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«HaGop pearenToB A KOHTPOJIS Ka4eCTBA AHAJIH3A
«Konrposu MagnoLIA CA 19-9», no TY 21.20.23-654-98539446-2023»

1. HAZHAYEHHE

1.1. «<Habop peareHTOB AN KOHTpONA Kadectsa ananusza «Koutponn MagnoLIA CA 19-9»,
no TY 21.20.23-654-98539446-2023» (nance «Koutpoma MagnoLIA CA 19-9») npensasHauyeH s
NIOATBEPXKACHUA MPABRIBHOCTH GHAA3A NP KOJITYECTBEHHOM OTpeAeNeHuH pakonoro anTureHa CA 19-9 B
CHIBOPOTKE M IUIa3Me KPOoBH (JINTHEBas COb renapHHa, xannesas conb JJTA (K23[TA, K33JITA))! uenoseka
METOZOM XeMHIIOMMHECIIEHTHOTO HMMYHOAHATH3a Ha NTAPAMATHMTHBIX MUKPOYACTHIAX C HCIONL3OBAHAEM
aBTOMATH4eCKoro aHama3saropa «MagnoLIA».

Ha6op «Koutponu MagnoLIA CA 19-9» npaMeHAETCA COBMECTHO C MEJTRIMHCKMMHE H3ASHAMH (fanee
MH) «MagnoLIA CA 19-9» n «KanuGparops: MagnoLIA CA 19-9».

1.2. TloarsepxeHHe MpaBUALHOCTH aHANA3A NPH UCTIONb30BaHAH HaGopa «Koutponn MagnoLlA
CA 19-9» OMKHO BLINONHATECK B KOKAOH aHAMMTAYSCKOI ceccnn. [Ipr npoRomKuTensHOCTH ceccuu Gonee
CYTOK, ONpefiecH!e KORIEHTPAlHK KOHTPONEH A0MAHO GHITh MPOBEACHO MOBTOPHO N0 HCTEUEHHH 24 9acoB
oT Hauaia ceccud. [loATBepkAeHWe TNpPABHWILHOCTH aHANM3a BEIMOMHACTCA KAK  PYTHHHEIA
BHYTpHIaGOPaTOpHEI KOHTPO/L KAYeCTBa, A, €CJIH Pe3yNbTaT aHamm3a XoTa Gkl 0/1HOTO KOHTpo/IA U3 Habopa
«Kontpomn MagnoLIA CA 19-9» BHIXOZHT 32 MpeAenkl YCTAHOBICHHOIrO AHANa3oHa, HaGOp OCHOBHEIX
pearenToB «MagnoLIA CA 19-9» pomxen 6uiTe 3aHOBO OTKAMGpOBaH C HCHONb3OBaHHEM HaGopa
«KannGparopst MagnoLIA CA 19-9».

1.3. ®yuxumonanbioe Haznauenue MU «MagnoLIA CA 19-9» npu copMecTHOM npuMenenns ¢ MH
«KannGpatopp: MagnoLIA CA 19-9» w/wm «Koutpons MagnoLIA CA 19-9» — xonudecTBeHHOC
ONpeACNcHHE KOHLEHTpAMK pakoBoro aHTHreHa CA 19-9 B CBIBOpOTKEe M IJIasMe KPOBH YeJOBEKAa NPH
MOHHTOpHHTE GONBHLIX ¢ PAKOM NOIKETYAOUHON XeNeasl, VI OUCHKH 3 ¢exTHBROCTH BHIGPAHHOro JeUeHA
¥ PaHHErO BRIABIICHHSA PEIIUAMBOB, IPH NOJO3PEHHH Ha PaK NICUCHN, JKEITIHOTO My3bIP WIH KEeTYHLIX yTCH,
*eMy/IKa, TOJICTOrO KKIICYHHUKA (B KOMILIEKCE C APYTHMH OHKOMapKepaMu).

1.4. OGnacTs npAaMeHeHus Habopa — XMTHUYecKas TabopaTopHas AHATHOCTHKA.

IIKBUBANEHTHOCTh OGPESLOB CHBOPOTKH H TUIASMK KPOBH UE/NOBEKa, Coepaallell AHTMKOAIYNAHTH (INTHEBAA COMb TENapuHa,
Kkanuepan cons IATA (K3ATA, K3DITA)), moateepxkaeHa Ha 25 ofpasuax kaxkaoro BHIa aHTHKOAryNAHTa ¢ PasHBIMH
KOHUEeHTpatMaMn CA 19-9 B aHanwse npH UCnonb3osanki HaGopa «MagnoLIA CA 19-9».
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1.5. Habop npeaHasHaueH TONBKO AN AUATHOCTUKH in vitro, g mpodecCHOHANBHOrO NPHMEHEHUS
NEPCOHANIOM, HMMEIOIMM KBATHQMKAOMIO A BHIIONHCHHS AMArHOCTUYECKUX MCCNENOBaHMH in vifro B
pesyibTaTe cnenMarbHOre oOpasoBaHus M o0ydeHHA. HMccnenoBaHus MOTYT BRINOAHATH CHEUMANHUCTH He
Mojioxe 18 JieT ¢ BRICIIAM A CPEAHAM MCARIMHCKUM, GHONOTHYECKHM MM HHBIM obpalosanneM (Bpay KJII,
O6uosor, METHUMHCKHHE TEXHONOT).

Hccnenoranns MpoBOAAT B KIMHHKO-AMATHOCTHYECKHUX Jlaboparopuax, 0ONaCTHEIX, FOPOACKHX WITH
PatoOHHLIX, FOCYJapCTBEHHBIX WM JacTHBIX OonbHuLax u apyrux JITY.

