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NHCTPYKUP1A MO NPUMEHEHNIO
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«Habop peareHTOB A1 KOHTPO/S KayecTBa aHanusa
«KoHTpon MagnoLIA MponakTuH», no TY 21.20.23-592-98539446-2022»

1. HA3BHAYEHWE

1.1. «<Habop peareHTOB A/ KOHTPONA KayecTBa aHaivza «KoHTpona MagnoLIA [MponakTuH»,
no TY 21.20.23-592-98539446-2022» (ganee «KoHTpona MagnoLlA T[ponakTuH») npefHasHa4yeH Ans
NOATBEPXKAEHNA MPaBWIbHOCTU aHann3a rnpu KoJIMYeCTBEHHOM ONpefesieHnn NpPonakTvHa B CbIBOPOTKE U
nnasme KpoBu (HaTpueBas COMb renapuHa, UTUeBas COMb renapuHa, kanvesasd conb SATA (K33ATA))*
YesioBeKa METOLOM XEMW/TIOMUHECLEHTHOINO MMMYyHOaHa/M3a Ha napamMarHMTHbIX MUKpo4dacTuuax c
ncnosb3oBaHMeEM aBTOMaTMYecKoro aHanusatopa «MagnoL1A».

Habop «KoHTponsa MagnoLIA MponakTuH» NPUMEHSIETCA COBMECTHO C MEAULIMHCKUMW U3OENSIMIA
(panee MW) «Ma8noblA MponakTnH» n «Kannépatopbl Ma8noE1A MponakTuH».

1.2. ToaTBepXAeHWe NpaBUIbHOCTM aHanm3a Npu MCcnosib3oBaHuUM Habopa «KoHTpona MagnoLIA
MponakTUH» LO/HKHO BbIMNOMHATECA B KaXK4OW aHa/IMTUYECKON ceccun. Mpuv NpOAO/KUTENBHOCTU Ceccum
6onee cyToOK, onpefesieHne KOHUEHTPaUUN KOHTPOIEH AO/HKHO ObITh MPOBEAEHO MOBTOPHO MO UCTEYeHUn 24
YacoB OT Hayana ceccun. TloATBepPXKAeHME MNPaBUIbHOCTM aHa/M3a BbIMNOMHAETCA KaK  PYTUHHBIN
BHYTPWI1a60paTopHbIi KOHTPO/Ib KayecTBa, 1, eC/iv pe3ynibTaT aHam3a XoTs Obl OAHOI0 KOHTPONsS 13 Habopa
«KoHTpons MagnoLIA TponakTuH» BbIXOAUT 3a Npefenbl YCTaHOBMNEHHOro AmMana3oHa, Habop OCHOBHbIX
peareHTOoB «MagnoLIA TponakTnH» [JOo/KeH ObITb 3aHOBO OTKa/MOpoBaH C WCMONb30BaHMEM Habopa
«Kanunbpatopbl MagnoL 1A MponakTuH».

1.3. ®PyHKUMOHaNbHOe HasHayeHne MW «MagnoLIA lMponakTuH» npy cCOBMECTHOM NMPUMEHEHUU C
MW «Kannépatopbl MagnoLIA TMponaktuH» n/vnn «KoHtponsa MagnoLIA TponakTuUH» - KOMYecTBEHHOE
onpegeneHre KOHLEHTpauumn NponakTHa Npy gnarHocTnke 3ab6oneBaHUi NosoBbIX Xene3 y 060Mx NoJoB.

1.4.  O6nacTb NpMMeHeHNA Habopa - KIMHUYecKas 1abopaTtopHasn gnarHocTuKa.

'OKBUBAIEHTHOCTb 06pa3LL0B CbIBOPOTKM W Ma3Mbl KPOBM YE/IOBEKA, COAepXKalleli aHTUKOoarynsHTbl (HaTpueBas CO/b renapuiHa,
NUTVeBasd CoNb renapuHa, kanvesas conb SATA (K3OATA)), noatsepxieHa Ha 25 o6pasuax Kaxoro Buaa aHTWKoarynsHta
pasHbIMU KOHLIEHTPALMAMM NPONaKTNHA B aHa/IM3e Npu Ucnonb3oBaHMn Habopa «MagnoLIA MponakTuH».
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1.5. Ha6op npeanasHa4yeH TONbKO A1 AMArHOCTHKH in vitro, s Npo¢ecCHOHATLHOTO IPUMEHEHHA
NEPCOHATIOM, HMMCIOIMHM KBAIMQHKALMIO JUIS BBIMOJHEHHA AMArHOCTHYECKHX HCCIENOBaHWA in vitro B
pe3ynbTaTte crnenuatbHoro obpasoBaHus M oOyueHus. MccrnenoBaHus MOTYT BBLIMOJHATH CIELUMATHCTHI HE
MoJioe 18 ner ¢ BbICLIMM H CPEAHHM MEAHLIMHCKHM, OHONOruYecKHM MM WHbIM oOpa3oBanueM (Bpay KJUJI,
6uosior, MeAMUMHCKUHA TEXHOIOT).

