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1. HaumenoBanmue

HaGop koHTponpHbIx MatepHanos «Jlmpnaé Amyp Mycoplasma pn. IgG
KoHTponb» M1 KOHTPOJIA Ka4yecTBA KOJNHYECTBEHHOrO OMpeReNeHUs aHTUTEN
knacca G (IgG) k 6axrepum Mycoplasma pneumoniae B CBIBOPOTKE M IIa3Me KPOBH
YeloBeKa METOAOM HMMYHOXeMHIIOMHHeCcLieHTHoro aHanusa (MUXJIA) ma
aHaNU3aTope aBTOMATHYECKOM MMMYHOXEMHJIIOMMHECLeHTHOM «JInniab Amyp»
JUIA THArHOCTHKH in vitro mo TY 21.20.23-295-65614693-2022 (manee no Tekcry —
Habop konTponabHbix MarepuanoB, Habop koHTponbHbIX MarepuanoB «JIngna6
AMyp Mycoplasma pn. IgG KoxTtpons», u3genne).

2. Ha3snaueume

Ha6op koHTpoabpHBIX MaTtepuanos «Jluanaé Amyp Mycoplasma pn. IgG
KoHTpoab» npeAHazHa4YeR I KOHTPOJA Ka4eCTBA KOIHIECTBEHHOIO ONpeICeHHs
antten knacca G (IgG) x Gaxrepun Mycoplasma pneumoniae B CHIBOpOTKE H
wiasMe KpOBH YeNOBeKa METOJOM HMMMYHOXE€MHIIOMMHECLICHTHOTO aHamM3a
(MXJIA) ©Ha aHanu3aTOpe aBTOMATHYECKOM HMMYHOXEMHIIOMHHECUCHTHOM
«JInpna6 Amyp» (OO0 «JIMAKOP», Poccus).

OYyHKUHOHANbHOE  HA3HAYEHHE:  BCIIOMOTaTeNbHOE  CPEACTBO B
AUarHOCTHKE in vitro.

3. Toxka3auus, NPOTHBONOKA3AHHSA H NOD0IHbBIE SBJIEHHA

IokasanMsi: KOHTPONb KayecTBA AaHANH3a TMPH KOJNHYECTBEHHOM
onpenenennu IgG k Mycoplasma pneumoniae.

IIpoTHBONOKA3AHHA: B paMKaX YCTaHOBAEHHOTO MPOH3BOAMTENEM
Ha3HaYeHHA He UMeerT.

MoGounble ABJACHHA: TpH COOMOAEGHWH YCJIOBHH M INpaBHI
TPaHCNIOPTHPOBAHUA, XpPAHEHHA ¥ NPHMEHEHHA HE BEIABIICHEL.

Cneunduveckass NATOJNOrHA, COCTOSHHE MJAH (AKTOp pHCKA: He
NPHMEHHMO.

Hecneayemblii 6HONOrHYESCKHH MATEPHAN: HE IPHUMEHHMO.

OnpeaensieMblii AaHAJHT: HE IPHMEHHMO.
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Tun ananu3a: He mpumenumo. [IpeaHasHauyeH MId KOHTPOJIA KauyecTpa
aHaJIn3a NpH KoJIMYecTBeHHOM onpeaeneHnH IgG k Mycoplasma pneumoniae.

4. IloreHunaabHble NOJNbL30BATEIH H 001ACTH IPHMEHECHHS

MoTennBanbHbifi noTpebuTEenb: Bpad KIHHHYECKOH naGopaTopHoi
AHATHOCTHKH W JApYrue CHeLHANNCThl B o0NacTu KIHHUYecKoil naboparopHoit
JIMAarHOCTHKH, Npolueame odyuerye no pabore ¢ aHaIM3aTOPOM aBTOMAaTHYECKHM
KMMYHOXEMUITIOMHHECLICHTHEIM «JInpnab AMyp». Tonbko s
npoheCCHOHANBEHOTO HCMONB30BaHHA.

O6aacTh NpHMeHEHAS — KIMHHYeCKas JabopaTopHas JHarHOCTHKa.

5. Komnaexrnocts H coctaB Habopa KORTPOJLHLIX MATEPHANIOB

1) Jluopunu3MpoOBAHHEIA  KOHTPOJBHEIH  Marepuan, YypoBeHb |1,

NONOXHTENbHBIR — 2 pnakoHa no 2,0 mn;

2) JlHopunH3HpOBaHHBIA KOHTPONBHEIH  MaTepHan, YpPOBEHb 2,

oTpuLaTenbHslH — 2 (pnakoHa no 2,0 mu;
3) UncTpyKuus no MpUMeHeHHIo — 1 mrt.;
4) AnanuTHyecKkuii macnopt — 1 wr.

Kommnonents: Ha6opa KOHTPOJIBHBIX MaTEpPHAIIOB:

Jlnodummsuposanssiii | 2 ¢nakona mo 2,0 | CeiBOpOTKA KPOBH  Ue€JOBEKa,
KOHTPOJNBHEIH - copepxamas IgG k Mycoplasma
MatepHan, YpoBeHs 1, pneumoniae.

HOJOXUTENbHBIH Marpuna: MOPS 6ydep ¢ BCA,
JuodunusuposanHusii | 2 ¢uakona mo 2,0 | 0,05% ProClin 300.
KOHTPOJIbHBIH -

MaTepHal, YpoBeHb 2,

OTPHLATENBHEIH

B cocTaBe MEAULIMHCKOTO H3AENHSA OTCYTCTBYIOT MaTePHalbl, BCTyNAaloLHe B
HEMOCPEACTBEHHBIH WM OTNIOCPE/IOBAHHBI KOHTaKT C OpraHW3MOM MNAllHeHTa

(TenoM 4eNoBeKa).

B cocraBe KOMIIOHEHTOB MEIMLIMHCKOIO H3ACNHS  OTCYTCTBYIOT

NeKapCTBEHHBIE CPEACTBA.
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KoMnoHeHTH H3ACNHA HE ABIAKOTCA CTEPUIBHBIMH H HE 'rpe6y10'r

CTCPHUNH3ALHH.

Uucno uUCHONB30BAHHHA He OrPpaHHYCHO, HCNOJB30OBATH IO Mepe
HeoOXOAUMOCTH A0 HCYeprnaHuia o0beMa HNH HCTEUCHHSA CpOKa TOAHOCTH.

OroOpaHHblif U1 aHaNM3a KOHTPOJLHBIM MaTepHal HeNb3A HCNONb30BaTh

TIOBTOPHO.

