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NHCTPYKUWA MO NMPUMEHEHIO
MeanLUMHCKOro nu3aenus An1si AnarHoCTUKK in Vitro
«Habop peareHTOB AN KOHTPONA KayecTBa aHa/m3a «KoHTpom MagnoLIA
TNUPeornobynnH», no TY 21.20.23-539-98539446-2020»

1. HASHAYEHUWE

1.1. «Habop peareHTOB A1 KOHTPONA KayecTBa aHanmsa «MagnoLIA TupeornobynvH», no TY
21.20.23-539-98539446-2020»  (panee «KoHTponn MagnoLIA TupeornobynuH») npefHasHayeH [Ans
MOATBEPXKAEHMS MPaBU/IbHOCTM aHan3a MNpy KOMIMYECTBEHHOM ornpegeneHun TupeornobynuHa (TI) B
CbIBOPOTKe M nna3Me KpoBW (MTveBas COMb renapuHa, Kanvesas cosb SATA (Kr34ATA, K3ATAN
YyesioBEKa METOAOM XEMWHOMUHECLEHTHOr0 WMMYHOaHa/iM3a Ha MnapamMarHWTHbIX MUKpo4YacTuuax cC
MCNO/b30BaHMEM aBTOMATUYECKOro aHanm3aTopa «MagnoLIAx.

Habop «KoHTponm MagnoLIA TupeornobynvH» nNpUMeEHSETCS COBMECTHO C  MeAULMHCKUMM
nsgenuamu (oanee MIN) «MagnoLIA Tupeornobynuu» n «Kanmépatopbl MagnoLIA TupeornobynunH».

1.2.  TloaTsep>KAeHWe NPaBUIbHOCTM aHaM3a npy UCnonb3oBaHny Habopa «KoHTponin MagnoLIA
TUPEOrno6YNNH» AOMKHO BbINOMHATLCS B KXKAOW aHA/IMTUYECKOM ceccun. Mpu NPOAOIKUTENIbHOCTM CECCUM
6onee CyTOK onpefesieHne KOHLEHTpaLU KOHTPOEN JOMKHO ObITb NPOBELEHO NOBTOPHO MO UCTEYEHUMN 24
4yacoB OT Hauyana ceccun. [lOATBEpPXKAEHVE NPaBWILHOCTY aHasm3a BbINOMHAETCA KakK PYTUHHbIN
BHYTPUIabopaTOPHbI KOHTPO/b Ka4ecTBa, 1, eciv pe3ynbTaT aHasm3a XoTs 6bl 04HOro KOHTPOAS 13 Habopa
«KoHTponn MagnoLIA TupeornobynuH» BbIXOAUT 3a Npefenbl YCTaHOB/IEHHOro AuanasoHa, Habop
OCHOBHbIX peareHToB «MagnoLIA TupeornobynunH» A0MXeH ObiTb 3aHOBO OTKaIMOBPOBaH C UCMO/b30BaHMEM
Habopa «KanmbépaTtopbl MagnoLIA TrpeornobynunH»

1.3.  ®yHKUMOHanbHOe Ha3HadeHne MW «MagnoLIA TupeornobynuH» npu  COBMECTHOM
npumeHeHnn ¢ MW  «Kanubpatopbl MagnoLIA Tupeornobynuu» u/unm «KoHTponn MagnoLIA
TUPEOrnobyINH» - KONMYECTBEHHOE ONnpesesieHne TMPeornobynvHa B CbIBOPOTKE W MNJia3mMe KPOBW YeNoBeKa

'OKBUB&/IEHTHOCTL 06PA3L|0B CbIBOPOTKM W M1a3Mbl KPOBM YeN0BeKa, COLEPXKALLENn aHTUKOArynaHThl (MTWeBas Cofb renapuHa,
Kanvesasa conb SATA (Kr34TA, K33ATA)), noarsepxieHa Ha'25 obpasuax KaXoro Bufa aHTUKOarynsHta ¢ pasHbiMu
KOHUeHTpauusammn TT B aHanm3e npu 1cnonb3oBaHnM Habopa «MagnoLIA TupeornobynuH».

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH METMLIMHCKUX U3REMM



onTposd MagnoLIA Tapeorno6yman»

OpH JMarHOCTHKE 3a60J1eBaHHi THPEOHIHOTO MPOQHIS H MOHHTOPHHIE QYHKIHMH IIMTOBUAHOM! XKeNe3hl.

