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POTOI’PA@HYECKHE H30BPAXKEHHNA OBIIEI O BUJA MEAHIIMHCKOT'O H3AEJIHA

Ha6op koHTpOAbLHLIX MaTepHanoB «JInpnab AMyp Cudpniauc KoHTpoan» Jisi KOHTPONIS KAECTBA KAYECTBEHHOI0
onpeaeJeHHs HMMYHOr100yaHHOB Kiacca G (IgG) k 6axrepun Treponema pallidum (AuTi-TP) B chiBOpOTKE H MUIazMe
KPOBH YejIOBeKa MeTooM HMMYHOXeMHMOMHHecieuTHOro aHaau3a (MXJIA) na ananu3aTope aBTOMATHIECKOM
HMMYHOXeMHIIOMAHECHEHTHOM «JIuanal AMyp» Ans AuarHocTHkH in vitro no TY 21.20.23-210-65614693—-2022

2023

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX U3AEMM



Kontpoabnbili MaTepHa, ypobeb 1, NoJIokHTeNbHLIN
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KOHTPO/bHbIN MaTepunasl, YpoBeHb 2, 0TpULLaTe/IbHbI
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MNoTpebuTenbckasa ynakoska
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MoTpebuTenbCcKas ynakoBka. Buja c6oKy

000« JTINOKOP>

m/1 Poccus. 620102. CeepasioBckasi o6nacTb, . 0. ropos EkatepuHeypr,
r.EkatepunHbypr, yn.MNocagckas, cTp. 23, opumc 204.
TenecdoH: 8 800 500 7/128. leadcore.ru

Hab6op KOHTPONbHbIX MaTM>xanoe «J/ingnaé Amyp Cucdunnumc
KOHTNNb>» ANA KOHIponsa KayecTBa Ka4eCcTBEHHOro onpejeneHus

nmMmyHornobynmHos knacca G (IgG) k6akTepun TrsoneTa pallictOrs
(AHTK-TP) B CbIBOPOTKE M N1a3mMe KpOBM Ye/TOBEKAMETOA0M

MMMYHCXXEMUNO MUHECLLEeHTHOro aHanm3sa (UXJ1A) Ha aHanun3aTtope
aBTOMaTUYECKOM MMMYHOXaMU/TFOMXK FOCL@* rrHoM «J/lngnaé Amyp>»
Ana guarHoctTuku InvttrorroTY 21.20.23 >210-85614693>2022.

Homep n gata permeTpammoMmMoro y40CcToBepeHuns
PY M»P3H XXXXXX 0T XX.XX.202X

w /1 MecTo npon3sogcTea:

M 000 «/INXucoP», Poccnna. 620033. CBepasioBcKas 061acTb.
r.EkatepnHe”, yn.KpacHogapckas, 4. 15

M 000 «JIMX1KOP». Poccusn. 141881. MockoBckasio61aem
r.ly6Ha, yn.MpnbopoctpomTenali. 3a
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MoTpebuTenbcKasa ynakoeka. Bup caagu
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O6LWNit BUA MeAULIMHCKOTO U3aenunst

nnanao
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TpaHcnopTHasa ynakoBKa
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Bcero npolHypoBaHo, MPOHYMepoBaHo
N CKPEenJeHo neyarbio
/[ (BOCEMb

JdupekTop
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YTBEPXKAAIO»

MAKET MAPKUPOBKH

HaG6op xonTpoaLHBbIX MaTepHanos «/Ingiab Amyp Cudpuanc Kourpoas» aas

KOHTPONS Ka4eCTBA KAY1eCTBeHHOTO OnpeAeeHHs HMMYHOTN06yIHHOB
knacca G (IgG) x 6axrepun Treponema pallidum (Aarn-TP) B chIBOpoTKE H

nAa3Me KPoBH Ye/IOBEKa METOA0M HMMYHOXeMHEIIOMHHECIIEHTHOTO AHAJIH3A
(MXJIA) Ha aHARIH3ATOPE ABTOMATHYECKOM HMMYHOXEMHAIOMHHECIIEHTHOM

«JInpnab AMyp» A8 AHATHOCTHKH in vitro mo TV 21.20.23-210-65614693—
2022

2023
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Habop KOHTpObHLIX MaTepranoB «J/lnanab Amyp Cudmnnuc