6. IIpuHOAn MeToAR
Habop xonTponpHbIX MarepHanoB «Jlumnaé Amyp Mycoplasma pn. IgG
KoHTpons» nmnpennasHaueH Jnd KOHTpONA  Ka4yecTBa IIPH  HEMPAMOM

HMMYHOXeMUWIIOMHHecLIeHTHOM aHamu3e (IXJIA).

I-n unxybayun: 1gG x Mycoplasma pn. npy WX HamM4uM B oGpasue
pearupyloT ¢ anTureHaMu Mycoplasma pn. Ha napamMarHHTHEIX MHKpO4acTHLIAX B

cocraBe pearenta R1, 006pa3ys KOMIIEKCH «@HTUTENO - AHTHIEHY.

Hpomuexa: nox HOeHcTBMEM MArHUTHOTO IMOAA NnapaMarHMTHBIC YaCTHIBI
ancop6npyxo*rcx Ha CTCHKaX peammouuoﬁ KK)BCTBI, 2 HCCBA3ZAHHBIC KOMITIOHCHTBI

CMBIBAIOTCA NTIPOMBIBAIOIINAM PACTBOPOM.

2-3 unkybayua: nocne nobapineHns peareHta MedeHbx auturen (R2)

antutenia x IgG d4enoBeka, MeueHHblE 3(PHPOM AaKPHUAMHHSA, pPEarHpYIOT <

KOMIUICKCaMH <«AQHTUTEIIO - QaHTHICHY, 06})33}’31 KOMIUICKCBI «aHTHBHAOBOC

AHTHTENIO — AHTUTEJNIO - AHTHICHY.
IIpomsiexa.

Jemexyun u unmepnpemayun: K peakuMOHHOH cMecH noGaBnAIoT
peareHTsl "JIuanaG Amyp Ilpe-tpurrep” u "Jiuana6 Amyp Tpurrep". CurHan ot
XEMHIIOMHHECLICHTHOM peakuMd H3MepAeTcd B OTHOCHTENBHLIX CBETOBBIX

eaunrnax (OCE).
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CyuecTByer nmpaMas 3aBHCHMOCTD MEXAY KonudectBoM IgG k Mycoplasma
pn. B obpasue u 3HaueHHeM OCE, oOHapyXeHHBIM ONTHYECKOH CHCTeMo#

aHanu3artopa «Jluanab AMyp».

PesynbTarhl onpefensioTcs ¢ NOMOLIGIO KalnOpoBo4HOH KpUBOi, koTopas
co3/aeTcA MyTeM KaauOpOBKH 110 TPEM TOYKaM, U 3TAJIOHHOH KpHBOH, 3a1aBaeMOi

QR-xofi0M pearesta.

7.  Onucanue MeAHIHHCKOTO H3/e/THA

HaGop koHTponbHBIX MarepHanoB «Jluana6 AMyp Mycoplasma pn. IgG
Kontpons» mnpeacraBnser coGofi AByXypOBHEBBIi KOHTPOJNBHBINH MaTepHal
(ypoBeHb 1 -IONOXKHTENBHBIA, YPOBeHb 2 — OTPHLATENbHBIH) B BHIAE
NHO(PHIHZHPOBAHHOrO NOpollika. B KoMMIeKT 1ocTaBKM BXOSUT 110 ABa (pjlakoHa ¢
KOHTPOJIbHBIM MAaTEpHAJIOM KaKJAOr0 YPOBHS, HMHCTPYKIHS H aHAMTHYCCKHil

nacnopt €O 3HaUCHNAMH Konnempaunﬁ.

JIno¢punuzupoBaHHbIH KOHTPOMBHBIM MaTepHall, YpOBE€Hb 1,
NOJNOXHTENbHEIM, roMeleH BO (JAKOHB H3 HEHTpalbHOre GOPOCHIMKATHOTO
crekna (KOpHYHEBBIH) ¢ 3aBHHUYMBAOLIEHCA KPBHILKOH 4YepHOro IBeTa.
JIvopunu3UpOBaHHEH KOHTPONBHEIA MaTepualn, YpoBeHb 2, OTpPHLATENbHBIH,
NOMeILEH BO (UIaKOHH U3 HeHTpanbHOro GOPOCHANKATHOIO CTeKIa (KOPHYHEBBIi)

¢ 3aBHHYMBaIOLIeHca KpbIILKoii 6enoro pera.

BrHemHui B

MenkoaucniepcHslii ropoitok 6enoro uera. [loaHOCTHIO pacTBOpseTCA NMpH
nobaBleHHH 2 MN BOABI OYHILEHHOM (AHCTH/UIMpOBaHHOH). BpeMs pacTBopeHusA -
He Gonee 20 MuHYT. B BOCCTaHOBIEHHOM BHAE NpeACTaBiAeT cofo mpo3pauHbii

pacTBop 6e3 ocazka, XJIONBEB H MOCTOPOHHHX BKITIOUCHUH.

8. Mepsi NpeaOCTOPOXKHOCTH ¥ OTPAHHYEHHN METOLA
- [MoreHunansHblii pUCk NMpUMeHeHHA Halopa - wiacc 26 (cornmacho
IMpukasy MununcTepcrsa 3apasooxpatenusa PO Nedn ot 06.06.2012 1)

- Toneko Ul AUATHOCTHKH in vitro,

6
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- KoHTponbHEIE MaTepHalbl H3TOTOBNEHEI H3 CBHIBOPOTKH KPOBH
YellOBEKa, NPOBEPEeHHOH YTBEPKACHHEIMH METOAAMH, B KOTOPOH OTCYTCTBYIOT
HBsAg, anrurena k BI'C u BUY-1,2 u Treponema pallidum. Hu onux n3pecTHsli
METOA, aHANHM3a HE MOXET JaTh MONHYI0 FapaHTHIO TOrO, YTO IPOAYKTEI,
NONTy4YeHHBIE K3 YeNOBEUECKHX MarepHalioB, He HHUIMpoBaHki. ClIeA0BaTENBHO,
BCe YeNIOBEYECKHe MaTepHansl CcleAyeT PacCMaTpHBaTh KaK TOTEHLMAIBHO
HH(EKIHOHHBIE;