1.6. Ha6op «Konrponn MagnoLIA CA 19-9» He HMeeT NPOTHBONIOKA3AHKH K NPHMEHCHHIO.

1.7. Ha6op «Kontporm MagnoLIA CA 19-9» npeanasHaueH ans oOCAEAOBAHMA BCEX pymn
Hacenenus Ge3 rpanaiun no AemorpadguueckoMy MM NOMY/IAEHOHHOMY IPH3HAKY.

2. XAPAKTEPHCTHKA HABOPA

2.1, Npunoun geficTeRs

Ha6op «Koutpomu MagnoLIA CA 19-9» npeacrabnser coboif KOMIUIEXT H3 ABYX KOHTPONBHBIX
CHBOPOTOK, COAEpKAIMX W3BecTHEIE KonmdectBa CA 19-9 B mpocrodi Marpuue (FOCT P 53133.3-2008) u
aTTeCTOBAaHHEIX 110 BHYTPCHHEH METOIMKE llpemlpmrrml2 npy HCNOas30BaHMH Paboumx cranmapros
npexnpuatua (PCII).

[pu Bumonuenwm tecroB «MagnoLIA CA 19-9» ma GopTy aBTOMATHYCCKOTO aHANM3aTOpa
«MagnoLIA» HeoGX0aUMO NOATBEPXKAATH BATHAHOCTE NOMyIaeMbIX H3MEpeHHH. KonuuecTBeRHOE H3MEpCHHS
wormenTpauny CA 19-9 B xontponsx HaGopa «Kontporm MagnoLIA CA 19-9» nossosseT oLeHMBATh
NpPABWABHOCTh H BOCHPOM3BOAWMOCTH PE3YNBTATOB KONHYECTBEHHBIX NAGOPATOPHEIX HCC/ICAOBAHMHA ITOrO
aHauTa B 06pasnax ChIBOPOTKH H IIA3MEI KPOBH NNAIHEHTOB.

Ipu ofpalieHHH ¢ KOHTPOIAMH KaK C BCCeAyeMBIMH oOpasiiaMH, NONMyueHHbC B aHANMHTHYECKOH
CCCCHM PE3YNETATL! CPABHHBAIOTCA C IOMYCTHMBIMY AMANA30HAMH OTIPELIEICHNA 3HaueHu KoHueHTpauun CA
19-9, yxasaBHEIME B IACHOpPTE K HAGOPY H 3aKOAMPOBAHHBIMH IITPHX-KOJOM Ha kopobxe Habopa pearenToB.
Ecin pesyneTaT aHaH3a XoTd 681 0HOro KoHTpons u3 Habopa «Kontpom MagnoLIA CA 19-9» ssixoamrt 3a
Tpeaenihl YCTAHOBJICHHOTO AHANa3oHa, Habop OCHOBHBIX pearcHToB «MagnoLIA CA 19-9» momkeH 6uiTh
3aHOBO OTKAIMOpoBaH ¢ HCronb3oBaHHeM HaGopa «Kammbpatopst MagnoLIA CA 19-9». 3arem cnemyer
NIOBTOPHTH AHANN3, HCTIOJIb3Y# HOBHIC AMHKBOTHI UCCIEMYEMEIX 06pa3ios.

Bapuaugs pe3yNLTaToB, TONYYeHHRIX IPH uccneaoBaHHH KoHuenTpaunu CA 19-9 B xouTponsx HaGopa
«Koutpomu MagnoLIA CA 19-9» MeTOAOM XEMHIIOMMHECHECHTHOrO MMMYHOAHANTH3a Ha NApaMarHWTHHIX
MHKPOYACTALIAX ¢ MCMONb30BAHHEM ABTOMATHYECKOro aHamu3atopa «MagnoLIA», moaobua pesynsratam,
TONyYaeMBbIM TIPH HCCNIEAOBAHHAX THMH METONaMH CBIBOPOTKH H INIa3Mbl KPOBH JE/IOBEKA.

2.2, Coctas uabopa

B cocta Habopa BXOAST CNEAYIOMHE KOMIOHEHThI:

- KOHTpOJBHAN CHIBOPOTKA Ne | Ha OCHOBE BOJHO-CONEBOTO PacTBOpa ¢ OENKOBEIM CTabH/IH3ATOPOM H
KOHCEPBAHTOM, CoAepKamas H3recTHoe KomuaecTso CA 19-9 (nonycTHMBIH HANa3oH ONPEACHCHAR SHAYCHUA
KOHIICHTPAIIHH YKa3aH B NACNIOPTe H 3aKOAMPOBaH MTPHUX-KOJOM Ha xopobke HaGopa peareHToB). JKuAKOCTD,
0,5 M1, 1, S unu 10 dnaxonos®, Mapkuposana «KonTpons 1»;

- KOHTPOJIbHAA CHBOPOTKa Ne 2 Ha OCHOBE BOAHO-CONEBOTO PACTBOPA ¢ GEIKOBBIM CTA0MNH3ATOPOM H
KOHCEPBaHTOM, COAepxalas u3pecTHoe kommdecTso CA 19-9 (nomycTHMBIN AHanason ONpeAeIcHHA SHaYCHHA
KOHIIEHTPaIMH YKa3aH B NacNopTe U 3aK0{UPOBAH IITPHX-KOAOM Ha kopoOKe HaGopa peareHToB). JKHAKOCTS,
0,5 Mn, 1, 5 win 10 dnaxonos®, Mapxuposana «KoHTpons 2»;

- HHCTPYKIHS IO NPAMEHEHHIO;

2OcHoeana na FOCT 53133.3-2008, 53133.1-2008, F'OCT P HCO 5725-2-2002, F'OCT ISO 17511-2011.

