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HHCTPYKIMA 1O ITPUMEHEHHUIO
MeanuHBCKOrO H3ACAHA AJIH AWATHOCTHKHE in vitro
«Halop pearenToB A/In KOHTPOJIS KA4ECTBA AHAJN3A
«Kontponn MagnoLIA o6muit T4», no TY 21.20.23-561-98539446-2020»

1. HA3HAYEHME

1.1.  «HaGop peareHToB N8 KORTPONA kavecTsa anamm3a «Kontpoan MagnoLIA o6umit T4», no TY
21.20.23-561-98539446-2020» (nanee «Kontporu MagnoLIA o6ummit T4») npemHasHayeH A
NOATBEPA/ICHUS TIPABHILHOCTY QHANH3A NPH KOMHYMECTBEHHOM OmpeAcicHHMH ofmero ThpokcHua (T4) B
CHIBOPOTXE M NNa3ME KpoBH (DuTpat- Hatpus (3,2%), MuTHEBaA COMb renapHHa, HATpHEBai CONb IemapMHa,
xamuesas comb DATA (KsDATA))' wuenoBeka MCTOROM XEMHMIOMHHCCHEHTHOTO HMMYHOAHAIH3A HA
NapaMarHUTHEIX MAKPOUACTHIIAX ¢ HCIIOJIL30BAHAEM aBTOMATHYECKOro anam3saropa «MagnoLIA».

HaGop «Kontpomn MagnoLIA ofumuit T4» npuMeHAETCS COBMECTHO ¢ MERHIMHCKUME HAZCTHAMH
(manee MH) «<MagnoLIA o6muit T4» u «KamuGparopu MagnoLIA ofmmit T4».

1.2. ToaTBepxmeHMe NPaBMALHOCTH AHATHIA NPH HCMONL30BanMu HaGopa «KouTpomu MagnoLIA
00wt T4» 10/KHO BLINONHATECE B KAKAOK anAMMTHYCCKOH ceccrn, [Tpu npoRomKUTeNBHOCTH ceccun Gonee
CYTOK, ONpERCNCHHEE KOHICHTPAMK KOHTPOeH 10mkHO GHTH MPOBEICHO NMOBTOPHO IO HCTEUCHHH 24 Yacon
OT Hajana ceccHd. [logTBepkacHHAe TNPABMJIBHOCTH AHAIN3a BBUNIONHAETCA KakK  PYTHHHbIA
BHYTpHIa0OpaTOpHEI# KORTPONDb Ka4ecTRa, H, eClH pe3yiIbTaT aHanK3a Xora 6ul ogRoro KoHTpONM 13 Habopa
«Korrpomn MagnoLIA ofwmit T4» BEXOAWT 32 MpeAeNkl YCTAHOBICHHOTO AMANA30HA, HAGOP OCHOBHEIX
pearcaroB «MagnoLIA ofumit T4» pmomken OkrTe 3aHOBO OTKANMOPOBAH ¢ MCIONBIOBAHMEM HaGopa
«Kam6parope: MagnoLIA oGummii T4».

1.3. Oyurunosanshoe HasHauyenne MU «MagnoLIA o6t T4» npr COBMECTHOM NPHMEHEHHH ¢
MH «KamGpatopst MagnoLIA o0muif T4» n/umm «Konrpoma MagnoLIA oSmmit T4» — komauecTReHHOS
onpeaencane T4 B CHIBOPOTKE M NNa3Me KPOBH YENOBEKA NPH AHATHOCTHKE uﬁonenalmn THPEOHAHOTO
MpodrIL ¥ MOHKTOPHHIE GYHKIMY MMTORUAHOMR KeEIHL.

14. OO6nacts npuMeHeHns HaGopa — KMMHMYECKAd NaGoOpaTOpHas HATHOCTHKA.

1.5. Ha6op npennasnaven TONBKO AN AUATHOCTHKH in Vitro, g MpodhecCHOHATEHOIO PAMEHEHIS
NEPCOHANOM, HMEIOIMM KBATH(HKALMIO JUIA BRIIONHEHWS JHATHOCTHYCCKHX HCCNEIOBaRMY¥ in vitro B

I3xpuBACHTHOCTS O0PA3LIOR CHIBOPOTKM M MNa3sMBl KPOBH 4ENOBEKA, cofcpmamel aHTHKOArynsETH (waTpar sarpus (3,2%),
IMTHERA COML IeMapHHa, HATPHEBAN CONL renapmua, kammesas cons IATA (K;3ATA)), noarsepxacHa Ha 25 o6pajuax Kaxaoro
BHA AHTHKOATY/LANTA ¢ PASHLIMM KOHUCHTpauHaMu T4 B aHaNHYC MpH HCNOAL3OBAHMM HaGopa «MagnoLIA o6umit T4»,