- B coctaB MaTpHLbl KOHTPOJLHEIX MATEPHAJNOB BXOAMT ObIuMid
ceiBopoTOuHBIH ans0ymuH (BCA). Hammaue cepridnkaTa 0 NPOHCXOXKACHUY W/HIH
CAHHTAPHOM COCTOSHHMH >KHBOTHBIX HE MOXET TNONHOCTHIO IAPaHTHPOBaTh
OTCYTCTBHE MHQEKIMOHHRIX maToreHHeX areHToB. [loaToMy pekoMmeHayercs

cobnmonars OORMHBIC MEPHl NPENOCTOPOKHOCTH (HANpPHMED, HE INOTaTh WIH He

BABIXTh);

- He cMmelnnBaiiTe KOHTPOJIbHBIE MaTEepHANLI PA3HBIX CEPHil;

- He cMewmmBailiTe cBeXxue KOHTPOJNbHBIE MaTEpualnbkl C  YxKe
HCTONb3YEMBIMH;

- He nepenupaiite KOHTpONBHBII MaTepuan OOpaTHO B HMCXOAHbIMA
¢$nakoH nocne B3ATHI,;

- He ucnons3yiite HaGop KOHTPONBHBIX MaTepHANoB NOCJE HCTEHEHHA
CpOKa rOAHOCTH,

- He wucnonpsyiite KOHTPONbHBIE MaTepHalbl H3 TOBPEXIEHHOH
YNIAKOBKH.

- 3HayeHHA KOHLEHTpaUMii KOHTPONBHBIX MATEPHAIOB 3aBUCAT OT
cepum;

- He 3amopaxusaiite Habop KOHTPONBHBIX MaTepHANOB, mpex/e YeM
OTKpHITh €T0;

- Hcnons3yiiTe cpeacrsa HHAMBHAYalbHO!H 3amMTEL NpH paGore ¢

KOHTPOAbHBIMH MaTCpHallaMH.
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- Jesunexnus pasUThIX KOHTPONBHBIX MATEPHAJIOB BHIONHAETCA C
KCTONB30BAHHEM AC3MHPHUMPYIOLIBX CpeAcTB B cooTBeTcTBHM ¢ CanllnH
2.1.3684.

9. IloaroTroBka KOHTPOAbHLIX MATEPHAJIOB

KoHTponbHble MaTepHANE! MOCTABIAIOTCA B THOGHIHIHPOBaHHOA dopMe.

- AKKypaTHO MOCTY4MTe No ¢rakoHy, YToObl KOHTPONLHBIH MaTepHal
okasajica Ha AHe ¢nakoHa.

- Orkpotite ¢(nakoH, OCTOPOXKHO NOAHHMMTE PE3HHOBYIO MpPOOKY,
yro0OBl BO3AYX NoMan Bo ¢JIakoH, 3aTeM NOJHOCTHIO CHUMHTE €e.

—  Jo6aBbTe 2 Ml OUMLIIEHHOR (AUCTUIIMPOBAHHOMN) BOJBI.

- 3akpoiite ¢akoH pe3nHOBO 3aMIyLIKOH H KPHIIKOi, faliTe NOCTOATH
1020 MHHYT AIA NOJHOIO PAcTBOPSHHA COACPKHMOTO, B TEUCHHE KOTOPHIX
OCTOPOXKHO BCTpAXHUTE (iiakoH 5—10 pa3. 3aTeM pacTBOpHTE COACPIKAMOE CBEPXY
MMyTeM OCTOPOXKHOrO nepeBopavunsanns npumepHo 10 pa3. M36eraiite o6pazoBanus
TEHBI.

- Bo3sMuTe HEOOXOAUMBIH 00BEM ISt KKAOr0 aHAIN3a B COOTBETCTBHH
¢ HHCTpYyKIHei no npuMeHeHHIo Ha HaGop pearentos «JInanab AMyp Mycoplasma
pn. IgG».

- PacnipenennTe KOHTPOJNBHEIH MaTepHai B HECKONBKO HeBOMBIIHX
¢ 1aKOHOB ¢ repMeTHIHOH KPHILIKOH U XpaHHTE UX B COOTBETCTBUY C TPEOOBAHNAMH

nyHKTa 10 JaHHOH HHCTPYKIUH.

10. CTabunbHOCTh, YCJIOBAS  XpaHeHHS, HCOOJAL30OBAHHE W
TPAHCHOPTHPOBKH

VYenosug xpanenns, cTabHALHOCTD
- Uagenus B ynakoBKe H3rOTOBHTENS CACAYET XPaHHTL Ha CKnaiax. XpaHeHHe
u3fenuii npu Temneparype or +2 go +8 °C IOMKHO OCYIIECTBIATHCA B
XONOOWIBHBIX  KaMepaXx WIM B  XOJOJAWIbHHKAX, oOecrneyHBalonmx
perfiaMeHTHPOBaHHEI! TeMNepaTypHbli PeXHM ¢ €XCAHEBHOH perucrpanuei

TEMICPATYPhI. Xpaueuue H3ACNHIA JOKHO OCYILECTBIATHCA B TEMHOM MeECTE.
8
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Hapenus, XpaHMBIIMECS C HapylICHHEM peINIaMEHTHPOBAHHOTO pEXHMA,
TIPUMEHEHHIO He NOAIeXKAT.

- HeoTkprIThle KOHTpONbHBIE MAaTepHaNBl CTaOWIbHLI OO MCTEYEHHA CPOKA
rogHocTH (48 MecaueB) npu TeMneparype ot +2 jgo +8 °C.

- [Tocne BOCCTaHOBNECHHSI KOHTPOJIBHbIC MaTepualibl CTAOMBHEI B TeYeHHE 7
AHel npu TemnepaType XpaHeHus oT + 20 no + 25°C. |

- [Tocne BoCCTaHOBNEHHMS KOHTPONH CTabWibLHLI B TeueHne 30 AHelt npm
TeMnepaType XxpaHeHus ot + 2 go + 8°C.

—  Ilocne BoCCTaHOBJICHMS KOHTPOJIH CTAOHIIBHEL B Tedenue 90 aueit npu
TeMneparype xpaHeHus - 20 °C wiH Hmwke. PasmopaxuBanue / OTTaHBaHME
3aMOPOXKEHHBIX  BOCCTAHOBJIEHHBIX  KOHTPOJNBHBIX  MATEPHANlOB  CIENyeT
NpOM3BOAMTD NpPH KOMHAaTHOH TeMmmnepaTtype B TeueHue 30 wmuH. I[locne
pa3sMOpaXXHBAHUA KOHTPOJIBHBIE MaTepHaNbi HEOOXOIUMO BCTPAXHYTE.