3TaGapuTHbie pasMepsl pnakona (B): 16,25MM x 36,0 Mm; xpuimxk (IB): 16,2MM%12,5MM.
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- nacnopr.
Kaxablii dnakoH, cogepxawuii KoHTponb 1 u KoHTponb 2, paccumTaH Ha 20 onpeaeneHuii npu
MOCTaHOBKe B MOHOM/MKATaX.

Tabnuua 1
BapuaHT Ha3BaHue KOMMNOHeHTa
NCMOSTHEHNS, BHewWwHWn BNL KOMNOHEHTA KoHTponb 1 KOHTPOMb 2

Kar. No
1330201 Mpo3payHasa nav MyTHas XXUAKOCTb 1w, 1w,

OT 6ecLBeTHOr0 [0 XXeNnToro ueeTa
1330205 Mpo3payHas uaM MyTHas XXULKOCTb 5 Wt 5 W,

0T 6eCLBETHOrO A0 XeNToro useTa
1330210 Mpo3payHas unu MyTHas XWAKOCTb 10 wr. 10 wr.

oT 6ECU,BeTHOFO [0 XXentoro uBeta

3, MEPbI MPEAOCTOPOXHOCTWU

3.1. MoTeHuManbHbI PUCK NpUMeHeHUs Habopa - knacc 26 (cornacHo [Mpukasy MwuHUCTepcTBa
3apaBooxpaHeHuss P® NedH ot 06.06.2012 r.).

3.2. Bce KOMMOHEHTbl Habopa B UCMO/b3yeMbIX KOHLEHTPaLMAX ABNAOTCA HETOKCUYHBIMMA,

3.3. Mpun pabote ¢ Habopom cnegyeT cobnwopate TpeboBaHus TOCT P 52905-2007 w
CaHllunH 3.3686-21.

3.4. NonyckaTb K paboTe ¢ HA60POM TO/IbKO CneunasbHO 00yYeHHbI NepcoHart.

3.5. Mepen Hauyanom paboTbl 03HAKOMWUTLCH C WHCTPYKLMERA K NpuMeHATb Habop cTporo no
Ha3HaYeHWI0.

3.6. Mpun paboTe ¢ Habopom cneayeT UCNOMb30BaTb CreUnann3vpoBaHHyto ogexay (MeguuuHCKui
Xanat WM KOMOWHEe30H, Lanoyky) W CpeacTBa WHAMBWAYaNbHOW 3awuTbl (Macky, 3aljuTHbIE OYKW,
O[lHOpPa30Bble PE3NHOBbIE NN NNACTUKOBbLIE MepyYaTKX, paspeLlleHHble K NPUMEHEHNIO Ha TeppuTopumn P®).

3.7. BHumaHme! B cocTaB KOMNOHEHTOB Habopa BXOAAT COMSAHAsA KMCNoTa B KOHUeHTpauum 0,05 % u
KOHCepBaHT B KOHLUeHTpauun mMeHee 0,05 %, 4To siBnAeTca 6e3omacHbIM 414 vyenoseka. pu Mcnonb30BaHMK
M0 Ha3Ha4YeHW0 M COBNIOAEHUN Mep NPeLOCTOPOXKHOCTU KOHTAKT C OPraHn3MOM YesioBeKa UCKYeH. Mpu
aBapUHbIX CUTyaLMaX BO3MOXHO pasfpaKeHWe KOXMW N CAN3UCTON 060104KN rNa3 y 4yBCTBUTENbHbIX NNL,.
MpW KOHTaKTe NPOMbITb MOPaXeHHOe MeCTO BOAON M 06paTUTHCA 38 MELULUHCKOW NMOMOLLbIO.

3.8.  Xumunyeckas nocyga n 060pyaoBaHue, KOTOPbIe MCNOAb3YHOTCA B paboTe ¢ HAGOPOM, AOMKHbI
OblTb COOTBETCTBYHOL MM 06pa30M MapKMpPOBaHbl N XPaHUTLCA OTAENbHO.

3.9. [Anda o6paboTku nocyabl U 060pyA0BaHUA PEKOMEHAYeTCA MUCMO/b30BaTh Ae3nH(ULMpYoL e
CpeAcTBa, M3roTOB/IEHHbIE HA OCHOBE TPETUUYHbLIX aMUHOB, YeTBEPTUYHBIX aMMOHUEBbLIX coefuHeHuin (HAC)
W CMMPTOB M paspelleHHble K MPUMEHEHUIO Ha Tepputopun PP. cnonb3oBaHue [e3NHOULUPYOLLNX
CPefCTB Ha OCHOBE aKTMBHOIO KWC/IOPOAa M X/Iopa BO3MOXHO NULb Ha MPeACcTEPUIM3aLMOHHOM 3Tare, C
nocneayoLein TepMUYECKON CTepuansaLmen.

3.10. 3anpeliaetcsa npuMem nNuLK, NCMOMb30BAHNE KOCMETUYECKNX CPeACTB U KypeHue B MOMeLLLeHNAX,
npefHasHauyeHHbIX 415 paboTbl ¢ HAGopoM.

3.11. Yo6wupaTb M Ae3nH@UUMpoBaTb pasnuTble 06pasubl WANM KOMMOHEHTbl Habopa, WCMonb3ys
Ae3nHpuuMpytolne cpeacTea B cooTBeTcTBUN MY 287-113.

