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1. HAZHAYEHHE

1.1. «HabGop peareHTOB a8 KOHTpons kauectBa aHamu3a «KoHTponu MagnoLIA obumit TTCAy,
no TY 21.20.23-614-98539446-2022» (nanee «Kontponu MagnoLIA o6mm#t IICA») npeaHasHayeH s
NOATBEPXACHUS MNpPaBWIBHOCTH aHanu3a TIpH KOJHYECTBEHHOM oONpeaeneHHH obmero mnpocrat-
cneunduueckoro antureHa (naiee IICA) B CHIBOpOTKE ¥ Mia3sMe KPOBH (JIHTHEBas COJIb FenapHHa, Kajauepas
cons DTA (K:3TA, K3JJITA))' uenoBeka METONOM XEMHTIOMHHECHEHTHOrO HMMYHOAHalM3a Ha
nMapaMarHMTHBIX MHKPOYAcTHLAX C HCIOIb30BaHHEM aBTOMaTH4YeCKOro aHanmu3aropa «MagnoLIA».

Ha6op «Kontponu MagnoLIA o6wu#t IICA» npuMeHsIeTCs COBMECTHO C MEAHLIMHCKHMH H3ETHAMH
(manee M) «MagnoLIA o6ummit I[ICA» n «KanuGparops MagnoLIA o6muit [ICA».

1.2. IlonTeepxaeHHe NpaBUILHOCTH aHAIM3a MpH Hcnonb3oBaHHM Habopa «KonTponu MagnoLIA
ob6muit IICA» N0MKHO BBIMOJMHATHCA B Kaxo# aHamuTHYeckod ceccHH. IIpH MpoOAOIXKHTENIBHOCTH CECCHU
Gonee CYTOK, onpefe/ieHHe KOHLEHTPALMH KOHTPOJIeH J0JDKHO OBITh MPOBEIEHO MOBTOPHO 10 HCTEYEHHH 24
YacoB OT Havana ceccud. [loaTBepkaeHHE NpPaBMUILHOCTH QHAIN3a BBLIMOJIHACTCA KaK pPYTHHHBIHA
BHYTpHIa60paTOPHEIM KOHTPOJBL KaYecTBa, H, €CJIH pe3y/bTaT aHaJln3a XoTa Gbl OJHOTrO KOHTpOJsA H3 Habopa
«Konrtponu MagnoLIA o6umit [ICA» BBIXOAHT 3a mpeaesns! yCTaHOBJIEHHOTO Auana3oHa, Habop OCHOBHBIX
pearentoB «MagnoLIA o6wuit [ICA» momkeH ObITH 3aHOBO OTKaTMOpOBaH ¢ MCMoab3oBaHMEM Habopa
«Kamu6patops MagnoLIA o6mu#t [ICA».

1.3. ®ynxuuoHansHoe HazHaueHHe MU «MagnoLIA o6wmmuit [ICA» npy cOBMECTHOM NPHUMEHEHHH
¢ MU «Kanu6patopst MagnoLIA obumit T[ICA» w/unm «Kontponn MagnoLIA obmuit T[ICA» —
KOJIHYECTBEHHOE ONpefe/ieHHe KOHUEHTpalKK o61ero npocraT-cnelu(puyeckoro aHTUreHa NnpH AMarHoCTHKE
H MOHHTOpPHHre 3a001eBaHH NpeACTaTeILHOMN XKeNe3bl.

13KkBHBANIEHTHOCTL 06Pa3LOB CLIBOPOTKH M TUTa3Mbl KPOBH HENOBEKA, COAEPXKalLEH aHTUKOAryNAHTHl (IMTHEBas CONb renapHHa,
kanuesas conb IJATA (K:QIATA, KiDATA)), noarBepxkaeHa Ha 25 obpasuax Kkaxaoro BHA3 AHTHKOArylsHTa C pa3HbIMU
xoHueHTpauusamu [ICA B aHanu3e npu Hcnonb3oBaHWH Habopa «MagnoLIA o6wwuit [ICA».
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ﬁ'ijTponM MagnoLIA o6wuii MCA»

/ 1.4, Ob6nacTb NpMMeHeHNss Habopa - KAMHUYECKas labopaTopHas AnarHocTmKa,
r 1.5. Habop npeagHasHayeH TObKO 4151 AUArHOCTMKM in Vitro, 4ns NpogeccnoHanbHOro0 NPUMEHEHMS
NepcoHasoM, MMEKLUM KBaMPUKALMIO AN1S BbIMNOMHEHUS AUMArHOCTUYECKUX WUCCNeAoBaHMiA in Vitro B
pe3ynbTaTe creymanbHOro obpasoBaHMs U 00y4deHWs. MccnegoBaHMst MOTYT BbIMOMHATbL CREUMaINCTbl He
MO/0Xe 18 1eT C BbICLUMM U CPEAHUM MESULMHCKUM, BMOMOMMYECKUM UAK MHbIM 06pa3oBaHnem (Bpad K1/,
6ronor, MeANLNHCKKIA TEXHONOT).

