YTBEP)XIOARO

Anpektop OO0 «JTMAKOP»

NMHCTPYKUUMA NO NPMMEHEHKO HA MEAVNUNHCKOE U3AENVE AN1A
OVATHOCTUKW IN VITRO

«Habop KOHTPOsbHLIX MaTepunanos «Jingnad Amyp Chlamydia pn. 1gG
KOHTpO/b» ANs KOHTPONA KavyecTBa KOMIMYECTBEHHOIO OnpesesneHns
nmmMmyHornobynnHos knacca G (1gG) k 6aktepun Chlamydia pneumoniae B
CbIBOPOTKE W Ma3me KPoBU YesioBeka METOA0M UMMYHOXEMUIFOMUHECLLEHTHOMO
aHanmnsza (MXJ1A) Ha aHann3aTope aBTOMaTUYECKOM
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1. HaumenoBaumne

Habop koHTponbHbIX Marepuanos «Jlumnad Amyp Chlamydia pn. IgG
KoHTponp» JAnA  KOHTPOJNA  Ka4decTBa  KONHYECTBEHHOIO  ONpE/eNCHHA
uvmyHorno6ynuHoB knacca G (IgG) x Oakrepum Chlamydia pneumoniae B
CHIBOPOTKE U IUIa3Me€ KPOBH 4YEJIOBEKa METOJOM HMMYHOXEMHIIOMHHECIIEHTHOTO
aHalu3a (UXJIA) Ha aHanu3aTope aBTOMATHYECKOM
MMMYHOXEMH/TIOMHHECLIEHTHOM «JIMANa6 AMyp» Ans AHaTHOCTHKH in vitro no TY
21.20.23 - 297-65614693-2022 (manee mo Tekcty — Habop KOHTPOMBHEIX
Matepranos, Ha6op koHTponkHEIX MaTepuanos «JIuanaé Amyp Chlamydia pn. [gG
KoHTpons», nsaenue).

2. Ha3znaveHue

Ha6op xoutponsHeix MartepuanoB «JIumna6 Amyp Chlamydia pn. IgG
KoHTponb» NpeAHa3HaueH IS KOHTPOJIA KayecTBa KOMHYECTBEHHOTO ONpeAeNeHH
umMyHornobynunos kmacca G (IgG) k Gaxrepun Chlamydia pneumoniae B
CBIBOPOTKE M Ij1a3Me KPOBH 4e/loBeKa, METOAOM HMMYHOXEMHAIOMUHECIIEHTHOTO
aHaJIH3a (UXJIA) Ha aHanu3aTope aBTOMaTHYECKOM
HMMYHOXEMHIIOMIHHeCUeHTHOM «JInanaé Amyp» (OO0 «JIMAKOP», Poccus).

(MOYHKUHOHAALHOE  HA3HAYEHHWe:  BCIIOMOraTelIbHOE  CPEACTBO B
IMarHocTHKe in vitro.

3. TIlokxa3aHus, NPOTHBONOKA3aHHSA H NOGOYHBIC SIBJCHHSA

Iloka3aHuA: KOHTPONb KayecTBa aHaIW3a TMpH  KOJIHYECTBEHHOM
onpenenennu IgG k Chlamydia pneumoniae.

IIpoTHBONMOKA3aHHA: B paMKaXx YCTAHOBJICHHOTO TPOU3BORUTENEM
Ha3HaueHHUA He HMeeT.

IToGounnie SBJI;;lIIﬂ: npu coOMOACHHH YCNOBHH H  MpaBHil
TPAHCTIOPTHPOBAHHKA, XPAHCHUA U NPHMEHEHUS He BbISBIICHBI.

Cneuuduyeckas naTONOTHA, COCTOsIHHE HJAH ¢aKTop pHCKA: He
NPUMEHHMO.

Hceneayembiii Gnonoruvecknii MaTepnan: He IPHMEHUMO.

OnpeaenseMblii aHATHT: HE IIPUMEHHMO.
3
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Tun ananusa: He npumenHumo. [lpenHasHayeH A KOHTpOJsA KadecTsa
aHanu3a rnpu KonudyectseHHoM onpenenenuu IgG k Chlamydia pneumoniae.

4. MoTeHunanbHbIE NOJIB30BATEH H 06/1aCTh NPHMEHEHHR

MoTeHuuanbHbIH nNoOTpedGUTENBL: Bpay KJIMHHYECKOH JabopaTopHOi
AWarHOCTHKH W [pyrue creuuaiucTsl B o0nacTH KIMHHYECKOH JabopaTopHOH
JOHarHOCTHKH, npolueaiie odyyeHHe no paboTe ¢ aHaIM3aTOPOM aBTOMATHYECKHM
MMMYHOXEMHUIIOMHUHECLIEHTHBIM «Jlnanad Amyp». Tonbko ans
npo¢eCCHOHANIbHOIO UCTOJb30BaHHUS.

O6.1acTh NpUMeHeHUs — KIMHHYecKas nabopaTopHas AMarHoCTHKa.

S. KomnaekTHocTh M cocTaB HaGopa KOHTPOLHBIX MaTepHAJIOB

1) JlnopunuszupoBaHHbIi  KOHTPONbHBIA  MaTepuan, yposeHb |,

MOJIOXHUTENbHBIA — 2 ¢nakoHa no 2,0 m;

2) JlvopunM3MpOBaHHBIH  KOHTPOJNBHBI  MaTepuan, ypoBeHb 2,

oTpULaTeNbHbIi — 2 ¢uiakoHa no 2,0 mi;
3) UHCTpYKUMSA NO MPUMEHEHHIO — | WIT.;
4) AHanuTy4ecKuil nacnopt — 1 Wwr.

KomnoxeHTsl Habopa KOHTpObHBIX MaTepHaloB:

JInopunusnpoBarHbIi 2 ¢aakona no | CeiBopoTKa KpPOBH 4esioBeKa,
KOHTPOJIbHBIA MaTepuarn, 2,0 mn conepxamas IgG  k  Chlamydia
ypOBEHb |, NONIOKHTENbHbIH pneumoniae.

JInodpuM3upoBaHHbIi 2 ¢nakoua no | Marpuua: MOPS 6ydep ¢ BCA, 0,05%
KOHTPOJIbHBIHK MaTepua, 2,0 M ProClin 300.

YPOBEHb 2, OTpHLIATEbHbIH

B cocTtaBe MEIHLIMHCKOTO H3/IE/IUA OTCYTCTBYIOT MaTepHalbl, BCTYMNaIOLIHE B
HENoCpeACTBEHHbI WM. OMOCPeNOBaHHbIH KOHTAKT C OpPraHM3MOM [lalHEeHTa
(TenioMm yenoBeka).