3.12. YpanaTb HeWCnonb3oBaHHble peakTUBbl Habopa B COOTBETCTBUM C TpeboBaHUAMMU
CanlNuH 2.1.3684-21.

3.13. Tlocne wcnosib30BaHWA BCe KOMMOHEHTbI Habopa, 06pasubl, KOHTPO/IbHble MaTepuanbl,
pacxofHble Matepuanbl U gpyrve peareHTbl, KOTOpble KOHTaKTUpOBanu C¢ obpasuamu BO Bpems 06paboTKM,
XpaHeHns unu aHanusa (B TOM 4ucCne: nepyaTky, HAKOHEYHUKU W T.4.) JO/DKHbI CO6MPATbCA OTAENbHO U
CTepMnn30BaTbCA B aBTOKNaBe C MOCNeAylOLWen yTunmsaumenn B COOTBETCTBUMM C TpeboBaHuaMuU CaHlMuH

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



‘"KoHTponu MagnoLIA CA 19-9»

2.1.3684-21. BmMecCcTO aBTOK/N1aBMPOBaHMUSA OTXOAbl MOFYT OblTb CTEpWIN30BaHbl [Le3VHOULUPYIOLWUM
CpeLCTBOM, NOCNe YTUAN3MPOBaHbI B COOTBETCTBUM C TpeboBaHusMy CaHlMunH 2.1.3684-21.
3.14. He ncnonb3oBaTb HabOp MO UCTEYEHUM CPOKA FOLHOCTH.

4. OBOPYAOBAHVME W MATEPUWAJNbI, HEOBXOAMWMbLIE AONA TMNPOBEAEHUNA
AHAJTN3A

- «/AHanM3aTop aBTOMAaTUYECKMIA WUMMYHOXUMUYECKUA XEMUIKOMUHECUEHTHbIA «MagnoLIA» c
npuHagnexHoctamm no CHAB 421457.002 TY («MagnoLIlA») (npoussogntens OO0 «KomnaHua Ankop
Bnox», Poccua, PY NeP3H 2019/9282);

- «Habop peareHTOB A/19 KONNMYECTBEHHOTO MMMYHOXEMUIIOMUHECLLEHTHOrO ONMpefeneHns pakoBoro
aHTureHa CA 19-9 «MagnoLIA CA 19-9», no TY 21.20.23-652-98539446-2023» (npoussogutens 00O
«KomnaHusa Ankop buo», Poccug, kat. Ne 1330001, 1330005);

- «Habop peareHTOB AnA Kannoposkn «Kanmbpatopbl MagnoLIA CA 19-9», no TY 21.20.23-653-
98539446-2023» (npounssogutens OO0 «KomnaHma Ankop buo», Poccua, kat. Ne 1330101, 1330105);

-BoaHO-coneBoii pacTBOp [ANA MNPOMbIBKM peakUMOHHbIX KioBeT MagnoLIA «bygep W1»
(npounsBoguTtens OO0 «Komnanus Ankop brno», Poccus, kat. Ne0000405);

- OThenbHble Xanat, wanoyka, 06yBb U O4HOPa30Bble NepyaTku, paspelleHHble K NMPUMEHEeHU0 Ha
Tepputopun P® (unmn cootsetcTeytowme FOCT P 52239-2004).

5. MPOBEAEHWVE MPOLUEAYPbI BAINOALUNN AHAJTTN3A

OnucaHHaa B faHHOW UHCTPYKLMN MH(OPMaLMNA COAEPXUT 06Line CBeAEeHNS 0 NOpsaKe NPoBeAeHNs
npoueaypbl Banufauun aHanusa. [Ans nonyyvyeHUs fJeTanbHOW WHPOpMaumm nepes Havyanom paboThbl
03HaKOMbTECb C PYKOBOACTBOM M0 3KCnayaTauum aHanmsatopa «MagnoLIA».

5.1. TlloaroTtoBKa peareHToOB

5.1.1. BKnoumnTe aBTOMaTMYeCKnin aHanmsaTop «MagnoLIA» cornacHo pyKoBOACTBY MO 3Kcnayatawuuu.

5.1.2. KOHTPOAU roToBbl K UCMOMb30BaHUIO.

®1akoHbl C KOHTPONSMU HEO6XO04MMO Bbl4epXKaTb NPY KOMHATHON Temnepatype He MeHee 30 MUHYT
[0 Hayasia aHaIMTUYeCKOn ceccuu.

5.1.3. MepemewaTb cogepxumoe ¢nakoHOB, mn3beras neHoobpasoBaHWs. OTKPbITb (PNaKOHbl U
MONOXWUTb KPbILWKW MepeBepHyTbIMU Ha CYyXYH NMOBEPXHOCTb.

5.1.4. Habop «KoHTponim MagnoLIA CA 19-9» pa3mecTuTb B LITaTMBax, NpefHasHayeHHbIX A4
KannbpaTtopoB U KOHTPONEN.

5.1.5.Mepes 3arpy3koil peareHTOB, HEOOXOAMMbIX ANA MPOBeAEHWUS aHanu3a, B COOTBETCTBYHOLUE
610K aHannM3aTopa NPOBEPUTHL BCE PacTBOPblI Ha OTCYTCTBME NY3blPpbKOB BO3AyXa. Y LaNuUTb NY3blpbKU [0
NPoBeAEeHNSA aHann3a NerkMMm nokaymBaHMeM, He onyckas NeHoobpa3oBaHus.