3NEKTPOHHAS KONHA OGOPMIEHA LIEHTPOM UCTIbITAHII W PETMCTPALMI MEAHLMHCKWX H3OENHI
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/pe3ynbTate crieymanbHOro 06pasoBaHMsi U 06y4veHUs. ccnefoBaHNA MOTYT BbIMOMHATL CMELMaUCTbl He
/ Monoxe 18 f1eT C BbICLUMM U CPefHUM MeSULMHCKUM, 6U0I0rMYecKMM Un MHbIM 06pa3zoBaHnem (Bpay KA/,
| 6uonor, MeAULMHCKINIA TEXHO/OT).
WccnefoBaHus nNpoBOAAT B KMHUKO-AMArHOCTUYECKMX NabopaTopusx, 061acTHbIX, FOPOACKMX WK
paliOHHbIX, FOCYAaPCTBEHHBIX UM YaCTHbIX 60/1bHULAX 1 apyrux JIMY.
1.6, Habop «KoHTponn MagnoLIA o6wuii T4» He NMeeT NPOTUBOMOKAa3aHWI K MPUMEHEHUIO.
1.7. Habop npefgHa3HayeH [Aans o06cnefoBaHMsi BCEX rPYNMn  HaceneHus 6e3 rpagaumn o
LemMorpamyeckoMy Unmn nonynaumoHHOMY Mpu3HaKy.

2. XAPAKTEPUCTUKA HABOPA

2.1.  MpuHUMN gericTBus

Ha6op «KoHTponn MagnoLIA obwuii T4» npeactaBnseT Co60i KOMMMEKT U3 ABYX KOHTPO/bHbIX
CbIBOPOTOK, COAepXalmx W3BEeCTHble KonmyectBa T4 B cnoxHo matpuue (FOCT P 53133.3-2008) wu
aTTecTOBaHHbIX N0 BHYTPEHHe MeToAuKe NpeanpuaTms’,

Mpn BbiNONHeHMN TecToB «MagnoLIA o6wmini T4» Ha 6GOpTy aBTOMAaTMYECKOro aHanmMsartopa
«MagnoLIA» Heobxo4MMO NOATBEPXKAATb BA/IMAHOCTb NOMyYaeMbIX U3MepeHniA. KonnyecTBeHHOE N3MepeHme
KOHUEHTpaumin T4 B KOHTponsx Habopa «KoHTponn MagnoLIA obwmii T4» N03BOMSET OLEHMBATHL
NPaBWUIbHOCTL Y BOCMPOU3BOAUMOCTb PE3Y/IbTaTOB KOJIMYECTBEHHBIX N1a60paTOPHbIX MCCMeA0BaHWn 3TOro
aHanMTa B 06pasuax CbIBOPOTKY U M1a3Mbl KPOBU MaLMEHTOB.

Mpu obpaLeHn C KOHTPONSAMU Kak C uccrefyembiMn obpasuamu, NosyyeHHble B aHa/MTUYECKOIA
ceccum pesynbTaTbl CPaBHMBAKOTCA C AOMYCTUMbIMY Auana3oHaMu onpeaeneHns 3HaUYeHNn KOHUeHTpauuii T4,
yKasaHHbIMW B NacnopTe K Habopy M 3aKOAUPOBaHHbLIMU LLUTPUX-KOAOM Ha KOpobke Habopa peareHToB. Ecnu
pesynbTaT aHamM3a XoTa Obl OAHOrO KOHTPO/S M3 Habopa «KoHTponu MagnoLIA obwumii T4» BbIXOAUT 3a
npeAesbl YCTaHOB/IEHHONO Anana3oHa, Habop OCHOBHbIX peareHToB «MagnoLIA 06wt T4» fo/mkeH 6bITb
3aHOBO OTKa/MbpoBaH C MCMOMb30BaHNEM Habopa «Kannbpatopbl MagnoLIA obwwmii T4». 3aTeM cnegyet
NMOBTOPUTbL aHa/IN3, UCNO/b3YA HOBble &/IMKBOTLI UCCeAyeMbIX 06pasLoB.

