YTBEPXJIAIO
Hupexrop OO0 «JIMAKOP»

HHCTPYKIHA IO IPUHMEHEHHIO HA MEAUIIHHCKOE U3AEJHE
AJAA AMATHOCTHKH IN VITRO

Hab6op xoHTponsHbIX MaTtepuanos «Jluanab Amyp Mycoplasma pn. IgM
KoHTponb» Ast KOHTPOJIA KauecTBa KaueCTBEHHOTO Onpeie/IeHUd aHTUTEN Kiacca
M (IgM) x 6axTrepnn Mycoplasma pneumoniae B CHIBOPOTKE H IUIa3Me KpPOBH
YeloBeKa METOI0M HMMYHOXEMUITIOMHHECLIEHTHOTO aHami3a (UXJIA) Ha
aHaJIu3aTOPe ABTOMAaTHYECKOM numynokemmnomnnecne-mom «JInpna® Amyp»
UL AMATHOCTHKH in vitro no TY 21.20.23-296-65614693-2022
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1. HaumenoBanue

Habop koHTponbHbIX MarepHaioB «JIumnaé Amyp Mycoplasma pn. IgM
KOHTpONB» /I KOHTPOJIA Ka9eCTBa KAaYeCTBEHHOTO OTIPE/Ie/ICHUs aHTHTEJ KJIacca
M (IgM) k Gakrepuu Mycoplasma pneumoniae B CHIBOPOTKE U MJasMe KPOBH
YeJOBeKa METOJAOM MMMYHOXeMWIIOMHHeclleHTHoro aHanmmsa (UXJIA) Ha
aHaJM3aTope aBTOMAaTH4YeCKOM HMMYHOXEMHIIIOMHHECUEHTHOM «JInpnaé AMyp»
IUIA JHATHOCTHKY in vitro mo TY 21.20.23-296-65614693-2022 (nanee no TekcTy —
HaGop xoHTponsHEIX Matepuanos, HaGop koHTponbHeIX MaTepmanos «JIumnab
Amyp Mycoplasma pn. IgM Kontpons», uznenue).

2. HajnaueHue

HaGop kxoHTponsHBIX MarepuanoB «Jlnmnaé Amyp Mycoplasma pn. IgM
KoHTpons» npeaHazHaueH i KOHTPOJA KayecTBA KaYeCTBEHHOTO ONpeleeHHs
antuten kiacca M (IgM) k Gakrepun Mycoplasma pneumoniae (Mycoplasma pn.)
B CHIBOPOTKE M IIa3Me KpOBU YeJIOBeKa, METOJOM HMMYHOXEMUIIOMHHECLICHTHOTO
aHaJIM3a (UXJIA) Ha aHajM3aTope aBTOMaTH4YeCKOM
HMMYHOXeMUTIOMHHecHeHTHOM «JIuanab Amyp» (OO0 «JIMIAKOP», Poccus).

OyHKHHOHANbHOE HA3HAYCHHE:  BCTIOMOTAaTeNBHOE  CPEACTBO B
JMarHOCTHKE in vitro.

3. Iloxka3zaHus, NPOTHBONOKA3AHUA H NoGounbie ABICHHR

IToxa3anuga: KOHTPOIL KauyecTBAa aHANIH3a MpU KauYeCTBEHHOM ONpeNeieHHH
IgM k Mycoplasma pneumoniae.

IIpoTHBONOKA3AHHA: B paMKaX YCTaHOBJEHHOTO MPOH3BOAUTENEM
Ha3HAYEHUs He HMEeET.

IMoGounnie sBIEHHN: TpH CcoOMIOZEHHMM YCIOBHA H  MpaBui
TPaHCIIOPTUPOBAaHHS, xpa‘;{:enna ¥ TIpUMEHEHHs He BHIABJICHBL.

CneundHnueckans NATONOTHA, COCTOSHHE HJIH (AKTOp pHCKa: He
MPUMEHUMO.

Hccneayemnblii 6HONOrHYeCKHH MATEPHAN: HE NPHMEHHUMO.

OnpeaenseMblii AHAJIHT: HE IPHMEHHMO.
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Tun amaausa: He npuMenuMo. IlpeaHasHauyeH AJid KOHTPONA Kavuecrsa
aHaJM3a NpU Ka4eCTBEHHOM onpenenenuu IgM k Mycoplasma pneumoniae.

4. IorenunanbHbi¢ NOALIOBATEIH H 06AaCTh NPHMEHEHHS

IloTenunanbHLii nOTpebHTENb: Bpad KIMHWYecKoH snaboparopHoii
IOMAarHOCTMKY W JpyTHe CreLHaiHCThl B o0NacTH KJINMHH4YecKoH JaGopaTopHoii
AMACHOCTHKM, MpolueAne o0y4eHne no paboTe ¢ aHATH3AaTOPOM aBTOMATHUESCKUM
HMMYHOXEMHIIIOMUHECLICHTHBIM «JInanab AMyp». Tonbko st
npo¢ecCHOHAILHOrO HCMOMB30BAHHUA.

OGnacTh npHMeHEeHHN — KIHHWYECKas JJabopaTopHas AHAarHOCTHKa.

5. Kommaextaocrb H cocTaB HaGopa KOHTPONILHBIX MATEPHAJIOB

1) Jluodpunu3upoBaHHBIA  KOHTPONBHBIK  MaTepHan, YpoBeHbp 1,

MONOXHUTENbHEIH — 2 ¢nakoHa no 2,0 mu;

2) Jluodunu3uMpoBaHHBI  KOHTPOJbHBIH  MaTepHual, YpOBEHb 2,

OTpULATENBHBIH — 2 ¢pnakoHa no 2,0 Mn;
3) UHCTpyKIMA 1O NMPUMEHEHHIo — 1 WiT.;
4) Ananutn4eckuii macnopt — 1 mr.

KomnonenTr! Habopa KOHTPONBHEIX MAaTEPHANOB:

JInopumuznpopaHnsIi 2 ¢dnaxona no 2,0 | CBopoTKa KPOBH YENOBEKA, COACPKALLAA
KOHTPOJIbHBIH MaTepha, M IgM x Mycoplasma pneumoniae.

YPOBEHb |, OAOKHTENLHEIHA Marpunia: Tenaybs ceBoporka, 0,1%
JIuodunnsnpoBaHHb 2 ¢naxona no 2,0 | ProClin 300.

