JNEKJAPAIIASI O COOTBETCTBUM

JEKJIAPAHT, TIPUHUMAIOII WA TEKJIAPAIITMIO O COOTBETCTBHUH

000 "3660mm JIr6opamopuz"

Ceedenua o pecucmpayuu opeanuzayuu: Mexcpationnas uncnexyus Qedepansioi Han02060t cayxicovt Ne 46 no
2. Mockee 23.01.2007, OI'PH 1077746154859, oama npuceoenus OI'PH 23.01.2007.

Adpec: 125171, 2. Mockea, Jlenunzpadckoe wocce, 0. 16 A, cmp. 1. Tenegpon/paxc8(495)258-42-80/81

B nuye: I'enepanvrwiii oupexmop Kapmawesa E.O.

Hosepennoe ruyo: Muponoeuy A. 1., dosepennocmes Ne36-2019/EPD om 24.01.2019-.

3ASBJISIET, UTO

nexapcmeennoe cpeocmso: Kpeon 10000 kancynwl xuweunopacmeopumete 10000 EI] 20 wm., ¢naxonw: (1),
nauxu kapmonnvie, PY Ne II N015581/01 om 14.05.2009 (0ama 3amensr PY 11.05.2018), cepus 57415, napmus
160764 ynaxoeok, 200en do 31.01.2021, npouzeodcmea 3660mm JIs6opamopuz Im6X , 'epmanus, Abbott
Laboratories GmbH, Justus-von-Liebig-Str: 33, 31535 Neustadt, Germany xod OKII/[2 21.20.10.118, koo TH
B3]] 3004900002, xonmpaxm Ne 01-2012 APO om 01.03.2012, unsoiic Ne 456102330 om 17.04.2019

COOTBETCTBYET TPEGOBAHHUSIM

IT N015581/01-130417 uazm. Ne 1-2

JAEKJIAPAITUA ITPUHSITA HA OCHOBAHUU

npomoxon ucnetmanuti Ne H19-02061 om 08.05.2019 OO0 "HIJJIC "Buomexuonozus", ammecmam
axkpeoumayuu RA.RU.21DPM04, Cepmugpuxam POCC DE.®DMI15.C78098 om 08.05.2019

JATA TIPUHATHSA TEKJTAPAIINMA [4.05.2019
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OPT'AH ITO CEPTH®HUKAIIHH, 3APETHUCTPHPOBABIIHNI JEKJIAPALIUIO

POCC RU.0001.11®M15 OPI'AH ITO CEPTHOHKALIHH ITPONYVKIIHH OBLI{ECTBO C
OIr'PAHHYEHHOH OTBETCTBEHHOCTBIO "OKPYJKHOH LEHTP KOHTPOJIA KAYECTBA o

adpec opaanusayuu: 115280, 2. Mockea, yn. Macmeprosa, . 4, sm. 5, nom. I, kom. 1., aodpec opzaana no
cepmugpuxayuu: 143581, Mockosckan obnacmv, Hempunckuii pation, dep. Jlewxoso, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 eb-caiim: oyxx.pep.

JEKJAPAIIUA O COOTBETCTBUHU 3APETHCTPUPOBAHA N POCC RU A-DE.®M15.A.15156/19

JATA PETHCTPALIMH 14.05.2019
1B 1
% 3apriToBckas H.A.

TIOMITUCH Pykosogurens OC




Abbott

A Promise for Life

Harta

16-anpens-2019

Kpeox 10000 kancynii Ne20

Marepuan Cepus [ata usrotoeneHuss  Cpok rogHoCTH
1082298 57415 02.2019 01.2021
XapaKTepucTHKa EnmHuia PesyneTaT Cneuudpuraums
Onucanwue COOTBETCTBYET  CM. XapaKTepUCTUKY
LBYXUBETHLIE TBEPAbIC KeNaTUHOBbIE Kancynbl Ne 2, CoCTosLLME U3 KOPUYHEBOH
HENpPO3paYHoN KpbILLEYKM 1 NpoapayHoro GecyseTHOra Kopnyca,
HanoMHeHHbIe MUHUMUKPOCepaMu CBETNO-KOPUYHEBOrO UuBeTa
MoanuHHoCTL: AMUNasa (onpenenerue epmMeHTaTUBHOM MonoxuTtensHo MonoxurensHo
aKTUBHOCTH)
MopnuHHocTe: Jflunasa (onpegenenue hepMeHTaTUBHOM MonoxurensHo MonoxutensHo
aKTUBHOCTH)
MoanuHHocTs: lMpoTeasa (onpegenexue hepMEHTATUBHOW MNonoxwmrensHo MonoxuTensHo
aKTUBHOCTH)
OpHopoaHOCTL A03UPOBaHUs (BapuaLma no macce) cooTBeTCTBYET cooTBeTcTBYeT EBp.@.
L1=15.0%, L2=25.0%
KpUTEpPUA NpueMnemocTu = k*s u M=X (cpegHee)
KonuuectsenHoe onpeaeneque: AMvnasa ENlEsp®/kanc. 42548 >= 8000
KonuuectsenHoe onpeaenenve: flunasa EA Esp.®./kanc. 14091 11000..13000
KonuuectsenHoe onpepenetve: MpoTeasa ENEsp®./kanc.  ggq >=600
Boaa % 33 <=40
Ocratoytble opraHu4eckue pacTBOPUTEN: M30NPONMUIOBbLIRA
crvpT % 0,3 <=0,5
OcraToyHble opraHu4eckue pacTBOPUTESNN: aUETOoH % 0,4 <=0,5
VcnsitaHne Ha pacTBopeHue % 103 CM. CHOCKY*)
PacnagaemocTs (B Boge) MUH. 4 <=15
O6wee yncno aspobHbIX MUKPOOPraHU3MoB KOE/r 20 <= 10000
OBujee YMCNO QPOXOKEBLIX U MAECHEBLIX PGB KOE/r 10 <= 100
IHTEPObaKTEPUI, YCTOWYMBLIX K KEMYM Ir <10 <= 100
Salmonella otcytcrayet/ 101  otcytcteyet/ 10T
Escherichia coli orcytcreyeT/1r  oTcytersyet/1r