B cocraBe KOMMOHEHTOB MEIHWLMHCKOrO  M3lde/lHUf  OTCYTCTBYIOT

JICKaApCTBEHHBIC CPEACTBA.
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KOMNoOHeHTh H3fenus He ABNAIOTCA CTEPHIbHBIMH U He TpedyloT
cTepunu3auny. UMcno ucnonb3oBaHMi He OrpaHHYEHO, MCMONB30BaTh MO Mepe
HeoOXOAMMOCTH L0 HeyepnaHus 06beMa HIH HCTEYEHHS CPOKA FOAHOCTH.

OtobpanHblii [ aHanKM3a KOHTPONBHBIH MaTeépHal Hefb3s UCMOJb30BaTh

MIOBTOPHO.

6. Ilpuunun Meroaa
HaGop koHTpomsHeix MarepuanoB «Jinmna6 Amyp Chlamydia pn. IgG
KouTpons» mnpeaHasHaueH JUIS KOHTpONSA  Ka4eCTBa IpH  HENpAMOM

HMMYHOXEMILTIOMHHECLIEHTHOM aHanuze (UXJIA).

1-s unxybayus: 1gG x Chlamydia pn. npu ux Hanu4uH B 06pasue pearupyiot
¢ aHrureHamMu Chlamydia pn. Ha napamMarHUTHBIX MHKpPOYaCTHLIAX B COCTaBe
Pearenrta napaMarduTHbIX MukpoyacTHl (R1), oOpa3ys xOMNIeKcs! «aHTHTENO -

AHTUTCHY.

HPOMM8K0.' NnoA AeiCTBUEM  MArHUTHOrO  Mojad napaMarHHTHBIC
MHKPOYaCTHIIbI ancopﬁupylorca Ha CTCHKax peaxuuonuoii KKOBCTBI, @ HCCBA3AHHBIC

KOMMOHCHTB!I CMBIBAIOTCA MPOMBIBAKOLLIUM PaCcTBOPOM.

2-8 unkybayun: nocne poGasneHus PeareHta MeueHbix aHTHTEN (R2)
aututena k IgG denoBeka, MeyeHHBIC 3IDHPOM aKpHAHHUA, pPearupyrT C
KOMIUIEKCAMH «@HTHTENI0O - AHTHIeH», 00pa3sys KOMMIEKCHI <«aHTHBHAOBOE

AHTHUTEJNIO — AaHTHUTEJIO - AHTHIEHY.
ITpomwexa.

Hemexyua u unmepnpemayua: K peakUHOHHON cMecH H00aBISIOT
pearenthl «Jluanaé Amyp [pe-tpurrep» u «Jiugnab Amyp Tpurrep». Curnan or
XEMHIIOMHHECLIEHTHON peakLHWH H3MepseTcs B OTHOCHTENBHBIX CBETOBBIX

eaunuuax (OCE).
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CyuiecTByeT npsamas 3aBUCUMOCTb Mexay koauyectBoM IgG k Chlamydia pn.
B 0Opasue U 3HauyeHnem OCE, o6HapyxeHHbIM ONTHYECKON CUCTEMOH aHaln3aTopa

«JInanad Amyp».

Pesynbrathl onpenensitorcs nytem cpaBHeHus 3HadeHuit OCE xaxaoro

obpa3sua ¢ noporosbiM 3HaueHHeM cut-off, nosyveHHbIM MpH KaTHOPOBKE.

7. OnncaHHe MeAHUHHCKOTO H3eJIHAR

HaGop xoHTponbHbIX MartepuanoB «Jlugnab Amyp Chlamydia pn. IgG
KonTtponb» npencraBnser coboi OBYXypOBHEBbIi KOHTPOJIBHBIH MaTepHall
(ypoBeHb 1 — mMONOXHTENBHBIH, YpOBeHb 2 — OTpHULATENbHbIH) B BHAE
NHO(HUNHU3UPOBAHHOrO NOpoOLIKa. B KOMNIEKT NOCTaBKH BXOAMT Mo ABa (1akoHa ¢
KOHTPOJIbHBIM MaTepHaloM KaXkAOro YPOBHS, WHCTPYKLMS H aHaIMTUYECKHi

nacnopT CO 3HAYCHHUAMHU KOHHeHTpauHﬁ.

Buewnuii Bua

MenkoaucnepcHslii nopoiuok 6enoro useta. [101HOCTBIO pacTBOpPSAETCS MpPH
n00aB/eHHH 2 MJT BOJIbl OUMILEHHOH (IUCTHINMPOBaHHOH). Bpems pacTBopeHus -
He O6onee 20 MUHYT. B BoccTaHOBNEHHOM BHAe NpejacTaBiseT cob6oi Npo3payHbli

pacTBoOp Oe3 0oCaaKa, XJIonb€B U MNOCTOPOHHUX BKJIIOUEHHUH.

8. Mepbl n1pe0CTOPOKHOCTH H OrPaHHYEHHS METOAA

- [MoTeHuHanbHbl PUCK MpPUMeHEHHs Habopa - knacc 26 (cornacHo
[Tpuka3zy Munuctepcra 3apaBooxpaHerus P® Ned4n ot 06.06.2012 r.);

- Tonkko 115 AMAarHOCTHKH 1n Vitro;

- Bce koMnoHeHTsl Habopa KOHTPOIbHBIX MaTePHAIOB B HCMOJb3yEMbIX
KOHLEHTpaUUAX SBAAIOTES HETOKCHYHBIMH, BpPEIHOro BIMAHUS HAa OpPraHU3M
MOJb30BaTeNs HE OKAa3bIBAIOT.

