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«Kanubparops MagnoLIA Tecroctepo»

«YTBEPXIAIO»

Hbl# AMpEKTOp
Ankop buo»
siHues JI.I'.
2022 r.

HUHCTPYKLHA 110 ITPUMEHEHUIO
MeauuuHCKOro U3eJUa AJA JUATHOCTHKH in vitro

«Hab6op pearentos s kaan6posku «Kaanbpatopst MagnoLIA TectocTepon»,
no TY 21.20.23-594-98539446-2022»

1. HA3HAYEHHUE

1.1. «<Habop pearentoB ansa kanubpoeku «Kanubparopsl MagnoLIA Tectoctepou», no TY 21.20.23-
594-98539446-2022» (nanee «Kanubparopst MagnoLIA Tectoctepon») mpeaHa3HaueH ans kanuGpoBKH
(ycraHoBneHus pedepeHTHBIX 3HAYEHMit) aHaNM3a NpPH KONHUYECTBEHHOM OINpPEAENEHHH TECTOCTCPOHAa B
CHIBOPOTKE M TUIa3Me KpOBH (HaTpHeBas COJb remapHHa, JIMTHEBas COMb renapuHa, kanuesas conb JJ[TA
(K2DJITA, KiDTA))' yenoseka METONOM XEMUIIOMHHECUEHTHOrO WMMYHOAHANM3a Ha MAapaMarHUTHBIX
MHKpPO4aCTHLAX ¢ HCMOJIb30BAHHEM aBTOMAaTHYECKOro aHanu3aTopa «MagnoLIA».

Habop «Kanu6patopst MagnoLIA TectocTepon» npHMEHAETCA COBMECTHO € MEAHLIMHCKHUMH H3/IC/IHAMH
(nanee MH) «MagnoLIA Tectoctepon» u «Kontpoau MagnoLIA Tectoctepon».

1.2. Kanubposka npu ucnons3osanun MH «Kanubparopui MagnoLIA Tectoctepor» aomxHa
BBIMOIHATBECA AN Kaxnoro kaptpumka «MagnoLIA Tecroctepon» B cnepyrowux ciyqasx:

- NpM 3anycke cecCMM Ha aHanu3atope «MagnoLIA» ¢ ucnonb3zoBanuem kaptpuaka «MagnoLIA
Tecrocrepon», kanubpoBka KOTOPOro paHee He MPOBOANNACK;

- OMH pa3 B 7 AHeH ans kaxaoro kapTtpuaka «MagnoLIA Tectoctepon»;

- nNpy 3anmycke cecCMM Ha aHanusarope «MagnoLlIA» ¢ wucnons3oBaHueM KapTpumxa «MagnoLIA
TecTocTepon», kanHGpoBKa KOTOPOro MpocpoUeHa (0T MOMEHTa NocliefiHeH kanuGpoBku npowuno Gonee 7 aHei);

- €CIM PE3yNLTAT aHANN3a XOTA 6k oaHoro KonTpons u3 HaGopa «Koutponu MagnoLIA Tectoctepon»?
BBIXOJIMT 3a npejens! YCTAHOBIEHHOIO JHaNa3oHa.

19xBHBaNEHTHOCTL 0GPA3LOB CHBOPOTKM M TIa3Mbl KPOBH 4EOBEKA, COAepXallued aHTHKOAryNRHTHl (HaTPHEBas CO/b renapKHa,
nHTHEBAA CONb renapuHa, kanuesas cons IATA (K:DATA, Ks3ATA)), noareepxkaeHa Ha 25 ob6pasuax Kaxaoro Braa aHTHKoOaryasHTa
€ Pa3HbLIMH KOHUCHTPALHAMH TECTOCTEPOHA B aHANK3e NpU ucnons3osaHuu Habopa «MagnoLIA Tectoctepony.

IHabop «Koutponn MagnoLIA TecTocTepoH» npeaHasHaueH AIS MOATBEPXACHHA NPABWILHOCTH KOMHYCCTBECHHOTO aHanH3ia
TECTOCTEpOHa B CHIBOPOTKE H M1asMe KpoBy uenoeka «MagnoLIA Tectoctepon» ua aHanusatope «MagnoLIA».

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA
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1.3. ®yHKUMOoHanbLHoe HasHayeHne MIN «MagnoLIA TecToCcTepoH» NPy COBMECTHOM NMpuUMeHeHun ¢ MU
«Kanunbpatopbl MagnoLIA TectocTepoH» wu/mnn «KoHTponu MagnoLlA TecToCTepoH» — KOMNYECTBEHHOE
ornpefesieHne TeCTOCTEPOHA B CbIBOPOTKE M NjiasMe KPOBY YesI0BEKA NPY OLeHKe (YHKLNOHANIbHOrO COCTOAHMSA
CEMEHHMKOB, [AMArHOCTUKE TUPCYTM3Ma Y XXEHWMWH W psiga OMyXxoneBblX 3ab0neBaHWii HaAMOYEYHMKOB,
AVYHUKOB N CEMEHHWNKOB.

1.4. O6nacTb NPUMEHeHNs Habopa - KAMHMYecKas nabopaTopHas AmarHOCTMKa.

1.5. Habop npefHasHayeH TOMbKO A/19 AMArHOCTMKW m Vitro, Ans NpoecCUOHaNbHOrO MPUMEHEHNA
MepcoHaioM, VMELWMM KBaIMPUKaALMIO ANS BbINOAHEHWS AMArHOCTUYECKMX WCCNefoBaHWMiA in vitro B
pe3ynbTaTe crneuuanbHOro obpasoBaHus W 06ydeHusi. VccnefoBaHWs MOTYT BbINOMHATb CREUUaINCTbl He
MOsIoXKe 18 NeT € BbICWMM M CPefHUM MeAULMHCKUM, 6UON0rMYecKUM UM UHbIM 06pasoBaHuem (Bpay K14,
ovonor, MeAULUHCKNIA TEXHONOT).