Bapvaumsi pe3ynbTaToB, MOAYyYeHHbIX NPU UCCNeA0BaHMM KOHUEHTpauun T4 B KOHTpoOnsx Habopa
«KoHTponm MagnoLIA o6wuii T4» MeTogoM XeMUIFOMUHECLIEHTHOTO MMMYHOaHa13a Ha napaMarHUTHbIX
MMKPOYacTMLUax C UCMonb30BaHWEM aBTOMAaTUYeCcKoro aHanmsartopa «MagnoLIA», nogobHa pesynbtaTtam,
nosily4aembIM Npu UCCNeAoBaHMAX 3TUMU METO4AMM Ye/I0BEHECKOW CbIBOPOTKU U Nia3Mbl KPOBY YenoBeka.

2.2. CocTtaB 1 KOMnneKTauunsa Habopa

B cocTaB Habopa «KoHTposim MagnoLIA o6umii T4» BXOAAT CNefytoLimMe KOMMNOHEHTbI:

- KOHTPO/IbHasA cbiBOpoTKa Nel Ha OCHOBE CbIBOPOTKM KPOBW YesioBeKa C KOHCEPBAHTOM, COoZeprKallias
M3BECTHOE KONMYeCTBO T4 (LonyCTUMbIN AnanasoH onpeeneHns 3Ha4eHNs KOHLEHTPaL M1 yKasaH B nacnopre
N 3aKOAMPOBaH LUTPUX-KOLOM Ha Kopobke Habopa peareHToB). XXugkoctb, 0,6 mna, 1 wam 5 dinakoHoB™,
MapKunposaHa «KoHTponb 1»;

* KOHTPO/IbHas CbiBOPOTKA N 2 Ha OCHOBE CbIBOPOTKM KPOBM YeNoBeKa C KOHCEPBAHTOM, CofepXKallas
M3BECTHOE KONMYECTBO T4 (fONYCTUMbIN AMana3oH onpefenieHns 3HaYeHNs KOHLEHTpaLMK yKa3aH B nacnopTe
N 3aKOAMPOBaH LUTPUX-KOAOM Ha KOpPOOKe Habopa peareHTOB). XXuakocTb, 0,6 mna, 1 wam 5 ¢iakoHOB™,
MapKnpoBaHa «KOHTpOb 2».

Kaxabii dnakoH, cogepxawimin KoHTponb 1 1 KoHTponb 2, paccumTaH Ha 20 onpefeneHuii npu
NOCTaHOBKe B MOHOM/INKATax.

~OcHoBaHa Ha TOCT 53133.3-2008, 53133.1-2008, TOCT? NCO 5725-2, TOCT I1SO 17511-2011.

[abapuTHble pasmepbl PrakoHa (AB): 16,25mMm X 36,0 MM; Kpbiliku (AB): 16,2MMX 12,5MM.
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.OHTpo/I MagnoLIA o6wwuin T4»

Tabnuua 1
BapWaHT Ha3BaHMe KOMMOoHeHTa
WCMOJHEHWS, BHeLUHMIT BUf, KOMMOHEHTa KoHToOM: 1 KOHTOOMS 2

Kat. No p P

N YHad NN MYTHad XKUAKOCTb
1100201 pospatiHas it MyTHas XIAKkoc 1um. 1w,

OT 6ECLIBETHOIO /10 CBET/I0-KOPUYHEBOTO LiBeTa

MNpo3payHad nnm MmyTHas XXUIKOCTb

1100205 Po3p y A M 5 Wi,

OT 6eCLIBETHOrO [0 CBET/I0-KOPMYHEBOIO LBeTa
B KomnnekT noctaBku Habopa «KoHTponn MagnoLIA o6wwii T4» BXOAAT: Habop peareHTos,
WHCTPYKLMA MO NPUMEHEHWIO, MacnopT.

3. MEPbI MPEAOCTOPOXHOCTN

3.1. MoTeHYManbHbI PUCK MPUMEHeHMsi Habopa - Knacc 2a (cornacHo [lMpukasy MwuHMCTepcTBa
3apaBooxpaHeHns PO NedH ot 06.06.2012 r.).

3.2. Bce KOMNOHEHTbI Habopa B UCMO/b3YEMbIX KOHLEHTPaUUAX ABAKOTCA HETOKCUYHBIMW.

3.3. Bo Bcex KOMMnoHeHTax Habopa oTCyTCTBYHOT aHTUTeNa K BY 1,2, Bupycy renatuta C n HBsAg.

3.4. MNpw paboTe ¢ Habopom cnefyeT cobnoaatb TpebosaHms FTOCT P 52905-2007 n CaHllnH 3.3686-
21

3.5. fonyckaTb K paboTe ¢ HaBOPOM TONLKO CneLnansHO 00YUeHHbIR NepcoHan.