5.1.6. Mepen 3arpyskoi kaptpupgxa «MagnoLIA CA 19-9» B 06510K peareHTOB Heob6Xxon
npeaBapuTenibHO y6eAnTbCA, 4YTO MNapamarHUTHble MWKPOYacTULbl HaxXo4ATCA B pecyCcrneHAMpOoBaHHOM
COCTOSIHUM, a CaMa CyCrMeH3ns roMoreHHa. Ecnu Mukpoyactuubl He pecycnenaupytotes, HE UCMOMb3YWTE
HABOP 1 obpatutecb K MECTHOMY NpeACTaBMTENt0 Mpom3BoauTens. [na nonydeHus 6onee nNoapo6HONA
NH(opMaunn obpaTuTech K MHCTPYKLUW NO NpUMeHeHM0 Habopa «MagnoLIA CA 19-9».

5.1.7.3arpysnuTe NOAroTOB/IEHHbIE peareHTbl U NPUHAANEXHOCTM Ha 60pT aHanmsaTopa «MagnoLIA»
COrNacHoO PYKOBOACTBY MO 3KChayaTaunm.

5.1.8. 3arpy3unTe flaHHble 0 peareHTax B namaTb aBTOMaTU4ecKoro aHanusaropa «MagnoLIA» cornacHo
PYKOBOZCTBY MO 3KCMyaTauuu.

5.2. KOHTpOnb Kavectsa aHan13a

AHanuszatop «MagnoLIA» MOXeT OCYyLWecTBAATb MNpoueaypy BanupauuMyv aHanms3a B OTAe/bHO
BblJ€/IEHHON CeccMm WA O4HOBPEMEHHO C 06pasuamMy B paMKax OfHOW aHanuTuyeckoih ceccuu. KOHTponb
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KayecTBa aHa/M3a BbIMOMHAETCS Npexge N6bIX Ha3HaYeHHbIX TECTOB HE3aBUCUMO OT MOMEHTA pasMeLleHuns
Habopa KOHTponen Ha 6opTy.

BHMAHNWE!

KomnoHeHTbl Habopa «KoHTponn MagnoLIA CA 19-9» He [O/MKHbI HaXOAUTLCA Ha 60pTy npubopa
6onee 5 yacoB, CyMMapHO B fABajuaTu ceccusX, He0O6X0AMMO YUUTbIBaTb 3TO NPWU BbINOMHEHUN NpoLeaypbl
BangaLMm 0gHOBPEMEHHO ¢ 06pasLaMun B paMKax OAHOM aHaNUTUYECKON ceccumn. PeKoMeHyeTCs BbIrpyXaTb
WTATUBbI C KOHTPONAMU MO UCTEYEHUU MWUHUMASIbHOrO BPEMEHUW C MOMEHTA 3aBepLUEHUA packKanbiBaHUs
COZEPXMMOTO0 BCeX (h1aKOHOB KannbpaTopoB U KOHTPO/EN.

Ans npefoTBpaLleHns ncnapeHns XXUAKOCTY cpa3y nocie UCnoNb30BaHna (rakoHbl HE06X0ANMO
3aKpblTh KpblWKaMy B COOTBETCTBMM C UX MapPKUMPOBKOLL MOMECTWUTL B YNakoBKY npeanpuaTua-
M3roTOBUTENSA B BEPTUKANLHOM MOMOXKEHUMN 11 06ecneynTb XpaHeHre Npu TemnepaType oT +240 +8
B XONOAWMbHbIX Kamepax WAM B  XONOAWNbHMKAX, 06ecneynBarOlWMX pernaMmeHTUPOBaHHbIN
TemnepaTypHbI PEXKUM.

5.2.1. Ans po6aBneHUs AaHHbIX O HOBOW cepum (note) Habopa «KoHTponn MagnoLIA CA 19-9»
nepeinante B meHto KOHTPO/IN.

HaxmuTe KHonky JOBABUTL - HOBbII KOHTPO/Ib.

B OTKpbIBLWIEMCSA OKHe 3amnofiHUTe nycTble rpagbl BPYYHYIO AaHHbIMU, COAEpXalumunca B nacropre,
NN60 NyTEM CYUTLIBAHUA LWITPUX-KOLA CO BTOPUYHOM yNakoBKK (KOPO6GKK) nsgenus.

[Ona coxpaHeHMs fAaHHbIX O Habope OAHOKPATHO LWENKHUTE NEBOM KHOMKOW MbIWKM MO 3HAYKYy
MPUMEHWTDL (B cnyyae He0o6X0AMMOCTM NMPOAOMIXKUTL paboTy B faHHOM OKHe) unu 3Hauky FTOTOBO (ans
COXPaHEeHMS AaHHbIX U 3aKPbITUA OKHA).

5.2.2. Onsa 3anycka B paboty HOBOIO KOHTPOJ14A, nepeiigute B meHto KOHTPOJIN.

B meHI0 0TKpoeTca Tabnuua, rae B CTpOKax cfieBa 0TobpaXkatoTca AOCTYMNHbIe KOHTPOKM, B cTON6LaX
CBepXy - Ha3BaHMA TeCcToB. KAWKHWTE OAHOKPATHO MO fYeliKe, HaxoAsLWencs Ha nepecevyeHnn TpedyeMbix
CTPOKK (KOHTPO/b) 1 cTon6ua (TecT). B BbIGpaHHON A4veiike NOABUTCA 0603HaYeHNE «X».

BHVNMAHWE!

Ha6op «KoHTponn MagnoLIA CA 19-9» npumeHseTca TONbKO AN NOATBEPXKAEHUA MPaBU/IbHOCTK
pesynbTatoB aHanm3a «MagnoLIA CA 19-9». O6patnTe BHMMaHWe Ha TO, YTO UAEHTU(MKALUA aHaNUTa B
CTPOKe KOHTPO/b 1 B CTON6LE TECT A0/MKHbI coBnadaTte (CA19-9 - CA19-9/ CA19-9 - CA19-9).