VccnegoBaHusi MpoBoAAT B K/AMHMKO-AMArHOCTUYECKUX nabopaTopusix, 06/1acTHbIX, FOPOACKMX WK
PanoHHbIX, FOCYAAPCTBEHHbIX MW YaCTHbIX 60MbHMLAX ¥ Apyrux JIMY.

1.6. Habop «Kannbpatopbl MagnoLIA TecTocTepoH» He MMeeT NPOTUBOMOKAa3aHW K MPUMEHEHNIO.

1.7. Habop npefHasHayeH [Ans o6cnefoBaHMs  BCeX TPYynn  HaceneHws 6e3  rpagaumm  no
femMorpayeckomy UM NonynaunoHHOMY MPU3Haky.

2. XAPAKTEPNCTUKA HABOPA

2.1. NpuHuMN feicTens

Habop «Kanubpatopbl MagnoLIA TecTocTepoH» nNpeAcTaBnseT COO0M KOMMNEKT U3  YeTblpex
KasmbpaTopos.

KannbpoBka HabopoB «MagnoLIA TecTocTepoH» OCYLECTBASETCA MNpWM  MCMofb3oBaHun MU
«KanunépaTtopbl MagnoLIA TecTocTepoH» Mo ABYM YCTaHOBOYHLIM W ABYM MOATBEPXAAOWMM TOUKaM W
OCHOBaHa Ha MeTOfe KOCBEHHbIX W3MepeHMin (BOCMPOM3BOAMMAs KOMMOHEHTaMW Habopa BennyMHa -
KOHLEHTpaL s TeCTOCTEPOHa, HI/M/, HEMOCPEACTBEHHO U3MepsemMas BEMYMHA - CUTHaN XEMUTIOMUHECLLEHLMN,
BblpaXXeHHbIN B RLU” 0THOCUTE/IbHbIX CBETOBbIX eAMHMLAX).

AHanun3 npoBoanTCA Ha aBTOMaTU4YeCKoM aHanmzaTope «MagnoLIA» (nponssogntens OO0 «KomnaHus
Ankop Buno», Poccusi) B COOTBETCTBMM C MHCTPYKUMEN K Habopy «MagnoLIA TecTtocTepoH». 3HaueHus
CUTHAN0B XeMWNIOMUHECLEHLMN B KlOBeTax, cogepxawmux Kanmbpatopbl 1 v 4, UCMOMb3YKOTCA B KayecTse
OMOpPHbIX (YCTAHOBOYHbIX) TOYeK. C MOMOLLbIO [aHHbIX TOYEK MPOUCXOAUT KOPPEKTUPOBKA KannMbpoBOYHOIO
rpamka, 3aKo4MpOBaHHOIO B MNaMATU npubopa. Mo OTKOPPEKTUPOBAHHOMY KalMbpOBOYHOMY rpaduky
onpefenseTca KOHLEHTpauus TecTOCTepoHa B ABYyX nogreepxpatowmx Kanunépatopax 2 u 3. COOTHOLIEHUE
KOHLeHTpauuu, onpeaeneHHo NpubopoM 1 yKasaHHON B nacrnopTe Habopa, CNYXXUT KpUTEPUEM ANS NPUHATUA
pe3ynbTaTa KanvbpoBKM NporpamMHbIM obecneyeHvem aHanm3atopa «MagnoLIA». Ha OcHOBe MPUHATOro
KanMbpoBOYHOro rpamka pacCUMTbIBaeTCA KOHLEHTpaums TecTOCTepOHa B aHaM3MpyeMbiX obpasyax W
KOHTPO/IbHbIX MaTepuanax.

2.2. CocTaB 1 KOMNneKTayusa Habopa

B coctaB Habopa «Kannbparopbl MagnoLIA TecTocTepoH» BXOAAT CnefytoLie KOMMNOHEHTI:

- KanmbposouHasa npoba Xsl Ha OCHOBe CbIBOPOTKM KPOBW, He COfepkalias TecToCcTepoH (TO4Hoe
3Ha4YeHne KOHLEHTpaLuy TeCTOCTepOHa YKas3aHo B NacrnopTe 1 3aKOAMPOBaHO LITPUX-KOLOM Ha KOpobke Habopa
peareHTOB). XXunakocTb, 1,0 ma, 1 mnn 5 hnakoHoB”, B 3aBUCUMOCTU OT BapuaHTa UCMONHeHUs (cMm. Tabnuuy 1)
MapKkupoBsaHa «Kanubépartop 1»;

"Relative light units.