3.6. Mepen HauasioMm pabOTbl O3HAKOMUTLCS C WHCTPYKUMEN W NPUMEHATb Habop CTpOro mno
Ha3HaYeH1o.

3.7. Mpn pabote c Habopom cregyeT WCMONb30BaTh Crelofexay (MegULMHCKUA XanaT uan
KOMOWMHE30H, LUAMoyKy) ¥ CpeAcTBa MHAMBMAYaNbHOM 3awwyTbl (MacKy, 3allWTHble O4YKW, OLHOPAa30Bble
PE3VHOBbLIE UM NIACTUKOBbIE MepyaTKu, paspeLléHHbIe K MPUMEHEHUIO Ha TeppuTopun P®).

3.8. BHMMaHuMe! B coctaB Habopa BXOAUT KOHCEPBAHT B KOHLEHTpauum meHee 0,05%, UTo siBNseTcs
6e3onacHbIM 11 yenoseka. [pn MCMob30BaHNM MO Ha3HAYeHWIO W COG/IOAEHNN Mep MPeLOCTOPOXKHOCTH
KOHTaKT C OpraHM3MOM 4efioBeKa MCKIIKOUEH. Mpy aBapuiiHbIX CUTYaLMSX BOSMOXHO pasfpakeHue KOXu u
C/IM3UCTOM 060/1I04KUN [/1a3 Yy YyBCTBUTENbHBLIX UL, Py KOHTaKTe NMPOMbITb MOPaXXEHHOE MeCTO BOAOWN U
06paTUTLCA 32 MEAULMHCKON MOMOLLBHO.

3.9.  Xumwnyeckas nocyga n 06opyaoBaHne, KOTOPbIE MCMOMb3YHOTCA B paboTe ¢ HAGOPOM, AO/MKHbI
ObITb COOTBETCTBYHOLMM 06pa30M MapKMPOBaHbl U XPaHWUTLCS OTAE/bHO.

3.10. [Ons obpaboTkM nocydbl M 060pyA0BaHUA PEKOMEHAYETCA MCMO/b30BaTh Ae3NHPUUMPYIOLLMe
CpefCTBa, M3roTOB/IEHHbIE HA OCHOBE TPETUYHbLIX aMWUHOB, YeTBEPTUYHBIX aMMOHMEBbLIX coefnHeHnin (YAC)
WA CNUPTOB U paspelléHHble K MPUMEHEHUIO Ha Tepputopun P®. Kcnonb3oBaHne Ae3uHPULMPYHOLLMX
CPEeACTB Ha OCHOBE aKTMBHOIMO KMC/opoZa M Xnopa BO3MOXHO NULLbL Ha NpeAcTepunn3auMoHHOM 3Tane, C
nocnefyoLLert TEPMUYECKON CTepUIn3aLment.

3.11. 3anpeLyaeTtca NPUEM NULLM, UCNOMb30BaHWE KOCMETUYECKMX CPEACTB U KYpPeHMe B MOMELLEHUSAX,
npefHa3Ha4yeHHbIX 418 paboTbl ¢ HABOPOM.

3.12. Yb6upatb W [e3MHPUUMPOBATL pasnnTble 06pasubl WM KOMMOHEHTbI Habopa, WCMoMb3ys
Ae3HMLMpYIOLLMe cpefcTBa B COOTBeTCTBMM MY 287-113.

3.13. Ypanatb HeUCrnosb3oBaHHble peakTMBbl Habopa B COOTBETCTBMM C  TpeboBaHMSMU
CaHlNnH 2.1.3684-21.

3.14. Tlocne wWCnonb30BaHWSA BCe KOMMOHEHTbI Habopa, 00pasupbl, KOHTPO/bHbIE MaTepuasbl,
pacxogHble MaTepuasibl U Apyrue peareHTbl, KOTOPble KOHTaKTMPOBaJIM C 0bpaslaMn BO BpeMsi 06paboTKu,
XpaHeHns unn aHanmsa (B TOM 4MUC/e: MepyaTku, HAKOHEYHWKWU U T.4.) LO/MKHbI COOMpaTbCA OTAENbHO U
CTEPUNN30BATLCA B aBTOK/aBe C MOC/eAYyHOLWen yTunmsaumneli B COOTBETCTBMM C TpeboaHusMn CaHlMunH
2.1.3684-21. BMeCTO aBTOKIAaBMPOBAHWUSA OTXOAbl MOFYT ObITb CTEPUIN30BaHbl AE3NHPULMPYIOLLMM
CpPefACTBOM, MOC/e YTUIN3MPOBaHbI B COOTBETCTBUM C TpeboBaHMsaMKN CaHlMvH 2.1.3684-21.
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/ 3.15. He ucnonb3oBaTb HA6OP NO UCTEYEHMM CPOKa FOAHOCTW.
4. OBOPYAOBAHVE N MATEPWAJbI, HEOBXOAVMbLIE ANA TPOBEAE
y  AHAJN3A