HUccnenoBanusa npoBoAsT B KIMHUKO-AHArHOCTHYECKHX NaGopaTopHsaX, 06/1aCTHBIX, FOPOACKHX HIH
paliOHHBIX, rOCY1apCTBEHHBIX HJIH YaCTHBIX OonbHuLax u apyrux JIITY.

1.6. Ha6op «Kontponu MagnoLIA TlponakTuH» He HMeeT NPOTUBONOKa3aHU! K IPUMEHEHHIO.

1.7. Habop npeanasHayeH nana oOcnegoBaHHA BceX TIpynn HaceleHusa Oe3 rpajauuu no
aemorpadUyeckoMy WM MONMYISHOHHOMY MPU3HAKY.

2. XAPAKTEPUCTHUKA HABOPA

2.1. Ilpannun gelicrus

Habop «Koutponu MagnoLIA Tlponaktuu» npeacraBinsier cob6oift KOMMIEKT H3 JBYX KOHTPOJBbHBIX
CBIBOPOTOK, COZIEpXKalliMX W3BECTHBIC KONHMYECTBa MpoJiakTHHa B npocToit Marpuue (FOCT P 53133.3-2008) u
aTTECTOBAHHLIX MO BHYTPEHHEH METONMKE NpEANPHATHA? OTHOCHTENLHO MeXIyHapoaHOro peepeHCHOro
npenapata WHO 85/573.

[Ipu Bbmonnenun tectoB «MagnoLIA TlpomaktuH» Ha 6OpTY aBTOMaTH4eCKOro aHanusaropa
«MagnoL]A» Heo6X0oaHMO NMoATBEPXKAaTh BATMIHOCTD MOJy4aeMbIX H3MepeHHui. KonnuyecTBeHHOE H3MepeHHe
KOHUEHTpALlMK NpoJiakTHHA B KOHTposisiX Habopa «Koutponu MagnoLIA IlponakTHH» No3Bo/SET OLEHHUBATD
NpaBHJIBHOCTD W BOCMPOW3BOAMMOCTb pe3yJbTaTOB KOJMYECTBEHHbIX 1ab0OpaTOpHBIX McCCleMOBaHHH 3TOro
aHaJIuTa B 00pa3uax CHIBOPOTKH M M/1a3Mbl KPOBH NALMEHTOB.

[Ipu obpameHns ¢ KOHTPOJIAMH KaK C HMCCleXyeMbIMH ofpa3uami, NMOJyYeHHBIE B aHATMTHYECKOMH
CECCHH pe3yNbTaThl CPaBHHUBAIOTCA C JOMYCTHMBIMH AHANAa30HAMH ONpeEfe/leHUA 3HAUYEHUH KOHUEHTpalHH
NMpPOJaKTHHA, YKa3aHHBIMH B Macnopre K Habopy M 3aKoAMpOBaHBIMH IUTPHX-KOJAOM Ha kopobke Habopa
peareHToB. Ecnu pesynsTaT aHanu3a Xxota Onl ogHoro koHtponas u3 Habopa «Kontponu MagnoLlA
[IponakTHHY» BHIXOAHMT 3a MpPEAE/BI YCTAaHOBIEHHOro QMana3oHa, Habop OCHOBHBIX peareHToB «MagnoLIA
[MponakTuH» momKeH OMWThL 3aHOBO OTKaIMOpoBaH ¢ Mcmonb3oBaHHeM Habopa «KamnbGparopsi MagnoLIA
[TponakTHH». 3aTeM cneayeT NOBTOPHTH aHAIN3, HCTIONL3Ys HOBBIE ATHKBOTHI HCCIIEAYEMBIX 00pa3LoB.