TabapuTHble pasmepbl hnakoHa (AB): 16,25mMm x 36MM; Kpbiwky (4B): 16,2MMx 12,5MMm.
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- KafimbposoyHasa npoba Ne2 Ha OCHOBe CbIBOPOTKM KPOBW, COZepyKallias TECTOCTEPOH (TOYHOE 3HayeHue
KOHLeHTpaLmn TeCTOCTEPOHa B AnanasoHe n3MepeHns ot Opo 15 Hr/MA ykasaHo B nacrnopTe W 3aKOAMpOoBaHO
LUTPUX-KOAOM Ha KOpobke Habopa peareHToB). XXugkoctb, 0,5 mn, 1 wav 5 (pnakoHOB™ B 3aBUCMMOCTM OT
BapuaHTa ncnonHeHms (cm. Tabnuuy 1), mapkupoBaHa «Kannépatop 2»;

- KannbposoyHas npoba Ne3 Ha OCHOBE CbIBOPOTKM KPOBU, COAepXKallas TeCTOCTEPOH (TOYHOe 3HayYeHue
KOHLIEHTpauun TeCToCTepoHa B Anana3oHe nsmepeHus ot 0 o 15 Hr/mn ykasaHO B nacrnopTe U 3aKOAMPOBAHO
LUTPUX-KOAOM Ha Kopobke Habopa peareHToB). >Xugkoctb, 0,5 mn, 1 wim 5 duiakoHoB** B 3aBUCUMOCTU OT
BapuaHTa ncnonHeHms (cm. Tabnuuy 1), mapkupoBaHa «Kannbpartop 3»;

- KannbposoyHas npoba Ne4 Ha OCHOBE CbIBOPOTKM KPOBU, COAep>Kallias TeCTOCTEPOH (TOYHOe 3HaYeHune
KOHLIEHTpauumn TecTocTepoHa B AnanasoHe nsmepeHus ot Opo 15 Hr/mn ykasaHO B nacrnopTe U 3aKOAMPOBAHO
LUTPUX-KOAOM Ha Kopobke Habopa peareHToB). XXmpgkocTb, 1,0 ma, 1 mam 5 ¢nakoHOB™* B 3aBUCUMOCTU OT
BapuaHTa ucnonHeHusa (cm. Tabnuuy 1), mapkmpoBaHa «Kannépatop 4».

Kaxablii (hnakoH, codepxawmii KannoépaTtopbl 1u 4, paccuntaH Ha 10 onpefeneHuii npu nocTaHOBKe B
ayb6nvkatax. 3T KanmbpoBOYHbIe NPOObI NpeAHa3HayeHbl 415 BOCCTAHOB/IEHNS MacTep-KpMBOI Ha OCHOBaHUM
HOMWHA/I0B, MPUCBOEHHbIX AaHHOW cepun (N0TY) KanMbpPOBOYHbLIX NMPO6 Mpu X aTTecTaumm.

Kaxablli thnakoH, cofepxawuii Kanmbpatopbl 2 1 3, paccumtaH Ha 10 onpegeneHunin npyu noctaHOBKe B
MOHOMMKaTax. TN Kanmbpatopbl npefHasHayeHbl 4N Bangauny BOCCTaHOBNEHHON MacTep-KpyBOWA.

Tabnuua 1
BapuaHT Ha3BaHne KOMMNOHEHTa
NCMONHEHNs, BHEWHNA BUS KOMNOHEHTA Kann6patop 1 Kanu6patop 2 Kann6patop  Kanubpatop
KaT. No 3 4
lMpo3payHas unn MyTHasa
1030101 XMNAKOCTb OT 6ECLIBETHOIO lwr lwr 1wt lwr
[0 CBET/10-KOPNYHEBOTO (1,0 mn) (0,5 mn) (0,5 mn) (1,0 mn)
LBeTa
Mpo3payHas nnn MyTHas
1030105 XUWAKOCTb OT 6eCLBETHOIO 5wr 5wr 5wr 5uwr
[0 CBET/10-KOPUYHEBOTO (no 1,0 mn) (no 0,5 mn) (no 0,5 mn) (no 1,0 mn)
LBeTa

B komnnekT noctaBku Habopa «KannbpaTopbl MagnoLIA TecTocTepoH» BXOAAT: HAabop peareHToB,
WHCTPYKUMA NO NPUMEHEHUIO, NacnopT.

2.9. TexHNYecKne xapakTepucTukn

Kanubpartopbl, BXofdlve B CcOCTaB Habopa, aTTecToBaHbl Mpu nomowy Paboumx CcTaHZapToB
npegnpuatua (PCIM). Ans attectayumn PCIT NnpuMeHseTcs rpaBUMeTpPUYeCcKuii MeTO4 OnpeseNieHns KonnyecTsa
TECTOCTEPOHaA.

TOYHOe 3HaYeHne KOHLEeHTpauuy TeCTOCTEPOHA 3aKOAMPOBAHO B LUTPMX-KOAE Ha BTOPMYHON ynakoBKe
peareHTa.

KomnoHeHTbl Habopa «Kanubpatopbl MagnoLIA TecTOCTEPOH» He SBAAKTCS KOHTPOSbHLIMM
matepuanamu rnpaBubHOCTU Y He MOTYT MPUMEHATLCA AN OLEHKN NPaBuIbHOCTY (3HAYEHMSA aHaIMTUYECKOrO
CMeLLEeHNs) pe3ynbTaToB KNMHUYECKMX NabopaToOpHbIX UCCeA0BaHNIA.

AKOHTPOMbHbIV MaTepuan ¢ MpUnucaHHbIMKU (METPOSIOTUYECKM MPOC/EXEHHbIMM), aTTeCTOBaHHbIMU (MOMYYEHHbIMU B pe3ynbTaTe
CpaBHEHUS C 3TAIOHOM, KaIMbpaTopoMm), yCTaHOB/EHHbIMM (HA OCHOBE MeXXNabopaToPHOro KOHCEHCYCa C MpUMeHeHeM pediepeHTHbIX
METOAMK W3MEpPeHUs)) 3HAUYEHUSIMWU WCCeLyeMbIX KOMMOHEHTOB, MNpeAHa3HAYeHHbIA [AAs OLEHKU NPaBUIbHOCTW  (3HAYeHMs
aHaNUTNYECKOr0 CMELLLEHNS) Pe3ynbTaToB KIMHUUYECKMX N1aGopaTopHbLIX UCCNeA0BaHUii COOTBETCTBYHOLMX KOMMOHEHTOB.
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3. MEPbI MPEOCTOPOXHOCTMHU

3.1. MoTeHUNanbHbI PUCK MPUMEHEHUS Habopa — Knacc 2a (cornacHo [Mpukasy MwuHMCTepCcTBa
3paBooxpaHeHusi P® X°4H oT 06.06.2012 r.).

