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NHCTPYKUP1A MO NMPUMEHEHWIO
MeanumMHCKOro n3aenust ass AnarHoCTUKK in vitro
«Habop peareHTOB [/19 KOHTPO/IA KayecTBa aHanm3a
«KoHTposim MagnoLIA MporectepoH», no TY 21.20.23-598-98539446-2022»

1. HABHAYEHWE

1.1. «Habop peareHTOB A/11 KOHTPONA KayecTBa aHanm3a «KoHTponn MagnoLIA [MporectepoH»,
no TY 21.20.23-598-98539446-2022» (panee «KoHTponn MagnoLIA [MporectepoH») npegHasHayeH Ans
MOATBEPXAEHMS MPaBUIbHOCTU aHan3a npyv KOMMYeCTBEHHOM OMpejeneHnn NnporecTepoHa B CbIBOPOTKE U
nnasme Kposu (HaTpueBasi COMb renapuHa, NUMTUEBast COMb renapuHa, Kanmesas conb SATA (KraATA,
K33 TA))’ yenoBeka METOLOM XEMUTIOMUHECLLEHTHOrO MMMYHOAHa/IN3a Ha NapaMarHUTHbIX MUKpoYacTULax
C MUCMNO/b30BaHWEM aBTOMAaTMYeCKoro aHamnsatopa «MagnoLI1Ax».

Ha6op «KoHTponu MagnoLIA TporectepoH» NPUMEHSETCA COBMECTHO C MeAULMHCKUMU U3LeNNSMN
(nanee MW) «MagnoLIA TMporecTtepoH» 1 «Kanubpatopbl MagnoLIA IMporectepoH».

1.2.  TogTeBepXXAeHWe NPaBUIbHOCTM aHanm3a npu 1cnonb3oBaHMM Habopa «KoHTponn MagnoLIA
MporecTepoH» JOMKHO BbLUONHATLCS B KAXKAON aHaIMTUYECKOW ceccuu. Mpu NpoLO/mHKUTENBHOCTU Ceccum
6onee CyTOK, OMnpeeneHne KOHLEHTPpaLUuy KOHTPOE LO/MKHO ObITb NPOBELEHO MOBTOPHO MO UCTeYeHUn 24
4yacoB OT Hayana ceccun. [loATBePXKAeHME NPaBUILHOCTU aHanmM3a BbINOMHAETCA KaK  PYTUHHBINA
BHYTPWIabopaTOPHbIA KOHTPO/b KayecTsa, W, eciv pesynbTaT aHasim3a XoTa Obl 0HOTO KOHTPONA 13 Habopa
«KoHTponn MagnoLIA TporectepoH» BbIXOAWT 3a Mpefesibl YCTaHOB/IEHHOMO AMana3oHa, Habop OCHOBHbIX
peareHTOB «MagnoLIA T[porectepoH» [O/MKeH ObITb 3aHOBO OTKaiMOpOBaH C WCNO/b30BaHWEM Habopa
«Kannéparopbl MagnoLIA [porectepoH».

1.3.  ®yHKUMOHaNbHOE Ha3HayeHne MW «MagnoLIA TMporectepoH» npu COBMECTHOM MPUMEHEHUU
¢ MW «Kannbpatopbl MagnoLIA T[porectepoH» w/mnu «KoHTponn MagnoLIA TporecTepoH» -
KONMYECTBEHHOE OMpefefieHne MporecTepoHa B CbIBOPOTKE W MjasMe KPOBW YesioBeka MNpU  OLEeHKe
(PYHKLMOHA/IbHOTO COCTOSIHWSA YKENTOro Tena, Hab/ioAeHNY 3a MPOTeKaHNeM GepeMeHHOCTW.

'9KBMBANEHTHOCTb 06pasL0B CbIBOPOTKM ¥ MNa3Mbl KPOBW YesioBeka, COfepiKallieil aHTMKOoarynsHTbl (HaTpueBas COMb remapuHa,
nuTuhesas CcONb renapuHa, Kanvesasa conb ISATA (Kr3ATA, K33[ATA)), noartsepxpaeHa Ha 25 obpasuax Kaxjoro suja
aHTUKOArynsaHTa ¢ pa3HbIMW KOHLEHTPaLMAMU NPOrecTepoHa B aHanun3e nNpu Mcnonb3oBaHuMm Habopa «MagnoLIA porectepoH».