1.4. OGnacTs npuMeHeHus Habopa — KIMHAYECKad NaGopaTopHas AHarHOCTHKA.

1.5. Ha6op npenuasnayeH TONBKO IS AMArHOCTHKH in vitro, Wis NpodecCHOHAIBLHOrO NpHMEHEHHS
NEpCOHAIOM, MMCIOIMM KBATH(HKALMIO IS BLINOJHEHHS NHAarHOCTHYECKHX HCCIEAOBaHMU in vitro B
pesynbTare cneuHanbHoro obpasoBaHus H o6ydeHus. MccnemoBaHHs MOTYT BBIIOJMHATH CNIEHMATHCTHI HE
MoJtoxe 18 ner ¢ BICIIMM H CpeIHHM MEIHIWHCKHM, 6HOJIOrHYECKHM UITH HHBIM oGpa3zoBaHueM (Bpay KIJI,
6uoNor, METMLIMHCKHI TEXHOJIOT),

HccnenoBanus npoBoAAT B KIIMHHKO-AHAarHOCTHYECKHX JaGopaTropusax, o6acTHBIX, FOPOACKHUX MM
palilOHHBIX, rOCyJapCTBEHHBIX WM 4acTHRIX 60nbHuLax u apyrux JIITY.

1.6. Ha6op «Kontponu MagnoLIA Tupeorno6ynna» He HMeeT NPOTHBONOKAa3aHUH K IPUMEHEHHIO.

1.7. Ha6op npemHa3HadeH s oOcnenoBaHHs Bcex Trpynn HaceneHHs 0e3 rpajauuu no
AemorpagpHuecKoMy HIIH NOMYNALHOHHOMY NPH3HAKY.

2, XAPAKTEPHUCTHUKA HABOPA

2.1. Ilpunuun geficreus

Habop «Koutponrn MagnoLIA Tupeornobynun» mnpeacraBnser coboli KOMIUIEKT M3 [ABYX
KOHTPOJIBLHBIX CBIBOPOTOK, COZAEPXAllHX H3BECTHHIE KONHYeCTBa THpeornoOy/aHMHa uyejloBeka B NpPOCTOi
Marpuue (TOCT P 53133.3-2008) u arrecTOBaHHRIX 110 BHYTPEHHEH METOAMKE MPEANPHATHA OTHOCHTEILHO
pedepencHoro Matepnana «Human thyroglobulin (Tg) (mass concentration)» npoussoactsa IRC, kon BCR
457.

Ilpn BemosnHeHHH TecToB «MagnoLIA Tupeorno6yauH» Ha GOpTy aBTOMaTH4eCKOro aHaaM3aTopa
«MagnoLIA» HeoOXoaMMO NOATBEPXKAATh BATHAHOCTH INOJNy4YaeMbIX H3MepeHHil. KonmdectBenHoe
n3mepeHHe KoHueHTpauuu TI' B koHTponsx Habopa «KonTponmu MagnoLIA tupeornoGynuH» mo3soiser
OLCHUBATh MPAaBHJIBHOCTb M BOCMPOH3BOAMMOCTb pe3y/bTaTOB KOJMYECTBEHHBIX J1aGOpaTOpHBIX
HCCIEN0BaHMH 3TOro aHaNMTa B 00pasliax CEIBOPOTKH M IIa3Mbl KPOBH NaIlHEHTOB.

[Ipu obpaimennn ¢ KOHTPOJNAMH KakK ¢ HCCIEAyeMbIMH oOpa3uiaMH MOMY4EHHbIE B aHAIHTHYCCKOM
CECCHH pe3y/bTaThl CPaBHHBAIOTCH C JOMYCTHMBLIMH JHana3oHaMH ONpEAC/ICHHs 3HaYCHHH KOHUEHTpalui
TT, yxaszaHHBIMH B nacnopte K Habopy M 3aKOAHPOBaHHBIMH LITPHX-KOAOM Ha KopoOke Habopa peareHTOB.
Ecnu pesynbrar aHanmu3a xoTa Obl OfHOro KOHTposis u3 HaGopa «KonTponmu MagnoLIA Tupeornobynusx»
BBIXOOUT 3a MNpelenbl YCTAHOBJIEHHOrO JHuamna3oHa, Habop OCHOBHBIX peareHTOoB «MagnoLIA
THpeOrnoGyauH» Ko/DKeH GRITh 3aHOBO OTKATMGPOBaH ¢ HCNONb30BaHHeM Habopa «Kann6paropsl MagnoLIA
THPEOrJIO0Y/IMHY. 3aTeM clieyeT MOBTOPUTH AHAIHM3, HCIIONB3YA HOBBIE ATHKBOTHI HCCIEAYEMBIX 06pa3LOB.