Bapuauus pe3ynbTaToB, NOJyYEHHBIX NMPH HCCNICAOBAHMHM KOHLECHTPAlLMH NMPOJAaKTHHA B KOHTPOJAX
Habopa «Kontponu MagnoLIA [IponakTHH» METOAOM XEMHIIIOMHHECIIEHTHOrO HMMMYHOAaHalH3a Ha
napamMarHHTHBIX MHKPOYacTHIIaX C HCIOJIb30BaHUEM aBTOMAaTHYECKOTro aHanu3atopa «MagnoLIA», nono6xa
pe3yibTaTaM, Moay4yaeMbIM MPH HCCIIEOBAaHUAX STHMH METOaMH 4eJIOBEYECKOM CBIBOPOTKH M MJIa3Mbl KPOBH
YesoBeka.

2.2. CocTaB u koMIIeKTanHs Habopa

B cocras Habopa «KonTponn MagnoLIA TlponakTua» BXOAAT CleayIOIIHE KOMIIOHEHTBI:

- KOHTpOJIbHAas ChIBOpOTKa Ne 1 Ha OCHOBE BOJHO-COJIEBOro pacTBopa ¢ 6eKOBLIM CTaOHIIN3aTOPOM H
KOHCEpPBaHTOM, cojepxallas H3BECTHOE KOJIHYECTBO INpOJiakTHHA (AONMYCTHMBIA [OHana3’oH ONpeAe/ICHHA
3HaYCHUs KOHLIEHTpAllM¥ yKa3aH B MaclopTe M 3aKOAMPOBaH INTPUX-KOAOM Ha kKopoGke Habopa peareHTOB).
XKuzakocts, 0,5 M, 1, S unu 10 pnakonos’, mapkuposana «KoHTpons 1»;

- KOHTpOJIbHas ChIBOPOTKa Ne 2 Ha OCHOBE BOAHO-COJIEBOrO pacTBOpa ¢ 6€/IKOBbIM CTaOHIH3aTOPOM H
KOHCEpPBAaHTOM, coJepXKallas H3BECTHOE KOJIHYECTBO NPOJNAaKTHHA (NOMYCTHMBIA AMANa3’oH OMNpeacNeHHs
3HauyeHHs KOHLEHTpALMH YKa3aH B MacnopTe ¥ 3aKOMMPOBaH LITPHX-KOAOM Ha kopobke HaGopa peareHToB).
Xunkocts, 0,5 M, 1, S unn 10 praxonos®, mapkuposana «KoHTpons 2».

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

la6apurhsie pasMepsl prakona (IB): 16,25Mm x 36,0 Mm; kpeituku (JIB): 16,2MM*12,5MM.
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Kaxabii hnakoH, cogepxxawmii KoHTponb 1 n KoHTponb 2, paccumtaH Ha 20 onpegeneHwnin npu
NMOCTaHOBKE B MOHOM/IMKATaxX.

Tabnmua 1
BapuvaHT Ha3BaHMe KOMMOHEHTa
MCMNOJSTHEHUSA, 7
BHelUHMA BMA KOMMOHEHTa KoHTponb 1 KOHTpOfb 2

KaT. Ne
1040201 Mpo3payHas unn MyTHast XXUAKOCTb OT 6eCLBETHOIO 1w 1.

[10 XKenToro ugeta
1040205 MNpo3payHan unn MyTHas XXULKOCTb 0T 6ecLBETHOrO 5w 5w

[0 XKeNToro uperta
1040210 Mpo3payHan v MyTHas XXULKOCTb OT 6eCLBETHOIO 10 W, 10 .

[0 >KENTOro uBeTa

B komnnekT noctaBkM Habopa «KoHTponn MagnoLIlA TponakTuH» BXOAAT: Habop peareHTOB,
WNHCTPYKLUMA MO NPUMEHEHNIO, NACMOPT.

3. MEPbI MPEJOCTOPOXHOCTU

3.1. MoTeHUMabHbI PUCK NPUMEHEHMA Habopa - Kiacc 2a (cornacHo lMpukaly MwuHucTepcTBa
3paBooxpaHeHns PP Ned4H ot 06.06.2012 r.).

3.2. Bce KOMMOHEHTbI Habopa B UCMOMb3YeMbIX KOHLEHTPaLMAX ABNSAITCA HETOKCUYHbLIMU.

3.3.Mpn pabote c Habopom cregyeT cobnwogate Tpeb6oBaHns [TOCT P 52905-2007 wn
CaHlNluH 3.3686-21.

3.4. fonyckaTb K paboTe ¢ HA6OPOM TOJIbKO CrieunanibHO 00yYeHHbIN nepcoHaln.