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX M3REMM



oHTponn MagnoLIA TIporecrepon»

1.4. Ob6nacts npuMeHeHus Habopa — KIHHKUYecKas JaGopaTopHas AUAarHOCTHKA.

1.5. Ha6op npeanaszHayeH TONbKO VIt AMATHOCTHKH in vitro, 1Uis Npo¢deCCHOHANBHOrO NPUMEHEHHS
NEPCOHANIOM, MMEIOIIHM KBIH(QHUKAUMIO JUIS BLINOJIHEHHS JHArHOCTHYECKHX MCCIICROBAHHHA in vitro B
pesyibTaTe cnelHanbHOro obpasoBaHus W oOyuyeHHA. MccinenoBaHHs MOTYT BBINOJIHATH CHNELHATHCTHI HE
Monoxe 18 ner ¢ BRICIINM K CpeIHHM MEIULIMHCKUM, GHomoruyeckuM WM HHbIM o6pasoBanueM (Bpay KJJI,
6uonor, MeAMLMHCKHI TEXHOOT).

Uccnenosanus npoBOAAT B KJIMHHKO-IMArHOCTHYECKHX J1aboparopusax, OOJACTHBIX, FOPOACKHMX HIJIK
palOHHBIX, FOCYAapCTBEHHBIX HJIH YacTHBIX OGonbHHULax u apyrux JIITY.

1.6. Ha6op «Kontponun MagnoLIA IlporecrepoH» He HMeeT NPOTHBOMOKA3aHUH! K NPHMEHEHHIO.

1.7. Habop npennasHaueH mns ofcnenoBaHMs Bcex rpynn HaceneHus moboro Bospacta 6e3
rpajiauuy no aemorpapu4eckoMy UiH NonyasHOHHOMY NPH3HAKY.

2. XAPAKTEPUCTHKA HABOPA

2.1. llpnaunn geticTBus

Ha6op «Konrtponun MagnoLIA Tporecrepon» npeacrasnser co6oit KOMNEKT U3 ABYX KOHTPOJIBHBIX
CBLIBOPOTOK, COJEPKAIHX H3BECTHBIE KOJIHYECTBa nporectepona B cioxHoi Matpuue (TOCT P 53133.3-2008)
M aTTECTOBAHHLIX N0 BHYTPEHHEl METOAMKE NPENNPHATHAS,

[Ipn BemonHennn tectoB «MagnoLIA [IlporectepoH» Ha GopTy aBTOMAaTH4ecKoro aHajiu3aTopa
«MagnoLIA » Heo6xoanMo NOATBEPXKAaTh BATHAHOCTD MONydaeMbIX H3MepeHHil. KonHuecTBeHHOE H3MepeHHe
KOHLIEHTpAallMH nporecrepoHa B KoHTpoisix Habopa «Kontponun MagnoLIA [Ilporecrepon» mnossonser
OLEHHBaThb MPAaBWIBHOCT M  BOCNPOM3BOAMMOCTb  Ppe3yJIbTaTOB KOMHYECTBEHHBIX JlabopaTOpPHBIX
HcenenoBaHuit aToro aHanuTa B 06pa3Lax ChIBOPOTKH M IUTa3Mbl KPOBH MALMEHTOB.

IIpu obpaieHnu ¢ KOHTPONSAMH KaK ¢ HcclieyeMbIMH oOpa3uiamH, NoigydeHHblE B aHATHTHYECKOH
CECCHH pe3yNbTaThl CPABHUBAIOTCH C AONYCTHMBIMH AHaNa30HaMH ONpeaeNiCHHS 3Ha4YeHHH KOHLCHTpalLHH
NpOrecTepoHa, YKa3zaHHHIMH B NacropTe K Habopy M 3aKOAHpOBaHbIMH IITPHX-KOAOM Ha kopobke Habopa
peareHToB. Ecnu pesynsTaT aHanmM3a xoTa Obl omHOro KoHTposs u3 Habopa «Kontponu MagnoLlA
[MporecTepoH» BBIXOAMT 3a NMpeAenbl YCTAHOBJICHHOrO AMana3oHa, Habop OCHOBHBIX peareHToB «MagnoLIA
IIporecrepon» momkeH OBITh 3aHOBO OTKAMHOpPOBaH ¢ Hcnonb3oBaHHeM Habopa «Kamubparopni MagnoLIA
[IporecTepoH». 3aTeM cneayeT NOBTOPHUTH aHATH3, HCIIOJIb3ys HOBBIE ATHKBOTBI HCCIEAYEMbIX 006pa3LoB.