KOHTpOJBHBIK MaTepHan, MJI

ypOBeHb 2, OTPHIATENbHBIH

B cocTaBe MeIHIMHCKOTO H3AEHS OTCYTCTBYIOT MATEPHANEI, BCTYNAIOLIHE B
HETOCPEACTBEHHBIR HIIH  ONMOCPSAOBAHHBIA KOHTAKT ¢ OPraHM3MOM IIallHeHTa

(TenoM venoBexa).

B coctaBe KOMMNOHEHTOB  MEAULHHCKOTO H3O€NHMA  OTCYTCTBYIOT

NleKapCTBEeHHbIE CPEACTBA.

KOMNOHEHTH M3JleNMA He ABMAIOTCA CTEPUIBHEIMH M He Tpebylor

CTepPHITN3ALIHH.
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OroOGpaHHbBIN AJI1 aHANM3a KOHTPOJIBHBIH MarepHal HeNb3d HKCIONb30BATh

ITOBTOPHO.

6. IIpuHuMN MeTOAA
HaGop xontponbHeix MarepuanoB «Jlupmab Amyp Mycoplasma pn. IgM
KoHTpons» nmpeaHasHayeH JUIS KOHTPOJA KauecTBa MNpH  HEMpAMOM

HMMYHOXEeMITIOMHHeCIEHTHOM aHanmnse (UXJIA).

I-8 unxybayus: IgM x Mycoplasma pn. npy HX HaIMYMH B oOpasne
pearupyloT ¢ aHtureHaMu Mycoplasma pn. Ha napaMarHHTHBIX MHKpO4acTHLIaX B

coctaBe Pearenta R1, 06pa3ya KOMILIEKCHI KaHTUTENO - aHTHTEHY.

HpM s6Kka: T1on pAedicTBHEM  MAarHMTHONO  Tons NnapaMarHMTHEIC

MHMKpOYACTHLBI AACOPOUPYIOTCA HA CTCHKAX PEaKLIHOHHO#M KIOBETH, 8 HECBA3aHHbIC

KOMITOHCHTBI CMBIBAIOTCA NMPOMBIBAIOIIINM PaCcTBOPOM.

2-7 unkybayua: nocne pobaBneHnsa PeareHta MeueHblx anturen (R2)
antuTena k IgM uenoBeka, MeuyeHHble 3(QHPOM aKpHOMHMA, PpearupyioT c
KOMILIEKCAMH «AHTHTEN0 - aHTHTEH», O00pa3ys KOMIUIEKCH «aHTHBHOBOE

AHTHTEJIO — AHTHTEJIO - AHTHTEH.
ITpomesiexa.

Hemexyus u unmepnpemayusn: K peakKUHOHHOH cMecH Ro0aBaAOT
pearentsi «Jlunnaé AMyp Ilpe-tpurrep» u «Jluana6 Amyp Tpurrep». Curtan ot
XEMHMIIOMHHECIIEHTHOM peaklMH H3MEpAETcd B OTHOCHTENIBHEIX CBETOBHIX

eaunuuax (OCE).

CymiecTByeT npaMasn 3aBUCHMOCTb Mexay konuyectBoM IgM k Mycoplasma
pn. B ofpasue m 3HayeHHeM OCE, ofBapyXeHHBIM ONTHYECKOH CHCTeMOH

aHanusaropa «Jluanab Amyp».

PesynbTaTel ompepienaioTcas nyteM cpaBHeHMs 3Hadenud OCE xaxmoro
ofpasia ¢ nOPOroBEIM 3HaueHueM cut-off, momyyeHHBIM MpH NpeabXyLeH

KanuOpoBKe.
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7. Onncanue MEeAHIHHCKOro H3AeHS

HaGop xoHTponbHbIX Matepuanos «JIlupnaG Amyp Mycoplasma pn. IgM
Koutpone» mnpexacraBnder coGo#i AByXypOBHEBBIf KOHTPOJNBHBIH MaTepHa
(ypoBeHs 1 — nOMOXKHTENBHBIA, ypoBeHh 2 — OTPHMUATENbHBIA) B BHJE
NHO(UIH3NPOBAHHOTO NMOPOLIKa. B KOMIUIEKT MOCTaBKH BXOAHMT 1O JBa (akoHa ¢

KOHTPOJIbBHBIM MAaTCpHAIIOM KAaXIAOro YpOoBHA, HHCTPYKLHA H aHAIMTHYECKHH

MacnopT CO 3HAYEHUAMH KOHIEHTPALHii.

JIuodunu3upoBaHHBIH KOHTPOJIBHBIH MarepHan, YPOBEHb 1,
NONOXHUTENbHEIA, NoMelmeH Bo (IakoHB H3 HEHTpanbHOro OOPOCHIMKATHOrO
cTeKNna (kOpMYHEBBIHi) C 3aBHHUMBAlOMIeHics KPLILKOH YEPHOro IIBETA.
JIuodunu3HpOBaHHBI! KOHTPONBHBIE MaTepuay, ypoBeHb 2, OTpHUATENBHBI,
MOMEIICH BO (UIaKoHbl H3 HEHTPaNbHOr0 GOPOCHIMKATHOrO CTeKNA (KOPHIHEBRIH)

¢ 3aBHHYMBAIOLIEHCH KPhILIKO#H Georo upera.

Buewnnit B

MenkoaucnepcHblii nopomok 6enoro uBeTa. Honu(_)c'mo pacTBOpAETCA pH
nobaBieHHH 2 MJI BOJBI OUHIIEHHOH (AMCTHIUTHpOBaHHO#). BpeMs pacTBopeHus -
He Gonee 20 muHyT. B BoccTaHOBNIEHHOM BHAE NpeAcTaRiseT co0oH Npo3pauHbIiil

pacTBop 6e3 OcCalKa, XJICIIbEB H NMOCTOPOHHHUX BKJIIOYEHHMIA.