3.5. MNepen Havasiom paboTbl 03HAKOMUTBLCS C MHCTPYKUMEA W MPUMEHSTb Habop CTPoOro mno
Ha3HaYeHuIo.

3.6. Mpu pabote ¢ HabopoM credyeT WUCMNOb30BaTb Ccheuogexay (MegUuLMHCKUI xanat win
KOMOWHE30H, LIanoyky) U cpeacTBa WHAVBUAYa/IbHOM 3amTbl (MacKy, 3alUTHble OYKK, O4HOPa30Bble
Pe3nHOBbIE NN NNACTUKOBbIE MepYaTKK, paspeLleHHble K MPUMEHEHUIO Ha TeppuTopun P®).

3.7. BHnmaHue! B cocTaB KOMMOHEHTOB Habopa BXOAAT CONAHas KuUcoTa B KOHUeHTpauun 0,05% un
KOHCepPBaHT B KOHUeHTpauumn MeHee 0,05 %, 4To sAABNseTca 6e3onacHbIM A8 yenoseka. Mpu MCnosib3oBaHUN
Mo Ha3HAYeHUIO N COBNIOAEHMN Mep NPEeAOCTOPOXHOCTU KOHTAKT C OPraHM3MOM 4esioBeKa UCKJ/IYeH. Mpu
aBapUMHbIX CUTYauuaX BO3MOXHO pasgpaxKeHne KOXU U CANM3UCTON 060/104KKN a3 y YyBCTBUTE/bHbIX /UL,
Mpn KOHTaKTe NPOMbITb NOPaXKeHHOe MeCTO BOLOWN M 06paTUTbCA 3a MeAULIMHCKON MOMOLLbIO.

3.8. Xwumundeckasa nocypga n obopyfoBaHue, KOTOpbIe UCMO/b3YOTCA B paboTe ¢ HAGOPOM, AOMKHbI
ObITb COOTBETCTBYIOLLUM 06pa30oM MapKMPOBaHbl U XPaHUTLCA OTAE/TbHO.

3.9.  [Ona o6paboTku nocyfbl U 060pyfoBaHUA PeKOMeEHAYeTCA MCMob30BaTb Ae3VH(pMUMpyoLwme
CpeAcTBa, M3roTOB/IEHHbIE HA OCHOBE TPETUYHbLIX aMWHOB, YeTBEPTUUYHbIX aMMOHUEBbIX coefuHeHuii (HAC)
WA CNUPTOB U paspeLleHHble K NPUMEHEHWUIO Ha Tepputopun P®d. Kcnonb3oBaHue [e3VHMULNPYIOLLLNX
CPeLCTB Ha OCHOBE aKTUBHOrO KMC/0poAa M X/10pa BO3MOXHO /IMLb Ha MNpPeCcTepuiv3aLMoOHHOM 3Tane, ¢
NnocneayoLLen TEPMUYECKON CTepum3aLmei.

3.10. 3anpeLyaeTca npyveM NULLM, UCMOMNb30BaHNE KOCMETUYECKNX CPEACTB M KypPeHUe B MOMELLLEHUSX,
npefHasHayvYeHHbIX 415 paboTbl ¢ HA6OPOM.

3.11. Yo6upaTb 1 [Ae3nHOULMPOBATb pPasMTble 06pasubl WAM KOMMOHEHTblI Habopa, MCMoNb3ys
Je3nHUUMpYoLLne cpeacTea B cCoOoTBeTCTBMN MY 287-113.

3.12. YpanaTb Heucnosb30BaHHble peaKTMBbI Habopa B COOTBETCTBMM C  TpeboBaHUAMM
CaHlnH 2.1.3684-21.

3.13. Tlocne uCNonb30BaHWSA BCe KOMMOHEHTbI Habopa, 06pasubl, KOHTPO/IbHble MaTepuabl,
pacxofHble MaTepuasibl U ApPYrve peareHTbl, KOTOPble KOHTAKTUPOBa/IM C 06pasuamMu BO Bpems 06paboTKu.
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(XpaHeHVA Wn aHanusa (B TOM 4uUC/e: MepyaTku, HaKOHEYHUKU W T.4.) LO/DKHbI CO6MPATbCA OTAENIbHO U
CTepUIN30BaTbCA B aBTOK/aBe C MocneayloLleli yTunmsaumein B cOOTBETCTBUM ¢ TpeboBaHuAMKU CaHnluH
2.1.3684-21. BMecTo aBTOKNABMPOBAHUSA OTXOAbl MOryT ObITb CTEPUIN30BaHbl Ae3NHMOULNPYIOLLUM
CpeACcTBOM, MOCc/ie YTUNM3NPOBaHbI B COOTBETCTBUM ¢ TpeboBaHuaMN CaHllnH 2.1.3684-21.