Bapnauus pe3ysnbTaToB, NOJNY4EHHBIX NPH KCCIIEJOBAaHHH KOHLICHTPALMH NMPOrecTepoHa B KOHTPOJIAX
Habopa «KoHTpomu MagnoLIA TlporectepoH» MeTOOOM XEMWIIOMHHECUEHTHOrO HMMYHOAHalIH3a Ha
napaMarHHTHBIX MHKPOYaCTHLIAX ¢ HCMOJMIb30BAaHHEM aBTOMaTH4eCKOro aHanusaropa «MagnoLIA», mogobHa
pe3ynbTaTaM, MoJMy4aeMbIM IIPH HCCIIEAOBAHMAX ITHMH METOAaMH 4€/I0BEYECKOH ChIBOPOTKH M IUIa3MBI KPOBH
4eJI0BEKa.

2.2. CocraB u xoMnaexTanus Habopa

B cocras Habopa «Kontpomt MagnoLIA TIporectepon» BXOAAT clieAylOUIHEe KOMIIOHEHTBI:

- KOHTpOJIbHasA CIBOPOTKa Ne 1 Ha OCHOBE CHBIBOPOTKH KPOBH C KOHCEPBaHTOM, COAEpKaIas H3BECTHOE
KOJIMYECTBO NpOrecTepoHa (A0NMyCcTHMBIH IHana3oH onpe/ie/ICHHS 3Ha4E€HHA KOHLEHTPAllHH yKa3aH B racropre
H 3aKOJHMPOBaH ILITPHUX-KOJOM Ha Kopobke HaGopa pearentos). Xumxocts, 1 M, 1, S unu 10 ¢nakonos’,
MapkHpoBaHa «KoHTposs 1»;

- KOHTPOJIbHAs CHIBOPOTKa Ne 2 Ha OCHOBE CBIBOPOTKH KPOBH C KOHCEPBAHTOM, CoJiepKallas H3BECTHOE
KOJIHYECTBO NPOrecTepoHa (A0NyCTHMBIN Hana3oH onpeaencHNs 3HaueHH KOHLICHTPALIHK yKa3aH B facnopre
H 3aKOJHpOBaH WITPUX-KOJOM Ha KopoOke Habopa peareHToB). XXumkoctb, 1 M, 1, 5 mau 10 ¢naxonos?’,
MapkupoBaHa « KOHTpoab 2».

2Ocnosana Ha TOCT 53133.3-2008, 53133.1-2008, FOCT P UCO 5725-2-2002, 'OCT ISO 17511-2011.

IrabaputHsle pasMephi pnakona (1IB): 16,25MM x 36,0 Mm; kpuimky (JIB): 16,2MM*12,5MM.
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Kaxablii diakoH, cogepxawmii KoHtponb 1 v KoHTponb 2, paccuvTtaH Ha 20 ornpegeneHuii npw
MOCTaHOBKe B MOHOM/IMKAaTaX.

Tabnuua 1
BapI/IaHT Ha3BaHue KOMMOHeHTa
MNCNOJIHEHNA BH L|JH|/||7| B KOMIMOHEHT
CTIONHEHNA, € A KOMMOHEHTa KoHTposb 1 KoHTpoOsib 2
KaT. Ne
[Npo3payuHasa nam MmyTHas XXUAKOCTb
1020201 posp y A lur. . 1um.
oT 6eCL|,BeTHO|'O [0 CBET/NN0-KOPUYHEBOIO LIBETA
[Npo3padyHag nnam myTHas >XUAKOCTb
1020205 posp y A 5 T, s
OT 6€CLIBETHOrO /10 CBET/I0-KOPUUYHEBOIO LIBETA
[po3payHas UM MyTHas XXMAKOCTb OT 6EC BEeTHOIo
1020210 Posp y A 4 10 . 10 .

[0 CBET/I0-KOPUYHEBOIO LIBETA

B komnnekt noctaBkn Habopa «KoHTponnm Ma8noblA TMporectepoH» BXOAAT: Habop peareHTOB,
WNHCTPYKLMA NO NPUMEHEHMIO, NacnoprT.

3. MEPbI MPEAOCTOPOXHOCTU

3.1. MoTeHUManbHbIA PUCK NMPUMEHEHNA Habopa - Knacc 2a (cornacHo [Mpukasy MwuHKUCTepCTBa
3qpaBooxpaHeHns P® NodH ot 06.06.2012 r.).

3.2. Bce KOMMOHEHTBI Habopa B MCMOJb3YeMbIX KOHLEHTPaUUAX ABIAKOTCA HETOKCUYHBbMU.

3.3. Bo Bcex komMnoHeHTax Habopa OTCYTCTBYIOT aHTUTENa K BY 1,2, Bupycy renatuta C u HBsSAQ.

3.4.Mpn pabote C Habopom cnegyeT cobnogate TpedoBaHus [OCT P 52905-2007 w
CaHlNuH 3.3686-21.