Bapuanuus pe3ysnTaToB, NOJydEHHBIX NPH HcClefoBaHuM KoHueHTpauuu TIT B KoHTponsx Habopa
«Kontpormt MagnoLIA  THpeornobynuH» MeTOZOM XEMHIIOMHHECUEHTHOrO HMMYHOaHalIM3a Ha
napaMarHMTHbIX MMKPOYaCTHIaX C HCMOJIb30BaHHEM aBTOMaTHYeCKOro aHanu3aropa «MagnoLIA», nono6xa
pe3yabTaraM, NOJy4aeMbIM NPH HCCICAOBAHUAX ITHMH METOJAMH 4YeENOBEYEeCKOH CHIBOPOTKH M ILTA3MbI
KPOBH 4YeJIOBEKa.

2.2, CocraB H KOMILIEKTALMS

B cocras Habopa «KonTponn MagnoLIA THpeornoGyaHH» BXOAAT ClEAYIOUIHE KOMIIOHEHTHI:

- KOHTpOJIbHAs CHIBOpPoTka Nel Ha OCHOBE BOJHO-COJIEBOTO pacTBOpa ¢ 6eNKOBLIM CTabHIH3aTOPOM H
KOHCEPBAHTOM, COZepXalllas H3BECTHOEe KonudecTBO TI yenoBeka (RONMYCTHMBIA AHanasoH onpelencHus
3Ha4YeHHA yKa3aH B Macnopre H 3aKOJHPOBAH INTPHX-KOAOM Ha KopoOke HaGopa pearenToB). XXuakocTs, 1
M1, 1, 5 wm 10 ¢pnakonos?, mapkuposana «KoHTpons 1»;

- KOHTPOJIbHas CHIBOPOTKA Ne2 Ha OCHOBE BOJHO-COJIEBOTO pacTBOpa ¢ 6eNnkoBbIM CTaOHIH3ATOPOM H
KOHCEpPBAHTOM, COZiepXalnas H3BECTHOE KoyiHyecTBO TI 4enoBeka (RONMYCTHMBIA AMaNa3’oH ONpeAcICHHUA

2 MafanuTHiie naaMenk dinakoua (JIBY: 16.25MM x 36,0 MM; kpuimku (JIB): 16,2MMx12,5MM
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3HayeHVs yKas3aH B MacrnopTte W 3aKOAMPOBaH LUTPUX-KOLOM Ha KOpPOOKe Habopa peareHTOB). XXungkoctb, 1
m, 1, 5 vnun 10 hnakoHoB”, MapkunposaHa «KOHTPOb 2».

Kaxablii dnakoH, cogepxawmii KoHtpons 1 1 KoHTponb 2, paccumTaH Ha 20 onpegeneHwin npu
MOCTaHOBKE B MOHOM/IMKATaX.

Tabnmua 1
BapuaHT Ha3BaHMe KOMMOHeHTa
NCNONHEHUS, BHeLHW B KOMMNOHEHTa KoHTpor 1 KOHTPOMb 2
KaT. Ne
1290201 Mpo3payHas nam MyTHas XULKoCTb OT 1w, 1w,
GecLBeTHOro 10 XenToro LBeta
1290205 Mpo3payHas nam myTHasa XULKocTb OT 5 T 5 W,
GecLBETHOrO 10 XKeNToro LiBeTa
1290210 Mpo3payHas i MyTHas XXUAKOCTb OT 10 W, 10 T,

6eCLiBETHOTO [0 XXENTOro LiBeTa

B komnnekT noctaskn Habopa «KoHTponnm MagnoLIA TvpeornobynmH» BXoAAT: Habop peareHTos,
WNHCTPYKLMA NO NPUMEHEHNIO, NacnopT.

3. MEPbI MPEQOCTOPOXHOCTW

3.1.  TloTeHUMabHbIN PUCK NPUMEHEHMsI Habopa - Knacc 2a (cornacHo Mpukasy MuHMCTepcTBa
3qpaBooxpaHeHns P® NodH ot 06.06.2012 r.).

3.2. BCe KOMMOHEHTbI HAbopa B NCMO/Mb3YyeMbIX KOHLEHTPALUAX ABNAIOTCA HETOKCUYHBIMU.

3.3. B0 BCcex KOMMNOHeHTax Habopa OTCYTCTBYKT aHTMTena K BMY 1,2, Bupycy renatuta C u
HBsAQ.

3.4. Tlpwu pabote ¢ Habopom cnefyet cobntogats Tpe6osaHmsa MOCT P 52905-2007 n CanllunH
3.3686-21.

3.5.  [onyckatb K paboTe ¢ HabOPOM TO/BKO CrieLmanbHO 06yUeHHbIN NepcoHan.