Staphylococcus aureus

*) TpeboBaHUs ANA UCMLITAHUA Ha pacTBOpeHue
3Haverve (Yepe3 20 MuH unKu 30 MUH) AoMKHO BeiTh He MeHee 80% (Q)

Hata npoussoactsa: 07.02.2019

36601t JIaGopatopus ['m6X
3asoa B r. Hofiwranr

otcytcTByeT/ 11

10ctyc-dou-JlnGur-Ulrpacce 33 — 31535 Hotiwrant-am-Piobeubepre, I'epmanua

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

otcytereyet/1r



Abbott

A Promise for Life

KpeoH 10000 kancynei Ne20
MaTepuan Cepusn HAata usrotoBnenuss  Cpok rogHocTu

1082298 57415 02.2019 01.2021

AHanutHyeckue METOALI UCMBITAHUA, nepeyncneHHble B cneundgrKaunMu (COOTBETCTBYIOLUA HOMEp B CUCTEMe
SOLID cm. Huxe):

Tect Meron

Onucaxue BU3yanbHan oleHKa
MoanuHHoOCTL Esp.®. / SOLID 0000082709
OaHopoaHOCTL AO3KPOBaHUA (Bapyauus no Macce) EBp.®. 2.9.40
KonuyecTeeHnHoe onpepenexue SOLID 0000082709
Bopa SOLID 0000082711
OcTaTouHble opraHuYeckue pacTeopuTenu P0000101
PacTteopeHue SOLID 0000088309
Pacnapaemocts kancynesl Esp.®. 2.9.1
OBulee 4ncno aapoBHLIX MUKPOOPraHWU3MOB Eep.®.2.6.12
ObLee YUCHIO APOMOKEBLIX U NNECHeBbIX rpnbos Eep.®.26.12
3HTEpObaKTepUiA, YCTORUMBBLIX K Xen4u Esp.®. 26.13
Salmonella Esp.®. 26.13
Escherichia coli Esp.®. 26.13
Staphylococcus aureus Esp.®. 26.13

CooTBeTCTBYET PEryNATOpHbLIM TPEGOBAHUAM CrIeAYIOLMX CTPaH:

Per.Ne Cney.Ne
Poccuiickan ®epgepauun P No.015581/01 SOLID 1000627671 Bepcus 2.0

2660t JIabopatopus I'm6X
3asoa B r. Hoifwrant
HOctyc-dou-JInbur-1lrpacce 33 — 31535 Ho#uwitant-am-Probenbepre, [epmanus
Ten. +49 50 32 81 — 0, Makc +49 50 32 81 —2 99
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A Promise for Life

Hara Crpanuna
16-anpens-2019 3m33
Kpeown 10000 kancynei Ne20
Matepuan Cepus DNata usrotosneHus  Cpok rogHocTu
1082298 57415 02.2019 01.2021

HacToswmm nogteepxalo, 4To BhileykazaHHas MHOPMaLMA SBNAETCA MOAMWUHHOW ¥ TOYHOM. DaHHan cepus
Npenapara npousseqena, BKKYAs yNakoBKy/MapkupOBKY 1 KOHTPONL KaYecTsa & COOTBETCTBUM C npasunamu GMP u
TpeboBaHuAMK  creundmMKkaumu, nNpeAcTaBneHHoR & pericTpaunoHHomM [ocke  CTpaHb-MMMopTepa. 3anucu o
TPOWU3BOACTBY, ynakosKe i NPOBEAEHHIO aHAMNW3a NPOBEPEHBI, COOTBETCTEBME GMP NOATBEPKAEHO.

Hacroswwmit ceptucbukar coopmuposan BaNWAMPOBAHHOMN CUCTEMO W 3aBEPEH 3NEKTPOHHON NOAMNCHIO.

16.04.2019/ 17:19:02 no LUEHTpanbHO-eBPONencKoMy BpeMeHu, 3neKTpOHHAR noanucy: Wsabe Bexpewnc,
YNOMHOMOYEHHOE NULO.
CepTuchukaT NpoBEpeH 1 yTBepKaeH.

36601t JIa6oparopus I'm6X
3aeon B r. Hoiturraar
HOcrye-pon-JuGur-irpacce 33 — 31535 Hoftwrant-am-ProGenbepre, Tepmanus
Ten. +49 50 32 81 — 0, dakc +49 50 32 8] — 2 99