3.5. fonyckatb K paboTe ¢ HA60POM TO/BLKO CreLnanbHO 00yYeHHBbI NepcoHan.

3.6. Mepen, Hayanom paboTbl O3HAKOMUTLCS C WHCTPYKUMEW W MNPUMEHATb Habop CTpoOro no
HasHayeHuIO.

3.7.Mpu pabote c HabopoM criefyeT WCMOMb30BaTh creuodexay (MeLUUMHCKWMIA XanaT Wan
KOMOWHE30H, LIanoyvky) W CPefcTBa WMHAMBWUAYaIbHON 3aliuTbl (Macky, 3alUTHblE OYKM, OJHOPa30Bble
PE3NHOBbIE UM NNACTUKOBbLIE MepYaTKU, paspeLleHHble K MPUMEHEHNIO Ha TeppuTopumn P®).

3.8. BHUMaHme! B cocTaB KOMMOHEHTOB Habopa BXOAUT KOHCEPBaHT B KOHLeHTpauun MeHee 0,05%,
4yTo ABNsieTCs Ge3onacHbIM ANA YenoBeka. [py UCMOMb30BaHUM MO Ha3HaYeHU0 U COGMAEHUN Mep
NPeLOCTOPOXXHOCTM KOHTAKT C OpraHM3MOM 4YenoBeka WCK/YeH. pu aBapuiiHbIX CUTyauMsX BO3MOXHO
pasfpaXKeHne KOXW 1 CU3UCTOM 060/I04KU 183 Y UyBCTBUTEIbHBIX UL, MpK KOHTaKTe NPOMbITb NOPaXXEHHOe
MECTO BOZOM 1 06paTUTLCA 3a MEANLMHCKOW NMOMOLLbHO.

3.9.  Xumuueckasa nocyfa n 060pyfoBaHue, KOTOpbIE UCMO/b3YKOTCA B paboTe ¢ HA60POM, JO/MKHBI
ObITb COOTBETCTBYHOLLM 06pa30M MapKMpPOBaHbl Y XPaHUTLCS OTAe/bHO.

3.10. [Ons obpaboTkn nocynbl U 060pyLOBaHNA PEKOMEHAYETCS MCMOo/b30BaTh Ae3NHMULMPYOLLMe
CpefCcTBa, M3rOTOB/IEHHbIE HA OCHOBE TPETUYHBLIX aMMHOB, YETBEPTUYHbIX aMMOHMEBLIX coeanHeHnii (UAC)
WA CNUPTOB WU paspeLleHHble K MPUMEHeHU0 Ha Tepputopun P®. Vicnonb3oBaHue Ae3VHPULMUPYOLWNX
CPeACTB Ha OCHOBE aKTMBHOIO KWC/OPOAa M Xnopa BO3MOXHO NULLbL Ha NPeACcTepUIn3aLMoHHOM 3Tane, C
nocneayoLLen TePMUYECKOI CTepUnmn3aLpe.

3.11. 3anpeLyaeTtcs npvem NULLK, UCMO/b30BaHNE KOCMETUYECKNX CPEACTB U KyPeHUe B MOMELLEHNAX,
npefgHasHauYeHHbIX 418 paboTbl C HABOPOM.

3.12. Y6upatb U [Oe3MH(MUMPOBATL pasnTble 06pasubl WM KOMMOHEHTbI Habopa, WUCMo/b3ys
[e3VHULMPYIOLLMe CpeAcTBa B COOTBETCTBUM MY 287-113.

3.13. Ypandtb HeEUcnosnb3oBaHHblE peakTuBbl Habopa B COOTBETCTBMM C  TpeboBaHMAMMU
CaHlMunH 2.1.3684-21.
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CoHTtponm Ma8noblA TporectepoH»

3.14. Tlocne wuCMNonb3oBaHWA BCe KOMIMOHEHTbI Habopa, 006pasupbl, KOHTPO/bHbIE MaTepuasbl,
[pacxogHble maTepuanbl U Lpyrue peareHTbl, KOTOPble KOHTaKTUPOBa/IM C 06pasuamu BO Bpems 06paboTKu,
XpaHeHUs WM aHasm3a (B TOM YWCMe: MepyaTky, HaAKOHEYHWKM W T.4.) LO/MHKHbl COBMpaTbCs OTAENbHO U
CTepWUnM30BaTbC B aBTOK/IaBe C MOCNeAYHOLLen yTUnmM3aumein B CoOTBETCTBUM C TpeboBaHMAMM CaHlMuH
2.1.3684-21. BMecTO aBTOK/IaBMPOBAHWUSA OTXOAbl MOTYT ObITb CTEPUIN30BaHbl  AE3NHULMPYHOLLUM
CpefCcTBOM, Moc/e YTUNN3NPOBaHbI B COOTBETCTBMK C TpeboBaHuAMY CaHlMuH 2.1.3684-21.