3.6. lepea Hayanom paboTbl 03HAKOMUTLCA C WMHCTPYKUMENW U MPUMEHSATb Habop CTPOro no
HasHaYeHw1o.

3.7.  Tpun paboTe c HabopoM crefyeT MCMNO/Mb30BaTb CreLoexay (MeaMLUHCKUA XanaT wim
KOMOWHE30H, Lanovky) u cpeactsa WUHAMBUAYaANbHOW 3almTbl (MacKy, 3alWUTHbIE OYKM, OAHOPa30Bble
PE3NHOBbIE U M/1IACTMKOBbIE MEPYaTKW, paspeLleHHble K MPUMEHEHUNIO Ha TeppuTopumn P®).

3.8. BHuMmaHme! B cocTaB KOMMOHEHTOB Habopa BXOAUT COMAHas KUCNOoTa B KOHUeHTpaumm 0,05%
M KOHCePBAHT B KOHLeHTpaummn MeHee 0,05%, 4To ABNseTcA 6e3onacHbIM A/18 YeioBeka. Mpu ncnonb30BaHUM
MO Ha3Ha4YeHU0 N COBNOLEHNN Mep NPEeLOCTOPOXKHOCTU KOHTaKT C OPraHM3MOM YesloBeKa UCK/IKoYeH. Mpu
aBapUNHbIX CUTYaLMAX BO3MOXHO Pa3fpakeHne KOXXW 1 CIM3UCTON 060/104KWN a3 y YyBCTBUTENbHbLIX JULL.
MpY KOHTaKTe NPOMbITb MOPaXKEHHOE MECTO BOAOW 1 06paTUTLCA 38 MEAMLMHCKON MOMOLLbHO.

3.9.  Xumwnyeckasa nocyga v 060pyfoBaHvie, KOTOpbIe NCMO/b3YHTCA B paboTe ¢ HA60POM, JO/HKHBI
ObITb COOTBETCTBYHOLLMM 06Pa30M MapKMPOBaHbl U XPaHUTLCA OTAE/bHO.

3.10. [ns 06paboTkM nocyabl 1 060pyL0BaHNA PEKOMEHAYETCA UCMO/b30BaThb Ae3UHDULMPYIOLLE
CPefcTBa, M3roToB/IEHHbIE HA OCHOBE TPETUUHbIX aMWHOB, YETBEPTUYHbIX aMMOHMEBbLIX coeanHeHnin (YAC)
WA CMMPTOB M paspeLleHHble K NMPUMEHeHUIO Ha Tepputopumn P®. Vcnonb3oBaHve Ae3VHDULUPYIOLLNX
CpPeACTB Ha OCHOBE aKTMBHOIO KMC/opoAa W X/iopa BO3MOXHO /Wb Ha NpefcTepuin3aulyMoHHOM 3Tane, ¢
nocneayoLLein TEPMUYECKOI CTEpPUAM3aLIMEN.

3.11. 3anpewjaetcd npvemM MUKW, WUCMNONb30BaHNE KOCMETUYECKUX CPeACTB M  KypeHue B
MoMeLLeHNsX, NpefHa3HaYeHHbIX 415 paboTbl C HAbOpPOM.

3.12. Y6upaTb U Ae3vH(UUMPOBaTL pa3nTble 00pasubl MM KOMMOHEHTbl Habopa, WUCMonb3ys
[e3vH(OMUMpYoLLMe CpeacTBa B COOTBETCTBUM MY 287-1*13.
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/ 3.13. Ypanatb Heucnosnb30BaHHble peakTVBbl Habopa B COOTBETCTBUMM C TpeboBaHWUAMMU
[caHlnH 2.1.3684-21.
/ 3.14. Tlocne wcnonb3oBaHWA BCE KOMIMOHEHTbI Habopa, 06paslibl, KOHTPO/IbHbIE MaTepuasbl,

| pacxofHble mMaTepuasbl U Apyrue peareHTbl, KOTOPble KOHTaKTMPOBaM ¢ 06pasuamMn BO BpeMs 06paboTKu,

| XpaHeHVs nnu aHanusza (B TOM YuC/e: NepyaTky, HAaKOHEYHWKN W T.4.) AO/HKHbI COBUPaTbCA OTAENbHO U

| cTepwunn3oBaTbCA B aBTOK/aBe C MOCNEAYHOLIEN YyTUAM3aumein B COOTBETCTBUM C TpeboaHusamy CaHlMuH

| CaHlnH 2.1.3684-21. BMeCcTo aBTOKNaBMPOBaHWSA OTX0bl MOTYT ObITb CTEPUIN30BaHbI AE3NHPULMPYHOLLUM
/| cpepcTBOM, Moc/e yTUAN3NPOBaHbI B COOTBETCTBUM C TpeboBaHUaMM CaHlMMnH 2.1.3684-21.