- N3Geraiite MOBTOPHOTO 3aMOPaXXHBAHHA-OTTAHBAHMS BOCCTAHOBJEHHBIX

KOHTPOJBHBIX MAaTCPHAIOB.

YcioBAg TPAHCNHOPTHPOBKH

TpancnoprupoBaHHe H3zenuit A0 KOHEYHOro NOTpeOUTENs Ha BCeX 3Tanax
AODKHO MPOH3BOAMTBCA BCEMU BHIAMH TpaHCNopTa (BO3AYINHBIN, BOAHBIIA,
KeNe3sHOAOPOXKHBIH, aBTOMOOWIBHEIA) B KpBITBHIX chomx CpeacTBax B
COOTBETCTBHM € NpaBHJIaMH NEPEeBO30K, ASHCTBYIOIMMH Ha TPAHCMOPTE JAHHOTO
BHJA NpH TeMrieparype oT +2 Ao +8 °C ¢ cobnogeHneM X0NOAOBOI LIETH B TeYCHHE
12 puefi. He nonseprath AIUTENBHOMY BO3JEACTBHIO TEILI4, Bilark, NpAMBIX
CONHeYHBIX JydeH. 3amopaxusaHne Habopa KOHTPOJLHBIX MaTepHaNoB He
nonyckaercd. TpaHCHOPTHPOBaHHE H3ACNMH AOMKHO OCYIISCTBAATLCA B
TEPMOKOHTEHHEpax OAHOPA30BOrO MONB3OBAHHA COICPXKALIMX XJIAJO03ICMEHTHI,
HIX B TEPMOKOHTeHiHepaX MHOrOKpaTHONO IPHMEHEHHs ¢ aBTOMAaTHYECKH
NOJAEPXHBaeMOii TeMIIepaTypoii WK B aBTOpedpiKepaTopax ¢ HCNOJb30BaHHEM
TEPMOMHJAKKATOpOB.  M3nenus,  TpaHCNOPTHpOBaHHbIE C  HapyIleHHEM

TEMIIEPATYPHOTO peXHMA, TPHMEHEHHIO HE NOJIEXAaT.

9
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11. ObGopyaoBanne M MaTepHajbl, He BXOASIOHE B KOMILIEKT
NOCTABKH, HO He06XoaAHMbBIE /1A NPOBeAeHHT AHAIH3A

- Bona ounmieHHas (ZMCTHIUIMPOBaHHAsN);

- DnakoHsI ¢ repMEeTHYHOH KPBHILIKO#;

- HaGop pearentoB «JInmiab Amyp Mycoplasma pn. IgG» ans
KOJIHYECTBEHHOIO onpeneneHus anturen kiuacca G (IgG) k 6akrepun Mycoplasma
pneumoniae B  CHIBOPOTKE M [IUla3ME KpOBH  4YelOBeKa METOAOM
HMMYHOXEMHUIIIOMHHeCIeHTHOro  aHam3a  (MXJIA) wa  aHanmusarope
aBTOMAaTHYECKOM  MMMYHOXEMHIIOMHHeCUeHTHOoM «JInmnab Amyp» ans
JHArHOCTHKH in vitro mo TY 21.20.23 — 245-65614693-2022;

- Pactop 3anyckalonmii  "JInmia6é Amyp [Ilpe-tpurrep" ana
aHANH3aTOpa aBTOMAaTHYECKONO0 HMMYHOXEMHIJIIOMHHECLIEHTHOTO «JIumnaG AmMyp»
AN AHATHOCTHKA in vitro mo TY 21.20.23-277-65614693-2022;

- Pacteop 3anyckatonmii "JIngna6 Amyp Tpurrep” mns anamusaropa
aBTOMAaTHYECKOr0 HMMYHOXEMWIIOMHHeCHEHTHOro «JIluana6 Amyp»
JAMarHOCTHKH in vitro no TY 21.20.23-279-65614693-2022;

- PactBop npoMmeBalOIME AN8  aHaNMM3aTOpa  aBTOMAaTHYECKOIO
HMMYHOXEeMHIIOMHHeCLIeHTHOTO «JInanab AMyp pacTBOp MPOMBIBAIOIIMIA» INA
AHUarHOCTHKH in vitro no TY 21.20.23-276-65614693-2022;

- KioBera oaHopasoBas «JlumnaG AMyp KioBeTa» IJiA aHAIM3aTOpa
aBTOMAaTHYECKOTO0 HMMMYHOXEMHWIIOMMHECHEHTHOro «Jluana6 Amyp» ans
OMAarHOCTHKH in vitro no TY 32.50.50 — 281-65614693-2022;

- AHanmu3aTop  ABTOMATHYECKHH  HMMYHOXEMHJIIOMUHECLIEHTHBIH
«JIupnab AMyp» JUia IHArHOCTHKH in vitro no TY 26.51.53-283-65614693-2022, B

BAPHAHTAX KCTIOJIHEHUA.

12. IIpoueaypa aHaJan3a
AHanu3 TPOBOAMTCA B COOTBETCTBHH ¢ MHCTPYKLHeH IO NpHMEHEHHIO
HaGopa pearentos «JImpnaé Amyp Mycoplasma pn. IgG» u PykoBoacTeoM mo
IKCIUTyaTalKy aHanusatopa «Jluanab Amyp».
10
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13. HNuadopManus o 3HaYeHHSX KOHUEHTpaumii, nNPHNHCAHHBIX
KOHTPOJbHBIM MATEPHAJIAM

3uauenus koHueHTpaiuii IgG k Mycoplasma pneumoniae B KOHTPOJIBHBIX
MaTepHajiaX ykasaHsl B AHAINTHYECKOM [aclopTe Ha MEQMLHHCKOe H3JelHe
«HaGop xonTponbHeix MarepuanoB «JIumiab Amyp Mycoplasma pn. IgG
KORTpONE» U1 KOHTPONA KAYECTBA KONHYECTBEHHOTO ONpEAENCHHS AHTHTEN
knacca G (IgG) x 6akrepun Mycoplasma pneumoniae B CBIBOPOTKeE H IU1a3Me KPOBH
YyeoBeKa METOAOM HMMMYHOXeMHIJHOMHMHeCUeHTHoro aHammsa (MXJIA) =Ha
aHAIH3aTOPe aBTOMATHYECKOM HMMYHOXEMHIIOMHHECHEeHTHOM «Jluanab Amyp»
Ui TMarHOCTHKH in vitro mo TY 21.20.23-295-65614693-2022».