3.15. He ncnonb3oBatb HAbop MO UCTEYEHWUM CPOKA FOLHOCTU.

4. OBOPYAOBAHME W MATEPUWA/bI, HEOBXOAWMBIE AONA T[MPOBEAEHL
AHANN3A

- «¢AHa/IM3aTOP aBTOMATUYECKUA MMMYHOXMMWYECKUIA  XEMUTIOMUHECLEHTHBIA  «MagnoLIA» ¢
npuHagnexHoctamm no CHAB 421457.002 TY («MagnoLIA») (npoussogutesis OO0 «KomnaHus AIKop
Bro», Pocecus, PY NeP3H 2019/9282);

- «Habop peareHTOB [A/19 KONMYECTBEHHOrO UMMYHOXEMWUIHOMUHECLIEHTHOIO  OMpeaesneHus
nporectepoHa «MagnoLIA TporectepoH», no TY 21.20.23-596-98539446-2022» (npoussogutens OO0
«KomnaHus Ankop Buo», Poccms, kat. Ne 1020001, 1020002);

- «Habop peareHTOB Ans Kannbposku «Kannbpatopsl MagnoLIA MNporectepoH», no TY 21.20.23-597-
98539446-2022» (nponssoamTens OO0 «KomnaHus Ankop brox», Poceus, kat. Ne 1020101, 1020105);

-BogHo-coneBoli pactBOop ANA  MPOMbIBKM  peakUMOHHbIX KoBeT MagnoLIA «bydep Wi»
(npoussogmTens OO0 «KomnaHusa Ankop Buo», Poccus, kat. Ne0000405);

- OThenbHble Xanat, Wwarnoyka, 06yBb M O4HOPA30Bble MepyaTky, paspelleHHble K MPUMEHEHUIO Ha
Tepputopun P® (unmn cootsetctaytowme FOCT P 52239-2004).

5. NMPOBEAEHWME MPOUEAYPbLI BATNOAUNN AHANNSA

OnucaHHas B AaHHOW MHCTPYKLMN MHDOPMaLIMS COAepXXUT 00LLMe CBEAEHNS O MopsaKe NpoBeaeHWs
npoueaypbl BamfaumMn aHanmsa. [nsa nosyyveHus [eTa/lbHOM WHGopMauuy nepes Havasiom paboTsl
03HaKOMbTECb C PYKOBOACTBOM MO 3KCNyaTauuun aHanmsaTopa «MagnoLIA».

5.1. lloAroTtoBKa peareHToB

5.1.1. BKntoumTe aBTOMaTUYECKUNIA aHanm3aTop «MagnoLIA» cornacHo pyKoBOACTBY MO 3KCM/yaTaLyu.

5.1.2. KOHTpO/M roToBbl K UCMO/b30BAHUIO.

®nakoHbl C KOHTPONAMM HEOBXOAMMO BblLEPXKaTb NPY KOMHATHOM Temnepatype He MeHee 30 MUHYT
[0 Hayasa aHaIMTUYECKOIN Ceccun.

5.1.3. TlepemeluaTb cogepXuMmoe lakoHOB, WK3berast neHoobpasoBaHusi. OTKPbITb (lakoHbl ©
MOMNOXUTb KPbILLIKA NepeBepHYTLIMU Ha CyXYH NMOBEPXHOCTb.

5.1.4. Habop «KoHTponu MagnoLIA TlMporectepoH» pasmecTUTb B LUTATUBAX, NpeAaHa3HaYeHHbIX 4
KannbpaTopoB 1 KOHTPO/EN.

5.1.5. Mepen, 3arpy3Koii peareHToB, HEOOXOAMMbIX A1 MPOBELEHWS aHan3a, B COOTBETCTBYHO
610KM aHasm3aTopa NPOBEPUTL BCe PacTBOPbl HA OTCYTCTBME My3blpbKOB BO3AyXa. Y [4aUTb My3blpbKU [0
MPOBeLeHNs aHaNn3a IErKUM MoKaynBaHWEM, HE JOMYCKas NeHoobpas3oBaHus.