KoHTponb, 0To6paXkaemMblit B TabAnLe CUHUM LBETOM, MOXET ObITb 3anyLLeH.

5.2.3.3anycTnTte aHaiMTUYECKYI0 CeccuMo aBTOMAaTM4yecKoro aHanumsatopa «MagnoLIA» cornacHo
PYKOBOACTBY MO 3KCNayaTaLluu.

5.2.4.Mporpamma npubopa no3BOMSAET aBTOMATMYECKM BbINMOMHUTL BCe CTaguu aHanmsa 6e3
BMeLLaTeNbCTBa NO/b30BATENS.

5.3. PesynbTaTthl

M0 OKOHYaHUKM aHanMTUYecKoi ceccun nepengute B MeHio KOHTPOJIA. HaxmuTe KHonky B APXNB
KK. Haxmute kHonky PE3YJIbTATHI.

[ns BbiBOAA Ha 3KpaH KOHTPO/NbHOM KapTbl B OTKPbIBLUEMCS OKHe MOCNefoBaTe/lbHO BbiGepuTe TMN
TecTa, TUN KOHTPONS 1 ceputo (N0T) KOHTpons. 3ateM HaxmuTe kHonky [MPOCMOTP.

6. TPAHCIMNOPTUPOBAHUVE N XPAHEHUNE

6.1. TpaHcnopTMpoBaHve HabopoB crefyeT NPOM3BOANTL BCEMU BMAAMMW KPbITOTO TpaHcrnopTta npu
TemnepaType oT + 2 o + 8 °C.

6.2. TpaHcnopTMpoOBaHWe M3AeNnin Npu TemnepaTtype oT + 2 4o + 8 °C A0/HKHO NMPOU3BOAMTLCS B
eMKOCTAX WA Npyv  MOMOLWM  XONIOAUNbHBIX YCTAHOBOK, o06ecneymBaloWnX pernameHTUpOBaHHbIN
TeMnepaTypHbIli pexum.
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Kontposmu MagnoLIA CA 19-9»

6.3. Jlonyckaercs TpaHCTIOpTHpOBaHHe HaGopoB Mpd Temmeparype go + 25 °C ne Gonee 15 cyTok, B
TOM uHcne npu Temneparype + 37 °C ne Gonee 1 cyTox.

6.4. HaGopsl, TpaHCNOPTHPOBAHHMLE ¢ HApYIIEHHWeM TEMIIEPaTYpPHOIO PEXHMA, NPHMCHCHHIO HE
TIOJVIEKAT.

6.5. Cpok roanocti Ha6opoB — 12 MeCALEB OT JaTsl NPOH3BOACTBA.

6.6. Xpanenne HaGOpPOB JOMKHO MNPOBOZAMTECA B YNAKOBKE MPEANPHATHA-HIrOTOBUTE/L IIpH
Temnepatype or + 2 g0 + 8 °C B TeueHME BCero Cpoka TOAHOCTH B XOJMOMMIBHBIX KaMmcpax MW B
XOIOAMTbHAKAX, 06eCNeYMBAIONINX PErAMEHTHPOBAHHLIA TEMIIEPATYPHBIA PEKAM.

6.7. HaGopst ¢ HCTEKINM CPOKOM MOAHOCTH NPHMEHECHHIO HE MOICIKAT.

6.8. Ilpn Apo6HOM HKCMONBIOBAHMM KOMIIOHEHTH Habopa XpaHATCA B YNAKOBKC NPEANPHATHA-
A3rOTOBATENA B BEPTHKANLHOM NOJOXKEHHN IIpH TeMTiepatype oT + 2 10 + 8 °C B XONOAUNBHBIX KAMepax Wi
B XOJIOMILHUKAX, 0BECHeYHBAIOMMX PETIaMEHTHPOBAHHEIA TEMIICPATYPHEIH PEXHM, B TeUeHHS 1 Mecaua co
IHS BCKPEITHA NepBHYHOM ynaxoskn. KOMNOHEHTEI HE JOMKHEI HAXOIHMTHCA HA 6opty npnbopa Gonee 5 yacos,
CyMMapHO B ABazuat ceccHsx. [locne HMCnoNB30BaHHA ¢nakoHsr HEOOGXOAMMO 3aKPHITH KPHIMKAMH H
obecneunTs pernaMeHTHPOBAHHBIN PEXKHUM XPaRCHUA.

7.  TAPAHRTUNHBIE OBSI3ATEJILCTBA
TapantultHeili cpok rogHocTs HaGopa 12 MecaueB OT JaThl NPOM3IBOACTEA. HaGop npeanasnauyeH Ui
O/IHOKPATHOIO NIPUMEHEHHS ¥ He TIOUICHKHT PEMOHTY H OOCITYKHBAHHIO.

8. BE3OINIACHAS YTHIH3ALIMSA
Mps ucnonesoaHuy Habopa 00pa3yloTCA OTXOABL KIACCOB A % B, XoTophi¢ YTHIM3HPYIOTCH
8 cootsercTaun ¢ CanlTuH 2.1,3684-21 u MY 287-113. (Tabnuua 2).