8. Mepbl NpeAOCTOPOKHOCTH H OrPAHHICHHA METOAR

- [TorenumanpHblit pHCK NpUMeHEeHHA Habopa - kimacc 26 (cornacHo
ITpuka3zy MunucrepcTBa 3apaBooxpaneHns P® Ne4n or 06.06.2012 r.);

- TonpKo U1 AHArHOCTHKH in Vitro;

- Bce xomnonenTsl Habopa KOHTPONBLHBEIX MATEPHAJIOB B HCTIONB3YEeMbIX
KOHLEHTPAlMAX ABIAIOTCA HETOKCHYHBIMM, BPEJHOTO BIMAHHA Ha OpPraHU3M
NOJIb30BaTels HE 0Ka3bIBAIOT;

—  KouTponsHbie MarepHanbl H3TOTOBIEHH H3 CHIBOPOTKM KpPOBH
YeNOBEKa, MPOBEPEHHOH YTBEP)KAEHHBIMH METOJaMH, B KOTOPOH OTCYTCTBYIOT
HBsAg, auturena k BI'C u BU4-1,2 u Treponema pallidum;

- He cMelunBaiiTe MaTepHansl H3 pasHbIX CepHit;
6

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



—  He cMemmuBaiiTe KOHTPOJIBHEIE MATEPHANBE PAa3HBIX CEpHi;

—  He cMemmpaiiTe CBeXHE KOHTPONBHBIE MATEpHANI C YXKe

UCTIONB3YCMEIMH,

- He nepenupalite KOHTPOJNBHEIH MarepHaln oOGpaTHO B HCXOXHBIM

¢nakoH nocne B3ATHS;

- He ncnonsayiire HaGop KOHTPONBHEIX MaTepHANOB MOCE HCTEYEHHA

CpOKa roanocTtu,

- He wucnone3ylite KOHTPONbHEIE MaTepHANhl W3 MNOBPEXIACHHON

YIAKOBKH.

- 3HaueHHs KOHLEHTpaluii KOHTPOJBHEIX MATEPHANIOB 3aBHCAT OT
cepHu;

- He 3amopaxusaiite HaGop KOHTpONBHBIX MaTepHaloB, Npexae 4Yem
OTKPBITh €ro;

- Hcnons3yiite cpeacTBa MHAMBHAYaNbHOW 3alUMTH NMpH pabore ¢
KOHTPOJIBHBIMH MaTepHalaMHu.

- JeaundeKknys pasiMTHIX KOHTPOJNBHEIX MATEPHAIOB BLINOIHAECTCH C
HCMONb30BAHHEM AC3HHQHUHpPYIOIMX CpeAcTB B cooTBercTBMM ¢ CaulluH
2.1.3684.

9. IoAroToBKA KOHTPOJBHLIX MATEPHAJIOB

KOHTpONBHEIE MATEPHAIIBL TOCTABIAIOTCA B THODUAM3UPOBaHHO#H dopMe.

- AKKypaTHO BOCTYYHTE IO (UIakoHY, YTOOBI KOHTPOJILHBIH MarepHan
0KasaJicAd Ha JHe (aKoHa.

- Orxpoilite ¢nakoH, OCTOPOKHO NOAHHMHTE PE3HHOBYIO NPOOKY,
YTOGH BO3AYX ONAN BO (NIAKOH, 3aTeM NONHOCTHIO CHEMHTE ee.

- HobapbTe 2 MII OUMIIEHHO#H (IMCTHILTHPOBAHHOH ) BOABI.

- 3akpoiiTe ¢pakoH pe3sHHOBOH 3ariymKo#H H KPHILLIKOH, faiiTe nocToATs
1020 MuHYT ans TONHOTO PacTBOPEHHA COACPKHMMOro, B TE€YEHHE KOTOPHIX

OCTOPOXKHO BCTpAXHUTE (priakoH 5—10 pas3. 3aTeM paCTBOpHTE COAEPKHMOE CBEPXY
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IIyTEM OCTOPOXHOTO MEpeBOpaYHBaRHA nNpuMepHo 10 pas. Usberalite o6pazosauns
TIEHBI,

- Bo3spmuTe He0OX0AHMBIH 00BEM IS KAKAOro aHATH3a B COOTBETCTBHH
¢ HHCTpYKUHEH no npuMeHeHMio Ha HaGop pearentos «JInanaé Amyp Mycoplasma
pn. IgM».

- Pacnipenienire KOHTPONBHBIH MaTepHall B HECKONBKO HeGONBIIMX
¢raKoHOB ¢ repMETHYHO#H KPBIIKO#H H XPaHUTE X B COOTBETCTBHH ¢ Tpe6OBAHMAMH

nyHKTa 10 RaHHOH HHCTPYKLMH.

10. CrabuabHocTh, YCIOBHS  XpPaHEHHS, HCNOAL3IOBAHHS H
TPAHCNIOPTHPOBKH

YciaoBus xpaHeHHs, cTa0HILHOCTH
- Usnenus B yakoBKe M3rOTOBHTENS CIEAYET XPAaHHUTD Ha CKiIaaax. XpaHeHHE
w3fienuii npu Temmeparype or +2 mo +8 °C ROMKHO OCYLIECTBIATHCA B
XONOAWJIBHBIX  Kamepax HMHAH B XONOAMIbHHKAX, oObecneunBaromMx
pernaMeHTHPOBAHHEIA TeMIEPaTYPHBIH pPEXHM C CXKCAHCBHOH perucrpauueit
TeMIepaTyphi. XpaHeHHe H3JIENMH JOIKHO OCYIIECTBAATBCA B TEMHOM MECTe.
HU3penus, xpaHuBIIMECS C HapyIIeHHEM perlaMeHTHPOBAHHOTO peXHMa,
NPHEMEHEHHIO He MOJUIEHKAT.
- HeoTkphIThie KOHTPONBLHbIE MaTepHanbl CTaOHNIBHBI OO HCTEYEHHA CpoKa
rogHocTH (48 MecsueB) npH TeMnepartype ot +2 ao +8 °C.
- ITocne BOCCTaHOBNEHMA KOHTPOJIM CTaOHNBHEI B TeuyeHWEC | aHA npH
TeMIiepaType XpaHeHus ot + 2 go + 8 °C.
- Ilocne BoccTaHOBNIEHMA KOHTpONH cTabuinbHbl B TeucHHe 30 AHel npH
Temneparype xpaneHus =’ 20 °C wm Huke. PasmopaxusaHue / oTTauBaHHE
3aMOPOXKEHHBIX  BOCCTAHOBJICHHBIX  KOHTPOJIBHBIX  MaTepHAlOB  CIEAYET
NpPOM3BOOHTE NpPH KOMHATHO¥# Temneparype B Tedenwe 30 muH. [locne
pasMopaXKMBaHHA KOHTPOJBHBIC MaTEPUAbl HEOOXOXHMO BCTPAXHYTh.
- Haberaiite [OBTOPHOTO 3aMOPaKHBAHHUS-OTTAMBAHHSA BOCCTAHOBJICHHBIX

KOHTPOJIBHBIX MaTCPHAIIOB,
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YcnoBHS TPARCHOPTHPOBKH