- «Habop peareHTOB A5 KO/IMYECTBEHHOINO WUMMYHOXEMU/TIOMUHECLIEHTHOrO OrnpeaeneHns o6LLero
TMpokcunHa «MagnoLIA o6wwmii T4», no TY 21.20.23-559-98539446-2020» (npounssogutens OO0 «KomnaHus
Ankop bro», Poccus, kaT. Ne 1100001);

- «Habop peareHToOB AN Kannoposku «Kannbpatopbl MagnoLIA obwuii T4», no TY 21.20.23-560-
98539446-2020» (npoussogutens OO0 «KomnaHusa Ankop bro», Poceus, kat. Ne 110101, 1100105);

- «AHa/IM3aTOpP aBTOMATUYECKUIA  MMMYHOXMMUYECKUIA  XEMUIIOMUHECLEHTHbIA  «MagnoLIA» ¢
npuHagnexHoctamn no CHAB 421457.002 TY («MagnoLIA») (npoussogutens OO0 «KomnaHus Ankop
Buo», Poccus, PY NeP3H 2019/9282);

-BogHo-coneBort  pacTBOp [A/19 NPOMbIBKA  peakuMOHHbIX KtoBeT MagnoLIA «bydep W1»
(npoussogmTens OO0 «KomnaHus Ankop Bro», Poceusd, kat. Ne0000405);

- OTAenbHble Xanart, Wwano4yka, 00yBb M OLHOPa30Bble NepyaTKy, paspelléHHble K MPUMEHEHUIO Ha
Tepputopun PO (unn cooteetcTaytowme FOCT P 52239-2004).

5. MPOBEAEHWE MPOLUEAYPbLI BAJIMAALNN AHATIU3A

OnucaHHas B JaHHON MHCTPYKUMM MH(OPMALMS COLEPXUT 00LLMe CBeeHNs 0 NopsaKe NpoBeseHns
npoueaypbl BanMgaumMn aHanmsa. [nsa nonyvyeHWs [eTasbHOW MH(opmauun nepes Hadasiom paboTbl
03HaKOMbTeChb C PyKOBOZCTBOM NO 3KCnyatauuy aHanmsatopa «MagnoLI1A».

5.1. TlloarotoBka peareHToB

5.1.1. BK/oumnTe aBTOMATUYECKMiIl aHanm3aTop «MagnoL I A» cornacHo pyKoBOACTBY MO aKchyaTauum.

5.1.2. KOHTpOMM roToBbl K UCMO/b30BaHMIO.

®nakoHbl C KOHTPONAMM HEOOXOAUMO BbLLUEPXATb NPU KOMHATHOW TemnepaTtype He meHee 30 MUHYT
[0 HaYyasia aHa/IMTUYECKOMN CECCUN.

5.1.3. TlepemeluaTb COAepXuMmMoe (D1akoHOB, K3berasd neHoobpazoBaHuA. OTKPbITb (I1aKOHbI Y
MONOXNUTb KPbILLKA NepeBepHYTLIMU Ha CyXYHO NOBEPXHOCTb.

5.1.4.Habop «KoHTponn MagnoLIA o6wuii T4» pasmMecTuTb B LUTATMBAX, NpPeAHasHayYeHHbIX A/
KannbpaTopoB 1 KOHTPO/EN.

5.1.5.Mepepn 3arpy3Koil peareHTOB, HEOOXOAMMBIX ANS MPOBELEHUS aHann3a, B COOTBETCTBYHOLLME
610KN aHanM3aTopa MPOBEPUTL BCE PacTBOPblI HA OTCYTCTBME MNY3bIPbKOB BO3AyXa. YAaNTb My3blpbKK [0
NpoBejeHNs aHanM3a NerkMm nokaumBaHueM, He [0MyCKas NeHoo6pa3oBaHus.