. Tabnuua 2
- Knace
Orxopet OMAaCHOCTH
Bropuunas (rpynnobas)
VIIAKOBKA KopoOka n3 MOHOXapTOHa Ormxomst
OKcnnyaTalHOHHAs HHCTpYKINA O NPHMEHEHUIO Knacea A
JAOKYMERTalHs IMacnmopT
Bce xoMnoHeHTs Habopa, KOETPO/LHBIE MATEPHAIE],
PACXOAHBIC MATEPHANIEI H PEATEHTH, KOTOPhIE
JpyTHe KOMIIOHCHTE! KOHTAaKTHpOBAJIH ¢ 00pa3iaMu BO Bpems 06paboTkH,
XpaHeHHs MIIH aHAMH3a Orxoax!
TlepBHuHad YNaKkoBKa DnaKoHbL, COAESPKABIINE PACTBOPH! KOHTpOREH knacca b
He ncrnionbaoBaHHbIe
KOMIIOHEHThI ¢ HCTEKIIHM DnaKkoHBI, COACPIKALAE PACTBOPHI KOHTpoIeH
CPOKOM TONHOCTH

9, MHO®OPMAIINA O MPOU3BOJIUTEJIE

To Bonpocam xayecTsa MU «HaGop peareHTOB U1 KOHTPONIA Ka4eCTBA AHANTK3IA «Kontponu MagnoLIA
CA 19-9», o TY 21.20.23-654-98539446-2023» obpamarsca 8 000 «Komnanus Ankop Bro» no aapecy:
192148, r. Cankr-TlerepGypr, Jenesnomopoxusii npocnekr, A. 40, JHT. A, ten/dakc: 8(812) 677-8779,
tenedon «ropayest maaum»: 8-800-234-37-79.
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/ wKontponu MagnoLIA CA 19-9»
’ 10. CHMBOJIBI, HCMIOJb3YEMBIE HA 3TUKETKAX

Memuimnckoe ¥3aenue s W ConepxuMoro J0¢TaTouHo 0
JHATHOCTHUKH in vilro TIPOBCHCHHUA 1t TECTOB

Homep no xaranory Octopoxso!

Kon mapTuu (HoMep cepuH) Hcnons30B8aTh A0

JlaTa H3rOTOBICHHA Buonornuecknit puck

A
=
Harorosurens j’ [Ipenen TeMneparypsl

OGparurech K HHCTPYKIUH 10
NPHMEHEHUIO

BRIk EE

HWncrpyxnus paspabotana B coorserctsun ¢ TY 21.20.23-654-98539446-2023.
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00O «KomnaHua Ankop bno»
r. CaHkT-lNeTepbypr, XKenesHoOopoXHbIv Np,, 4. 40, T, A
TeneoH/akc: (812) 677-87-79

MACITIOPT Ne EO04
Habop peareHTOB [/ KOHTPO/SI KauecTBa aHa/n3a

«KoHTponm MagnoLIA CA 19-9», no TY 21.20.23-654-98539446-2023

KaT. Ne 1330201 Cepwus Ne E004 dopmmpoBaHme Ne 1 Konnyectso 100 wi.

CooTBeTcT-
BHewHwuii Bug n popma Komnnekta-  Cepus BUE KOH-
HanmMmeHoBaHMe peareHTa BLINVCKa s pearenTa Tpoan-
y pyemoro
napametpa
CocTaB Habopa
1 don. COOTBETCT-
KoHTpons 1 Mpo3pauHble nam . 5(13 £004 e
MYTHbI€ XXUAKOCTU OT (0,5 mn) y
6ecuUBeTHOro 10 1 cn. COOTBETCT-
E004
KowTponb 2 XenToro Lpeta (0,5 mn) BYyeT
MacnopT 1wr. -
WHCTpYKLMA NO NPUMEHEHNUIO 1wr. -

MapameTpbl KOHTPONSA KadecTBa

HanmeHoBaHMe KOHTPOMPYEMOTO 3HauyeHne KOHTpoupye-

napameTpa Hopma MOro napamerpa*
KoHueHTpayna CA 19-9 8 70-130 COOTBETCTBYET
KoHTpone 1, Ea/mn
KoHueHTpayns CA 19-9 B 175-325 COOTBETCTBYET

KoHTpone 2, Eg/mn

®nakoHbl 3 M/ U3 NPO3PaYHOro
cTekna (C 3aBUHYMBAKOLLMUCS
KpblLLUKamK). STUKETKN U3 NIEHTbI
KneeBoi Ha 6yMaXKHO OCHOBe

YnakoBKa 1 MapKMpoBKa COOTBETCTBYET

[arta nsrotosneHuns Habopa «15» (pespans 2023 r.

Cpok rogHocTu Habopa A0 «15» gepana 2024 .

Ycnosusa xpaHeHusa +2...+8 °C

Ycnosua TpaHcnopTuposaHus +2...+8 °C. JlonyckaeTca TpaHCNopTMpoBaHMe Habopa npu Temnepartype
[0 +25 °C He 6onee 15 cyTOK, B TOM yncne npu temnepatype +37 °C He 6onee 1cyToK

TONbKO ANnd ANATHOCTWKMK 1N VITRO

[ns npodeccMoHanbHOro NPUMeHeHus

Habop cooTeeTCcTBYET

TY 21.20.23-654-98539446-2023

PY Ne

BbInonHun [yieHbkuHa Al Mposepun Kasap
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OO0 «KomnaHusa Ankop bro»
r. CaHkT-eTepbypr, XKene3Ho4opoXHbI Np., 4. 40, nut. A
TenedoH/dakc: (812) 677-87-79

MACTIOPT Ne EO004

Habop peareHTOB [/19 KOHTPONA KayecTBa aHa/n3a
«KoHTpona MagnoLIA CA 19-9», no TY 21.20.23-654-98539446-2023

Kat. No 1330205 Cepua Ne E004 dopmuposaHme Ne 1 Konnyectso 100 L.