5.1.6. Mepen 3arpyskoil KapTpugpxa «MagnoLIA [MporectepoH» B 610K peareHToB HEo6XoAMMOo
npeaBapuTenibHO yoeamuTbCs, YTO MapamMarHWTHblE MUKPOYacTMLUbl HaxXOAATCA B pecycrneHAMpPOBaHHOM
COCTOSIHWW, & Cama CyCreH3ns FoMOreHHa. Ecin MUKpouacTuLibl He pecycrieHaupytoTes, HE UCMONB3YUTE
HABOP 1 ob6paTtuTtecb K MeCTHOMY npeAcTaBMTeNt0 npomssoantens. [ns nonyyeHus 6onee noapobHoi
MHopMaLMM 06paTUTECh K MHCTPYKLMK MO NpUMeHeHMI0 Habopa «MagnoLIA IMporectepoH».

5.1.7.3arpy3nTe NoAroTOB/IEHHbIE peareHTbl 1 NPUHAANEXXHOCTU Ha 6opT aHanm3aTtopa «MagnoLIA»
COr/1IaCHO PYKOBOZCTBY MO 3KCryaTaLuu.
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5.1.8. 3arpy3nTe flaHHble 0 peareHTax B NamaTb aBTOMaTU4eckoro aHanmsaropa «MagnoLIA» cornacHo
~DYKOBOACTBY MO 3KCNyaTauuu.

5.2. KOHTpO/Ib KayecTBa aHa13a

AHanuszatop «MagnoLIA» MOXET OcyLWecTBNaTb Npouesypy Baivpauunm aHanmsa B OTAENbHO
BbLLie/IEHHOW Ceccun UM OAHOBPEMEHHO C 0bpasuamMn B pamMKax OHOW aHa/IMTUYECKON ceccun. KOHTposb
KayecTBa aHa/I13a BbINOMHAETCA Npexze No0bIX Ha3HaYeHHbIX TECTOB HE3aBMCUMO OT MOMEHTa pasMeLLeHms
Habopa KOHTpONel Ha 6opTy.

BH/MAHWE!

KomMnoHeHTbl Habopa «KoHTponn MagnoLIA [porectepoH» He A0/MKHbI HaxoAuTbCA Ha 60pTy
npubopa 6onee 5 yacos, CyMMapHO B ABajuaTv CeccusiX, HeOOXOAMMO YYUTbIBATL 3TO MPU BbLUO/IHEHUN
npoueaypbl BannaaLumM 04HOBPEMEHHO C 06pa3LaMmn B paMKax O4HOW aHaAMTUYECKOW ceccun. PekomeHayeTcs
BbIrpyXaTb LUTATUBbl C KOHTPONAMM MO WCTEYEHUN MUHUMaIbHOTO BPEMEHW C MOMEHTa 3aBepLUeHus
pacKanblBaHNS COAEPXKMMOr0 BCEX (D1aKOHOB KasiMbpaToOpoB U KOHTPONEN.

Ans npefoTBpaLleHns ucnapeHns >XnLKoCcT Ty cpasy nocie UCnonb3oBaHns giakoHbl HE0OX0AMMO
3aKpbITb KpbILWKAMU B COOTBETCTBUM C WX MApPKUPOBKOW, NMOMECTUTb B YyNakOBKY NpeanpusTus-
N3roTOBUTENA B BEPTUKANILHOM MONOXKEHUN N 06eCneunThb XpaHeHve npu TemnepaType oT +2 40 8
°C B XONOAWMbHbIX Kamepax WAM B XONOAMNbHWKAX, O6ecneynBatoWmnX pernameHTUPOBaHHbIA
TemnepaTypHbI PeXKUM.

5.2.1. Ana no6aBneHns faHHbIX O HOBOW cepum (noTe) Habopa «KoHTponn MagnoLIA MporectepoH»
nepeigute B MeH0 KOHTPO/N.

HaxmuTe kHonky [OBABUTb - HOBbI KOHTPO/Ib.

B OTKpbIBLUEMCS OKHE 3anofIHUTE NYCTble rpadbl BPYUYHYHO AaHHbIMMK, COAEPXKALLMMMUCA B nacropTe,
NGO NYTEM CUAUTLIBAHWS LLITPUX-KOAA CO BTOPUYHOM YNaKoBKN (KOPOGKW) M3aenms.

[na coxpaHeHWs [aHHbIX O Habope OAHOKPATHO LUENKHWUTE /1EBOM KHOMKOW MbIWK MO 3HAYKY
MPUMEHWTbL (B cnyyae He06X04MMOCTY NPOLO/MKUTL paboTy B JaHHOM OKHe) mnun 3Hauky TOTOBO (ans
COXpaHeHWs [aHHbIX U 3aKPbITUA OKHA).