TpancnopTHpoBaHue H3JCIHi A0 KOHEYHOro MOTpeOHTENA Ha BCeX 3Tamax
JOJDKHO TNPOU3BOJAMTECA BCEMHM BHAAMHM TpaHcnopTa (BO3AYLUHBINA, BORHLIHA,
KeJIE3HOAOPOXKHBIM, ABTOMOOMNBHEIN) B KPBITHX TPaHCHOPTHBIX CPEACTBAX B
COOTBETCTBHH ¢ NpaBUIAMH MEPEBO30K, ASHCTBYIOLUHMH Ha TPaHCNIOpTe AaHHOIO
BHJA NpH TeMiiepatype oT +2 go +8 °C ¢ cobmonerneM xononosoit nenu B TeucHue
12 pueii. He moaseprath IONUTENLHOMY BO3ICHCTBHIO TeIJa, BA4ary, NpAMBIX
CONMHeyHBIX nyvel. 3amopaxuBaHue HaGopa KOHTPONBHBIX MaTepuUalioB He
Jonyckaercsi. TpaHCIIOPTHPOBaHHME H3ACAHH AOMKHO OCYLUECTBISATHCA B
TepMOKOHTeliHepax OAHOPAa30BOrO INONB30BAHMA COAEpPKALUMX XJIaZO3NIEMEHTEI,
WIH B TEPMOKOHTEHHEpPaX MHOTOKPAaTHONO IMIPUMEHEHHS ¢ aBTOMATHYECKH
OOAAEPKKBAEMOl TeMIlepaTypoit HIM B aBTOpedpHKEpaTOpax ¢ UCTIONB30BAHHEM
TEPMOHHANKATOPOB.  M3Ziemnsa,  TpaHCMOPTHUPOBaHHBEIE C  HApyIIEHHEM

TCMIICPATYPHOI 0 p€XKUMa, IPHMCHCHHIO HE NMOJISXKAT,

11. OGopynoBande H MaTepHA/bl, He BXOAAUIHE B KOMINIEKT
NOCTABKH, HO Heo0X0oAHMBIE AJISl NPOBeACHUSA aHAH3a

- Bozaa ounieHHas (AMCTUIUIMPOBaHHA ),

- DnaKoHBI ¢ F¢PMETHYHOHN KPBILLKOA;

- AHAIM3aTOp  aBTOMATHYECKHH  MMMYHOXEMHIIOMMHECLICHTHBIIH
«JIaanaé AMyp» i AMarHOCTHKH in vitro no TY 26.51.53-283-65614693-2022, B
BapHAHTaX HCTIOJTHEHHS;

- HaGop pearentoB «JIngna6b Amyp Mycoplasma pn. IgM» nna
Ka4ecTBEHHOro ompenenenus aHturen knacca M (IgM) k Gakrepun Mycoplasma
pneumoniae B CHIBOPOTKE H [UIa3M€ KPOBH  UENOBEKA  METONOM
HMMYHOXEMHIIOMHHEeCHIEHTHOro  anamusa  (MXJIA) Ha  aHanmsarope
aBTOMAaTHYECKOM  HMMMYHOXEMHIOMHHECHeHTHOM  «Jluana6 Amyp» s
JMArHOCTHKH in vitro no TY 21.20.23-246-65614693-2022;
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- PactBop 3anyckalommii «Jlupna6 Awmyp Ilpe-tpurrep» ansa
aHaJIA3aTOpa aBTOMATHYECKOI0 HMMYHOXEMUAMOMHHECHEHTHOTO «Jiumabé AMyp»
IS JHArHOCTHKH in vitro no TY 21.20.23-277-65614693-2022;

- PactBop 3anyckawommii «Jingnaé Amyp Tpurrep» mns asanusaropa
aBTOMATHYECKOTO HMMMYHOXEMMIIOMHHecueHTHoro «Jlugmab Amyp» s
OMarHOCTHKH in vitro mo TY 21.20.23-279-65614693-2022;

- PacTBOp npoMEIBAIOLMH JUIA  aHaNM3aTopa aBTOMAaTH4ECKOTro
HMMYHOXEMHJIIOMHHECHIEHTHOrO «JInpma6b AMyp pacTBop NpOMBIBAIOLIMHY» OIS
JHAarHocTHKH in vitro mo TY 21.20.23-276-65614693-2022;

- KioBera oaHopasoBas «JImmmaé AMyp KioBeTa» AN aHaJIH3aTOpa
aBTOMAaTHYECKOT0 HMMMYHOXEeMWIIOMHHecHeHTHoro «JlupmaG Amyp» s
AMarHOCTHKH in vitro mo TY 32.50.50 — 281-65614693-2022.

12. Ilpoueaypa ananusa

AHanH3 OpOBOAMTCA B COOTBETCTBMH C HHCTPYKLHEH MO NpPHMEHEHMIO
Ha6opa pearentoB «JIugna6 Amyp Mycoplasma pn. IgM» u PykoBoactBoM mo
3KCIUTyaTalluM aHayu3aTopa «Jlugnab AMyp». )

13. HndopmauHs o0 3HAYCHHNX KOHUEHTPaUHil, NPHNHCAHHLIX
KOHTPOJIbHBLIM MATEPHAIAM

3nauenns koHueHtpauuii IgM x Mycoplasma pneumoniae B KOHTPOJbHEIX
MaTepHanax yKa3aHbl B AHAIHTHYECKOM NacloOpTe Ha MEIHLHMHCKOE H3jelue
«Habop KOHTPONMBHHIX MatepuanoB «JIuanaG Amyp Mycoplasma pn. IgM
KoHTpons» Ui KOHTPOJIA Ka4eCTBa Ka4ECTBEHHOTO ONpEACNICHHs aHTHTEN Kaacca
M (1gM) x Gaxtepun Mycoplasma pneumoniae B CHIBOPOTKE M IUIa3Me€ KPOBH
YenoBeKka METOIOM MMMYHOXeMHmomuHecneHTHoro aHanusa (MXJIA) Ha
aHAIH3aTOpe ABTOMATHYECKOM MMMYyHOXeMHMoMHHecneHTHOM «JInanab Amyp»
JUTA THArHOCTHKH in vitro mo TY 21.20.23-296-65614693-2022».