CooTBeTcT-
BUE KOH-
7 Komnnekra- Cepus
HanmMeHoBaHMe peareHTa BHeLUHg:r?Mf'Kg (opma s earF:eHTa Tponan-
y 4 P pyemoro
napameTpa
CocTaB Habopa
: COOTBETCT-
KoHTponb 1 Mpo3payHble nu 5 n £004
MYTHbIe XnUakoctn ot (no 0,5 mn) ByeT
6ecLBeTHOro Ao 5 ¢n. COOTBETCT-
KonTpon 2 XenToro Lgeta (no 0,5 mn) E004 BYyeT
MacnopTt 1 wr. . -
WHCTPYKUMA NO NPUMEHEHUIO 1wr. - -

MapameTpbl KOHTPONSA KayecTBa

HavmeHOBaHMe KOHTPONMPYEMOTO 3HaueHne KOHTponmpye-

Hopma %
napameTpa MOro napameTpa
KoHuenTpayna CA 19-9 8 70-130 COOTBETCTBYET
KoHTpone 1, Ea/mn
KoHueHTpayna CA 19-9 8 175-325 COOTBETCTBYET

KoHTpone 2, Ea/mn

®nakoHbl 3 M1 U3 NPO3PaYHOro
cTekna (C 3aBUHYMBAOLLINMUCA
KpblWKaMmn). ATUKETKN U3 NEHTI
KneeBoi Ha 6yMa)KHOW OCHOBe

* [laHHble aTTecTaynm Npu COBMECTHOM mncnosb3oBaHnum ¢ MW «MagnoLIA CA 19-9», cepua Ne E0Q04
[ata n3rotoeneHus Habopa «15» despansd 2023 .

Cpok rogHocTu Habopa Ao «15» thespans 2024 r.

Ycnosusa xpaHeHusa +2...+8 °C

Ycnosus TpaHcnoptupoBaHus +2...+8 °C. lonyckaeTcs TpaHCNOpTMpOBaHMe Habopa npu TemnepaTtype
Ao +25 °C He 6onee 15 cyToK, B TOM uucne npu temnepatype +37 °C He 6onee 1 cyToK

Tonbko ana ANATHOCTUKW IN VITRO

[ns npodeccmoHanbHOro NpMMeHeHns

Habop cooTBeTCcTBYET

TY 21.20.23-654-98539446-2023

PY Neo

YnakoBKa 1 MapK1poBKa COOTBETCTBYET

BbinonHnn [lyweHbknHa ALl Mposepun KasapnHosa

W
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OO0 «KomnaHusa Ankop bro»
r. CaHkT-lNeTepbypr, XXene3HoaopoXHbIv Np., 4. 40, nuT. A
TenedoH/akc: (812) 677-87-79

MACITTIOPT Ne EO004

Hab6op peareHTOB [/19 KOHTPO/A Ka4yecTBa aHam3a
«KoHTponsa MagnoLIA CA 19-9», no TY 21.20.23-654-98539446-2023

Kat. Ne 1330210 Cepusa Ne E004 dopmmposaHme Ne 1 Konnyectso 100 .

CooTBeTtcT-
BHewHwnii Bug n popma  Komnnekra- Cepus BUE KOH-
HanmeHoBaHuWe peareHTa TpONN-
BbIMyCKa uns peareHTa
pyemoro
napameTpa
CocTaB Habopa
lMpo3payHbie unm 10 on. COOTBETCT-
KoHTpone 1 MYTHble Xugkoctn ot (no 0,5 mn) E004 BYyeT
6ecLBeTHOro fo 10 aon. COOTBETCT-
E004
KoHTpOnL 2 XKeNToro userta (no 0,5 mn) BYeT
Macnopt 1wr. -
VHCTpYKLMA NO NPUMEHEHNIO 1wr. - -

MapameTpbl KOHTPONSA KayecTBa

HavmMeHOoBaHMe KOHTPOIMPYEMOTO 3HayeHMe KOHTponupye-

napameTpa Hopma MOro napametpa*
KoHueHTpaumna CA 19-98 70-130 CooTBETCTBYET
KoHTpone 1, Ea/mn
KoHueHTpauma CA 19-9B 175-325 COOTBETCTBYET

KoHTpone 2, Ea/mn

®N1aKoHbI 3 M1 U3 NPO3PaYHOro
cTekna (C 3aBMHYMBAKOLLMMUCA
KpblLWKamMn). STUKETKN U3 NIEHTbI
KneeBol Ha 6YMa)KHO OCHOBE

YnakoBKa 1 MapKnpoBka COOTBETCTBYET

[ata nsrotosneHuns Habopa «15» ¢espans 2023 r.
Cpok rogHocTtun Habopa [0 «15» despansd 2024 .
YcnoBusi xpaHeHust +2...+8 °C
YcnoBus TpaHcnopTuposaHua +2...+8 °C. [lonyckaeTcs TpaHCNOPTUPOBaHNe Habopa npu TemnepaType
o +25 °C He 6onee 15 cyToK, B TOM yucne npu temnepatype +37 °C He 6onee 1 cyToK
Tonbko ANA ANATHOCTUKWM IN VITRO
[na npodeccmoHanbHOro nNpYMeHeHns
Habop cooTBeTCTBYET
TY 21.20.23-654-98539446-2023
PY Ne |- A
ml W
BbinonHun OyweHbkuHa Al MpoBepwn KasapiiHoB;

MeneH an
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