5.2.2. Ansa 3anycka B pa6oty HOBOIrO KOHTPO/14, nepeitante B MeHto KOHTPOJIN.

B MeHI0 0TKpoeTcs Tabnuua, rae B CTPOKax Cnesa 0TOOpaxaroTCs AOCTYMHble KOHTPO/U, B CTOMOLAX
CBEPXY - Ha3BaHUA TeCTOB. K/IMKHWTE OLHOKPATHO MO A4YeiKe, HaxXOAALLEeCs Ha nepeceyeHUn TpedyemblxX
CTPOKW (KOHTPO/b) M cToN6ua (TecT). B BbIGpaHHO Sueiike NOSBMTCA 0603HaUEHNE «X».

BHUMAHWE!

Habop «KoHTponm MagnoLIA T[IporectepoH» MNPUMEHSETCA TONbKO A1 MOATBEPXAEHUA
NpPaBWU/IbHOCTN pe3ynbTaToB aHasm3a «MagnoLIA T[MporectepoH». O6paTtute BHUMaHWE Ha TO, 4TO
NOEHTU(DMKALUMA aHaiMTa B CTPOKE KOHTPOAb W B CTON6LE TecT Ao/MKHbl coBnagate (MPOI-MPOIY
PROG-PROG).

KOHTposib, 0TOGpaXKaeMblil B TabMLe CUHUM LiBETOM, MOXET ObITb 3anyLLeH.

5.2.3. 3anycTnte aHa/IMTUYECKyl0 Ceccuio aBTOMaTU4eckKoro aHanmsatopa «MagnoLIlA» cornacHo
PYKOBOACTBY MO 3KCM/yarauum.

5.2.4.Mporpamma npubopa MO3BOMSET aBTOMAaTUYECKM BbIMOMHUTL BCe CTaguu aHaam3a 6e3
BMeLLaTeNbCTBa M0/b30BaTeNs.

5.3. Pe3ynbTarthbl

M0 OKOHYaHWUKN aHIUTUYECKOIA ceccum neperignTe B MeH0 KOHTPOJI. Haxxmute kHonky B APXKB
KK. Haxxmute kHonky PE3YJIbTATDI.

[ns Bbreoga Ha aKpaH KOHTPO/bHON KapTbl B OTKPbIBLLEMCS OKHE MOCNef0BaTe/lbHO BbiGepuTe TN
TEecTa, TUN KOHTPONA 1 ceputo (N10T) KOHTPOA. 3aTeM HaxxMuTe KHonky MPOCMOTP.
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6. TPAHCIMOPTVMPOBAHWVE N XPAHEHWE

6.1. TpaHcnopTupoBaHWe HaboOPOB CriefyeT NMPOV3BOAUTL BCEMM BUAAMM KPLITOro TpaHcropTa npu
(Temnepatype oT + 2 g0 + 8 °C.

6.2. TpaHCNopTMPOBaHWe U3OeNWiA Npu TemnepaType oT + 2 Ao + 8 °C AO/MKHO NPOM3BOAUTLCA B
eMKOCTAX WAW  NpY MOMOLLM  XONOAWMbHBIX YCTaHOBOK, 06ecrneyMBatolmMX —perfamMmeHTUPOBaHHbIV
TeMMNepaTypHbIA PeXnM.

6.3. [lonyckaeTca TpaHCMopTUpoBaHe HabopoB npu TemnepaType 4o + 25 °C He 6onee 15 cyToK, B
TOM uucne npu Temnepatype + 37 °C He 60nee 1 CyToK.

6.4. Habopbl, TPaHCNOPTMPOBaHHbIE C HapYLLEHVEM TEMMEPATYPHOr0 PeXuma, MPUMEHEHUIO He
noa/iexar.

6.5. CpoK rogHocT! Habopos - 12 MecALEeB OT AaTbl MPOM3BOACTBA.

6.6. XpaHeHMe HabOpOB [O/MKHO MNPOBOAMTLCA B YNAKOBKE MPeAnpuUATUA-U3roTOBUTENS MpU
Temnepatype OT + 2 0o + 8 ®C B TeyeHMe BCEro Cpoka roAHOCTU B XONOAW/IbHBLIX Kamepax Wan B
XONOAWMbHUKAX, 06ecrnevnBaroLLmnX periaMeHTUPOBaHHbIV TEMMNEPaTYPHbIA PEXUM.