Pe3ynbTaThl KOHTPOJNA KavuecTBa, KOTOphle He NONajaloT B JOMYCTHMLIE
AMANa3oHbl, MOTYT YKa3hiBaTh Ha HelelCTBUTENbHEIE Pe3yJbTaThl HCCICHOBAHMIA.
B nmanHOM ciyuae HcciefoBaHHe Heob6xoaumo noBTOpHTh. [Ipu nosTOpHOM
HECOOTBETCTBMH HeOOXOAMMO HCIONb30BAaTh HA0Op KOHTPONBHBIX MaTepHAalIOB

Apyroi cepuu.

14. YanuTOXEeHHE H YTHAH3AUMS

Otxomel, ofbpasylolmmecs mnpd Hcnonb3oBaHuM Habopa KOHTPOJIBHBEIX
MarepuanoB «JIlugnaé Amyp Mycoplasma pn. IgG KonTpons», 0THOCATCA K KIaccy
b u yrunusupylorca B coorsercTBuu ¢ CaulluH 2.1.3684-21.

15. ®DyHKHHOHAABLHbIE XaPAKTEPHCTHKH

BuyTpudnaxonnas sapuaunns: kodpdumuent papuamuu CV < 8%.
Mexduaxoanas sapuauns: ko3pduuuent papuauun CV < 8%.

KonuenTpauns (AHMana3oH uejieBbIX 3HAYEHHIR)

Konuentpanus | JluanazoH nenepmx sHaueHuH
1O pe3y/IbTaTaM aHANH3a
Yposers 1, HONOXHTENBHBIN 60 Ea/mn 48 - 72 Ea/Mn
Yposens 2, oTpHIaTeNbHELH 8 En/Mn 5,6 -10,4 Ea/mn

11
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MeTponoruyueckas npocaexxHBaeMoCTh KOHTPOJMLHEIX MaTEPHANIOB OLICHEHA
npu noMomu CrangaprHoro obpasua npeanpuatus «Mycoplasma pn. IgG
Cranpapt» B coorBerctBun ¢ I'OCT ISO 17511. KoHKpeTHElEe BelWYHHEBI
HEONpe/IENICHHOCTH 3HA4YC€HHH, MPHNHCAHHEIX KOHTPOJIBHBIM MaTepHallaM, MOTYT

OLITh NpeIOCTARNACHBI [10 3anpocy MoTpeCuTeNs.

KommyTtabeabnocrb: KodpduimeHT koppensnud r > 0,975, yron HaknoHa

Haxoaurcs B npeaenax 0,9 <y <1,1.

16. TapauTniinblie 06f3aTeNBLCTBA
MpeanpusTHe-U3roTOBUTENDL TAPAHTHPYET CTAOMIBHOCTH M COOTBETCTBHE
m3jenua TpebopBaHusaM TexXHHYECKMX YCNOBHH nNpH COOMIOACHMH YCIOBMIA

TPaHCNOPTHPOBAHHUSA, XPaHEHHA H DPHMCHCHHS B TSYCHHE BCEIo CPOKa rOAHOCTH.

Cpox roaunoctd HaGopa koHTponsHEIX MaTepnanoB «Jluanaé Amyp EB EA
IgM KonTtpone» — 48 MecsaneB ¢ 7aTh NPpOU3BOACTEA.

PexnaMaluu cnejyer HanpapisTh No agpecy npoussoautenio: OOmecTBo ¢
orpaHmyeHHo#il oteercTBeHHOCTRIO «JIMKOP» (OO0 «JIMOKOP»), Poccus,
620102, Ceepmnonckas 06aacts, r.0. ropos, ExarepunGypr, r. EkatepunGypr, yiu.
[Mocanckas, ctp. 23, opuc 204. Tenedon: 8 (800) 500-71-28. Anpec 3eKTpOHHOH
noutsl: marketing@leadcore.ru. |

17. CBejeHHN O NPOH3BOAHTENE MEAHIHHCKOIO H3AC/AHSA

IIpomsBoauTteneM MemuumHckoro wm3penust «HaGop  KOHTPOABHBIX
MarepHanoB «JIumna® Amyp Mycoplasma pn. IgG Konrtpoms» mns koHTpons
Ka4eCTBA KONMYESCTBEHHOro onpenencHus aHturen knacca G (IgG) k Gakrepuu
Mycoplasma pneumoniae B CHIBOPOTKE H IUIa3M€ KpPOBH Y€JIOBEKa METOAOM
HMMyHOXeMHIMIOMHHeclIeHTHoro  anamusa  (MXJIA) Ha  aHanmsarope
aBTOMAaTHYECKOM  HMMYHOXEMHJIIOMHHECLIEHTHOM «Jlugna6 Amyp» ans
JAMardocTHky in vitro no TY 21.20.23-295-65614693-2022» ssnsercs O6MmecTso ¢
orpaHudeHHO# 0TBeTCTReHHOCTBIO «JIUIIKOP» (OO0 «JINAKOP»).
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IOpuanueckuii aapec: Pocens, 620102, Ceepanosckas o6nacts, r.0. ropoa
Exarepun6ypr, r. ExarepunOypr, yi. Ilocanckas, cTp. 23, opuc 204,

Anpec MECTa NPOHU3BOACTBA MEAHLIMHCKOIO H3C/IHA.

1. OO0 «JIUAKOP», Poccusa, 620033, CeepmnoBckas ofnactb, T.
ExatepunOypr, yi1. KpacHoaapckas, a.15.

2. 000 «JIMAKOP», Poccus, 141981, MockoBckas obnacts, r. JybHa, yi.
TTpuGopoctpoureneii, 3a.

18. [Iepevuenp npHMeHAEMbIX CTAHAAPTOB

IoCT P UCO 15223-1-2020, I'OCT P CO 18113-1-2015, 'OCT P UCO
18113-2-2015, 'OCT P EH 13612-2010, I'OCT P 51088-2013, I'OCT P UCO
23640-2015, T'OCT ISO 17511-2011, 'OCT P 53133.3-2008, I'OCT ISO 14971-
2021, CanlluH 2.1.3684-21.

19. Pacin¢gpoBka rpaduueckux CHMBOJIOB

Cumson Pacuindporka
REF Howmep no karanory
LOT Koz napruun

Positive - TTonoxuTenbHpIi

Negative - OtpunaTenbHbli

HzrotoBurens

JlaTa H3roToBJIEHHA

HUcnone3oBatsh A0

OG6paruTtech K HHCTPYKLIMM 110 NPUMEHEHHIO

OcropoxHo!