3.14. He ncnonb3oBatb HA60p N0 UCTEYEHUN CPOKA FOLHOCTH.

4. OBOPYAOBAHVME N MATEPUWANbLI, HEOBXOAMMBIE ANA TMPOBELEHWN
AHANN3A

- «/AHa/IN3aTOpP aBTOMATUYECKMA MMMYHOXMMUYECKUI XEMUMIOMUHECLIEHTHbIN  «MagnoLIA» ¢
npuHagnexxHoctamn no CHAB 421457.002 TY («MagnoLlA») (npoussogutens OOO «KomnaHua Askop
Buo», Poccus, PY NeP3H 2019/9282);

- «Habop peareHTOB 4151 KOJIMYECTBEHHOIO UMMYHOXEMUTIOMUHECLLEHTHOI0 ONnpesesieHNA NponakTuHa
«Ma£lMoE1A MponakTuH», no TY 21.20.23-590-98539446-2022» (nponssoguTtenib OO0 «KomnaHus AnKop
Buo», Pocecus, kat. Ne 1040001, 1040002);

- «Habop peareHToB AN KamopoBkun «Kanmbpatopbl MagnoLIA MponaktnH», no TY 21.20.23-591-
98539446-2022» (nponseogutenb OO0 «KomnaHus Ankop buo», Poccns, kat. Ne 1040101, 1040105);

-BogHo-coneBolii pacTBOp ANnsi NPOMbIBKM  peakuMoHHbIX KioBeT MagnoLIA «bygep Wl»
(npounssoguTens OO0 «KomnaHua Ankop buo», Poccus, kat. Ne0000405);

- OTgenbHbIe Xanar, LWanoyka, 00yBb M O4HOPA30Bble MEPYATKW, PaspeLleHHble K NMPUMEHEHUIO Ha
TeppuTopun P® (nnn cooteetcTByowme FOCT P 52239-2004).

5. MPOBEAEHWE MPOUEAYPbI BANNOALNN AHANNIA

OnucaHHasa B JaHHON MHCTPYKUUN MHGOPMaLNS COAePXXUT 06l Me CBeAeHUA O NOpsaKe NpoBefeHUS
npoueaypbl BamjaumMm aHanmsa. [ns nonyyeHWs [eTasibHOM WHGOpMauun nepej Hadasiom paboThl
03HaKOMbTeCb C PYKOBOACTBOM MO 3KCnyatauum aHanmnsaropa «MagnoLI1A».

5.1. TloaroTtoBkKa peareHToB

5.1.1. BknounTe aBTOMaTUYeCKNiA aHanm3aTop «MagnoL IA» cornacHo pyKoBOACTBY MO 3KCryaTauum.

5.1.2. KOHTPO/M roTOBbI K UCMOJ/1b30BaHUIO.

dnakoHbl C KOHTPONSIMU HEOOXOANMMO BbLLEPXKaTb MPU KOMHATHOM TemnepaType He MeHee 30 MUHYT
[0 Havana aHa/IMTUYECKON Ceccum.

5.1.3. Mepemewatb cogepXmmoe ¢1akoHoB, u3beras neHoobpasoBaHUs. OTKpPbITb (NakoHbl WU
MOJMTIOXXUTb KPbILLKW NepeBepHYTbIMU Ha CyXYH NOBEPXHOCTb.

5.1.4. Habop «KoHTponn MagnoLIA TponakTuH» pasmMecTuUTb B LUTaTMBax, NpefHasHa4YeHHbIX 41s
KasimbpaTopoB 1 KOHTPOSEN.

5.1.5.Mepep 3arpy3Koli peareHToB, HEOOXOAUMBIX [N NPOBEAEHUSA aHann3a, B COOTBETCTBYHOLLME
6/10K1 aHanmMsaTopa NPOBepPUTbL BCe PacTBOPbl Ha OTCYTCTBME My3bIPbKOB BO3AyXa. YLa/UTb My3blpbKU A0
NPoBeLeHNs aHann3a NIerkMM nokKaymMsBaHveM, He fJonyckas neHoobpasoBaHUS.