6.7. Habopbl C MCTEKLUMM CPOKOM FOLHOCTM MPUMEHEHUIO HE MOL/IeXaT.

6.8. Tpn ApOGHOM WCMONBb30BaHMN KOMMOHEHTbI Habopa XpaHATCA B YMakOBKe MNpPeanpuaTus-
N3roTOBUTENS B BEPTUKAILHOM NOMOXEHUW MPpKU TemMnepaType oT + 2 A0 + 8 °C B X0N0AWU/MbHLIX KaMepax uUm
B X0M0AW/bHUKAX, 06eCneynBaroLLMX PernamMeHTUPOBaHHbIN TEMNepPaTYPHbIA PeXXnM, B TedeHne 1 mecsaua co
[HS BCKPbITWSA NEPBUYHOM YNakoBKW. KOMMNOHEHTbI He A0/MKHbI HAXOANUTLCSA Ha 60pTy Npubopa 6onee 5 vacos,
CyMMapHO B fABafuatu ceccusx. llocne uCnonb3oBaHWA (IakOHbl HEOOXOLMMO 3aKpbiTbh KpbILKaMK U
06ecneynTb pernameHTUPOBaHHbIN PEXMUM XpaHeHUs.

7. TAPAHTUMHBIE OBA3ATE/IbCTBA
apaHTWIAHbIA CPOK roAHOCTY Habopa 12 mecAueB OT AaTbl MPOU3BOACTBA. HaGop npeAHasHaueH s
OfIHOKPaTHOrO NMPUMEHEHMNS U He MOANEXUT PEMOHTY U 06CNYXXUBAHWIO.

8. BE3OINACHAA YTUNN3ALNA
Mpu mcnonb3oBaHUM Habopa 06pa3ytoTcsa OTXOA4bl KnaccoB A U B, KoTopble YTUIU3NPYHOTCS B
cootBeTcTBUK ¢ CaHlMunH 2.1.3684-21 1 MY 287-113. (Tabnuua 2).

Tabnuua 2
OTxopabl Knacc onacHocTn
BTopunyHas
(rpynno.as) Kopobka 13 MOHOKapTOHa
ynakoBka OTxoppbl Knacca A
JKcnnyaraunoHHas VIHCTpYKUMA NO NPUMEHEHUIO
JOKyMeHTauuns MacnopT

Bce KOMMNOHeHTbI Habopa, KOHTPO/IbHbIE
maTepuanbl, PaCXO4Hble MaTepuasibl U peareHTbl,
KOTOpble KOHTaKTMpOBau ¢ 06pasuamm BO BPeEMS

06paboTKK, XpaHeHWs UIn aHanm3a
MepBUYHas ynakoBKa ®1aKoHbI, CoLlepXKaBLUVe PacTBOPbI KOHTPO/Ei
He ncnonb3oBaHHble
KOMMOHEHTbI C
NCTEKLLIMM CPOKOM
roAHOCTU

[pyrue KOMMOHEHTbI

OTxoppbl Knacca b

®nakoHbl, CoAepXKaLLe PacTBOPbl KOHTPO/EN
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9. MH®OPMAULUUWA O NMPON3BOOANTENE

Mo Borpocam KadecTBa M «Habop peareHTOB 19 KOHTPO/IS KavecTsa aHam3a «KoHTponn MagnoLIA
AlMporecTepoH», Mo TY 21.20.23-598-98539446-2022» o6palatbcsi B OO0 «KomnaHus Ankop Buo» no
agpecy: 192148, r. CaHkT-INeTepbypr, XKenesHoAopOXKHbIN npocnekT, a. 40, nauT. A, Ten/dakc: 8(812) 677-
8779, TeneoH «ropsyeli MMHUM»: 8-800-234-37-79.

10. CUMBOIJbI, NCMOJIb3YEMBIE HA 3TUKETKAX

VD MeamunHcKoe nsgenve ois CofepXMmoro foCTaTouHO 414

[AMarHoCTNKK in vitro V NnpoBeAeHUA N TeCTOB
REF Homep no KaTanory A OCTOPOXHO!
LOT Koga naptum (Homep cepun) Wcnonb3osatb Ao
LIEl N3roToButesb t Mpepen Temnepatypbl
03 [arta n3rotosneHns (I) Bronornyeckunin puck
Ca O6paTnTech K MHCTPYKLMK MO

NPUMEHEHNIO

NHCTpyKumsa paspaboTaHa B cOOTBETCTBMM ¢ TY 21.20.23-598-98539446-2022.
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MPOLWWWTO, NPOHYMEPOBaHO, CKYM/IEHO MNeYaThio
A3 ( ) INCTA
eHepasbHbIi AMPEKTOP
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