VccnegoBaHma NpoBOAAT B K/IMHUKO-ANArHOCTUYECKMX /labopaTopusix, 06/1acTHbIX, FOPOACKUX WN
PafoHHbIX, FOCYAAPCTBEHHbIX WM YacTHbIX 601bHULAX 1 gpyrux J1My.

1.6. Ha6op «KoHTponn MagnoLIA o6wmin MCA» He MMeeT NPOTMBOMNOKAa3aHM K MPUMEHEHUHO.

1.7.  Habop npegHasHa4deH Ansi 06cneaoBaHMst HaceleHUst MYXXCKOro nosa nw6oro Bo3pacTa 6e3
rpagaumy no NonynsunMoOHHOMY MPU3HaKy.

2. XAPAKTEPNCTUMKA HABOPA

2.1. MpuHUMN gencTBUSA

Habop «KoHTponn MagnoLIA o6wunii MCA» npeacTtaBnsieT co60i KOMMIEKT U3 ABYX KOHTPO/IbHbIX
CbIBOPOTOK, cofepXallnx wn3BecTHble KonuyectBa MNMCA B npoctoii matpuue (FTOCT P 53133.3-2008) wu
aTTeCTOBaHHbIX M0 BHYTPEHHeNn MeTOAMKe NPeanpusaTmua’ oTHocuTelbHO MexayHapogHoro ctaHgapta BO3 no
MCA (kogK1B8C 17/100).

Mpn BbINOAHEHUM TecTtoB «MagnoLIA obwmin MCA» Ha 60pTy aBTOMATUYECKOro aHanmsatopa
«MagnoL 1A» He0o6X0ANMO MOATBEPXKAATb Ba/IMAHOCTb MOJlyHaeMbIX N3MePeHNA. Kon4ecTBEHHOE N3MepeHne
KoHuUeHTpaumn NMCA B KOHTPOnsx Ha6bopa «KoHTponm MagnoLIA obwmnii MCA» No3BOMSET OLEHUBATb
NpPaBW/IbHOCTL U BOCMPOM3BOAUMOCTb Pe3y/IbTaTOB KOMIMYECTBEHHbLIX 1ab0paTOpPHbIX MCCNefoBaHUA 3TOro
aHa/MTa B obpasuax CbIBOPOTKU U N1a3Mbl KPOBU MaLneHTOB.

Mpu obpalleHnn C KOHTPONSAMU Kak C uccregyembiMy 06pasuamu, noslyYeHHble B aHa/IMTUYECKON
ceccMn pesynbTaTbl CPaBHMBAKOTCA C LOMYCTUMbIMW Auana3oHamu onpefesieHns 3HaueHWd KOHLeHTpauun
MCA, yKaszaHHbIMK B nacropTe K Habopy M 3aKoAMPOBaHbIMU LLUTPUX-KOLOM Ha KOpoOKe Habopa peareHTOB.
Ecnun pesynbTaTt aHa/m3a XoTs 6bl 04HOr0 KOHTPO/1A 13 Habopa «KoHTponn MagnoLIA o6wwnii MCA» BbIXoguT
3a npefenbl YCTAHOB/IEHHOrO AmnarnasoHa, Habop OCHOBHbIX peareHToB «MagnoLIA o6wwmin NMCA» [o/mKeH
ObITb 3aHOBO OTKa/MbpoOBaH C MCMoNb3oBaHWeM Habopa «Kanmbpatopbl MagnoLIlA obwwnin NMCA». 3atem
cnepyeT NMoBTOPUTb aHaIN3, UCMO/b3YA HOBble a/INKBOTbI UCCIeAyeMbIX 06pa3LIoB.

Bapuauusa pesynbTaToB, MOMYy4YeHHbIX NPU UCCNefoBaHUM KOHUeHTpauun NMCA B KOHTPOnsX Habopa
«KoHTponu MagnoLIA o6wmnii MCA» MeTOA0M XeMUTIOMUHECLLEHTHOIT0 MMMYHOaHa/IM3a Ha napaMarHUTHbIX
MUKpoYacTMuax ¢ MCMonb3oBaHMEM aBTOMaTM4ecKoro aHanmszatopa «MagnoLlA», nopobHa pesynbTaram,
noslyyaembIM MpU UCCEA0BAHUAX STUMU METOAaMM Ye/I0BEYECKOM CbIBOPOTKU U Nia3Mbl KPOBU YesloBeKa.

2.2. CocTaB 1 KoMnaeKTaumsa Habopa

B coctaB Habopa «KoHTponm MagnoLIA o6wmin MCA» BXOAAT cnefyoline KOMMNOHEHTbI:

- KOHTpO/IbHas cbiBOpoTKa Ne 1 Ha 0CHOBe BOAHO-CO/IEBOr0 pacTBopa ¢ 6e/IKOBbIM CTabuIn3aTopom m
KOHCEepBaHTOM, cofepykallias n3BecTHoe KosmyectBo MCA (gonyCcTUMMbIA AnanasoH onpeaeneHns 3HadeHns
KOHLEHTpaumn yKasaH B nacnopTe 1 3aKOAMPOBaH LUTPUX-KOAOM Ha KOpobke Habopa peareHToB). XXUAKOCTb,
1wmn, 1, 5 nnn 10 chnakoHoB”, MapkupoBaHa «KoHTponb 1»;

