmeo: Kpeon 10000 kancynst kuweunopacmeopumsie 10000 EJ] 20 wm., gaaxons (1),
nayxku kapmonnvie, PY Ne IT NO15581/01 om 14.05.2009 (0ama 3amener PY 11.05.2018), cepus 58074, napmus
293603 ynaxoeok, cooex 0o 31.01.2021, npoussodcmea d66omm JTzbopamopus Im6X , I'epwanus, Abbott
Laboratories GmbH, Justus-von-Liebig-Str: 33, 31535 Neustadt, Germany xod OKIT/2 21.20.10.118, koo TH
B31 3004900002, konmpaxm Ne 01-2012 APO om 01.03.2012, uneoiic Ne 456108397 om 13.09.2019

COOTBETCTBYET TPEBOBAHHUAM

1T N015581/01-130417 uzm. Ne 1-2

JEKJIAPAITUS IIPHHSATA HA OCHOBAHHH .

npomoxon ucneimanuii Ne H19-03945 om 24.09.2019 000 "HIIJIC "Buomexunoagzus " ammecmam
axxpedumayuu RA.RU.21®OMO4, Cepmugpuxam POCC DE.®dM15.C86121 om 24.09.2019

JIATA IIPUHSTHS JEKJIAPALIAM 24.09.2019

Muponopuy A.H.

noégn/aé Q.10

“25”” CBEJEHMSI O PETUCTPAIIAH

OPTAH ITIO CEPTU®HUKAIIUU, 3SAPETHCTPUPOBABIIUM JTEKJIAPAITHIO

POCC RU.0001.11DM15 OPTAH 110 CEPTHOHKALIHH ITPOAVKI[HH OFI[ECTBO C
OI'PAHHYEHHOH OTBETCTBEHHOCTBIO "OKPY;KHOH LIEHTP KOHTPO/IA KAYECTBA'",

aopec opzanusayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, sm. 5, nom. I, xom. 1., adpec opeana no
cepmuguxayuu: 143581, Mockosckas obnacme, Hempunckuii paiion, dep. Jlewroeo, 0. 248, cmp. 1, men..
(495)640-96-69, (495)787-92-78 e6-catim: oyxk.pg.

JEKJIAPALIUA O COOTBETCTBHUHU 3APETHCTPUPOBAHA N POCC RU J-DE.®M15.4.23283/19

JATA PELHCTPALIMH 24.09.2019
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Abbott

A Promise for Life

Hara Crpanmua |
12-centadps-2019 1u33 ‘
Kpeon 10000 kancynbi Ne20
Matepuan Cepusa Hata usrotoBnenms  Cpok rogHoCTy
1082298 58074 02.2019 01.2021
XapakTepucTHUka Enmuanua PesyneTaT CHoeungurkaumusa
Onucanve COOTBETCTBYET  CM. XapakTEpPUCTUKY

ABYXLBETHbIE TBEPALIE KENATUHOBbIE kancynkl Ne 2, COCTOAWME U3 KOPUYHEBOH
HEMPO3PaqHON KPLILIEYKM 1 Npo3pa4Horo BecuBeTHOro Kopnyca,
HanonHeHHLIC MHHHMHKPOC(*)CPGMVI cae'rno—xopwmesoro ueeTta

MoanuHHOCTE: AMUnasa (onpeaenenve hepMeHTaTUBHON MonoxuTensHo . FlonoxuTensHo
aKTUBHOCTH)
MoanuHHocTe: [lunasa (onpegeneHne hepMeHTaTUBHOM MonoxuTensHo MonoxurensHe:
aKTUBHOCTH) '
MoanuxHocTs: MpoTeaaa (onpegenexune hepMeHTaTUBHOM nonoxmef&mo r_'lonQW'renbﬂof
aKTMBHOCTH) ' o
OpnHopoaHOCTE A03MpOBaHUA (BapWauusa no macce) COOTBETCTBYET ), coo.TaeTcyayef Eep.®.

L1=15.0%, L2=25.0%
KpUTEPWA NPUEMNEMOCTH = K*s 1 M=X (cpeaHee)

KonuuectsenHoe onpepenexue: AMunasa ENEsp.®./kanc. 43858 >= 8000
KonuuyecteeHHoe onpeaeneHue; Nunasa ENEsp.®/kanc. 41542 11000..13000
KonuuecTeeHHoe onpeaenenve: Mpoteasa EA Esp.®Jkanc.  gqg5 >= 600

Bopa % 3,3 <=4.0
OcTaTouHble OpraHUeckue pacTBOPUTENN: MICMPONUNOBI

- % 0.1 <=05
OcTaTouHbIE OPraHMYecKe pacTBOPUTENM: aLEToH o 0.4 <=05
Wcnbitanue Ha pacTBopeHue % 108 CM. CHOCKY®)
PacnapaemocTs (B Boge) MUH. 4 <= 15