3.2. Bce KOMNOHEHTbI Habopa B NCMO/b3YeMbIX KOHLEHTPaLUAX ABAAOTCA HETOKCUYHLIMM,

3.3. Bo Bcex KoMMoHeHTax Habopa OTCYTCTBYIOT aHTUTena K BUY 1,2, sBupycy renatuta C n HB5AS.

3.4.Mpn pabote c Habopom cnegyeT cobnwogate TpebosaHus TOCT P 52905-2007 w
CanluH 3.3686-21.

3.5. fonyckaTb K paboTe ¢ HabOPOM TONbKO CneunanbHO 00yYeHHbIN NepcoHaln.

3.6. Mepep HavanoM paboTbl 03HAKOMUTLCA C UHCTPYKLUMEN U NPUMEHATL HA60P CTPOro Mo Ha3HAYeHWHO.

3.7. Npw paboTe ¢ HabopoM credyeT UCMOb30BaThb CreLnann3npoBaHHyo ogexay (MegUuUUHCKNIA xanaT
WA KOMOWHE30H, Lanoyky) W cpefcTBa UHAMBUAYAbHOW 3awWmTbl (Macky, 3aliMTHble OYKW, OAHOPa30Bble
pe3vHOBbIE WY MNACTUKOBbLIE MepPYaTKK, paspeLlleHHble K MPUMEHEHUIO Ha TeppuTopumn P®), T.K. NPOU3BOSHbIE
KpOBW, BXOAfLLMe B COCTaB Habopa, W McCnefyemble o6pasubl ABAAKOTCA MOTEHUWaNbHO MH(ULMPOBAHHBLIM
marepuanom, enocobHbIM ANUTENIbHOe BPeMS COXPaHATb W nepefasaTb BO36GyauTeneil pasfiMiHbIX BUPYCHbIX
NHEKLNIA.

3.8. BHmaHue! B cocTaB KOMMOHEHTOB Habopa BXOAUT KOHCepPBaHT B KOHLeHTpauum meHee 0,05%, yto
ABNnfeTca 6Ge3onacHblM AN 4yenoseka. [lpy  MCNONb30BaHWM MO HA3HAYEHUIO W COGMOLEHUN  Mep
NPeAoCTOPOXHOCTN KOHTAaKT C OpPraHM3MOM 4esloBeKa WCK/KYeH. [Mpy aBapuiiHbIX CUTyauusX BO3MOXHO
pasfpaXKeHne KOXu 1 CIN3UCTON 060/104KM a3y YyBCTBUTENbHbIX L. MpU KOHTaKTe MPOMbITb MOPaXXEHHOE
MeCTO BOAOW 1 06paTUTLCS 338 MELULMHCKONM MOMOLLbHO.

3.9. XmMmnyeckas nocyfa n 060pyoBaHMe, KOTOpble UCNONbL3YHOTCS B paboTe ¢ HAbOPOM, [O/MKHbI ObITb
COOTBETCTBYIOLMM 06pa3oM MapKMpoBaHbl U XPaHUTLCSA OTAENbHO.

3.10. [Ana obpaboTku nocydbl ¥ 060pyAOBaHUS PEKOMEHAYETCH WMCMOo/b30BaTh Ae3NHPUUMpPYIOLLne
CPeACTBa, M3rOTOB/IEHHbIE HA OCHOBE TPETUYHbIX aMUHOB, YeTBEPTUYHBIX aMMOHMEBBLIX coefuHeHul (YAC) nm
CMUPTOB W pa3peLleHHble K MPUMEHEHUIO Ha TeppuTopumn PP, crnonb3oBaHue Ae3VHDULMPYIOLWMX CPEACTB Ha
OCHOBE aKTMBHOIO KMCNOPOZa M Xnopa BO3MOXHO Wb Ha MPeCTEPUNN3aLMOHHOM 3Tane ¢ MocieaytoLein
TEPMUYECKOW CTepunnsaLnei.

3.11. 3anpeuiaeTca Npuem MuLLM, UCMOMb30BaHNe KOCMETUYECKUX CPEACTB U KypeHue B NOMELLEeHNsX,
npefHasHayeHHbIX 418 paboTbl ¢ HAGOPOM.

3.12. Y6upaTb W [e3vnH(puUUMpoBaTb pa3nTble 00pasubl WM KOMMOHEHTbI Habopa, WCNoNb3ys
JAe3nHuunpyoLLmMe cpeacTsa B cooTeeTcTBMmM MY 287-113.