- KoHTponbHble MaTepuanbl M3roTOBI€Hbl H3 CHIBOPOTKH KpPOBH
4eJloBEKa, MPOBEPEHHON YTBEPXIAEHHbIMH METOAAMH, B KOTOPOM OTCYTCTBYIOT
HBsAg, auturtena k BI'C u BUU-1,2 u Treponema pallidum. Hu oauH 13BecTHbIH

MCTOJA aHajiu3a HE MOXET JAarb MOJHYK TrapaHTHKO TOro, 4YTO MPOAYKTHI,
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NOJiy4eHHbIE U3 YeIOBEUECKHX MaTepUaloB, He HRGHUHpoBaHbl. Clen0BaTeNbHO,
BCE YeJIOBeYECKHEe MaTepHANbl ClefyeT pacCMaTpHBaTh KaK IOTEHLMAILHO
WHPEKINOHHbIE,;

- B cocras MaTpuUbl KOHTPOJNBHBIX MATEPUAIOB BXOOHT Obluuii
ceiBopoTouHslii ansGyMuH (BCA). Hanuune cepTHdHKaTa 0 TPOHCXOXKASHAH H/WH
CAHHTAPHOM COCTOSHUH JKMBOTHBIX HE MOXET MOJHOCTBIO TrapaHTHPOBaTh
OTCYTCTBHE MH(EKLHOHHBIX MATOreHHBIX areHToB. [loaTOMy peKkoMeHayeTcs

co6moaath OGLIYHEIE MEPhl MPEAOCTOPOKHOCTH (HanpuMep, He INIOTaTh MIH HE

BOBIXATH);

- He cMemmBaliTe KOHTPONBHEIE MaTEpHaNbl Pa3HBIX CEpHii;

- He cMmelnBajiTe cBeXHe KOHTPOJNbHbIE MaTepuansl C  YXe
MCHONb3YEMbIMH;

- He nepenuBaiiTe KOHTpONBHBIH MaTepuas oOOpaTHO B HCXOAHBIH
¢nakoH nmocie B3ATHI;

- He ucnone3yiite Habop KOHTPONBLHBIX MaTepHalOB MOC/I€ HCTCYESHHS
CpOKa rogHOCTH; -

—  He wucnone3yiiTe KOHTPONbHBIE MaTepHansl M3 MOBPEXACHHON

yNaKoBKH.

- 3HaueHNs KOHLEHTpAUUH KOHTPOJNBHBIX MATEPHANOB 3aBHCAT OT
cepun;

- He 3amopaxusaiite Habop KOHTPONBHEIX MaTepHanoB, Mpexiae 4YeM
OTKPEITH €ro;

- Hcnonb3yiite cpeacTtsa MHAWBUAYanbHON 3allMThl npu pabore ¢
KOHTPOJIbHBIMH MaTepHaAaMH.
B Hesundexkuus pa3muThiX KOHTPONBHBIX MATEPHUANOB BBINONHACTCA C

MCNONB30BaHUEM Ae3uHbUUMpyomHX cpeacTB B cootBeTctBHMH ¢ CanlluH
2.1.3684.

9. IloaroToBKa KOHTPOJLHBLIX MATEPHAIOB

KoHTponbHBIE MaTepranbl NOCTABIAIOTCS B IMO(PHIN3HPOBAHHON (opMe.

7
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- AKXKYpaTHO MOCTyuHTe Mo (akoHy, YToObl KOHTPONBHBIA MarepHat
oKas3anca Ha aHe (nakoHa.

- OtkpoiiTe (GnaKoH, OCTOPOXHO NOAHHMHTE PE3UHOBYIO MpOOKY,
4yTOOBI BO3AYX NONAT BO (IAKOH, 3aTEM MONHOCTHIO CHUMHUTE €€.

- Jlo6aBbTe 2 M OUMILEHHOM (AUCTHINHPOBaHHOH) BOAILI.

- 3akpoiite PprakoH pe3HHOBOH 3ariIyIKO#i H KPBHILLKOi, JaiiTe NOCTOATE
10-20 MHHYT ANA NOJHOTO pPacTBOPEHUs COZEPXHMOro, B TCYCHHE KOTOPBIX
OCTOPOXHO BCTPAXHHTE (riakoH 5—10 pa3. 3aTeM pacTBOPHTE COAECPKHMOE CBEPXY
MyTeM OCTOPOXKHOTO NepeBopauKBanusA npuMepHo 10 pa3. Usb6eraiite obpa3opanus
TMeHbI.

- Bo3sMuTe HeoGX0AMMBIH 00beM IS KOKIOr0 AHANIH3a B COOTBETCTBHH
¢ HHCTpYKUHKe# no npuMeHeHuio Ha HaGop pearenrtoB «Jluana6 Amyp Chlamydia
pn. IgG».

- Pacnpenenute KOHTPONbHBIA MaTepuan B HECKOJNbKO HEOOMBLIMX
¢1aKOHOB C repMETHUHO#M KPBIILKO#H M XpaHHTE HX B COOTBETCTBHH C TpeGOBaHHAMH

nyHkTa 10 0aHHON HHCTPYKIUH.

10. CrabuiabHOCTb, YCJIOBHS  XpaHEHHSl, UCNONAL3OBAHHHA H
TPAHCTIOPTHPOBKH

Yenosus XxpaHeHHs!, cTa0HALHOCTD

- Usnenus B ymakoBKke WM3roTOBHTENs CledyeT XPaHHTb Ha CKJIadax.
XpaHeHue U3genuii npu TeMneparype oT +2 po +8 °C JomkHO OCYINeCTBNATECA B
XONMOAWIBHBIX  KamMepaX MWIM B XOJOAMNBHHKAX, 0O0ECNeYHBAIOIINX
pernaMeHTHPOBAaHHbIH TeMNepaTypHbIi peXUM ¢ eXeAHEBHOH perncrpaumei
TeMnepatypel. XpaHCHUE M3JC/HH JOMKHO OCYLIECTBIATHCA B TEMHOM MECTe.
Usnenus, xpaHHBIIMECA ¢ HapyLUCHHEM pErNaMEHTHPOBAHHOIO PeXKMa,
TIPHMEHEHHIO HE NMOJIEKAT.
- HeoTkpsiTble KOHTpPONLHBIE MaTepuansl CTaOMABHBI OO HMCTEYCHHMS CPOKa

roaHocTy (48 Mecaues) npu Temnepatype ot +2 no +8 °C,
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— IMocnie BOCCTAHOBJIEHHS KOHTPONBHBIE MaTepHas!l CTaOUNbHB B TeyeHue 7
IHeH npu Temnepatype xpaHeHus ot + 20 go + 25°C.
- ITocne BOCCTAHOBNEHHUS KOHTPOJAH cTabHiabHBLI B Tedenwe 30 axeid npH
TeMAepaType XpaHeHus ot + 2 no + 8°C,
- ITocne BoccTaHOBNEHHA KOHTPONM cTabuinpHbI B TeueHue 90 aHedt mpu
Temnepatype xpahenus - 20 °C wnu Huxe. PasMmopaxupaHWe / OTTaHBaHHE
3aMOPOXEHHBIX  BOCCTAHOBJIIEHHBIX  KOHTPOJBHEIX  MAaTepHajJoB  CHEAYeT
NpOM3BOAWTE TNPH KOMHATHOH Temneparype B TedeHue 30 wmmH. [locne
pa3sMOpaXXHMBaHHA KOHTPOJNbHbIE MaTepHasibl HCOOXOIHMO BCTPAXHYTh.