Pe3ynbTaThl KOHTPOJA KauyecTBa, KOTOpHle HE NOMANAIOT B AONMYCTHMbIE

JMANAa30HEl, MOTYT YKa3hIBaTh Ha HeJelCTBHTENbHBIE Pe3yNbTaThl HCCIEAOBAHHH.
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B maHHOM Ciydae HCClefioBaHHE HeoOXOAMMO NOBTOPHTH. IIpH NOBTOPHOM

HECOOTBETCTBHH HEOOXOAHMO HCHOIB30BATh Ha60p KOHTPOJNBHRIX MaTCpHanoB

ApYTOH cepuu.

14. YTHauzauus

Orxonel, obpasylommuecs mpu wucmons3oBaHMM HabGopa KOHTPONBHEIX
MatepuanoB «JIngnaé AMyp Mycoplasma pn. IgM Konrponse», OTHOCATCS K Knaccy
b u yrunusupyiorcs B coorBercTBHM ¢ CanlIuH 2.1.3684-21.

15. @OynxkuEOHAJIbLHbIE XAPAKTEPUCTHKH

Buyrpudaakonnan papuaunsn: kodpdunuent sapuanuu CV <8 %.
MexdaakonHas BapHaius: KodgduuueHt saprauuu CV <8 %.

KoHuenTpauus (IMANa30H NeJieBbIX 3HAYCHHI)

JIMana3oH NeNCBHX 3HAYCHRIH

Konuentpaums
IO Pe3yJIbTaTaM aHAIH3a

JIvo)HNH3HPOBAHHEL KORTPONbLHBIA 2,5 KIT* 1,2-3,8KII

MarepHai, ypoBeHsb 1, NonoxXATe MbHIH

JInodprmanpoBaHHEE  KOHTPONLHEIM 0,3 K11 0,1 -0,5KII
MAaTepuall, YpOBCHb 2, OTPHLATELHBIH

*KII — k03 HHIACHT NO3HTHBHOCTH

MeTposiornyeckas IpOCHEXHBAEMOCTb KOHTPONBHEIX MaTepHaioB OLICHSHA
npu moMomp CraHzaprHoro ofpasua npeampuatya «Mycoplasma pn. IgM
Craupapm™» B cootBercteud ¢ I'OCT ISO 17511, KoHKpeTHBIE BEeNHYHHEI
HEONpeeNIeHHOCTH 3HaYeHUui, MPUMHCAHHBIX KOHTPOJBHEIM MaTepHanaMm, MOTYT

6BITH IpelOCTARIEHBI 10 3ATIPOCY MOTpebHTENs.

KommyTabeasnocrs: ko3d¢uiueHT koppensuuu r 2> 0,975, yron naknoHa

Haxo#uTcA B npeaenax 0,9 <y <1,1
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16. TapanTniinbie o6su3aTeabcTBa
IpeanpusTHe-H3rOTOBUTENb TapaHTHPYeT CTAOHWJIBHOCTh H COOTBETCTBHE
w3enus TpeOoBaHHAM TexHHYeCKMX YCHOBHH nNpH cobmoaeHun Yycnosuii

TPAHCIIOPTHPOBAaHHA, XpaHCHHUA H MPHMCHCHNA B TCUCHHE BCEro CpOKa rofHOCTH.

Cpox romanocte HabGopa kOHTponBHHX Matepuanos «JImanab Amyp
Mycoplasma pn. IgM KoHTpons» — 48 MecslieB ¢ AaThl NPOH3BOACTBA.

PexnaMauun cieiyeT HaNpaBiATh N0 ajpecy npousBoautenio: O6mecTso ¢
orpaHu4eHHo# otBercTBeHHOCTHIO «JIUJKOP» (OO0 «JIMAKOP»), Poccus,
620102, CeepmioBckas ofnacts, r.0. ropox Exarepuubypr, r. Exarepunbypr, ya.
IMocanpckas, ctp. 23, opuc 204. Tenedon: 8 (800) 500-71-28. Axpec 3AeKTPOHHON

noursl: marketing@leadcore.ru.

17. CpeaeHHs 0 NPOH3BOAHTE/E MEAHIHHCKONO H3XE/IHS

IpoussomuteneM MeauumHckoro u3fenua «HaGop  KoHTpoOnBHEIX
MarepuanoB «Jlugmab Amyp Mycoplasma pn. IgM Kontpons» mis KOHTpons
KayecTBa KayeCTBEHHOro onpeneneHusa anturen kmacca M (IgM) k Gaxrepun
Mycoplasma pneumoniae B CHIBODOTKE H IUIa3ME KPOBH YE€NOBEKA METOAOM
HMMYHOXEMHIIOMMHECLIeHTHOrOo  aHamusza  (MXJIA) Ha  ananmusarope
aBTOMATHYECKOM  HMMYyHOXeMHIIOMHHecueHTHOM «Jluana6 Amyp» 1aad
IAMarHOCTHKH in vitro no TV 21.20.23-296-65614693-2022» apnserca O61iecTso ¢
orpaHuyeHHOMH otBeTcTBeHHOCTBIO «JIMIIKOP» (000 «JIMAKOP»).

IOpunnueckuit anpec: Poccus, 620102, Ceepaioeckas 061acTh, .0. ropoa
Exarepun6ypr, r. Exarepun6ypr, yi. [Tocanckas, cTp. 23, oduc 204.
Anpec MecTa npou:;ﬁoncma MeMIIMHCKOTO H3AeIHs:

1. 000 «JIUAKOP», Poccusa, 620033, Csepmiobckas o61acTh, T.
Exarepun6ypr, yn. KpacHoaapckas, a.135.

2. 000 «JIUJIKOP», Poccus, 141981, MockoBckas o6aacth, r. Jly6Ha, yi.
IMpuGopocTponTeneii, 3a.
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18. Ilepeuenn npuMeHAeMbIX CTAHAAPTOB

I'OCT P UCO 15223-1-2020, 'OCT P MCO 18113-1-2015, I'OCT P UCO
18113-2-2015, 'OCT P EH 13612-2010, 'OCT P 51088-2013, I'OCT P UCO
23640-2015, I'OCT ISO 17511-2011, I'OCT P 53133.3-2008, I'OCT ISO 14971-

2021, CanlTuH 2.1.3684-21.

19. Pacmu¢gposka rpagruecKnx CHMBOJIOB

Cumsoa

Paciingpoeka

Homep no karanory

Koa naptuu

Positive - [TonoxurensHsiii

Negative - OrpunarenbHbIit

HsrotosuTtens

JlaTa H3roToBNeHUd

HUcnons3oBars 10

OOpaTHTeCh K HHCTPYKIHH 110 IPHUMEHEHHIO

OctopoxHo!