KOHTpO/Ib» AN51 KOHTPONS KaYecTBa Ka4eCcTBEHHOTO OnpefeneHns

nmmyHornobynunHos knacca G (IgG) k6aktepun Treponema pallidum n Vlnurrl a6 AMyp IV\ﬂ'G

(AHTW-TP) B CbIBOPOTKE U NNa3Me KPOBM YeNloBeEKa METOA0M CocTaB n3aenni

MMMYHOXEMUTIOMUHECLL,EHTHOro aHanm3a (UXJ/1A) Ha aHanu3artope CMCbVl“ VlC KOHTpO“ b 1 KOHTPO/bHBIN MaTepuan, yposeHs 1

aBTOMAaTUYECKOM UMMYHOXEMUTIIOMUHECLEHTHOM «Jlnanab Amyp» MONOXNTENbHBIY - 2 (hAaKoHa No
ONS AMarHoCTUKM in vitro no TY 21.20.23 - 210-6561A693-2022. 2.0 m;
Homep ngarta perncTpaloHHOro y40CTOBEPEHNS 2. KOHTpOnbHbIV Matepuan, ypoBeHb 2.
PY Ne P3H XXXXXX oT XX.XX.202X oTpuuaTenbHbIl - 2 hnakoHa no

2.0 mn:

id ! MecTo npon3BogcTBa:
~] OO0 «/INJKOP», Poccusi. 620033, CBepanoBckas ob6nactb,
r. EkatepnH6ypr, yn. KpacHogapckas, a. 15 d ] 01.07.2023

M OCK «JINAKOP», Poccus. 141981, MockoBckasi 061acTb,
r. lly6Ha, yn. MpubopoctponTeneii. 3a LOT 20230701 |S| 01.01.2025 REF CCO0A9

nl/lp'“a6 AMyp nMaKop ﬂl/l,ﬂ,fla6 AMyp nnakop

3. VIHCTPYKUMSA MO NPUMEHeHuIo -1 wr.;
[. AHanuTrnyecknii nacnopT -1 wr.

AHTUTenak BAY-1,2 u Bupycy renatmta
C nHBSAQ OTCYTCTBYIOT

\YHLO 1YT10|

Cundoununc KoHTpob Cundonnmnc KoHTponb
KOHTPO/NbHbI/ MaTepuan, ypoBeHb 2, 0TpuLaTe N bHbI i KOHTpONbHLIN MaTepuan, ypoBeHb 1, NON0OXUTENbHbI

KOHTPONbHLI MaTtepuan KOHTpO/bHbLI MaTepuan

2’0 Mn WHaKTnBMpoBaH o MHaKTBMpoBaH
REF CCOA9 /KB MO perccoag
N LOT 20230701 LU 01.01.2025 LOT 20230701 2 01.01.2025
4.
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Habop KOHTPO/IbHbLIX MaTepuanoB «Jingnad Amyp
Cudnnuc KoHTpO/ib» AJI9 KOHTPOJIA KadyecTBa Ka-
YeCTBEHHOIO onpegesieHna MMMYHOT/I06yNMHOB
knacca G (IgG) kK 6aktepuun Treponema pallidum
(AHTN-TP) B CbIBOPOTKE M Na3Mme KpOBU HesioBeka
MeTo40M MMMYHOXEMUNIOMUHECLEHTHOIO aHanmsa
(MXNTA) Ha aHann3aTope aBTOMaTUYeCKOM MMMYHO-
XEMUNIOMUHECLEHTHOM «Jlmanad AmMyp» Ansa auna-
THOCTUKM invitro no TY 21.20.23-210-65614693-2022

8'C Proclin 300

2rT [ L 3CD CD

Ons npodeccrnoHanbHOro NPUMEHEHUS

. 000 «/IMOKOPs, Poccus 620102, Ceepa/ioBckasi 06/1acTb, I.0. ropos,
|\/| || EkaTepunHOypr, r. EkatepnHoypr, yn. NMocaackas, cTp. 23. ogomc 20A. W O 1 . O 7 . 2 O 2 3

LOT 20230701 01.01.2025 REF CC049
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Bcero npoLLHypoBaHo, NMPOHYMepoBaHO
1 CKPEN/eHo nevarbto

S

JdupekTop

/E. KO. IoxryT/