/ 3.15. He ncnonb3oBatb Habop MO UCTEYEHMWN CPOKaA FOAHOCTW.
4. OBOPYOOBAHME W MATEPWAJNbI, HEOBEXOAWMBIE A/1A TMPOBEAEHN!
AHANN3A

- «AHa/IM3aTOP aBTOMATUYECKUA WMMYHOXUMMWUYECKUI XEMUTIOMUHECLEHTHbIR  «MagnoLIA» ¢
npuHagnexHoctamm no CHAB 421457.002 TY («MagnoLI1Ax»)» (npoussognTens OO0 «KomnaHus Ankop
Buo», Poccna, PY NeP3H 2019/9282);

- «Habop peareHTOB [AN1A  KO/IMYECTBEHHOIO  MMMYHOXEMWIFOMUHECLIEHTHOrO  OMpesesieHns
TupeornobynnHa «MagnoLIA TupeornobynuH», no TY 21.20.23-537-98539446-2020» (npou3BoauTesb
000 «KomnaHus Ankop buo», Poceus, kat. Ne 1290001,1290002);

- «Habop peareHTOB A5151 Kannbposkun «Kannbpatopsl MagnoLIA TupeornobynuHx», no TY 21.20.23-
538-98539446-2020» (npomssoautens OO0 «KomnaHusa Ankop Brox», Poceus, kat. Ne 1290101, 1290105).

-BogHo-coneBoli pacTBOp A/ MPOMbIBKM  peakUMOHHbIX KioBeT MagnoLIA «bygep W1»
(npoussoamTens OO0 «KomnaHua Ankop buox», Poccus, kat. Ne0000405);

- OTfenbHble Xanar, Lwanoyka, 06yBb U OAHOPa30Bble MepYaTKW, paspeLleHHble K NMPUMEHEHUIO Ha
Tepputopum P® (nnn cooteetctaytowme MOCT P 52239-2004).

5. MPOBEAOEHWE MPOUEAYPBI BAINOALNWN AHATTN3A

OnucaHHas B JaHHOW MHCTPYKLUMW MHhOPMaLUa COAePXUT 06LLMe CBEAEHUSA O MOPSLKE NPOBeAeHNS
npouesypbl Bambaumm aHanusa. [na nonyyeHUs [etasbHOM MH(oOpMaumMn nepef Hadanom paboTbl
03HaKOMbTeChb C PYKOBOACTBOM MO 3KcnnyaTaumm aHanmnsatopa «MagnoLIAx.

5.1. TlloarotoBKa peareHToB

5.1.1. BKnounTe aBTOMaTU4YecKMin aHanmzatop «MagnoLIA» cornacHo pyKoBOACTBY MO
aKcnayarauuun.

5.1.2. KOHTpO/X roTOBbI K UCMNO/b30BaHNIO.

5.1.3. ®nakoHbl C KOHTPOMSIMU HEOOXOAMMO BbLLEPXATb NPV KOMHATHOM TemnepaTtype He mMeHee 30
MUHYT [0 Hayasia aHa/IMTUYECKOW CECCUMN.

5.1.4. TMepemewatb COAepKMMOe (h1akoHOB, M3berast neHoobpa3oBaHUs. OTKPbITb (PIaKOHbI W
MONOXUTb KPbILLKW NepeBepHYTLIMU Ha CYXYHO NMOBEPXHOCTb.

5.1.5. Hab6opa «KoHTponm MagnoLIA TMpeornobynmH» pa3mMecTuTb B LUTATUBAX, NPeAHa3HAUYEHHbIX
415 KannbpaTopoB U KOHTPOJE.

5.1.6. Tllepep 3arpy3Koil peareHTOB, HEOOXOAMMbIX [AN51 MPOBEAEHUS aHann3a, B COOTBETCTBYHOLLME
610KN aHa/m3aTopa MPOBEPUTL BCE PAaCTBOPbI HA OTCYTCTBME MY3bIPbKOB BO3AyXa. Y AaIUTb Ny3blpbKU [0
NpoBefeHNs aHan3a IErKMM MoKaunBaHUEM, He [ONyCKas NeHoobpa3oBaHus.