MeauLHHCKOe u3eNnue A% JMarHOCTHKH in vitro

Bronoraueckuii pucK

-~

Ilpenens TeMnepaTyps

|::%,>¢@|9@m@.zaw 5 B

XpaHUTh BEPTHKAJIBHO
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Xpynkoe, 06palLaTbCsl OCTOPOXKHO

f bepeyb 0T Bnaru
He fonyckaTb BO3ENCTBUSA COTHEYHOrO CBeTa

ToKcnyHO

‘ OnacHo ans BOAHOW cpeapl
He ncnonb3oBaTh NPy NOBPEXXAEHUW YNaKOBKU
20. JluTepaTypHble CCbI/IKU

1 bIH8 Publication, 5th edition, December 2009. Biosafety in

Microbiological and Biomedical Laboratories.
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00O «Jluaxop»
Ten.: 8 (800) 500-71-28
marketing(leadcore.ru, www.leadcore.ru

MOKOP

AHAJIUTUYECKHUH MMACIIOPT

HaG6op koHTpoabHbIX MaTepHaJioB «JInanaé Amyp Mycoplasma pn. IgM
KoHTpoab» 1/151 KOHTPOJIA Ka4ecTBa Ka4e€CTBEHHOr 0 onpeae/ieHHsl aHTHTeJ
kiaacca M (IgM) k 6akTtepun Mycoplasma pneumoniae B cbIBOPOTKe H
nJ1a3Me KPoBH 4YeJ10BeKa METOA0M HMMYHOXEMHJ/IIOMHHECLIEHTHOI0 AHAJIH3A
(MXJIA) Ha aHa1H3aTOpe aBTOMATH4€CKOM HMMYHOXEMHJIIOMHHECUEHTHOM

«JInanaé AMyp» 245 IMarHOCTHKH in vitro no

Y 21.20.23-296-65614693-

2022
TY 21.20.23-296-65614693-2022 Kat. Ne CC848
PY Ne JlaTa H3rorosJ/ieHHA 01.07.2022
Ne cepun 20220701 Ionex 1o 01.07.2026

YcaoBus XxpaHenus: npu temnepartype ot 2 10 8 °C B Teuenne 48 mecsues.

38MOPB7KHBRHHC HE A0NTYCKACTCH.

HaumenoBanue KoMnonenTa Onucanne PesyabTar
XapakrepucTHka KOHTpoJA
1. JInodunu3npoBaHHbIA KOHTPONbHbIH CootsetcTayeT
MaTepHaJ, yposeHb |, MONOKHTENbHBIF — CbIBOpOTKA KpOBH HenoBeKa, conepxaluas
2 gnakoHa no 2,0 M; 1gM k Mycoplasma pneumoniae.
3 9
" " Marpuua: Tensubs ceiBopotka, 0,1%
2. JInopuan3npoBaHHbIH KOHTPONbHbIHA P ProClin 300 P Cootsercrayer
martepuan, ypoBeHb 2, OTPULIATENbHbIN — '
2 ¢pnaxona no 2,0 mn.
3. HHcTpyKUMa no npuMeHeHuio, 1 wt. CootseTcTByeT
Texunueckne XapaKTepHCTHKH
l. JInoduan3npoBaHHbIH KOHTPOIBHbBIH . o CoorsercrByer
. BHeuwlH1i BUA: MENKOAUCNEPCHBIH
MaTepHaJl, ypoBeHb |, NoNoKUTENbHbIH
= = nopowok 6enoro usera
JInorAM3NpoBaHHbIH KOHTPObHbIHA Cootsercrayer
MaTepHaJl, YypOBEHb 2, OTPHLIATENbHbIH
2. JInopuAH3UPOBaHHbI KOHTPORbHDIN CooteeTcTByeT
martepuan, yposeHb |, MonoKHTeNbHbIHA 1,82 %
pyan, yp > = OcTaTouHas BAaXxHOCTb: < 5,0 % 2
JInohnAU3MpoBaHHBIH KOHTPObHBIHA CootBeTcTByeT
MaTeprall, ypoBeHb 2, OTpHLATENbHbIH 1,94 %
3. JInopunn3upoBaHHbIA KOHTPONbHbIHA CootseTcTByeT
" PacTBOpMMOCTB: MONHOCTBIO PacCTBOPAETCH
maTtepuall, ypoBeHb |, MOAOKHTENbHbIHA 5 o 6 MHH
= - npu 106aBNeHUH 2 M1 BOAbI OUHLUEHHOMN.
JInopunn3npoBaHHbIA KOHTPONbHbI! CoorseTcTBYyET
o Bpems pactBopeHus — He 60iiee 20 MHUH.
MaTepHaJl, ypoBeHb 2, OTpHUATENbHbIH 7 MHH
4. JInopunan3npoBaHHbIA KOHTPONbHbIH [Mpo3payHOCTb ¥ UBETHOCTD: B CooTsetcTByeT
MaTepHall, ypoBeHb |, MONOKHTENbHbIH BOCCTAHOBIEHHOM BH/IE NPEACTABASET
JIMOUAU3HPOBAHHDBIA KOHTPONbHbIH co0o# npo3pauHblit GecuBeTHbIH pacTBOp CootseTcTBYET
MaTepHan, ypoBeHb 2, OTpHLATE IbHbIN 6e3 ocaaka, XJ10MbeB U MOCTOPOHHUX
BKJIOYEHHH
5. JInodpunuanpoBaHHbIH KOHTPONbHBIH [aGapuTHblE pa3Mepbl NEPBUHHOM CootBetcTBYET
MaTtepHal, ypoBeHb |, Nos0XHUTEIbHbIH YNaKOBKH:
JInonan3npoBaHHbIH KOHTPOIBHbIH BoicoTa dnakona: 42,00 £ 0,5 mMm;
MaTepuan, ypoBeHb 2, OTPHULIATENbHbIN Jnamerp dnakona: 22 £ 0.5 mm;
BoicoTa kpbituku: 14,00 £ 0,3 Mm;
Jnametp kpoiku: 20,6 £ 0,6 MM
DyHKUHOHA/ILHbIE XaPAKTEPHCTHKH
1
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00O «JIuaxop»