ER= (e BTk
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MeanuMHCKoe n3fenune Ans AuarHoCTUKK in vitro

B1ONOrMYecKnin puck

Mpenensl Temnepartypbl

XpaHUTb BEPTUKAIEHO

Xpynkoe, 0bpalatbCa 0CTOPOXKHO

bepeyb OT Bnaru

He ponyckaTtb BO3AENCTBNA COMTHEYHOrO CBeTa

TOKCUYHO

OnacHo /18 BofHoA cpefpl

He ncnonb3oBath Npu NOBPEXAEHUN YNAKOBKU

20. JlnTepaTypHble CCbI/IKU

1. HHS Publication, 5th edition, December 2009. Biosafety in Microbiological and

Biomedical Laboratories.
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fNOKOP

00O «JInoxop»
Ten.: 8 (800) 500-71-28

marketing(leadcore.ru, www.leadcore.ru

AHAJUTUYECKHH MACIOPT

HaGop konTpoasHbIXx MaTepuajioB «JInanaé Amyp Mycoplasma pn. IgG
KoHTpoab» A/ KOHTPOJISI Ka4ecTBa KOJIHYECTBEHHOI0 ONpeae/IeHHs
anturtea kaacca G (IgG) k 6akrepun Mycoplasma pneumoniae B cbIBOpoTKe
M nJia3Me KpPOBH YeJ10BeKa MeTOA0M HMMYHOXeMH/IIOMHHECUEHTHOIO

anaan3a (UXJIA) Ha anasin3aTope aBTOMaTH4Y€CKOM

MMMYHOXEMH/IIOMHHECUEHTHOM «JInanab Amyp» o/ JHArHOCTHKH in vitro
no TY 21.20.23 — 295-65614693-2022

TY 21.20.23 - 295-65614693-2022

PY Ne

Ne cepun 20220301

Kat. Ne CC847
JlaTa u3rorosieHun
loaen no

YcaoBus xpaHeHun: npu Temneparype oT 2 10 8 °C B Tewenne 48 mecaues.

3aMopaxuBaHHe He 10MYyCKaeTCs.

01.07.2022
01.07.2026

HaumeHoBaHHe KOMNOHEHTA Onucanue PesyabTar
XapakTepHCTHKA KOHTpOJs
l. JInodnnu3upoBaHHbIA KOHTPOIbHbIA c CooTtBeTcTBYET
MaTepHas, ypoBeHb |, NONOKHTENbHBIT, bIBOPOTKA KPOBH 4€/10BEKa, CofiepkalLias
2,0 ma/dnakon — 2 wr 1gG k Mycoplasma pneumoniae.
9 .
= = Marpuua: MOPS 6ydep ¢ BCA, 0,05%
2. JInodnnnu3upoBaHHbIA KOHTPOJLHBI P ProCl i)n¢3 gO ’ Coorserctayer
MaTepHaJl, ypoBeHb |, OTpHUATENbHbIH, '
2,0 mn/cpnakoH — 2 wr.
3. HHcTpykuus no npumenenuio, | wr. CoorsercTByeT
TexHHYECKHE XaPAKTEPHCTHKH
I. JInopuanzupoBaHHbii KOHTPOIbHbIH . . CoorseTcTBYET
o BueuiHHit BUI: MENKOAKCNEPCHBIH
MaTtepuan, ypoBeHb |, NONOKHUTENbHbIH
= = nopotok 6enoro usera
JInodunu3upoBaHHbIH KOHTPObHbINA CoorsetcTBYET
MaTtepuan, ypoBeHb 2, OTpHLATEbHbIH
2. JInodunnznpoBaHHbIi KOHTPOJIbHBIHA CoorsercTByeT
MaTepHal, YpoBeHb |, NOAOKHTENbHbIH 1,82 %
phall, yp z = OcratouHas BnaxHOCTb: He 6onee 5 % -
JInopuan3upoBaHHbIA KOHTPONIbHLIHA CoortseTcTBYyET
MaTepuall, YypoBeHb 2, OTpHLATENbHbIH 1,94 %
3. JInodunnu3npoBaHHbIA KOHTPOAbHbIH CootBetcTBYyET
o PacTBOPHMOCTb: MONHOCTLIO PacTBOPAETCA
MaTepuall, ypoBeHb |, MonokHTeNbHbIH . 6 MHH
= = npu 1o6aBNeHHN 2 MN BOAbI OUHILEHHOMN.
JInodnanu3upoBaHHbIH KOHTPOJIbHBIH CooTtBeTcTBYET
n . Bpems pacTBopeHus — He 6onee 20 muH.
MaTepuaJsl, ypoBeHb 2, OTpHUATENbHbIH 7 MHH
4. JInodpunu3nposaHHbIit KOHTPONbHBLIH IMpo3payHOCTb K LIBETHOCTDL: B CootBeTcTBYeT
MaTtepHan, ypoBeHb |, nonoxuTenbHblH BOCCTAHOBJIEHHOM BHJE npeacTasaseT
JIMOpHAN3UPOBAHHBI KOHTPObHBIN co6oii npo3pauHblii GecuBeTHbIN pacTBOp CootBercTByeT
maTepHal, ypoBeHb 2, OTPHUATENbHBIH 6e3 ocaika, XJ101beB H MOCTOPOHHHUX
BKIIOYEHHH
JInopHUaM3INpOBaHHDI KOHTPONbHBIHA [abapuTHble pazMepbl NEPBUUHON
MaTepHuan, ypoBeHb |, NONOXKHUTENbHbIH yNaKOBKH:
5 JInodnnn3npoBaHHbIH KOHTPObHBIA Boicora dnakona: 40,2 £ 0,5 mm; Cootsercrayer
' MaTepHa. ypoBeHb 2, OTpULIATENbHbIN Hdunametp ¢dnakona: 22 + 0,5 Mm;
BuicoTa kpbiku: 14 £ 0,3 MM;
Jnametp kpbiku: 20,6 + 0,6 MM
DYyHKUHOHA/IbHbIE XAPAKTEPHCTHKH
1
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00O «Jlngkop»

I IDI KO p Ten.: 8 (800) 500-71-28

marketing@Ieadcore.ru, www.leadcore.ru

1 NnodhunmsmpoBaHHbIi KOHTPO/bHbIN BHyTpudiakoHHan Bapuauma: CooTBeTCTBYET
MaTepuas, ypoBeHb 1, MOIOXUTENbHBIN KoaththmLmeHT Bapraummn CV < 8% 3,85 %
JInohnnmampoBaHHbIii KOHTPO/bHbIi CooTBeTCTBYET
mMaTtepuas, ypoBeHb 2, oTpULiaTeNbHbIN 4,01 %