3.13. Ypanatb Heucnonb3oBaHHble peakTMBbl Habopa B COOTBETCTBMM C TpeboBaHusMM CaHluH
2.1.3684- 21.

3.14. Tocne wucnonb3oBaHWA BCe KOMMOHEHTbI Habopa, 06pasybl, KOHTPOJSibHble MaTepuasbl,
pacxofHble MaTepuanbl U ApPYrue peareHTbl, KOTOpPble KOHTaKTUpPOBaiM C obpasuamm BO Bpems 06paboTKw,
XpaHeHWs WM aHanm3a (B TOM YuC/e: MepyaTKu, HAKOHEYHWKU W T.4.) LOSKHbI COBUPATbCA OTAENIbHO U
CTEpPUNN30BaTbCA B aBTOK/aBe C MOCNefyloLleli yTuamsaumeli B COOTBETCTBUMM C TpeboBaHusMu CaHlMuH
2.1.3684- 21. BMeCTO aBTOK/MaBMPOBaHMA OTXOAbl MOrYT ObITb CTEPUIN30BaHbI A€3UH(MLMPYIOLMM CPEACTBOM,
nocne yTuaM3npoBaHbl B COOTBETCTBMM € TpeboBaHMAMU CaHlMuH 2.1.3684-21.

3.15. He ucnonb3oBaTb Habop MO UCTEUEHUM CPOKA rOAHOCTMW.

4. OBOPYAOBAHUWE NN MATEPWAJIbl, HEOBEXOAVMMbBIE ANA MPOBEAEHNA
AHATN3A

- «/AHaNM3aToOp aBTOMATMYECKUA UMMYHOXUMWUYECKUA XEMWUTHOMUHECLEHTHbI «MagnoLIA» ¢
npuHagnexHoctamu no CHAB 421457.002 TY («MagnoLIA») (npoussogutens OO0 «KomnaHus Ankop bruoy,
Poccus, PY NeP3H 2019/9282);
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- «Habop peareHTOB A/19 KO/IMYECTBEHHOI0 UMMYHOXEMUTKOMUHECLLEHTHOMO ONpe/eneHns TeCToCTepoHa
«Ma8noblA TectocTepoH», no TY 21.20.23-593-098539446-2022» (npounssoamtesis OO0 «KomnaHus Ankop
Buo», Poccms, Kat. Ne 1030001,1030002);

- «Habop peareHToB A/ KOHTPONA KayectBa aHanun3a «KoHTponnm MagnoLIA TectocTtepoH», no TY
21.20.23-593-98539446-2022» (npounssogutens OO0 «KomnaHus Ankop buo», Poccus, kaT. Ne 1030201,
1030205,1030210);

-BogHo-coneBoin  pactBOp ANA  MPOMbIBKM  peakuMOHHbIX KoBeT MagnoLIA «Bygep Wl»
(npomnssogutens OO0 «KomnaHua Ankop Bno», Poccus, kaT. Ne0000405);

- OTgenbHble Xanat, Lanoyka, 06yBb W OLHOPA30Bble MepyaTku, paspelleHHble K MPUMEHEHUI0 Ha
Tepputopun P® (nnn cootBetcTBytowne FOCT P 52239-2004).

5. MPOBEAEHWE NPOLUEAYPbl KANTVEPOBKW

OnucaHHass B [aHHOW WHCTPYKLMW WH(OPMaLUa COAEPXKMUT NUlb 06luve CBefeHUs O nopsgke
npoBefeHNs npoLeaypbl KannMbpoBKK Ha aHanmn3atope «MagnoLIA». Ans nonyyeHus aetanbHoW UHGopMaLum
nepez Hayasiom paboTbl 03HAKOMbTECH C PYKOBOACTBOM MO 3KCnayarauumn aHanmsaropa «Ma8noblAx».

5.1. TToAr0oTOBKA peareHToB

5.1.1. BKNounMTb aBTOMaTMYeCKnii aHannsatop «MagnoLIA» cornacHo pyKoBOACTBY MO 3KCMyaTaLuu.

5.1.2. Kanubpartopbl roToBbl K UCMO/b30BaHUIO.

®nakoHbl ¢ KaimbpaTopaMmy HEOOXOAMMO BblepXKaTb NMPU KOMHATHOW TemnepaTtype He MeHee 30 MUHYT
[0 Havana aHaIMTUYEeCKOW ceccum.

5.1.3. Nepemewatb cogepXXnmoe GrakoHoB, n3berasa neHoobpasoBaHnsA. OTKPbITb PIAKOHbLI U MOSIOXKUTb
KPbILLIKWX MepeBepHYTLIMU Ha CyXYHO MOBEPXHOCTb.

5.1.4. Habop «Kanunbpatopbl MagnoLIA TecTocTepoH» pasmMecTUTb B LUTATUBAX, NpefHa3HaYeHHbIX 414
KannbpaTopoB M KOHTPOENA.

5.1.5. Mepep 3arpy3Koii peareHTOB, HEO6XOAMMbIX 418 NPOBEAEHMUS aHann3a, B COOTBETCTBYOLLME BNOKM
aHanmM3aTopa NpPoBepuTb BCE PaCcTBOPbLI HA OTCYTCTBUE NY3bIPbKOB BO34YXa. Y AannTb Ny3bipbKy A0 NPOBeAeHNUs
aHasnv3a nerkvM nokayvBaHuWeM, He JonycKas neHoobpa3oBaHus.

5.1.6. Mepen 3arpyskor kapTpuixa «MagnoLIA TectocTepoH» B O6/10K peareHTOB He0OX0AMMO
npeaBapuTencHo  y6eamMTbea, UTO MapamarHWTHble MWKPOYaCTULbl HAxXOo4ATCA B PecycrneHAMpOBaHHOM
COCTOSIHWUM, @ caMa CyCMeH3ns romMoreHHa. Ecnn MmKpouacTuupl He pecycnenavpytotcs, HE UCMOMb3YWTE
HABOP u ob6paTutecb K MeCTHOMY MNpeACTaBUTENO MNpou3BoauTens. [na nonyyeHus 6onee nofLpo6HON
NH(OPMaL KN 06paTUTECH K MHCTPYKLMM MO NpUMeHeHn0 Habopa «MagnoLIA TecTocTepoH».