- He AOMYCKaeTCs MIOBTOPHOE 3aMOpaKHBaHHE-OTTaHBaHHE

BOCCTAHOBJICHHBIX KOHTPOJNBHBIX MAaTCPUAJIOB.

YcnoBHA TPAHCNIOPTHPOBKH

TpancnopTHpoBaHHe U3IENMA 10 KOHEUHOro norpeduTens Ha BCeX 3Tanax
AODKHO IIPOH3BOAMTBCA BCEMH BHAAMH TpaHCNOpTa (BO3AYLIHBIA, BOIHBIM,
WEeNe3HOAOPOXHbBIN, ABTOMOOUIBLHBIA) B KPBITHIX TPAaHCMOPTHBIX CPEACTBAaX B
COOTBETCTBUH ¢ NPABHJIAMH ME€PEBO30K, AHCTBYIOIIMMH Ha TPaHCMOPTE JAHHOIO
BHJa Npu Temnepatype oT +2 a0 +8 °C ¢ cobmoneHneM xonoosol LenH B TEYCHUE
12 pueii. He rnopsepraTh ANMTENBHOMY BO3ACHCTBHIO TEMNa, BJarH, MNpAMBIX
conMHeuHbIX Jiyvyel. 3aMopaxuBaHHe HaOGopa KOHTPONBHBIX MaTepUanoB He
Jonyckaercsa. TpaHcnopTupoBaHHE M3JeNHH IOKHO OCYILUECTBISATBCA B
TEPMOKOHTEHHEpaX OAHOPA30BOTO MOJNB30BAHHS CONEPXKAIMX XJIaNO3EMEHTHI,
WIM B TEPMOKOHTeHHepax MHOrOKpaTHOro IPHMEHCHHA ¢ aBTOMAaTHYECKH
MIOJLIEPHHBAEMOli TeMIniepaTypoit UK B aBTopedpuKepaTopax ¢ HCIOAb30BaHHEM
TepMOWHAMWKaTOpoB.  HM3nenmsa,  TpaHCnopTHpOBaHHBIE ¢ HapylIeHHEM

TEMIICPATYPHOI0 pPeXKUMa, IpUMEHCHHIO HE NOAJICHKAT.

11. OGopyaoBanHe H MaTepHA/bi, He BXOARIIHE B KOMIUIEKT
NOCTABKH, HO HeobxoauMble 1J15l NPOBEACHHS AHATH3A
- Bozaa ouniieHHas (AHCTHUIHPOBAHHAs );

- DnakoHbI C NTePMETHYHOM KPBILIKOH;
9
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- Ha6op pearedtoB «JIumna6 Amyp Chlamydia pn. IgG» s
KOJNMUYECTBEHHOTO onpeneneHns UMMyHornobymuHos knacca G (IgG) k Gaxrepun
Chlamydia pneumoniae B CBIBOPOTKE M IUIa3ME€ KPOBH YEJOBEKa METOIOM
HMMYyHOXeMMTIOMMHeceHTHOore  aHaimsa  (MXJIA) wHa  awanusartope
aBTOMAaTH4YeCKOM  HMMYHOXEMWIIOMHHeCUeHTHOM «Jluana6é Awmyp» s
AKArHOCTHKH in vitro mo TY 21.20.23 — 253-65614693-2022;

~  PactBop 3anyckarommii "Jluana6 Amyp [Ilpe-tpurrep” mna
aHaIM3aTOpa ABTOMATHYECKOr0 MMMYHOXeMHIIIOMHHECLIeHTHOTO «JInanaé AMyp»
AJIS ANArHOCTHKH in vitro no TV 21.20.23-277-65614693-2022;

- PactBop 3anyckalommii "JluanaG Amyp Tpurrep” mns aHanusaTopa
aBTOMaTHYECKOT0 HMMYHOXeMHIIOMHHecUeHTHoro «Jluana6 Amyp» s
AMarHoCTHKH in vitro no TY 21.20.23-279-65614693-2022;

- PactBop npoMbiBalOmMii AN8  aHAIW3aTOpa  aBTOMATHYECKOIro
MMMYHOXEMHMIOMHUHECLIEHTHOrO «Jluanaé Amyp pacTsop mpoMbiBalOIMA» AJA
JuarHoctuku in vitrono TY 21.20.23-276-65614693-2022;

- KioBeta oanopaszoBas «JIugna® Amyp KioBeTa» A aHanU3aTopa
aBTOMAaTHYECKOr0O HMMYHOXEMHIIOMHHeCUeHTHoro «JluanaGé Amyp» a4
AUATHOCTHKH in vitro no TY 32.50.50 — 281-65614693-2022;

- AHanu3aTop  aBTOMAaTUYECKUH#  HMMYHOXEMHIIOMHUHECUEHTHBIH
«JTuunab AMyp» ans AMArHOCTHKH in vitro no TY 26.51.53-283-65614693-2022, B

BapHaHTaX UCIIOJIHCHHUA.

12. Hpoueaypa ananusa
AHanu3z NPOBOAMTCA B COOTBETCTBHM C HHCTPYKLHEH MO MPUMEHEHHIO
HaGopa pearenTos «Jluzna6 Amyp Chlamydia pn. IgG» u PykoBoacTBoM o

IKCTUTyaTallki aHanu3atopa «Jlumnab Amyp».
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13. MHUndopmauus o0 3HAYEHHSX KOHUEHTpPaUHil, NPHNHCAHHBIX
KOHTPOJIbHbIM MaTepHaam
3naueHus koHueHtpauuit IgG k Chlamydia pneumoniae B KOHTPOJbHbIX
/ MaTepHanax yka3aHbl B AHQJIMTHYECKOM MacnopTe Ha MEAMLHHCKOE HW3OeNHe
«Ha6op xoHTponbHbIX MaTepuanos «Jluanaé AMyp Chlamydia pn. IgG KonTtponbe»
AN KOHTPOJIsSl KauyecTBa KOJMYECTBEHHOTro oOMNpeleNeHUs HMMYHOrJo0yaHHOB
knacca G (IgG) k 6akrepun Chlamydia pneumoniae B CbIBOPOTKE U MJ1a3ME KPOBH
yejoBeKa METOJOM HMMYHOXeMHItOMUHecUueHTHoro aHanu3za (MXJIA) Ha
aHaJIM3aTOpe AaBTOMAaTHYECKOM WMMYHOXEMHIIOMHHECLUEHTHOM «JInanab Amyp»

JUIS AMardoctuky in vitrono TY 21.20.23 — 297-65614693-2022».