5.1.6.Mepen 3arpyskoii KapTpumka «Ma8noblA [MponakTuH» B 6/10K peareHToB Heo6XxoAnmMo
npeasapuTenibHO y6eAMTbCA, UTO MapaMarHUTHbIE MWUKPOYacTUUbl HaxoAaTCs B pecycrneHiMpoBaHHOM
COCTOSAHUM, & Cama CYCMeH3Ns roMmoreHHa. Eciv Mukpouactuusl He pecycneHampytotes, HE MCMONb3YUTE
HABOP 1 obpaTuTeCcb K MECTHOMY MpeAcTaBUTENt0 NponsBoguTens. Ona nonyydeHuss 6onee nogpo6HON
NHopMaL M 06paTUTECb K MHCTPYKLMW MO NpUMeHeHM0 Habopa «MagnoLIA IMponakTuH».

5.1.7.3arpysuTe NoAroTOB/EHHbIE peareHTbl U NPUHAANIEXHOCTU Ha 60pT aHanmsaTopa «MagnoL1A»
COr/J1aCHO PYKOBOACTBY MO 3KCr/lyaTauuu.

5.1.8. 3arpysuTe faHHble 0 peareHTax B NamATb aBTOMaTUYECKOro aHaninsatopa «MagnoL IA» cornacHo
PYKOBOJACTBY M0 3KCnayataLluu.

5.2. KoHTponb KayecTBa aHanmsa
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AHanmzatop «MagnoLIA» MOXeT OCyLWecTBAATL Mpoueaypy Baivjauun aHanusa B OTAe/IbHO
"BblJ€/IEHHOM Ceccun WA OLHOBPEMEHHO C o6pa3uamMuv B pamKax OLHOW aHa/IMTUYeCKon ceccun. KOHTPO/b
KayecTBa aHa/1M3a BbIMOMHAETCA MPexX e N06bIX Ha3HAYeHHbIX TECTOB HE3aBMCUMO OT MOMEHTA pa3MeLLeHNs
Habopa KOHTposel Ha 6opTy.

BHVNMAHWE!

KomrnoHeHTbl Habopa «KoHTponn MagnoL 1A MNponakTuH» He A0MKHbI HaX0AUTbLCA Ha 60pTy Npudopa
6onee 5 yacos, CyMMapHO B fBajuaTn CeccusiX, He06XOANUMO YUUTbIBATbL 3TO MPW BbINO/THEHUN MPOLEYpPbI
Ba/MgaLMm OAHOBPEMEHHO C 0bpasuamm B pamkax 04HOM aHa/IMTUYECKO ceccun. PeKOMeHayeTCs BbIrpy>kaTb
LITaTVBbl C KOHTPOMIAMU MO UCTEYEeHUN MUHUMaIbHOrO BPEMEHM C MOMeHTa 3aBeplLUeHUss pacKanbiBaHuA
COAEPXKMMOrO0 BCex (b/1TaKOHOB KasImbpaTopoB 1 KOHTPOJIEN.

Ana npefoTBpalleHns ucnapeHns >XKMAKOCT M cpasy nocne ucnonb3oBaHusa prakoHbl HE06X04MMO
3aKpbITb KpblWKaMy B COOTBETCTBMM C UX MAPKUPOBKOLW, NMOMECTUTb B YyNakOBKY NpeanpuaTua-
N3roTOBUTENSA B BEPTUKA/IbHOM MONO>KEHUN U 06ecneunTb XpaHeHne Npu TeMmnepaType oT 240 8
°C B XONOAMNbHbIX KaMepax WAM B XONOAWIbHMKAX, 0b6ecrneynBatoWmx pernaMeHTUpPOBaHHbIN
TemnepaTypHbIA PEXKUM.

5.2.1. [ns po6aBneHWA AaHHbIX 0 HOBOW cepuu (note) Habopa «KoHTponu MaSnoblA TMponakTy
nepengute B meHto KOHTPOJIN.

HaxxmuTe KHonky AOBABUTbH - HOBbIV KOHTPO/Ib.

B OTKpbIBLUEMCSA OKHE 3anofIHUTE MyCcTble rpadbl BPYHHYH AaHHbIMW, COAepXKallMMUCA B nacnopTe,
60 NyTeM CUAUTbIBAHMA LUTPUX-KOLA CO BTOPUYHOM YNaKOBKN (KOPO6KWM) M3aenus.

[nsa coxpaHeHWA [aHHbIX O Habope OLHOKPATHO LUE/IKHUTE /1IeBOM KHOMKOM MbIWKX MO 3HauKy
MPUMEHWTDL (B cnyvae HeO6XOAMMOCTM MPOAO/IHKUTL PaboTy B JaHHOM OKHe) uim 3Hauky FTOTOBO (gna
COXPaHeHUs faHHbIX U 3aKPbITUS OKHA).