Obuwee 41cno aspobHbIX MUKPOOPraHKWaMos KOE/r 65 <= 10000
OBLUee YUCrO APOXCKEBLIX U NNEecHesbixX rpubos KOE/r 20 <= 100
JHTepobaKTepuit, YCTOR|MBBIX K XENuu I <10 <= 100
Salmonelia otcytcreyer/ 101  otcytcreyet/ 10T
Escherichia coli orcytcTeyeT/ 11 oTcyTcreyet/1r
Staphylococcus aureus otcytcTeyet/1r  otcytcteyeT/1r

*) TpeboBanHua ANA UCNLITAHUR Ha PaCTBOPEHue
3Haverue (yepes 20 MuH unu 30 MUH) BOMKHO BbiTb He MeHee 80% (Q)

[ara npowasoacrea: 27.02.2019

oboTT JIxdoparopu 'MoX
3aeoa s+ Hodwraar
Hetye-pou-Jlnbur-Ulipacee 33 ~ 31535 Hoitwrramr-am-Probendepre, lepaans
Ten. +49 50 32 81 ~ 0, ®akc +49 50 32 §1 -2 99
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AHanuTu4eckue MeToAbl MCNbLITAHWIA, NepeYUcNeHHble B cneuuduKaumum (COOTBETCTBYIOWMA HOMED B CUCTEMe

SOLID cMm. Huxe):

Tecr
Onwucaxue
MoanuHHOCTE

OAHOPOAHOCTE A03UpOoBaHMA (Bapraums nNo macce)

KonuuyecTBeHHOE onpeaenexue

Bopa

OcTaTouHble OpraHu4ecKkMe pacTeopuTenu
Pacteoperue

PacnapaemocTs kancynbi

ObLee ynucno aspobHbIX MUKPOOPraHUaMoB
ObLuee 4MCNo APOXOKEBLIX U NNECHEBbIX rpuboB
OHTepobaKkTepuid, YCTORHMBLIX K KENUU
Salmonella

Escherichia coli

Staphylococcus aureus

MeTton

BWU3yanbHas oLeHka

Esp.®. / SOLI
Eep.®. 2.9.40

D 0000082708 -

SOLID 0000082709
SOLID 0000082711

P0000101

SOLID 0000088309

Eep.®. 2.9.1

EBp.®. 2.6.12
EBp.®. 2.6.12
Esp.®. 26.13
Esp.®.26.13
Esp.®. 2.6.13
Eep.®. 2.6.13

CooTBeTCTBYET perynsTopHbiM TPEGOBaHMAM CNEAYIOLLNX CTPaH:

Per.Ne
Poccuitckaa ®epepauus

10cTye-don-JIubnr-llrpacce 33
Ten. +49 50 32 81 - 0, dake +49 50 32 81

P No.015581/01

Cc

ney.Ne

SOLID 1000627671 Bepcus 2.0

Jadort JIxdopatopus 'moX
3ason B r. Hoiwraar
31535 Hoiwrraznr-am-Piodendepre. I'epmanns

-299
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HacToawum NOATBEPKAAD, YTO BbilEYKa3aHHAA WHMOPMAaUMA SBNSETCH NOANMHHOA W TOuHOW. [laHHas cepws
npenapata NPOM3BeeHa, BKIKYAn yNakoBKy/MapKUPOBKY W KOHTPONMb KAYecTBa B COOTBETCTBMM C npasunamu GMP u
TpeGoBaHUAMKM CneuMduKkaun, NPeACTABNEHHON B PpEerucTPaUMOHHOM [0Cke CTpaHbi-umnopTepa. 3anvcu Mo
NPOW3BOACTBY, YNAKOBKE U NPOBEAEHWI0 aHanW3a NpoBepeHsi, cooTeeTcTeue GMP noaTBepxaeHo.

Hacrosawmit ceptuchukat cchopMrupoBaH BaNMANPOBAHHOW CUCTEMOW 1 3ABEPEH 3MEKTPOHHOR noanuc__uoj

12.09.2019 / 13:08:05 no UeHTpanbHO-EBPONERCKOMY BpeMeHK, 3NEKTPOHHAA noanuce: W3abe MNepcoH,
NOoNHOMO4YeHHOe NUUO,
CepTudukaT nposepeH 1 yTBEPHAEH.

Da6orT JIhdoparopus I'méX
3asox B r. Hoifwranr
Kcrye-ton-Jlubur-Ulrpacee 33 — 31535 Hoitwranr-am-ProGendepre. Nepsanns
Tea. +49 50 32 81 — 0, darc +49 50 32 81 -2 99