Pe3ynbTaThl KOHTpOJsS KauyecTBa, KOTOpble HE MOMNaialoT B AOIMYCTHMbIE
AUanasoHsl, MOFYT yKa3blBaTb Ha HeAeHCTBUTENbHbIE Pe3yJIbTaThl UCCIEI0BAHMH.
B panHOM cny4ae wuccnenoBaHHe HeoOXOAMMO MOBTOPUTbL. [IpH NOBTOpHOM
HECOOTBETCTBUM HEOOXOOMUMO HCIONb30BaTh HAbOp KOHTPOJILHBIX MaTe€pHaOB

ApYro# CepuH.

14.  YTuausauus
Otxonsl, oOpasylouecs Mnpu ucrnoab3oBaHu Habopa KOHTPONIBHBIX
matepuanoB «Jluanab Amyp Chlamydia pn. IgG KonTtposnb», oTHOCATCA K Knaccy b

1 yTunusupytorcs B cootTBeTcTBUM ¢ CanlluH 2.1.3684-21.

15. ®DyHKUHOHAJIbHbIE XapPAKTEPHCTHKH

BuyTpudpnakonnas Bapuauns: koddpduumenr sapuaunn CV < 8%.

MexdaakonHasi BapHauus: kodxpduurent sapuauuu CV < 8%.

KoHueHTpauus (1nana3oH ue/jieBbiX 3HA4eHHH):

Konuentpauna | JAnanason uejeBbiX 3HAYEHHH

no pe3yjibTaTaM aHaJIN3A

JInopHAN3NPOBAHHbIH KOHTPOJIbHbIH 60 Ea/mn 48 — 72 Ea/mn

matepuan, yYpoBeHb |, MOJOKHTENbHbINA
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JInodunn3upoBaHHbIR KOHTPONbHBIA 8 Ex/Mn 5,6 — 10.4 En/mn

MarepHall, ypoBeHb 2, OTPHUATENbHBIA

,, Merponoruyeckas rpociexxuBaeMoCTh KOHTPOJIbHBIX MaTepHaoB OLEHEeHa
npu nomoiun CtaHaaptHoro obpasua npeanpustus «Chlamydia pn. 1gG Crannap»
B cootBeTcTBUH ¢ [[OCT ISO 17511. KoHKpeTHbIE BEJIHYHHBI HEONPEAETCHHOCTH
3Ha4eHHii, TPUIHCAHHBIX KOHTPO/IbLHBIM MaTepHasaM, MOryT ObiTh TPENOCTAB/IEHDI

1o 3anpocy norpeburens.

KomMmyTabenbHocTb: k03dduuueHT koppensuuu r > 0,975, yron HakjioHa

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

16. TapauTniinbie 06na3aTe/IbCTBA

[MpeanprsaTHE-U3roTOBUTENb rapaHTHPYET CTaOMJIBLHOCTb W COOTBETCTBHE
uigenus TpeboBaHHAM TeXHHUECKMX YCIOBMH MNpH COONIOACHHH YCTIOBHH
TPaHCIIOPTHPOBAHUSA, XpPaHEHUS U PUMEHEHUS B TEUEHHUE BCEr0 CPOKA FOJAHOCTH.

Cpox roaHoctd HabGopa koHTpoabHbIX MaTepuanoB «Jluanab Amyp
Chlamydia pn. IgG KoHTponb» — 48 MecsueB ¢ aaThl NPOU3BOACTBA.

Peknamauuu cnegyert HanpabisThb MO aapecy npoﬁmonmemo: O6uwiecTBO C
orpaHuyeHHoi otBeTcTBeHHOCTbIO «JIMJIKOP» (OO0 «JIMAKOP»), Poccus,
620102, CeepanioBckas obnacts, r.o. ropoa ExarepunOypr, r. Exkatepunbypr, yi.
[Mocanckas, ctp. 23, opuc 204. Tenedon: 8 (800) 500-71-28. Aapec 31eKTPOHHOH

nouTtsl: marketing@leadcore.ru.

17. CBeenns 0 Npou3BoAHTE e MEIHIIHHCKOIO H3le/IHS

[NMpoussoautenem  MeauuuHckoro  usgenus «Habop  KOHTPOJBbHbBIX
marepuanoB «Jlnana6 Amyp Chlamydia pn. IgG KouTtpone» 11 KoHTposs
KayecTBa KOJMYeCTBEHHOro onpeaeieHus uMMyHornobynauHoB knacca G (IgG) k
6aktepuu Chlamydia pneumoniae B cbIBOpOTKE M Mi1a3Me KPOBH YeJIOBEKa METOOM
MMMYHOXEMHUIFOMHUHECLIEHTHOTO aHanu3a (UXJA) Ha aHaM3aTope
aBTOMAaTHYeCKOM  WMMYHOXeMHJIIOMUHeCUeHTHOM  «Jluanab  Amyp»  ans
OUArHOCTHKH in vitro mo TY 21.20.23 — 297-65614693-2022» aensetca ObecTBo

¢ orpaHH4eHHOit oTBeTCcTBeHHOCTHIO «JIMJKOP» (OO0 «JIMAKOP»).
12
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KOpuaunueckuii anpec: Poccus, 620102, Ceepanockas 061acTh, r.0. ropoj
EkarepunOypr, r. Exatepunbypr, yn. [Nocanckas, ctp. 23, oduc 204.

Anpec MecTa NpoU3BOACTBA MEAULIMHCKOrO U3/EHs:

1)  Poccus, 620033, Ceepanosckas obnacts, r. Exkatepunbypr, yi.
KpacHonapckas, a.15;

2) 000 «JIUJAKOP», Poccus, 141981, MockoBckas obnacts, r. [ly6Ha,

ya. [IpubopoctpouTtenei, 3a.

18. [lepeuenb npumMensieMbIX CTaHAAPTOB

IFOCT P UCO 15223-1-2020, 'OCT P UCO 18113-1-2015, TOCT P MUCO
18113-2-2015, TOCT P EH 13612-2010, 'OCT P 51088-2013, TOCT P UCO
23640-2015, TOCT ISO 17511-2011, TOCT P 53133.3-2008, 'OCT ISO 14971-
2021, CanlluH 2.1.3684-21.