5.1.7. Mepep 3arpy3kon KapTpumka «MagnoLIA TrpeornobynmH» B 6/10K peareHToB Heo6Xo4UMo
npeaBapuTesibHO y6eanTbCA, UYTO MapamMarHWTHbIE MWMKPOYacTULbl HaxXOAATCs B pecycrneHAMpPOoBaHHOM
COCTOAHMWM, a cama CYCNneH3us TromMoreHHa. Ecnn  MukpoyacTuubl He pecycneHgupytotea, HE
ICMOJIb3YWUTE HABOP 1 o6paTuTech K MeCTHOMY MpeAcTaBUTENt0 Mmpoms3soauTens. [ns nonyueHus
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/60nee NoAPOOHON WMH(OpMaUMM 06paTUTECh K WHCTPYKUMM N0 npuMeHeHnto Habopa «MagnoLIA
| TMPEOrno6ynH».

/ 5.1.8. 3arpy3WTe nMOAroTOB/IEHHbIE peareHTbl W NPUHALNEXHOCTM Ha 6opT aHamMsaropa
| «MagnoLIAx» corfacHo pyKOBOACTBY MO 3KCMnJyataumu.
/ 5.1.9. 3arpysuTte AaHHble O peareHTax B MamMATb aBTOMATU4YeCcKOro aHanmsatopa «MagnoLIlA»

COr/1IaCHO PYKOBOZCTBY MO 3KCMyaTaLuu.

5.2.  KoHTponb KayecTBa aHanmsa

AHanusatop «MagnoLIA» MOXEeT OCYyLLeCTBNATL Npouesypy BanvpauMnm aHanmsa B OTAENbHO
BbLLE/IEHHOWN ceccun UM OAHOBPEMEHHO C 06pasLaMn B pamMmKax OHON aHaIMTUYECKOW ceccun. KOHTPONb
KayecTBa aHa/13a BbIMOHAETCA NPeX e N100bIX Ha3HAYeHHbIX TECTOB He3aB1CKMMO OT MOMEHTA pa3MeLLeHns
Habopa KOHTposei Ha 6opTy.

BHNUMAHWE!

KoMnoHeHTbl Habopa «KoHTponn MagnoLIA TupeornobynMH» He JO/MKHbI HAX0AMTbCA Ha 60pTy
npuéopa 6onee 5 Yacos, CyMMapHO B ABafuaTh CeccusiX, HeOOXOAMMO YYMTbIBaTb 3TO MPU BbINOSHEHUN
npoueaypbl BanvMgauuy OAHOBPEMEHHO C o06pas3uamMmyM B pamkKax OfAHOW aHa/IMTUYECKOA Ceccuu.
PekoMeHyeTCA BbIrpY>KaTb LUTATUBbI C KOHTPO/IAMU MO UCTEYEHUN MUHUM&a/IbHOTO BPEMEHW C MOMEHTa
3aBepLUeHNs pacKarnblBaHWs COAEPXKUMOTo BCeX (/IakOHOB KaimbpaTopoB 1 KOHTPOSIEN.

Ons  npefoTBpalleHns WUCnapeHns >KUAKOCTW cpasy Moc/fe WCNoib30BaHWA  (ofiakoHbI
HEe06X0AMMO 3aKpblTb KpblWKamMu B COOTBETCTBUM C WX MApKUMPOBKOL, MOMECTUTb B YNaKOBKY
npeanpuATUA-U3rOTOBATENA B BepTUKANIbHOM MONOXKEHUM W 06ecneynTb XpaHeHue npu
TemnepaType oT +2 g0 + 8 B XONOAW/bHbBIX Kamepax Unm B XONOAWMbHUKax" obecneymsatoLmx
pernaMeHTUPOBaHHbLIN TemnepaTypHbIA PEXKUM.

5.2.1. Ons pob6aBneHusi fdaHHbIX O HOBOM cepun (note) Habopa «KoHTponm MagnoLIA
TUpeornobynuHx» nepeingute B meHto KOHTPOJIA.

Haxmute kHonky JOBABUTb - HOBbI KOHTPO/Ib.

B OTKpbIBLUEMCSA OKHe 3aro/IHUTE MyCTble rpadbl BPYUYHYIO AaHHbIMU, COLepXaLlyMUCs B nacropre,
NGO NyTEM CYUTbIBAHWS ABYMEPHOrO LUTPUX-KOAA CO BTOPUYHOI YNakKoBKMN (KOPOBKK) n3genms.