5.2.2. Ans 3anycka B paboty HOBOI'O KOHTPOJ4, nepeingmte B meHio KOHTPOJIN

B meHt0 oTKpoeTca Tabnuua, rae B CTPOKax crieBa 0To6paXkatoTcA JOCTYMHbIE KOHTPO/IU, B CTOM6LAX
CBEpPXY - HasBaHWs TeCTOB. KNMKHUTE OJHOKPATHO MO siYeilKe, HaxoAsALLeAcs Ha nepecedeHUn Tpebyembix
CTPOKM (KOHTPO/b) M cToN6ua (TecT). B BbIGpaHHO suelike NOABUTCS 0603HaUYeHME «X».

BHNMAHWE!

Habop «KoHTponn MagnoLIA IMponakTuH» NPUMEHSETCA TONbKO A/1A NOATBEPXKAEHUS NPaBU/IbLHOCTU
pe3ynbTaToB aHanm3a «MagnoLIA TMponakTnH». O6patnuTe BHMMaHWe Ha TO, YTO UAEHTU(MKALNA aHaIMTa B
CTPOKe KOHTPO/Ib 1 B CTO/6Le TecT gosmkHbl coBnagats (MPJ1-MPJ/ PKb-PHDb).

KoHTponb, oTo6paXkaemblii B TabNMLE CUHUM LIBETOM, MOXKET ObITb 3aryLLeH.

5.2.3. 3anycTnute aHaIMTUYECKYID CecCU0 aBTOMAaTUYecKoro aHanmsatopa «MagnoLIlA» cornacHo
PYKOBOACTBY MO 3KCMlyaTaunm.

5.2.4.Mporpamma npubopa M03BONSIET aBTOMATM4YECKM BbLUOIHUTL BCe CTaguu aHanmsa 6e3
BMeLLATEIbCTBA M0/1b30BaTesIA.

5.3. PesynbTathbl

Mo OKOHYaHMM aHaNUTUYECKOI ceccum nepeligute B MeHI0 KOHTPOJIN. HaxkmuTe KHonKy B APXWB
KK. HaxxmuTte kHonky PE3YJIbTATbI.

[ns BblBOLA Ha 3KpaH KOHTPOJ/IbHOM KapTbl B OTKPbIBLUEMCA OKHe Moc/efoBaTe/lbHO BbloepuTe Tun
TecTa, TUMN KOHTPO/SA N CEPUID (/10T) KOHTPONs. 3ateM HaxkmuTe KHonky NMPOCMOTP.

6. TPAHCIOPTNPOBAHWE N XPAHEHWE

6.1. TpaHcrnopTupoBaHWe HabopoB CriefyeT NPOU3BOAUTL BCEMW BUAAMWU KPbITOMO TpaHcnopTta npu
Temneparype oT + 2 o + 8 ®C
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/ 6.2. TpaHcnopTupoBaHWe M3LeNnuii Npu TemnepaTtype oT + 2 go + 8 °C JO/HKHO MPOU3BOAUTLCA B
/ eMKOCTAX WM  NpU  MOMOLLM  XOMOAWbHBIX  YCTAHOBOK, 06ecneynBalolLnNX  perameHTUPOBaHHbIN
| TemnepaTypHbIi PeXXUM.

6.3. [onyckaeTcd TpaHCNopTupoBaHMe HabopoB npu TemnepaTtype Ao + 25 °C He 6onee 15 cyToK, B
TOM yuncne npu Temnepatype + 37 °C He 60nee 1cyToK.

6.4. Hab6opbl, TpaHCNOPTUPOBaHHbIE C HAPYLUEHMEM TeMMepaTypHOro pexuma, NMPUMEHEHUHD He
noAsexar.

6.5. CpoK rogHocTu Habopos - 12 mMecsAueB OT AaTbl NPOM3BOACTBA.

6.6. XpaHeHue HabopoB [O/DKHO TMPOBOAUTLCA B YMaKOBKE MPeAnpuUATUS-U3roToBUTENS Npu
TemnepaType OoT + 2 fo + 8 ®C B TeyeHMe BCero Cpoka rofHOCTM B XOJIOAW/IbHbIX Kamepax WM B
X0N0AWbHUKAX, 06ecrnevmBatoLLLNX periaMeHTUPOBaHHbI TeMNepaTypHbIA PEXUM.