5.1.7. 3arpy3uTb MOArOTOB/EHHbIE peareHTbl U MPUHAAIEXHOCTU Ha 6opT aHanusatopa «MagnoLIA»
COrnacHo pyKoBOACTBY MO 3KChayaTauuun.

5.1.8. 3arpysuTb faHHble 0 peareHTax B NamATb aBTOMATUYeCcKoro aHanmsaropa «MagnoLIA» cornacHo
PYKOBOACTBY M0 3KCMnyaTauuu.

5.2. Kannbposka

AHanuzatop «MagnoLIA» MOXeT OCYyLeCTBNATb KaiMbpOBKY B OTAENbHO BbIAENIEHHON ceccun nu
Of4HOBpPEMeHHO € obpaslamMy B paMKax Of4HOM aHa/IMTUYecKoi ceccun. Mpoueaypa KanmbpoBKM BbINOMHAETCS
npexzae Nto6bIX Ha3HaYeHHbIX TECTOB HE3aBMCUMO OT MOMeHTA pa3MeLleHns Habopa KanmbpaTopos Ha 6opTy.

BHVMAHUE!

KomnoHeHTbl Habopa «Kanubpatopbl MagnoLIA TecTocTepOoH He [O/MKHbI HaxoauTbca Ha 6opTy
npubopa 6onee 3 4acoB, CyMMapHO B [eCATU Ceccusix, Heo6XOLMMO YUWUTbIBaTb 3TO MNPU BbIMOSHEHUN
npouesypbl KanMbpoBKM 0LHOBPEMEHHO C 06pasL,aMmn B pamkax OfHOW aHaIMTUYECKOl ceccumn. PekomeHayeTcs
BbIrpY)XaTb LITAaTMBbl C KasmbpaTopamMy MO UCTEYEHUU MUHMMATIBHOTO BPEMEHW C MOMEHTa 3aBepLUeHMs
packanbIBaHWs CO4EPXMMOT0 BCeX (h1aKOHOB KanbpaToOpoB 1 KOHTPOSIEN.
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«Kannéparopsl MagnoLiA TectocTepoH»

Ona npefoTBpaLLeHns ucnapeHns >XMAKOCTU cpasy noc/e UCMnoib30BaHUA (prakoHbl He06X04UMO

| 3al0)blTh KpblWKaMW B COOTBETCTBMAM C WX MapKUMPOBKON, NOMECTWUTb B ynakos/" npegnpuaTwus-

M3roTOBUTENA B BEPTUKANLHOM MOMO>XKEHUN 1 06ecneynTb XpaHeHne npu TemnepaType oT +2 fo-"8"C

B XONOAWAbHbIX Kamepax WAM B  XONOAUNbHUKaX, 0b6ecneymBallMx pernaMeH TUPOBaAHHbI
TeMnepaTypHbIA peXxuMm.

5.2.1. Mpwn ycTaHOBKe Ha 60PT aHanu3aTopa, AN K40 HOBOW cepumn (noTa) Habopa «KanubpaTopsl
MagnoLIA TecTocTepoH» HEOOXOAMMO MPOBECTU NpoLeaypY perncTpaunmn KanmbpoBoyHOro Habopa.

[nsa atoro nepeigute B MmeHto KAJTMBPOBKA.

B HMXHel yacTn skpaHa HaxxmuTe KHonky PEFTMCTPAUMA HABOPOB.

B OTKpbIBLUEMCS OKHE 3anOo/IHNTE AaHHble NyTeM CHMTbIBAHUA ABYMEPHOrO LUTPUX-KOAA CO BTOPUYHOW
ynakoBKK (KOpo6Ku) nsgenus, nmoo BBeanTe LMUGPbI LTPUX-KOLA BPYUHYHO.

[na coxpaHeHus [aHHbIX 0 Habope, HaxmuTe kHOonkKy MPUMEHWTL (B cnyyae Heo6xoamMMocTu
NPOLO/IXNTb PaboTy B LAHHOM OKHe) unm wonky FOTOBO (gna coxpaHeHWs JaHHbIX W 3aKPbITUA OKHA).

Mpy HeoOXOAUMOCTN, BO3MOXHO BHECEHME [aHHbIX O HeCKONbKMX cepuax (iotax) Habopa
«Kanuépatopbl MagnoLIA TecToCTepoH».

5.2.2. 3arpysuTe wWTaTMB ¢ HabopoM KannbpaTopoB Ha GOPT aHanM3aTopa, CuMTaiTe LITPUX-KOAb! C
(hN1aKOHOB 3arpy>XeHHOro LWTaTuBa nyTeM Haxatus KHonkn CHATATD LUTPUX-KOAbIl nan ngeHtudrkaumer
(h1aKOHOB BPYUHY!O.

5.2.3. BHecuTe KanubpoBKY B CMWCOK 3ajay, KOTOpble [O/IXHblI ObiTb BbIMNONHEHbI B [JaHHOW
aHa/IMTUYECKOIA ceccuu.

[nsa atoro neperigute B meHto OBPA3LbI.

B neBoii yacTu akpaHa Bbl6epuTe KHonKy JOBABUTb KAJTMBEPOBKY.

B neBoM BepxHeM yry OTKPbIBLLErOCA OKHa 6YeT 0TOOpaXKeH CMUCOK TECTOB, /19 KOTOPbIX MOXeT BbITb
BbINO/IHEHA KannbpoBKa. BbibepunTe U3 NpesioXeHHOro cnmcka HeobXo4MMBbINA TecT.