5.1.6.Mepen 3arpyskoin kKaptpumka «MagnoLIA o6wmin T4» B 6NOK peareHTOB HeobXoAMMO
npeaBapuTenibHO yo6eauTbCsA, 4YTO NapamarHUTHblE MUKPOYaCTULbl HaXOAATCA B PecycrneHaupoBaHHOM
COCTOSHWM, & Cama CyCreH3us roMoreHHa. Ecim MukpouacTuLbl He pecycneraupytotes, HE ICMOb3YUTE
HABOP un obpaTtuTecb K MeCTHOMY MNpeACTaBUTENO MmpousBoamTens. [ns nonyyeHus 60nee Noapo6HOiA
MH(opMaLmy 06paTUTeCh K MHCTPYKLMK No npumeHeHnto Habopa «MagnoLIA o6wwmia T4».

5.1.7.3arpy3uTe MOArOTOB/IEHHblE peareHTbl Ha 60pT aHanm3atopa «MagnoLlIA» cornacHo
PYKOBOACTBY MO 3KCMJyaTaumn.

5.1.8. 3arpysuTe faHHble 0 peareHTax B NaMATb aBTOMaTU4YeCKOoro aHanmnsaropa «MagnoLIA» cornacHo
PYKOBOZCTBY M0 3KCnayaTaLuu.

5.2. KOHTpONb KayecTBa aHannsa

AHanusatop «MagnoLIA» MOXEeT OocCyLLecTBNATbL MNPOLeAypy Bannjauum aHanusa B OTAENbHO
Bble/IEHHON ceccum UM O4HOBPEMEHHO C 06pasLiaMi B pamKax OLHON aHanMTU4eckol ceccun. KOHTPONb
KayeCTBa aHa/IM3a BbINOHAETCA Npexze NH0ObIX Ha3HaYeHHbIX TECTOB HE3aBUCUMO OT MOMEHTa pasMeLleHus
KOHTpONel Ha 6opTy.

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



HTpoM MagnoLIA o6umit T4»

BHUMAHME!

Komnonentsl Habopa «KonTponun MagnoLIA o6mmuit T4» He ZOMKHBI HAXOAKTHCA Ha GopTy mpubopa
fonee 5 YyacoB CyMMapHO B ABAJUATH CECCHUAX, HEOOXOAUMO YYHTBIBAThL ITO NMPH BHIIONHEHHH MPOLEXYPHI
BTHALHH OXHOBPEMEHHO ¢ 00pa3iiaMH B paMKax OJHOH aHATMTHYECKOH cecCHH. PeKkOMeHIyeTCs BhIrPYXaTh
MTATHBLI ¢ KOHTPOJSAMHM MO MCTEYEHHH MHUHHMMANLHOIO BPEMEHH ¢ MOMEHTA 3aBEpIICHHA pacKalbIBaHUA
COZIEPXKUMOTO BCeX (IIaKOHOB KaTHOpPaTOPOB ¥ KOHTPOJEH.

Ana npedomepawienun ucnaperus 3cuoKocmu cpasy nocne Ucnoib308aHUR PaaKoHsl Heo6Xo00umMo
3aKpoIMb KDHIUIKAMU 6 COOMEEMCmeuU ¢ UxX MApKUpoeKol, noMecmums 6 ynaxKoeéKy npeonpusmus-
u320mosumensn é 6epMuUKAILHOM NOJIONCEHUU U 0becneuums XparneHue npu memnepamype om + 2 9o + 8°C
6 XONOOUNBHBIX KAMEpax UAU 6 XONOOWIbHUKAX, 00ecnedusaouiux peziameHmuposantsiii
memnepamypHolii pexicum.

5.2.1./ina nob6aBneHus naHHBIX O HOBOH cepHH (note) HabGopa «KonTponu MagnoLIA ob6mmit T4»
nepeiaure B Menio KOHTPOIJIH. '

Haxute kaonky JIOBABUTb - HOBbIH KOHTPOJTb.

B oTkpeIBIIEMCA OKHE 3aMOJHHUTE MyCThie rpadbl BpyYHYIO JaHHBEIMH, COAEPXKALIHMHUCA B Nacnopre,
nu60 MyTeM CYMTHIBAHHA IITPHUX-KOAA C BTOPHYHON ynakoBKH (KOPOOKH) H3zeNHa.

s coxpaHeHHs HOaHHBIX O Habope OAHOKpPAaTHO IMEIKHHTE J1EBON KHOMKOH MBILHM MO 3HAYKY
IIPUMEHHTD (B ciydae HeoGXOAMMOCTH NPOAOIXHTh paboTy B JaHHOM OKHe) HiM 3Hauky  OTOBO (nns
COXPaHEHHUA NaHHLIX M 3aKPLITHA OKHa).