[ns coxpaHeHVs faHHbIX O Habope, OAHOKPATHO LUENKHUTE fIEBOM KHOMKOW MbIWK MO 3HAYKY
MPNMEHWTb (B cnyyae He06X0AMMOCTU NPOLO/HKUTL paboTy B JaHHOM OKHe) unu 3Haduky FOTOBO (ans
COXPaHeHNs AaHHbIX U 3aKPbITUA OKHA).

5.2.2. [nda 3anycka B paboty HOBOIO KOHTPO/IA, nepeiignte B MeHto KOHTPOJIN.

B MeHI0 0TKpoeTcs Tabnuua, rae B CTPOKax CrieBa 0TOOpaXKatoTCs fOCTYMHble KOHTPOW, B CTON6LAX
CBepXy - Ha3BaHWs TecToB. KNMKHUTE OLHOKPATHO MO svelike, HaxXOA4ALLeACs Ha nepeceveHun Tpebyembix
CTPOKM (KOHTPO/b) K cToN6ua (TecT). B BbIOpaHHON f4elike NOSBUTCS 0603HAUEHME «X».

BHUMAHWE!

Habop «KoHTposnim MagnoLIA TupeornobynnH» MNPUMEHSETCA TOMbKO AN  MOATBEPXKAEHUA
MpaBW/IbHOCTU pe3ynbTaTtoB aHamsa «MagnoLIA TupeornobynunH». O6patute BHWMAaHWE Ha TO, 4TO
NAEHTU(MKALMNA aHaUTa B CTPOKE KOHTPO/b U B CTONOLE TECT fO/MKHBI coBnagate (TI-TI/ Tg-Tg).

KOHTpOsb, 0TO6paXKaeMblil B TabMLe CUHUM LIBETOM, MOXKET ObITb 3aryLLeH.

5.2.3. 3anyctuTte aHa/IMTUYECKYyH0 CecCuM0 aBToMaTuMyeckoro aHanmsatopa «MagnoLIA» cornacHo
PYKOBOACTBY MO 3KCnyartauum.

5.2.4. Tporpamma npubopa MO3BOJISIET aBTOMATUYECKM BbIMOMHWUTL BCe CTaguu aHanmsa 6e3
BMeLLaTeNbCTBa N0/b30BaTess.

5.3. PesynbTathl

M0 OKOHYaHWMM aHaNIMTUYECKON ceccumn nepeinamTte B MeHIO KOHTPOJIN. Haxmute KHOMKy B
APXVB KK. Haxmute kHonky PE3Y/IbTATHI.
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Jins BEBONA HA 3KpaH KOHTPOJBHOM KapThl B OTKPHIBIIEMCA OKHE NOC/IEAOBATE/ILHO BHOCPHTE THN
TECTA, THIT KOHTPOJA M CepHio (JI0T) KOHTponA. 3aTeM Haxkmure kHonky [TPOCMOTP.

6. TPAHCTIOPTHPOBAHUE U XPAHEHME

6.1. TparcnoprupoBanue HaGopoB CICAYCT NPOH3BOAMTE BCEMH BHAAMH KPHITOTO TPAHCIIOPTa IPH
Temmepatype ot + 2 a0 + 8 °C.

6.2. TpaHcnopTHpoBaHHE HINENHAH NpH TeMuepaType oT + 2 20 + 8 °C A0IKHO IPOH3BOAHTECS B
EMKOCTEX HAH DNPH NOMOINE XOMOMHABLHBIX YCTAHOBOK, O0CCTICHUHMBAIONMX pPeTNaMCHTHPOBAHHKIN
TCMIICPATYPHLIA PeXHM.

6.3. Jlomyckaercs TpancnopTHpoBanue HaGopoB npd Temneparype Ao + 25 °C ne 6onee 15 cyrok,
B TOM THCJie OpH Tenmieparype + 37 °C se Gonee | cyTok.

6.4. HaGophi, TpancnOpTHPORAHHKE C HAPYIICHHEM TEMIICPATYPHOTO PEXNMA, NPHMECHERHIO HE
noAnexar,

6.5. Cpok roasoctn HabopoB — 12 MecALEeB OT AATH NPOU3BOACTBEA.

6.6. Xpaneane HaGOpoB JOIDKHO MPOBOAMTLCA B YNAKOBKE NPEANPHATHA-HITOTOBHTENA NpH
Temneparype OT + 2 go + 8 °C B TeueHHe BCero Cpoka NOXHOCTH B XONMOAWILHBIX KaMepax HIH B
XONOMTBHHKAX, 00eCne HBAIOLINX PerlaMCHTHPOBAHHLIH TeMNEpaTypHLI peXaM.