19. Pacuuugposka rpaduieckHX CHMBOJIOB

Cumson Pacuiugposka
REF Howmep no kartanory
LOT Kona naptuu

Positive - [TonoxurteapHbIH

Negative - OTpHuartenbHbli

HUsrorosurens

jlaTa U3roTOBJICHUA

HUcnonw3oBaTte 10

OOpaTtuTech K HHCTPYKLIMH 10 MPUMEHEHHIO

OcTtopoxHo!

> & ©k R
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'VD MeanumnHckoe u3aenue Ans JUarHOCTUKH in vitro

Buonoruveckuit puck

&

[Mpenensl Temnepatypsl

~
e}
@
e}

XpaHUTb BEPTHKAJIBHO

Xpynkoe, oOpaluaTbcsi OCTOPOXKHO

[ =

bepeub oT Bnaru

He A0nyCKaTb BO3JEHCTBUSA COJIHEYHOI'O CBETA

TokcuuHo

OnacHo ans BoAHOM cpelbl

He ucnons3oBath MMPpH NMOBPEXKAEHUH YITAaKOBKH

® &S

20. JInTepaTypHbI¢ CCHLIKH
1. HHS Publication, S5th edition, December 2009. Biosafety

Microbiological and Biomedical Laboratories.
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Beero npoiHypoBaHo, NpoHyMepoBaHo

-
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fNAKOP

000 «Jluakop»
Ten.: 8 (800) 500-71-28

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

AHAJUTHUYECKHUH MMACIIOPT

Ha6op koHTpoabHBIX MaTepuanoB «JInanaé Amyp Chlamydia pn. IgG
KOoHTpo/ib» AJ151 KOHTPOJ/IA Ka4ecTBa KOJIHYEeCTBEHHOr0 Onpe/le/ieHH
uMMyHorao6yanHoB kaacca G (IgG) k 6akrepun Chlamydia pneumoniae B

CbIBOPOTKE H MJ1a3Me KPOBH 4YeJJ0BEKAa METO10M
HMMYHOXeMHJIIOMHHecueHTHOro anaan3a (UXJIA) na anaansartope
ABTOMAaTH4Y€CKOM HMMYHOXEeMHJIIOMHHecUeHTHOM «JInanab Amyp» aas
AHATHOCTHKH in vitro no TY 21.20.23 — 297-65614693-2022

TY 21.20.23-297-65614693-2022
PY Ne

Ne cepun 20220701

Kat. Ne CC849
JlaTa H3roTOBJICHHA 10.07.2022
Ionen po 10.07.2026

YcioBus xpaneHus: npu temneparype ot 2 10 8 °C B Tedenne 48 Mecsiues.

3aMopakHBaHHe He JONYCKAETCS.

HaumeHoBaHHe KOMNOHEHTA Onucanne PesyabTar
XapakTepHcTHKA KOHTpoOJA
1. JInodnnnu3npoBaHHbIA KOHTPOJILHbBIH c G CoorsercTByeT
MaTepHaJl, ypoBeHb |, MONOKHTENbHBI, bIBOpOTKaA HEJOBEKA, coaepxaluad Ighs K
2,0 Mn/dnakon — 2 Wt Chlamydia pneumoniae.
" = Marpuua: MOPS 6ydep ¢ BCA, 0,05%
2. JInodunn3upoBaHHbIH KOHTPObHbIH P ProCli};1¢3 gO T CoorsetcTayer
marepHan, ypoBeHb |, OTpHUATENbHBIN, '
2,0 mn/pnakon — 2 wir.
3. CootsercTByeT
HHcTpyKkuua no npumeHenuio, | wr. -
TexHuueckHe XapaKTEPHCTHKH
1. JInodpunu3upoBaHHbIA KOHTPOIBHBbIH . . CooTseTcTBYET
. Bxeuwnuit BUA: MENKOAUCNEPCHBIN
marepuan, ypoBeHb |, NONOKHTENbHbIH
= ~ nopouuok Genoro usera
JInopunu3npoBaHHbIH KOHTPONIbHBI CootBerctayeT
MaTepHaJl, YpOBEHb 2, OTPHLATE/IbHbI#
2. JInodunuznposaHHblii KOHTPOABLHbINA CootsetcTByeT
MaTepHajl, ypoBeHb |, NOJ0KHTENbHDbIH 1,14 %
phai, yp = = OcraTtouHas BiaxHocTb: He 6osee 5 % -
JInodunu3npoBaHHbIi KOHTPOABLHBINA CoorsercTByeT
MaTepHasl, ypoBeHb 2, OTpHLIATENbHBIH 1,25 %
3. JInodunu3npoBaHHbLIA KOHTPObHBIHA CooTBeTcTBYET
. PacTBOPHMOCTB: NOJHOCTBIO PaCTBOPAETCA
MaTepHan, ypoBeHb |, nonokHTENbHbIH . 9 MHH
= = npu 106aBneHHH 2 MN BOJbl OYHLIEHHOM.
JInodunn3npoBaHHbIA KOHTPOAbHbINA CootseTcTBYET
- Bpems pacTBopeHns — He Gonee 20 MUH.
maTtepHan, ypoBeHb 2, OTPHLATEbHBIH 8 MuH
4. JInodunu3upoBaHHbIH KOHTPONLHBTH [Tpo3pauHOCTb H LBETHOCTD: B CootsercTByeT
MaTtepual, ypoBeHb |, NosoxHTe bHbIA BOCCTAHOBNIEHHOM BHI€E NPEACTABASET
JInodpunu3nposaHHbIA KOHTPONbHBIH coboi npo3pauHbii 6ecuseTHbIH pacTBOp CootBetcTByeT
MaTepHaJl, ypoBeHb 2, OTPHLIATENbHBIH 6e3 ocaaka, XJIONbeB ¥ MOCTOPOHHHX
BKJIIOYEHHH
5. JlnodunusnpoBaHHblil KOHTPONBHbBINH ["abapuTHble pa3Mepbl NEPBHUHON CootsercryeT
MaTepHa, ypoBeHb |, NonoxHTeNbHbIH yNaKOBKH:
JInodHnnan3upoBaHHbIA KOHTPONbHLINA BbicoTa ¢pnakona: 40 = 0,5 mm;
MaTepHall, ypoBeHb 2, OTpULATENbHBIA JunameTtp daakona: 22 = 0.5 mm;
BoicoTa kpbiwku: 14,00 + 0,3 mm;
Huametp kpbikn: 20,6 £ 0,6 MM
1
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MOKop