5.2.2. lna 3anycka B pabory HOBOI'O KOHTPOJIA, nepeiinute B Mento KOHTPOJIH.

B MeHI0 oTKpoerca Tabnuua, rae B CTpOKax clieBa 0TOOpaxaroTcs A0CTYNHBIE KOHTPOIH, B cTonbuax
CBEpXy — Ha3BaHMs TecTOB. KIIHKHHTE OXHOKpaTHO MO s4eifke, HaxoAsAleHAcs Ha mepeceyeHHH TpeOyeMbIX
CTpOKH (KOHTpOJb) U cTonbua (Tect). B BriGpanHoil ayelike moasutcs o603HaueHHE «X».

BHUMAHHE!

Ha6op «KonTtpom MagnoLIA o6mu#t T4» npUMeHAETCA TONBLKO Ui MOATBEPXKACHHSA NMPaBHIBHOCTH
pesynbraToB aHanu3a «MagnoLIA o6umit T4». O6GpaTute BHUMaHHE Ha TO, YTO HACHTH(QHKALMA aHATHTA B
CTPOKe KOHTPOJIb M B CTONOLE TeCT A0MKHbI coBnagars (0T4-0T4/ TT4-TT4).

KonTpous, oto6paxcaemsblit B TaGHIe CHHUM LIBETOM, MOXET OBITh 3amylleH.

§.2.3.3anycTUTe aHANTMTHYECKYIO CECCHIO aBTOMAaTH4YeCKOro aHamusatopa «MagnoLIA» cornacHo
PYKOBOACTBY IO 3KCILTyaTalluH.

5.2.4.TporpamMa npuGopa NO3BONAET ABTOMATHYECKH BBHINMOJIHMTH BCE CTaIMM aHaMH3a 6e3
BMeLIaTENbCTBA NOJIB30BATENA.

53. PesyabTaTnl

Mo oxoHyaHuu aHanuTHYecKol ceccuu mepeiiaure B MeHio KOHTPOJIN. Haxmure kHonky B APXHB
KK. Haxvure xnonky PE3YJIbTAThI.

Jlna BhIBoZa Ha 3KpaH KOHTPOJBHOM KapThl B OTKPBIBLIEMCA OKHE MOCJIENOBATENBHO BhIOEpHTE THM
TECTa, THI KOHTPOJIA H CEPHIO (JI0T) KOHTpONA. 3aTeM HaxxMuTe kHonky [TIPOCMOTP.

6. TPAHCIIOPTUPOBAHHUE U XPAHEHHE

6.1. TpaHcmopTHpoBaHue HabOpOB clieayeT NPOU3BOAHTD BCEMH BHIAMH KPLITOrO TPaHCMOPTA MpH
temneparype ot + 2 no + 8 °C.

6.2. TpancnopTHpoBaHHe uU3neanit npu Temnepatype oT + 2 1o + 8 °C A0/HKHO NMPOH3BOAUTLCA B
EMKOCTAX HIM MpH TMOMOINM XOJOAWIbLHEIX YCTAHOBOK, OOECNeuYHBAIOUWIMX perjiaMEeHTHPOBAHHBIM
TEMIICPaTyPHEIA PeXUM.

6.3. JlomyckaeTcs TpaHCIIOPTHpPOBaHHMe HabopoB npH Temneparype o + 25 °C He 6onee 15 cyToK, B
TOM YHcIe npu TeMneparype + 37°C ne Gosnee 1 cyTok.
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6.4. Habopbl, TpaHCNOPTUPOBaHHbIE C HapyLUEHWEM TEMMEPaTypPHOro PeXunma, NMPUMEHEHUIO He
MOL/IeXAr.

6.5. CpoK rogHocTu Habopos - 12 mecsLEeB OT AaTbl NPOVU3BOACTBA.

6.6. XpaHeHue HabOpPOB [O/MKHO MPOBOAUTLCA B YMNakOBKE MPeAnpuATUA-U3roToBUTENA MNPY
Temnepatype oT + 2 go + 8 ®C B TeuyeHMe BCEro CpokKa FOAHOCTM B XOMIOAW/IbHBLIX Kamepax unv B
XONOANIbHUKAX, 06eCneyrBatoLLMX pernaMeHTPOBaHHbI TeMMEPaTyPHbIA PEXUM.