6.7. Habophi ¢ HCTEKIINM CPOKOM IOXHOCTH NPHMCHCHHIO He MOAJIeXRAT.

6.8. Ilpu ApoOHOM RCNOME30BAHHM KOMNOHEHTH Hafopa XPAHATCA B YNakOBKC NPEANPHATHS-
HM3rOTOBHTENA B BEPTHKANLHOM MOJOXCHUH IIpH TeMIepatype oT + 2 10 + 8 °C B XONoqUIBHLX KaMepax HIIH
B XONOAWILHHKAX, 06ECIICUHBAIOWMX PerNaMeHTHPOBAHHAI TeNTIepaTypHEI peskHM, B Teuenne 1 mecana
€O AHA BCKPHITHA NEepBHYHOMN ynakoBkn. KOMNOREHTH He JOMKHE HaxoaaThex Ha Gopry mpuGopa Gonee 5
4acoB, CYMMApPHO B ABAALATH ceccHax. [Tocne ncnoms3oBanis GIakoHK HeOGXOANMO 3aKPAITH KPLIIIKAMH H

06ecne T PermaMeHTHPOBAHHEIE PEXHIM XpaHeHuH.

7. TAPAHTHHHBIE OBST3ATEJILCTBA
TapanTHifusit cpox rogrocTa Habopa 12 Mecaues oT AaTsl npoussoncrsa. HaGop nmpeanasnaden ms
OZHOKPATHOIO NPUMEHEHNA H HE MOICKUT PEMOHTY H 00CYXUBAHHIO,
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8. BE3OINMACHAA YTUNN3ALWNA

Mpu 1CMoNb30BaHMM Habopa 06pasytoTcsl OTXOAbl KnaccoB A M B, KOTopble YTWIM3UPYHOTCS

B cooTBeTCcTBMM ¢ CaHlNMunH 2.1.3684-21 n MY 287-113 (Tabnuua 2).

OTxogpl
BTopnyHada (rpynnosas
/ P (rpy ) Kopo6Kka 13 MOHOKapTOHa
ynakoBKa
JKcnnyaTaumoHHas VHCTPYKLMS NO NPUMEHEHMIO
[LOKYMeHTaums Macnopt

Bce KOMNOHEHTLI Habopa, KOHTPO/IbHbIE
MaTepuanbl, PacCXOf4Hble MaTepuasibl U peareHTbl,
KOTOpble KOHTaKTMpoBa/IM C 06pasL,amy BO BpeMs

006paboTKK, XpaHeHWs UK aHam3a

[pyrue KOMMOHeHTbI

[MepBUYHasa ynakoBka ®nakoHbl, CofepXKaBLUMe pacTBOPbI KOHTPO/EN
He ncnosb30BaHHbIe
KOMMOHEHTbI C UCTEKLLNM dnakoHbI, cofiepXKallme pacTBOPbl KOHTPONEN

CPOKOM rogHoCTH

9. NMH®OPMALWNA O MPON3BOAUVNTENE

Tabnuua 2
Knacc
0racHoCTK

OTxofbl
Knacca A

OTxofbl
Knacca b

Mo Bonpocam KayectBa MW «Habop peareHTOB 151 KOHTPONA KayecTBa aHaim3a «KoHTponu
MagnoLIA TupeornobynuH», no TY 21.20.23-539-98539446-2020» obpatuarscs B OO0 «KomnaHus Ankop

Bruo» no agpecy: 192148, r. CaHkT-IeTepbypr, XXenesHo4OPOXHbIA npocnekT, A. 40, nuT. A, Ten/gakc:

8(812) 677-8779, TenethoH «ropsyein MMHUmM»: 8-800-234-37-79.

10. CUMBO/bl, NCTMOJIb3YEMBbBIE HA STUKETKAX
MegauunHckoe nsgenve ans

CopepXnmoro focTaTouHo 414

fvD| o V
ANAarHOCTUKM in Vitro npoBeAeHNs N TeCTOB
REF Homep no katanory A OcTopoxkHo!
LOT Kog naptum (Homep cepun) 8 cnonb3oBatb Ao
I\M 3rotoButesnb i Mpefen Temnepatypbl
i
H I [laTa n3rotosfieHus Bronornyeckuii puck

O6paTUTECh K MHCTPYKLMM MO

LA NPYMEHEHUIO

MHCTpyKums paspaboTaHa B cooTBeTCTBMM ¢ TY 21.20.23-539-98539446-2020.
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MpOoLUNTO, NPOHYMEPOBAHO, CKMEM/IEHO NevaTbio

% ( )amcth

"eHep

OOQy HO»
NonbiHUEB
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