000 «JInaxop»
Ten.: 8 (800) 500-71-28

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

DYHKUHOHAILHBIE XAPAKTEPHCTHKH

l. JInodpunusnposaHHbIH KOHTPO/bHbIH BHyTpudnakonHas Baprauns: CootsercTByeT
maTepuan, ypoBeHb |, NonoXuTenbHbI ko3¢ duumnenT Bapuaunu CV < 8% 3.12%
JInodunusuposaHHbIH KOHTPONbHbIH CootsetcTBYET
MaTepHall, YpoBeHb 2, OTPULIATEIbHbIH 2,75 %

2. JInodunnsuposaHHbii KOHTPONbHbIH | MexdnakonHas Bapuaumns: Ko3QPUUHEHT CootseTcTBYET
MmaTepuai, ypoBeHb |, NoJ0KHTENbHbIH Bapuauun CV < 8% 2,44 %
JInopunusnpoBaKHbIi KOHTPONBHBIH CooteercTByeT
maTep1ai, ypoBeHb 2, OTpHUATENbHbINA 3,31 %

3. JInodpunniuposantbliit KOHTpONbHbIH | [ KoHuentpa Jnana3oH uesnesbix CootsercTByer
maTepHa, ypoBeHb |, MOJOKHUTENbHBIH una 3Ha4eHHil no pesyibTaTam 49-71,2 En/Mn

aHaaunia
60 Ea/ma 48 - 72 Ea/mn
JInodpunuznpoBaHHbIH KOHTPONbHbIA KoxuenTtpa Anana3on uenesbix CootsetcTBYeT
MaTepual, ypoBeHb 2. OTPHULATE/bHbIH uus 3Ha4eHuil no pesyaLTaram 5,78 - 10,23 Ea/ma
aHaIH3a
8 En/mn 5,6 - 10,4 Ea/mn

TpancnoprupoBanne: TpaHCrOpTHpOBaHME W3JEAMA A0 KOHEYHOTro MOTpeOMTENs Ha BCeX
3Tanax JO/DKHO TMPOW3BOAMTBLCA BCEMH BMJaMH TpaHcnopTa (BO3AYLIHbIH, BOIHBIA,
*KeJIe3HOAOPOXKHBIA, aBTOMOGHIbHBIR) B KPbITBIX TPAHCIOPTHBIX CPEACTBAaX B COOTBETCTBHM C
MpaBuU/IaMH MepeBO30K, AEHCTBYIOLINMH Ha TPAHCIIOpPTE JAHHOrO BHAA NpPH TeMMepaTtype oT +2
no +8 °C. He noaseprath ANUTEIbHOMY BO3AEHCTBHIO TEN.1a, BJIArH, MPAMBIX COJMHEYHBIX NyUeH.
3amopaxkuBaHHe HaGopa KOHTPO/IbHBIX MAaTEpHAIOB HE J0NYCKAETCH.

3akaouenne: KauectBo pacacoBku, KOMIUIEKTHOCTb, MapKMpOBKa, YIAKOBKa, M0OKa3aTeu
kauectBa «HaGop koHTposbHBIX MaTepHanos «JIuunad Amyp Chlamydia pn. IgG Kontpone» s
KOHTpOJIS KayecTBa KOJMYECTBEHHOro onpeaejieHus ummyHornobyaunos knacca G (IgG) k
O6aktepu Chlamydia pneumoniae B CbIBOPOTKE H Ma3Me€ KpPOBH 4€JIOBEKA METOJOM
UMMYHOXeMHIIoMUHecleHTHoro  aHanusa (MXJIA) Ha ananu3aTope aBTOMAaTHYECKOM
MMMYHOXEMHIIIOMHHECLEHTHOM «JInanab AMyp» s auarHocTHkH in vitro mo TY 21.20.23 -
297-65614693-2022» cootBeTcTBYIOT TpeGoBanuam TY 21.20.23-297-65614693-2022.

Jarta Bbiaauu nacnopra: 10.07.2022

[naBHBI HHXKEHep MO NOArOTOBKE Hukonos C.1O.

Hupextop OO0 «JIMAKOP» Yabioud A.U.
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MOKop

000 «JIuaxop»
Ten.: 8 (800) 500-71-28

marketing(oleadcore.ru, www.leadcore.ru

AHAJUTUUYECKUN NNACHIOPT

HaGop koHTpobHBIX MaTepHaoB «JInanaé Amyp Chlamydia pn. IgG
KoHTpoab» A8 KOHTPOJIA Ka4eCcTBAa KOJIHYECTBEHHOr0 onpeaejieHus
umMMyHorao6yauHoB kiaacca G (IgG) k 6akrepun Chlamydia pneumoniae B

CbIBOPOTKE H NJ1a3Me KPOBH 4eJIOBEKAa METOAOM
HMMYHOXeMHIIoMHHecueHTHOro anaausa (MXJIA) na ananusarope
ABTOMATHYeCKOM HMMYHOXeMHJIIOMHHecUeHTHOM «JIlnanab Amyp» aas
AHATHOCTHKH in vitro mo TY 21.20.23 - 297-65614693-2022

TY 21.20.23-297-65614693-2022
PY Ne

Ne cepun 20220702

Kar. Ne CC849
JlaTa u3roroBienus
IoaeH oo

YciaoBus xpaHeHus: npu Temnepartype ot 2 g0 8 °C B Teuenne 48 mecsiues.

3amMopakuBaHHe He A0NMYCKAETCH.

11.07.2022
11.07.2026

HaumeHOBaHHe KOMNOHENTA Onucanne PesyabTar
XapakTepHcTHKa KOHTpOAR
1. JInodnnu3MpoBaHHbIA KOHTPONbHbIH G CoorseTcTByET
MaTepHan, ypoBeHb |, NONOXKHTENbHBIHA, CoiBopoTka uenoseka, conepaauas 1gG k
2,0 mn/dnakon — 2 Wt Chlamydia pneumoniae.
, ” ” Matpuua: MOPS 6ydep ¢ BCA, 0,05%
2. JInoduan3HpoBaHHbIA KOHTPONbHbIA P ProCli>;1 ¢3(I))0 Coorsercrayer
maTepHa, ypoBeHb |, OTpHUaTENbHbIH, ’
2,0 mn/dnakoH — 2 wr.
3. CoorseTcTBYET
HHcTpykuus no npumeHenuio, | wr.
TexnuueckHe XapaKTePHCTHKH
1. JInopHaH3MPOBAHHBIA KOHTPONbHLIN . . CooTtBeTcTBYET
o BHeurHuii BUA: MEIKOAUCNEPCHDIH
Martepual, ypoBeHb |, NonoKHTeNbHbIH
= > nopotuok 6enoro useta
JInodunu3npoBaHHbIH KOHTPOIbHbIH CootseTcTByeT
MaTtepuasl, ypoBeHb 2, OTpPULIATENbHBIN
2. JInodpunu3npoBaHHbIA KOHTPONBHbIHA CootsercTByeT
MaTepHall, ypoBeHb |, MONOKHUTETbHbINA 1,14 %