6.7.  Habopbl C UICTEKLIMM CPOKOM FOAHOCTU NPUMEHEHUIO HE MOA/EXAT.

6.8. pu gpobHOM MCNONL30BaHUN KOMMOHEHTbI Habopa XPaHATCA B YNakOBKe MNpeanpuaTus-
N3roToBUTENSA B BEPTUKaA/IbHOM NOMOXEHWM Npu TemnepaType oT + 2 0 + 8 °C B X0N0AW/bHBLIX KaMepax Unu
B X0N0AW/IbHNKAX, 06ecneynBatoLLmx pernaMeHTUPOBaHHbI TeMMepaTypHbIA PeXKmM, B TedeHne 1 mecsiua co
[HSA BCKPbITWS MEPBMYHOM YNakoBKW. KOMMOHEHTbI He AO/MKHbI HAX0AUTLCA Ha 60pTy Npubopa 6onee 5 vacos,
CyMMapHO B ABajuartu ceccusx. [locne mMcnonb3oBaHWs (1akoHbl HEOOXOAMMO 3aKpbITh KpbIKaMu W
06ecrneynTb pernameHTUPOBAHHbIN PEXUM XPaHEHNS.

7. TAPAHTUMNHBLIE OBA3ATE/ILCTBA
"apaHTWIAHbIA CPOK rOAHOCTM Habopa 12 mecsiLeB OT AaTbl NPoM3BOACTBa. Habop npeaHasHaveH ans
OAHOKPATHOrO NPUMEHEHWS U He MOLIEXMNT PEMOHTY U 06CYXXMBAHUIO.

8. BE3ONMACHAA YTUJTIN3ALWA

Mpu mcnonb3oBaHMM Habopa 06pasytoTcAd OTX0Abl KnaccoB A M b, KOTopble YTWAM3MPYHOTCA B
cootBeTcTBUM ¢ CaHlMnH 2.1.3684-21 1 MY-287-113. (Tabnuua 2).

Tabnmua 2
Knacc
OTxope! onacHocTU
BTopuHas (rpynnosas) Kopob6ka 13 MOHOKapTOHa
ynakoBka OTxogabl
3kcnnyartaumoHHas VHCTPYKUMS NO NPUMEHEHUIO Knacca A
AOKYMeHTaLus MacnopT
Bce KOMNOHeHTbI Habopa, KOHTPO/bHbIE MaTepuansbl,
pacxoaHble MaTepuasibl U peareHTbl, KOTopble
Lpyrve KoOMnoHeHTbl
KOHTaKTUpOBa/IN C 0bpasuamu Bo BPeMsi 06paboTKu, OTX0gb!
XpaHeHWs UIN aHan3a i} K1AcCa B
MepBMYHas ynakoBka ®nakoHbI, CoAepKaBLLUVE pacTBOPbI KOHTPOEN
He ncnonb3oBaHHbIE
KOMMOHEHTbI C NCTEKLLNM ®nakoHbI, coflepXKallivie pacTBOPbl KOHTPO/EN

CPOKOM rofIHOCTU

9. NMH®POPMALWA O MPON3BOAUVNTENE

Mo Bonpocam KayectBa MW «Habop peareHTOB [A/11 KOHTPONS KadyectBa aHaimM3a «KOHTposm
MagnoLIA o6wpii T4», no TY 21.20.23-561-98539446-2020» obpawiatbesi B OO0 «KomnaHust Ankop bros»
no agpecy: 192148, r. CaHkT-MeTepbypr, XXenesHo4opPOXHbIA NpocnekT, a. 40, nut. A, Ten/takc: 8(812) 677-
8779, TeneioH «ropayein nnHUN»: 8-800-234-37-79.
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10. CHMBOJIHI, HCIIOJIb3YEMBIE HA 3THKETKAX
VD MeznruuHckoe u3aenue aus W CopepXxuMoro A0CTaTOIHO A
AMATHOCTHKH in vitro NIPOBEACHMA It TECTOB
REF] " Homep no xaTanory A OctopoxHo!
LOT Kox naprun (HoMep cepan) g Hcnons3osats o
d HsroTosuTenn } Ipenen TeMnepaTypsi
d JlaTa H3TOTORNEHUS &, Buonorauecknit puck
EE OG6paTurech X HECTPYKIIHH NO
OPHMCHEHUIO

Hucrpyxuus paspaborana B coorercTeun ¢ TY 21.20.23-561-98539446-2020,
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