nMﬂKop Ten.: 8 (800) 500-71-28

marketing(dleadcore.ru, www.leadcore.ru

JInodunusuposaHHbIi KOHTPOJIbHbIH BHyTpudnakoHHas Bapuaums: CootsetcTBYET
MarepHaJl, ypoBeHb |, MONOXKHTENbHBIN ko3¢ puunenT Bapuauun CV < 8 % 3,85 %
JInodunuzuposanHblii KOHTPOJIbHbI CoorsetcTBYET
MaTepua, ypoBeHb 2, OTPHLATENbHbIN 4,01 %
JnodunusuposaHHbIi KOHTpOJbHbIA | MexdnakoHHas Bapuauns: Kod3ppuumeHT CoorsercTBYET
matepHai, ypoBeHb |, NONOXHTENbHBIH sapuauun CV <8 % 2,96 %
JInopunu3MpOBaHHbI KOHTPOILHBINA CootseTcTBYET
Matepuasl, ypoBeHb 2, OTpHLIATENbHbIH 3,52 %
JnodunusuposaHHbIf KOHTPOJbHbIHA JlnanasoH uenesbx CoorBeTcTBYET
maTtepHa, ypoBeHb |, MON0XKUTENbHBIH KoHueHTpaLus 3HaueHui no 1,3-3,7 KIl
pesynbTaTaM
aHa/In3a
25K 1,2-3,8KI
*KIT — k03 GHUHEHT NOIHTUBHOCTH
JInodpunuznposanublii KOHTPO/bHbIHA JluanasoH ueneBbix CootBeTcTBYET
maTepHal, ypoBeHb 2, OTpHLATENbHbIHA KoHueHTpauns 3HaueHui no 0,25 -0,49 KIl
pe3yabTaTam
aHanln3a
0,3 KI1 0,1 - 0,5 KIl

TpaucnoprupoBanne: TpaHcrnopTHpoBaHHE H3AENHH 10 KOHEYHOro noTpebuTENs Ha BCEX
jTanax JO/MKHO TMPOW3BOAMTLCA BCEMH BHMIaMH TpaHCnopta (BO3AYIUHBIA, BOIHBIMH,
XeJe3HOAOPOXKHbIH, aBTOMOOHNbHBIH) B KPbITHIX TPAHCIOPTHLIX CPEACTBaX B COOTBETCTBHH C
MpaBUJIaMH TepeBO30K, ACHCTBYIOUIMMHU Ha TPAHCMOpPTE JaHHOTO BHIA NMPH TeMIeparype oT +2
a0 +8 °C. He nozaseprath ANUTENbHOMY BO3JCHCTBHIO TEMA, BJArk, NPAMbIX COJTHEYHBIX JIyUeH.
3amopaxkuanue Habopa KOHTPONbHBIX MaTepHaAIOB HE JOMYCKAETCA.

3axatouenne: KauecTtBo pacacoBKH, KOMILIEKTHOCTh, MapKMpOBKa, YNaKOBKa, MOKa3aTesly
kauectBa «HaGopa koHTponbHBIX MaTepHanoB «Jluanad AMyp Mycoplasma pn. IgM KonTtpons»
JUISL KOHTPOJISi KayecTBa KauyeCTBEHHOro onpejaeneHus antuten knacca M (IgM) k Gakrepuu
Mycoplasma pneumoniae B CbLIBOPOTKE M NJasMe KpPOBH  4€JlOBEKA  METOIOM
UMMYHOXEMUIOMHHECleHTHOro  aHanu3a (MXJIA) Ha aHaiu3aTtope aBTOMAarH4eCKOM
MMMYHOXEMUTIOMUHECIEHTHOM «JInanab AMyp» A8 AMarHoCTHKH in vitro no TY 21.20.23-296-
65614693-2022» cootBeTcTBYIOT TpeOoBaHuaM TY 21.20.23-296-65614693-2022.

Jdata Bbigaun nacnopra: 01.07.2022
I'naBHbIA HHXXEHEp N0 NOArOTOBKE Hukonos C.10.

Hupexrop OO0 «JIMAKOP» _. Yneibun AU.
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00O «JIugxop»
Ten.: 8 (800) 500-71-28
marketing@leadcore.ru, www.leadcore.ru

fMOKOP

AHAJUTUUYCEKHUHN MACHOPT

Ha6op kouTposbHbIX MaTepHaJioB «JIuaaad Amyp Mycoplasma pn. IgM
KoHTpOoJIb» AJIsi KOHTPOJIA Ka4eCcTBa Ka4eCTBEHHOI 0 onpeae/ieHHsl aHTHTEJ
kjaacca M (IgM) k 6akrepun Mycoplasma pneumoniae B CbIBOPOTKe H
nJja3mMe KpoBH 4e/1I0BeKa MeTOJ0M HMMYHOXEMHJ/IIOMHHECUEHTHOr0 aHAJIH3a
(MUXJTA) Ha aHaaM3aTOpe aBTOMAaTHY€CKOM HMMYHOXEMHJ/IIOMHHECUEHTHOM

«JInanab AmMyp» ans AHarHocTHkH in vitro no TY 21.20.23-296-65614693-

TY 21.20.23-296-65614693-2022
PY Ne

Ne cepun 20220702

2022

Kat. Ne CC848
JlaTa H3roToBJICHHUA
Tonen no

YcaoBus xpaHeHus: npu remneparype ot 2 10 8 °C B Teuenue 48 mecsues.

3aM0pamnBanne HEC 10NyCKaeTcA.