P YP = = OctaTouHas BnaxHocTb: He 6onee 5 % .
JInoduan3upoBaHHbIA KOHTPONbHLIHA CootseTcTBYET
MaTepHa, ypoBeHb 2, OTPHLATENbHbIH 1,25 %

3. JInodunu3npoBaHHbIA KOHTPOABLHBII CootsetcTByeT
o PacTBOpHMOCTB: NOAHOCTBLIO PacTBOPAETCA
MaTepHall, ypoBeHb |, NONOKHTENbHBINA o 9 MUH
= = npy nob6aBneHrn 2 M1 BOAbl OYHLUEHHON.
JInopuAH3UPOBAHHBIA KOHTPOIbHbIHA CootBercTByeT
o Bpems pactBopenus — ve 6onee 20 MHH.
martepHar, yposeHb 2, OTpHUATEIbHbINA 8 MuH
4. JInopunau3npoBaHHbIA KOHTPONbHbBIH [1po3pavyHOCTL U UBETHOCTDL: B CoorsercTByeT
martepuai, ypoBeHb |, MON0XKHTENbHbIH BOCCTAHOB/IEHHOM BMJ€E NpeACTaBaseT
JlnoduanznpoBaHHbIA KOHTPONBHbIA coboii npo3payHbiii GecuBeTHbIH pacTBOp CootsercTByeT
MaTepHan, ypoBeHb 2, OTpHLATeNbHbIH 6e3 ocazka, XJI0NbeB U MOCTOPOHHHUX
BKJIIOUEHHUH
5. JInopunu3npoBaHHbIH KOHTPOIbHBIH [aGapuTHble pa3mMepb! NEPBHUHON CootseTcTBYET
MaTepHajl, ypoBeHb |, NONOXKHTEIbHbIH YNaKOBKH:
JInopunu3MpoBaHHbIA KOHTPONbHbIH Buicota ¢nakona: 40 £ 0,5 mm;
MaTepuan, ypoBeHb 2, OTpHLATE/IbHbIH HuameTp dnakona: 22 £ 0,5 mm;
Buicota kpbiku: 14,00 + 0,3 Mm;
JlnameTp kpbiku: 20,6 £ 0,6 Mm
3
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MOKop

00O «JIuaxop»
Ten.: 8 (800) 500-71-28

marketing(leadcore.ru, www.leadcore.ru

QOyHKUHOHAIbHBIE XaPAKTEPHCTHKH

1. JInodpunusnpoBaHHbIf KOHTPOJIbHBIN BuytpudnakoHHas Bapnaums: CootBeTcTByeT
maTepHa, ypoBeHb |, NONOKUTENbHbIA ko3¢ duureHT Bapuauun CV < 8% 3,12%
JInounusupoBaHHblit KOHTPOJIbHbIi CootsetcTBYyeT
MaTepua, ypoBeHb 2, OTpHLATENbHbINA 2,75 %

2. JInodunusnposanHblii KOHTpONbHbIH | MexdrakoHHas Bapuauus: KO3GPUUHEHT CooTBetcTByeT
MaTepHaJl, ypoBeHb |, MONOXKHTENbHbI sapnauun CV < 8% 2,44 %
JInopunusnpoBaHHbIH KOHTPONbHBIH CootserctByer
matepuan, ypoBeHb 2, OTpHUATENbHbIH 331 %

3. JinodpunusnposanHbIii KOHTpONbHbIH | | Konuentpa Jnana3sou uenesbix CootsercTByeT
marepHan, ypoBeHb |, NOSOKHUTENbHbINA uMs 3HaYeHHil no pesyabTaTam 49,1 - 71,5 Ea/mn

aHan3a
60 En/mn 48 - 72 Ex/mn
JInohmnuzupoBaHHbI KOHTPO/bHLIN | | Konuextpa Anana3soH uenesbix CootsercTayer
maTepHa, ypoBeHb 2, OTpHUATENbHbIH unA IHa4eHHH No pesynbLTaTam 5,72-10,3 Ea/mn
anaHia
8 Ea/Mn 5,6 - 10,4 Ex/mMn

Tpaucnopruposanne: TpaHCnopTHpOBaHHE M3AENHH 10 KOHEYHOro MOTpeOHMTENs Ha BCeEX
jTanax JO/DKHO MNpOM3BOAMTBCA BCEMH BHJaMH TpaHcnopra (BO3AYLUHBIA, BOAHBIA,
KeNe3HOJOPOXKHBINA, aBTOMOOHIbHBIA) B KPLITLIX TPAHCMOPTHBIX CPEACTBAaX B COOTBETCTBHH C
NpaBUIaMH NEPEBO3OK, ACHCTBYIOIWMMH Ha TPAHCNOPTE JAaHHOTO BHAA NPH TEMIeEpaTtype oT +2
10 +8 °C. He noaseprath AnUTEIbHOMY BO3A€HCTBHIO TEMJIa, BIArH, MPAMBIX COJTHEYHBIX JIyUeH.
3amopaxuBaiHe Habopa KOHTPOJILHBIX MaTEpHAIOB HE AONMYCKaeTC .

3akmouenne: KauecTBo pacdacoBkH, KOMIUIEKTHOCTh, MApKHpPOBKa, YIAaKOBKa, MOKa3aTesH
kauyecTBa «Habop koHTponbHbIX MaTepHanos «Jlnanad Amyp Chlamydia pn. IgG Konrpose» ans
KOHTpOJIS KayecTBa KOJIMYECTBEHHOro omnpeaeneHus ummysornobyaunos knacca G (IgG) «
Gaktepun Chlamydia pneumoniae B CcbIBOpOTKE M MIa3Me€ KPOBH YENOBEKA METOIOM
MMMyHOXeMHIIOMHHecueHTHoro aHanm3a (MXJIA) Ha ananu3atope aBTOMaTH4YeCKOM
MMMYHOXEMH/IIOMHHECLIEHTHOM «JInanaG AMyp» s AMarHocTHKY in vitro mo TY 21.20.23 -
297-65614693-2022» cooTBeTcTBYIOT TpeGoBanuam TY 21.20.23-297-65614693-2022.

JlaTa Bpiaauu nacnopra: 11.07.2022

["naBHBI# HHXEHEP NO NOATOTOBKE Hukonos C.10.
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