2. JlnodmnunsnpoBaHHbIii KOHTPO/bHBLIN  MexthiakoHHasA Bapuauyst: KoahquumeHT CooTBeTcTBYET
MaTepuas, YPoBeHb 1, MOSIOXUTENbHBIN Bapvaumm CV < 8% 2,96 %
JIMothmnmn3npoBaHHbIA KOHTPO/IbHbIN CooTBeTcTBYET
MaTepuar, ypoBeHb 2, 0TpULaTeIbHbINA 3,52 %

3. NnomnmnanpoBaHHbIi KOHTPO/IbHbIi KoHueHTpauusa  [uanasoH LeneBbIX CooTBeTCcTBYET
MaTepuas, YPoBeHb 1, MO/IOXUTENbHBI 3HaYeHUn no 51,41-67,31 Ep/mn

pesynbTaram
aHanmsa
60 Eg/mn 48 ~ 72 Ep/mn
JnohnnmsmpoBaHHbIi KOHTPO/TbHbIiA KoHueHTpauuss  [lmanasoH uenesbIxX CooTBeTCTBYET
MaTepuar, YPoBeHb 2, OTpULATE NbHbIN 3HaYeHW No 7,24 - 10 Eg/mn
pesynbTaram
aHanmsa
8 Eg/mn 5,6 - 10,4 Eg/mn

TpaHcnopTMpoBaHue: TpaHCMOPTUPOBaHWE W3AENWIA 40 KOHEYHOro MNOTPe6UTENs Ha BCeX
aTanax [Jo/MKHO MPOW3BOAMTLCS BCEMM  BuAaMy  TpaHcnopTa  (BO3AYLUHbIA,  BOAHBbINA,
)KeNe3HOA0POXHbIA, aBTOMOGU/bHbINA) B KPbITbIX TPAHCMOPTHBLIX CPEACTBAaX B COOTBETCTBUW C
npaBuaMii NePeBO30K, AEVCTBYIOLMMI Ha TPAHCMOPTE AAaHHOTO BMAa MPK TeMrepaType OT +2
no +8 °C. He noggepratb A/ITeNbHOMY BO3AENCTBUIO TEMN/a, Baru, NPsiMbIX CONTHEYHbIX NyYeid.
3amopaxBaHue Habopa KOHTPO/bHbIX MaTepuanoB He A0MYCKaeTCs.

3ak/oyeHne: KayectBO pacthacoBKM, KOMMIEKTHOCTb, MapKMPOBKA, YMAaKOBKa, MOKasaTenu
KavecTBa «Habopa KOHTpOsbHbIX MaTepuanoB «Jingnad Amyp Mycoplasma pn. 1gG KoHTposnb»
A1 KOHTPONA KayecTBa KOMMYeCTBEHHOro onpeaeneHus aHtuten knacca G (IgG) k 6aktepun
Mycoplasma pneumoniae B  CbIBOPOTKE W  MJasMe  KPOBW  YesioBeKa  METOLOM
MMMYHOXEMUIIOMUHECLEHTHOTO  aHaim3a  (UXJ1A)  Ha  aHanmMs3atope  aBTOMaTUYeCcKOM
MMMYHOXEMUIOMUHECLIEHTHOM «J1nanad Amyp» Ang AMarHocTuky in vitro no TY 21.20.23 -
295-65614693-2022» cOOTBETCTBYHOT TpeboBaHuaM TY 21.20.23 -295-65614693-2022.

[arta Bblgaun nacriopta: 01,07,2022

["NaBHbIA MHXXEHEP Mo NOArOTOBKe HwukoHos C.HO.

Anpexktop OO0 «JINOKOP» YnblovH AN,
Mogn
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fNOKOP

00O «Jlnokop»
Ten.: 8 (800) 500-71-28

marketing(leadcore.ru, www.leadcore.ru

AHAJUTHYECKHUH IMACHOPT

HaGop KoHTPoLHbIX MaTepHaJ0B «JInanaé Amyp Mycoplasma pn. IgG
KoHTposb» AJ151 KOHTPOJISI Ka4ecTBa KOJIHYECTBEHHOI0 onpeaesieHHs
anTute kaacca G (IgG) k 6akrepun Mycoplasma pneumoniae B cbIBOpPOTKe
H NJ1a3Me KPOBH YeJ10BeKa MeTOAOM HMMYHOXEMHJIIOMHHECUEHTHOIO

anaau3a (MXJIA) Ha aHaIM3aTOpe aBTOMaTHYECKOM

HMMYHOXeMHJIIOMHHeCUeHTHOM «JInanaé AMyp» A1 AHATHOCTHKH in vitro
no TY 21.20.23 - 295-65614693-2022

TY 21.20.23 - 295-65614693-2022

PY Ne

Ne cepun 20220302

Kat. Ne CC847
JlaTa H3roToBJiIeHHS
Ioaeu 10

YcaoBusa xpanenusn: npu temneparype ot 2 10 8 °C B Teuenne 48 mecsiues.

3amMopaxxnBaHHe He 10MYyCKAeTCsl.