02.07.2022
02.07.2026

HanmeHoBanHe KOMNOHEHTA Onucanue PesyabTar
XapakTepHcTHKa KOHTpoJA
1. JInodpunu3npoBaHHbIH KOHTPONbHbIH CoorsetcTBYET
MaTepuan, ypoBeHb |, NONOKHTENbHBIH — CbIBOpOTKa KPOBH ueJlOBEKa, coaepxaluas
2 dnakona no 2,0 M; IgM k Mycoplasma pneumoniae.
bl 9
" ~ Marpuua: tensusa cbiBopoTka, 0,1%
2. JInodpunu3npoBaHHbI KOHTPONbHbIHA P ProClin 300 potka, CootsetcTayet
Marepuall, ypoBeHb 2, OTpHLATE/1bHbIH — '
2 ¢nakoHa no 2,0 ma.
3. HHcTpyKuns no npuMeHenmio, | wr. CoorsetcTBYET
TexHHYeCKHE XapaKTEePHCTHKH
1. JInopunu3poBaHHbIH KOHTPONLHBIA . . CootBercTByeT
. BHew Ui BUA: MENKOAHCTIEPCHbIH
MarTepHall, ypoBeHb |, MONOXKHTENbHDINA
= = nopotuok 6enoro usera
JInopunu3upoBaHHbIA KOHTPONbHbLIHA CootBercTByeT
MaTepHall, ypoBeHb 2, OTpHUATENbHbIHA
2. JInodunn3nposaHHbIA KOHTPONbHbBIH CooTseTcTByeT
maTepHall, ypoBeHb |, NoNoXHTENbHBIN 2,14%
phall, yp = - OcrarouHas BnaxHocTs: < 5,0 % :
JInopunu3npoBaHHbIA KOHTPONbHbIA CootseTcTByeT
MarepHan, ypoBeHb 2, OTpHLATENbHbIH 3,05 %
3. JInopuan3NpoBaHHbLI KOHTPONBHbIHA CooTtsetcTBYET
. PacTBOPHMOCTb: NONHOCTHIO PaCTBOPAETCA
martepuall, ypoBeHb |, NonoxkHTeibHbIH » 8 MuH
> = npy no6aBneHHUH 2 MN BOJbl OYHILEHHOIA.
JInodnnnu3npoBaHHbIA KOHTPOIbHDIHA CoorsercTByeT
. Bpems pactBopeHus — He 6onee 20 MUH.
MaTtepHan, YpoBeHb 2, OTpHLATENbHbIH 8 mMuH
4. JInouan3npoBaHHbIH KOHTPOAbLHBIH [Tpo3payHOCTb U LUBETHOCTD: B CootsercTByeT
matepHan, ypoBeHb |, NONOKHTENbHBIH BOCCTAaHOBJIEHHOM BHIE NpeAcTaBIfeT
JInoduan3upoBaHHbIA KOHTPONBHBIHA coboi npo3pauHbiii GecUBETHBIN pacTBOp CooTtBeTcTBYET
MaTepHasl, ypoBEHb 2, OTPHUATENbHBIH 6e3 ocaaka, XJIONbLEB H MOCTOPOHHHX
BKJIO4EHHH
5. JInodunu3nposaHHbIH KOHTPOJIbHbIH [aGapuTHble pazmepbl NnepBUHHON CoorseTcTBYET
matepHa, yposeHb |, NofoKHUTE/bHbIH yNaKoBKH:
JInodunuinposaHHblii KOHTPONbHbIH Bsicota dnakona: 42,00 = 0,5 Mm;
martepuan, ypoBeHb 2, OTpHUATE/IbHbIHA Huametp dpnakona: 22 £ 0,5 Mm;
BoicoTa kpbiwiku: 14,00 £ 0,3 MMm;
JnameTp kpbiiku: 20,6 £ 0,6 MM
DYHKUHOHANbHBIC XaPAKTEPHCTHKH
3
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00O «JInugkop»

nMﬂKop Ten.: 8 (800) 500-71-28

marketing@dleadcore.ru, www.leadcore.ru

JInodpunusznposaHHbIi KOHTPOJbHbIHA BuyTpudnakoHHas Bapuaums: CooteetcTByeT
MaTep1all, ypoBeHs |, NonokHuTeNbHBbINH k03¢ duunenT sapuaunu CV < 8 % 3,85%
JInopnausuposarHblii KOHTPOJIbHBIH Cooreerctayer
MaTepHan, ypoBeHb 2, OTpHLIATENbHbIH 4,01 %
JlnodunusupoBaHHbIii KOHTpO/bHbIA | Mexdnakonnas BapHauns: ko3phHuneHT CootBercTByeT
MaTepHa, yposeHb |, NONoXUTENLHBIM Bapraunn CV <8 % 2,96 %
JInodpunnznpoBaHHbIH KOHTPONbHBIH Cootsercryer
MaTtepHall, ypoBeHb 2, OTpHUATENbHbINH 3,52%
JlnodnnusnpoBaHHbIi KOHTPOJbHbIH JlhanasoH uenesbix CootsetcTByeT
MaTepHan, ypoBeHb |, MONOXKHUTENbHBIH KoHueHTpaums 3HaYeHHit no 1,25 -3,72 KIl
pe3ynbTaTam
aHanusa
2,5 KI* 1,2-3,8KIl
*KI1 — ko3dpduumeHT no3utuBHOCTH
JInodunuznposaHHbiii KOHTPO/IbHBIN Iuana3oH uenesbx CootsetcTByeT
maTepHan, YpoBeHb 2, OTpHLATENbHbIN KoHueHTpauma 3Ha4eHHA no 0,11 - 0,48 KII
pelyabTaTtaM
dHaNn3a
0,3 K 0,1 - 0,5 KI1

TpaucnoprupoBanue: TpaHcnopTHpoBaHHe H3AENHI 40 KOHEYHOro MOTpeOMTENs Ha BCex
JTanax JAOMKHO IPOH3BOAMTLCH BCEMH BHAAMHM TpaHcnopta (BO3AYLUHBIH, BOAHBIH,
KENE€3HOJAOPOKHBIA, aBTOMOOHIbHBIN) B KPBITHIX TPAHCIIOPTHBIX CPEACTBAX B COOTBETCTBHH C
NpaBUIaMH NEPEBO30K, JACHCTBYIOLIMMH Ha TPAHCIOPTE AAHHOTO BHUZA MpPH TeMrepaType OT +2
Ao +8 °C. He noaseprath ANMHTENLHOMY BO3AEHCTBHUIO TEMA, BAry, MPAMBIX CONMHEYHBIX JTy4Yeil.
3amopaxuBanue HabGopa KOHTPObHBIX MAaTEPHATIOB HE JONYCKAETCH.

3akmouenne: KauectBo pacacoBkH, KOMIUIEKTHOCTb, MAapKHpOBKa, YNaKOBKa, MOKa3aTe/u
kauecTBa «Habopa koHTponbHbIX MaTepranos «Jlnnnad AMyp Mycoplasma pn. IgM KonTponb»
I KOHTPOJIS KauecTBa KayeCTBEHHOro omnpesesiieHHs antuten kiaacca M (IgM) k 6akrepuu
Mycoplasma pneumoniae B  CBIBOPOTKE H MNNa3Me KpPOBH  YelOBEKa METOJOM
HMMYHOXeMHIIOMHHeCUEHTHOro aHanu3a (MXJIA) Ha aHanuzaTope aBTOMaTHYECKOM
HMMYHOXEMHIIOMHHECUEHTHOM «JInanab AMyp» ans auarHocTHk in vitro no TY 21.20.23-296-
65614693-2022» cooTBeTcTBYIOT TpeboBaHuam TY 21.20.23-296-65614693-2022.

JaTa Bbiaaun nacnopra: 02.07.2022
["naBHBIA HHXEHep MO MOArOTOBKE Hukonos C.10.
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