B npaBom BepxHem yrny OyAyT nokasaHbl rOTOBble K 3amnyckKy cepuu (notbl) Habopa «Kanubpatopsl
MagnoLIA TecTtocTepoH». 3 npeacTaBNeHHOro CAMCKa BbiGepuTe HeOO6X0AMMYHO ceputo (N0T) (HECKONbKO
roToBbIX Cepwin (N0ToB) OyaeT oTobGpaXkaTbCA B JaHHOM CMUCKe, ecnM Ha 60pT npubopa OblN0 3arpy>XeHo
HECKO/IbKO cepuit (10TOB) KannbpoBOYHbLIX HAbOPOB A1 OAHOMO TECTa).

[ns pobaBneHus BbIGpPaHHON KanMOPOBKM K CNMUCKY 3agay HaxmuTte kHonky JOBABWTL (B cnyuae
Heo6XoAMMOCTU MPOAO/HKUTL paboTy B AaHHOM OKHe) uan KHonky FOTOBO (4ns COXpaHeHUs LaHHbIX W
3aKpbITUS OKHA).

5.2.4. 3anyctuTe aHaJIMTUYECKYH) CECCMK0 aBTOMATMYecKoro aHanmsatopa «MagnoLlA» cornacHo
PYKOBOACTBY MO 3KCNyaTauuu.

5.2.5. MNMporpamma nprubopa NO3BONAET aBTOMATUYECKW BbIMOMHUTL BCe CTafuMu aHanusa angd Habopa
«MagnoLIA TecTocTepoH» 6e3 BMellaTeNIbCTBa NOMb30BaTENS.

5.3. Pe3ynbTrarbl

Mo OKOHYaHUW aHaIMTUYECKON ceccun nepeignTe B MeHo KAJTMIBPOBKA.

B neBoli yacTn akpaHa BblbepnTe HEOOXOANMBIA TECT U3 NPEASIOXKEHHOTO CNUCKa.

3aTeM B BEPXHEN MpaBoOil YaCTU 3KpaHa BbloepmTe HEOOXOAMMYH CepuMto (N0T) KannmbpoBO4YHOro Habopa
[Na [aHHOTO TecTa.

Hwke 6yfeT oTo6paxkeHa HopMaLms 0 BbIGpaHHON KannbpoBske:

- Ne no nopAaaky;

- B&/IMAHOCTb BbIGPAHHOMN KaMbpoBKMY;

- laTa NpoBejeHnsa aHanunsa,

- 3HaYeHmMe aHaNIMTUYECKOro curHana ana Kanmbéparopa 1,

- 3HaYeHMe aHanMTnyeckoro curHana aia Kanvéparopa 4.
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«Kanuépatopbl MagnoLIA TecTocTepoH»

Ons nonyyeHns 6onee noapo6GHoi wHDopMauMnm O BbIGpPaHHOW KanMbGpPOBKE, HAXMWUTE KHOMKY
KANMBPOBO MHAA KPNBAA.

B oTKpbIBLUEMCSA OKHe 6yaeT 0ToOpaXkeHa pacLuvpeHHas UHpopMaLms 0 KannmbpoBske:

- c006LeHMe 06 yCNeWHOM 3aBepLUeHNN KaTMOPOBKY;

- laTa KaJIMbpoBKY;

- CPOK ro4HOCTU KanmbpoBKu;

- UH(opMaumua 0 KannmbpoBo4HOM Habope (TecT, cepusi (n0T), Homep Habopa (Ne), CPOK rofgHOCTU
Habopa);

- 3Ha4YeHVe aHaIMTMYecKoro curHana ana Kanmbparopa 1,

- 3HaYeHVe aHaIMTMYecKoro curHana ans Kanmbéparopa 4;

- 3HaYeHne KOHLUEeHTpauun ans Kannbpatopa 2;

- 3HaYeHne KoHueHTpauun ans Kannbpatopa 3.

- rpamK C HaHeCEHHbIMW KaMbpOBOYHbLIMU KPMBbIMU. CUHUM MYHKTUPOM 0603HaYaeTca pethepeHcHas
KanmbpoBOYHas KpuBas, 3aKOAMPOBaHHAs B MaMsATW Npubopa; 3eeHO CNAOWHOW NIMHUER —NOCTPOeHHas
KanmbpoBoYHasa KpuBasi, TOYKM Ha KOTOPOM COOTBETCTBYIOT KOHLEHTpauuu TecTocTepoHaB Kanmbpatope 2
n Kannépartope 3.

6. TPAHCINOPTUPOBAHWME N XPAHEHUE

6.1. TpaHcnopTupoBaHue HabopoB criefyeT NPOWU3BOAWUTL BCEMW BUAAMW KPLITOrO TpaHcnopTa npu
Temnepartype ot + 2 go + 8 °C.

6.2. TpaHcrnopTupoBaHWe W3genunii npu TemnepaTtype oT + 2 fo + 8 °C [0O/MKHO NPOW3BOAWUTHLCA B
eMKOCTAX WM NpuM  MOMOLM  XONOAW/bHbIX — YCTAaHOBOK, 06ecneymBatoLiMX —pernaMeHTUpPOBaHHbIl
TemMnepaTypHbI PEXUM.

6.3. JlonyckaeTcs TpaHCNoOpTUpoBaHUe Habopos npu TemnepaType Ao + 25 °C He 6onee 15 CyTOK, B TOM
yucne npu Temnepartype +37 °C He 60nee 1cyTok.