02.07.2022
02.07.2026

HaumenoBanne KoMnoHeHTa Onucanne PesyabTar
XapakTepHcTHKA KOHTpOJIf
1. JInodHnn3UpOBaHHbI KOHTPONbHLINA CootseTcTByer
MaTepHan, ypoBeHb |, MOOKHTENbHBI, CbIBOPOTKA KPOBH 4€NIOBEKA, conepxaluas
2,0 ma/dnakon — 2 wT IgG x Mycoplasma pneumoniae.
° — . Marpuua: MOPS 6ydep ¢ BCA, 0,05%
2. | JInopHnH3MPOBAHHDIH KOHTPO/LHBIH P ProCIi); ¢3 (?0 CoorsetcTayer
marepHan, ypoBeHb |, OTpHUATENbHBIA, )
2.0 mn/dnakoH — 2 wr.
3. | MHcTpyKuMs No npUMeHeHHIo, 1 wT. CootsetcTayer
Texnu4eckHe XapaKTePHCTHKH
1. JInounn3npoBaHHbIi KOHTPOSIbHBIH o , CootseTcTBYET
. BHewHuni Bua: MeakoanCcnepeHbii
MaTepHa, ypoBeHb |, NoNOKHUTENbHBIH
= > nopowok 6enoro usera
JInopunn3npoBaHHbLIA KOHTPONbHbIH CootsercTByer
martepuas, ypoBeHb 2, OTpHUATEIbHbIH
2. JInopran3npoBaHHbIi KOHTPOIbHbIH CootsetcrByeT
marepuasl, ypoBeHb |, NnonokuTebHbI#H 1,82 %
phal, yp " = OcrartouHas BNaxxHoCTh: He 6onee 5 % >
JInopunu3npoBaHHbI KOHTPOIbHDIHA CootBeTcTBYET
Marepua, ypoBeHb 2, OTpHUATENbHbIH 1,94 %
3. JInopunn3upoBaHHbIi KOHTPOIbHBIA CootBeTcTByeT
o PacTBOpPHMOCTb: NOJIHOCTLIO PACTBOPRETCA
matepuan, ypoBeHb |, MONOXKHUTENbHBIH . 6 MUH
" - npu 106aBieHHH 2 M BOAbI OYHILEHHON.
JInodunu3npoBaHHbIi KOHTPONbHbIH 9 CooTsetcTBYET
. Bpemsa pacrsopenns — He 6onee 20 MUH.
mMaTtepua, ypoBeHb 2, OTpHUaTEbHbIM 7 MMH
4, JInopHnH3UPOBAHHbIA KOHTPONBHBbIH [Mpo3pauHOCTb W UBETHOCTDL: B CootBeTcTBYET
MaTtepual, ypoBeHb |, NON0XKHUTEbHbIH BOCCTAHOBJIEHHOM BHE NpeACTaBaseT
JInodpunu3upoBaHHbIi KOHTPOIbHbIHA co0oii npo3pauHbii GeclBeTHbIA pacTBOp CootseTcTByeT
MaTtepuan, ypoBeHb 2, OTpHUATeNbHbIH 6e3 ocanka, XJI0NbEB U MOCTOPOHHUX
BK/TIOYEHUH
JInodpunHU3NpOBaHHbIH KOHTPOIbHDIHA FaGapuTHble pa3Mepbl NEPBHYHOMN
martepuan, ypoBeHb |, nonoxurenbHbiH yNaKoOBKH:
5 JInodnan3npoBaHHbIH KOHTPOIbHbIHA Boicora dnakona: 40,2 £ 0,5 mm; CootsercTByeT
' MaTepHan, YpoBEHb 2, OTPULIATENbHbIH Hnamerp dnakona: 22 £ 0.5 mm;
BbicoTa kpbiwku: 14 £ 0,3 mm;
JnameTp kpbiku: 20.6 £ 0,6 MM
DyHKIHOHANbHbIE XAPAKTEPHCTHKH
3
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00O «Jlnaxop»

NOKOP  mensamioona

marketing(@leadcore.ru, www.leadcore.ru

l. JlnopununsuposaHHbli KOHTPOJIbHbIH BHyTpudnakoHHas BapyUaumsa: CooteetcTByeT
MarTepua, YpoBeHb |, NONOKHUTENbHbIH ko3¢ duunent Bapnaunun CV < 8% 3,85%
JInodunnsupoBaHHbIH KOHTPO/IbHbIH CoorsercTByeT
matepuan, ypoBeHb 2, OTPHLIATENbHbIH 4,01 %

2. JInoduausnposaHHbIi KOHTPONLHBIA | MexdnakoHHas Bapuauma: Ko3pPUUHEHT CootBercTBYyeT
MaTepHal, ypoBeHb |, NONOKHTENbHBIH sapnauun CV < 8% 2,96 %
JIMopHIN3INPOBaHHBIK KOHTPObHbBIH CootsercTBYyeT
MatepHajl, YypoBeHb 2, OTPHLIATENbHbBIH 3,52%

3. JInodunuzuposanHbIi KOHTPOJIbHbIHA KoHuenTpauns | Jluana3oH ueneBbix Cootsercryer
marepual, ypoBeHb |, NON0XKHUTENbHbIHA 3HA4EHHH No 51,41 - 67,31 En/mn

pe3ynbTaTam
aHasu3a
60 Ex/mn 48 — 72 En/mn
JlnodpunusuposanHbiit KOHTPOJIbHbIH KoHuentpauusa | JlManazoH uenesbix CooTBeTcTBYET
MaTepHa, ypoBeHb 2, OTpHUaTENbLHbIH 3Ha4YEHUR no 7,24 - 10 En/mn
pe3yabTaTam
aHanu3a
8 Ex/mn 5,6 — 10,4 En/mn

TpaucnoprupoBanne: TpaHCMOPTHPOBaHHE HW3AENHA 10 KOHEYHOro nOTpPeOHTENs Ha BCEX
JTanax JOJ/DKHO T[POW3BOAMTLCA BCEMH BHAAMH TpaHcnoprta (BO3AYLUHbIA, BOIHBIH,
KeJIe3HOJOPOXKHbIH, aBTOMOOHJIBHBINH) B KPLITHIX TPAHCMOPTHBIX CPEACTBaX B COOTBETCTBHH C
npasuIaMu NEpeBO30K, AEHCTBYIOLIMMH Ha TPAHCMOPTE AAHHOTO BHAA MpH TeMneparype oT +2
1o +8 °C. He noasepraTh AJIMTENILHOMY BO3AEACTBHIO TEIJIA, BIarH, NPAMbBIX COMHEYHBIX JTyYeH.
3amopaxkuBaHne HaGopa KOHTPO/IbHBIX MaTEpPHAIOB HE JOMYyCKaeTCs.

3ak/mouenne: KauectBo pacacoBKH, KOMIUIEKTHOCTb, MApKHPOBKA, YNaKOBKa, IOKa3aTellH
kauectBa «HaGopa koHTponbHBIX MaTepHanos «Jluanab AMyp Mycoplasma pn. IgG KonTposb»
JUISL KOHTPOJis KayecTBa KOJHYECTBEHHOro onpeneneHus aHtuten kinacca G (IgG) k GakTepuu
Mycoplasma pneumoniae B CbIBOPOTKE W Mja3Me€ KPOBH  YEJIOBEKa  METOAOM
HMMyHOXeMHIloMHHecueHTHoro aHanusa (MXJIA) wHa aHanu3aTtope aBTOMAaTHYECKOM
HMMMYHOXEMHJIIOMHHECUEHTHOM «JIlnmnab AMyp» ans auarHocTvky in vitro mo TY 21.20.23 —
295-65614693-2022» cootBeTcTBYIOT TpeGoBanusaM TY 21.20.23 — 295-65614693-2022.
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