6.7. Habopbl C UCTEKLLIMM CPOKOM FOLHOCTU MPUMEHEHUIO He Moanexar.

6.8. TMpn Apo6GHOM MCNOMb30BaHMM KOMMOHEHTbI Habopa XPaHATCA B YMNaKOBKe MNPeanpusaTus-
N3roTOBUTENS B BEPTUKA/IbHOM MOMIOXKEHUW Mpu TemnepaTtype oT + 2 4o + 8 ®C B X0N0AU/bHbIX Kamepax nunmv
B X0/104MNbHNKAX, 06ecnevnBatoLLX perfamMmeHTMPOBaHHbIA TeMMNepaTypHbI peXxnm, B TedeHre 1 mecsua co
AHSA BCKPbITUA NEPBUYHOM YNakoBKWU. KOMMOHEHTbI He J0/HKHbI HaX0AUTbCS Ha 60pTy npmnbopa 6onee 5 vacos,
CyMMapHO B fABafuaTtn ceccuax. llocne mMcnosb3oBaHUA (PNakoHbl HEOOXOAUMO 3aKpbITh KpbILKamMu U
06ecneynTb pernameHTUPOBAHHbIN PEXXUM XpaHEHUS.

7. TAPAHTUMNHbIE OBA3ATE/IbCTBA
"apaHTWIiHbI CPOK rofHOCTU Habopa 12 MecsLeB OT AaTbl MPoM3BoACcTBa. Habop npeaHasHaueH Ans
OIHOKPATHOF0 NPUMEHEHUSI U HEe MOANEXUT PEMOHTY U 06C/TYXKMBAHUIO.

8. BE3OMACHAA YTUITN3ALUWNA
Mpu wuncnonb3oBaHUM Habopa 06pas3yrTCA O0TX0A4bl KaaccoB A 1 b, KOTopble YTUAN3MPYHOTCA
B cooTBeTCcTBUMN € CaHlMnH 2.1.3684-21 n MY 287-113. (Tabnuua 2).

Tabnuuya 2
OTxof4bl Knacc onacHocTu
BTopuuHasn
(rpynno.as) Kopob6ka 13 MOHOKapTOHa
yrnakoBKa OTxogbl Knacca A
3kcnnyataunoHHas VHCTpYKUMS Mo NPUMEHEHNIO
OOKYMeHTaLms MacnopT

[pyrvie KOMMOHEHTbI

MNepBryHasa ynakosKa
He ncnonb3oBaHHbIe
KOMIOHEHTbI C
WCTEKLLMM CPOKOM
rofHoCTU

Bce KOMNOHeHTbI Habopa, KOHTPO/bHbIE
maTepuasbl, pacXo4Hble MaTepuasibl N peareHTbl,
KOTOpble KOHTaKTUpOoBasIM ¢ 06pasL,aMy BO BpeMsi

00paboTKK, XpaHeHUs UM aHansa

. OTxoabl Knacca b
PnakoHbl, COAep’KaBLLUMe PacTBOPbI KOHTPO/IEN

®1aKoHbl, CofepXKall e pacTBOPbl KOHTPOsIei
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9. MH®OPMAUWMA O MPON3IBOANTENE

Mo Bonpocam KavectBa MW «Habop peareHToB AN KOHTPOS KadecTBa aHanmsa «KoHTponm MagnoL 1A
MponakTuH», No TY 21.20.23-592-98539446-2022» obpawatscs B OO0 «KomnaHusa Ankop Brno» no agpecy:
192148, r. CaHkT-lNeTepbypr, XXenesHogopOXHbIA NpocnekT, 4. 40, nut. A, Ten/dakc; 8(812) 677-8779,
TenedoH «ropsiver NuHum»: 8-800-234-37-79.

10. CMBO/bl, NCIMOJIb3YEMbIE HA 9TUKETKAX

MeauumHCcKoe n3aenune ons CofiepXXMMOro 0CTaTouHO ANS

VD AMArHoCTUKM in vitro V NnpoBefeHns N TecToB
REF Homep no katanory A OcTopoXKHO!
II_(]I Kog napTum (Homep cepumn) 2 WMcnonb3oBathb A0
m | N3rotoBuTenb _r Mpesen Temnepartypsbl
C[S [laTa N3roToB/eHMs BUoNOrnyeckmii puck

O6paTnTeCb K MHCTPYKLMUM MO

I:‘a NPVYIMEHEHMIO

MHCTpyKuusa paspaboTaHa B COOTBETCTBUM ¢ TY 21.20.23-592-98539446-2022.
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) nIncTA
MeHepanbB™ gUpeéInn
OO0 WoMuma'AnMun
Wr [ MonblHUEB

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