6.4. Habopbl, TpaHCMOPTMPOBaHHble C HapyLleHWEM TeMMepaTypHOro pexuma, MPUMEHEHUIO He
nogsexar.

6.5. CpoK rogHocTV Habopos - 12 mecALEeB OT AaTbl MPOU3BOACTBA.

6.6. XpaHeHne HabopoB [O/HKHO MPOBOAMTBLCA B  YMaKOBKE MNPefnpuAaTUA-U3rOTOBUTENA  NpU
TemnepaType oT + 2 10 + 8 °C B TeyeHMe BCEro Cpoka rofAHOCTN B XONI0AN/TbHBIX Kamepax v B X0N0AUNbHUKEX,
o6ecneynBaloLLMX pernaMmeHTUPOBaHHbINA TEMMEPATYPHbIA PEXMM.

6.7. Habopbl C NCTEKLUMM CPOKOM FOAHOCTM MPUMEHEHUIO He MOA/exar.

6.8. Mpn ApO6HOM UCMONb30BAHUN KOMIMOHEHTbI Habopa XpaHATCA B YNakoBKe MNpeanpuaTus-
N3roTOBUTENS B BEPTMKaIbHOM MOMOXEHUN Npu Temnepartype oT + 2 o + 8 °C B X0NoAWNbHbLIX KaMepax uin B
X0N04UNIbHMKAX, 06ecnevnBaroLnX pernamMeHTUPOBaHHbIN TeMnepaTypHbIV PeXxuM, B TeyeHe 1Mecsaua co fHA
BCKPbITUA MEePBUYHOM YNakoBKW. KOMMOHEHTbl He AO/MKHbI HaXoAUTbcA Ha 60pTy npubopa 6onee 3 4acos,
CYMMapHO B [lecAaTun ceccuax. MNocne ncnonb3oBaHns (iakoHbl HEOOXOAVMO HEMELIEHHO 3aKPbIThb KpbILLKamMu 1
o6ecneynTb pernameHTUPOBaHHbIV PEXUM XpaHeHNS.

7. TAPAHTUNHbLIE OBA3ATE/ICTBA
[apaHTWIAHbIA CPOK FOAHOCTM Habopa 12 MecsueB OT AaTbl Npou3BoAcTBa. Habop npegHasHayeH ans
O[JHOKPaTHOrO MPUMEHEHMS 1 He MOANEXUT PEMOHTY U 06CMY>KMBAHWIO.

8. BE3OMACHAA YTUNN3ALNA
Mpn wucnonb3oBaHMM Habopa 06pasyloTca OTXOA4bl KnaccoB A ¥ b, KoTopble YTUAU3MPYHOTCA
B cooTBeTcTBUM ¢ CaHlMuH 2.1.3684-21 n MY 287-113 (Tabnuua 2).
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Tabnuua 2
Knacc
OTxogabl
onacHocTu
BTopuyHas (rpynnosas
P (rpy ) Kopobka 13 MOHOKapTOHa
ynakoBKa OTxofabl
JKcnnyarauMoHHas WHCTpYyKLMA No NPpUMeEHeHUIo Knacca A
LOKyMeHTaLus Macnopt
Bce KOMNOHEHTLI Habopa, KOHTPO/IbHbIE MaTepuabl,
pacxofHble MaTepuabl 1 peareHTbl, KOTOpble
Jpyrve KOMNOHeHTHI
KOHTaKT1poBanu ¢ obpasuamu Bo BpeMs 06paboTKu, OTXOb!
XpaHeHus nnu aHanmsa Knacc'g 5
MepBrYHasA ynakoBka ®nakoHbI, CofepKaBLuve pacTBOPbI KannbpaTtopos
He ncnosb30BaHHbIe
KOMMOHEHTbI C UCTEKLLUM @ 1aKoHbI, CofepyKalline pacTBOpPbI KasmbpaTtopos

CPOKOM TOAHOCTY

9. "H®POPMALINA O NPON3IBOANTENE
Mo Bompocam kayectBa MW «Habop peareHToB [Ana Kanmbpoeku «Kanubpatopsl MagnoLIA

TecTocTepoH», Mo TY 21.20.23-594-98539446-2022» o6paltatbca B OO0 «KomnaHusa Ankop Bro» no agpecy:
192148, r. CaHKT-eTepbypr, >XenesHoAoOpPOXHbIA npocnekT, 4. 40, nut. A, Ten/dakc: 8(812) 677-8779,
TeneoH «ropsyein nMHUN»: 8-800-234-37-79.

10. CUMBO/JIbIl, NCMOJIb3YEMbBIE HA 3TUKETKAX

IVD
REF

LOT

Mi
a3
CU

Copep>xnmoro 4ocTaTtovyHo A

MeauLUMHCKOE U3aenue ans
V NpoBeeHA N TeCTOB

AMarHoCTUKM in vitro

Homep no KaTanory A OCTOPOXHO!

Kog naptuv (Homep cepun) Wcnonb3osathb [0

N3roToBUTENb X Mpeaen Temneparypsl

[lata n3roToBneHms Bronornyeckuii puck

O6patuTech K MHCTPYKLMM MO
MPUMEHEHNIO

VHCTpyKUus paspaboTaHa B coOTBeTCTBUM € TY 21.20.23-594-98539446-2022.
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MpownT9, NpoHYMepoBaHO, CKPEMJIEHO NevaTbio
Jnwncth
eHepanbHbIA AUPEKTOP
000 «KBrw w=Ankop bno»
Y)Ar. MonbiHUeB

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