- KOHTPO/IbHasA cbiBOPOTKa N2 2 Ha OCHOBe BOAHO-COJIEBOr0 pacTeopa C 6e/IKOBbIM CTabuM3aTopoM u
KOHCEPBAHTOM, cofepkallias M3BecTHoe KosmyecTBo MCA (gonycTUMbI fuanas3oH onpejeneHns 3HayeHus
KOHLEHTpaL M1 yKas3aH B NnacropTe 1 3aKO4MPOBaH LLUTPUX-KOAOM Ha KOpobke Habopa peareHToB). XXNAKOCTb,
1wmn, 1, 5 nam 10 hnakoHoB”, MapKupoBaHa «KOHTpoNb 2».

~OcHoBaHa Ha TOCT 53133.3-2008, 53133.1-2008, FOCT P NCO 5725-2-2002, TOCT 1SO 17511-2011.

AabapuTHble pasmepbl inakoHa (OB): 16,25MM X 36,0 MM; Kpbiliku (AB): 16,2MMx12,5MM.
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Kaxnpiit ¢naxon, conepxamuit Kontpons 1 u Kontpons 2, paccuyuran Ha 20 onpesneneHuii npu
OCTaHOBKE B MOHOIUIHKATaXx.

Tabauua 1
Bapuaut Ha3sBaHue koMNIOHeHTa
HCIIOJIHEHHH, BHemHHu# BUI KOMIIOHEHTa
xar. Ne Koutpons 1 | KonTposns 2
1170201 [Ipo3payHas K MyTHast )KHAKOCTh OT 6€CLIBETHOTO p— | wr.
J10 KeJITOro uBera
IIpo3
1170205 po3pauHas UM MyTHas XXHAKOCTb OT GECLIBETHOTO 5 . 5 wr.
JIO JKEJITOTO 1iBeTa
ITpo3payHas MJIH MYTHas XKHAKOCTh OT OecliBETHOTO
1170210 po3p yr A t 10 wr. 10 wr.

0 KCJITOro UBCTA

B xomnnexr nocrasku Habopa «KoHtponn MagnoLIA o6mmuit TICA» Bxoaat: Habop peareHTOB,
ACTPYKLHA 10 PHMEHEHHUIO, NacHOpT.

3. MEPBI HPEJOCTOPOXHOCTH

3.1. [oreHuuanbHBI pHUCK mpuMeHeHHs Habopa — kmacc 26 (cornacHo [Ipukasy MunucrepcTsa
ipaBooxpaHeHus PO Nedu ot 06.06.2012 r.).

3.2. Bce koMnoHeHTHI Habopa B UCNONb3YEMBIX KOHIEHTPAUHAX ABJIAIOTCA HETOKCHUHBIMH.

33.Mlpu pabore ¢ HaGopom crneayer coGmiomate Tpe6GoBauus TIOCT P 52905-2007
anlIuH 3.3686-21.

3.4. lonyckatb k pabote ¢ HabOpOM TONIBLKO CIIEHATBHO 0OYUYEHHBIH MepcoHall.

3.5.[lepen HayamoM paGoOTHI O3HAKOMHTBCS C HHCTPYKLHeH M NpHMEHATL Habop cTporo mo
a3Ha4YEHHIO.

3.6.Ilpu pabore ¢ HaGoOpoM cileayeT HCMONb30BaTh CHNEUOASKAY (MEAMUHHCKMA XajnaT HIH
oMOMHE30H, WIANOYKy) M CpPEeACTBA WHAMBHAYaNbHON 3alIMTBI (MacKy, 3alIMTHBIC OYKH, OAHOPAa3OBbIE
e3WHOBLIE MM MJIACTHKOBBIE NEPYATKH, pa3spelICHHbIE K TPUMEHEHHIO Ha TeppHTOpUH PD).

3.7. Bunmanue! B coctaB KOMNOHEHTOB Habopa BXOIAT COJIAHas KHCI0Ta B KoHUeHTpauuu 0,05% u
OHCEepBAaHT B KoHUEHTpauuu meree 0,05 %, uto sBnsercsa Ge3onacHeM /uist yesioBeka. [Ipu ucrnosnp3oBaHHH
0 Ha3HAYEHHIO H COGIIIONEHHH MEp NMPEJOCTOPOXKHOCTH KOHTAKT C OPraHH3MOM dejloBexa MckmoyeH. [lpu
BAPUAHBIX CHTYALHAX BO3MOXHO pasfpaxKeHHEe KOXH M CIIM3UCTON 06OIOUKH ra3 y 4yBCTBHTENBHBIX JIHIL.
[pH KOHTAaKTE NPOMBITH OPaXXEHHOE MECTO BOJOH M 0OpaTHTHCS 3a MEAUIIMHCKOMH ITOMOILBIO.

3.8. Xumuueckas nocyna u oGopynoBaHue, KOTOPBIE HCMONBL3YIOTCA B paboTe ¢ HaGOPOM, JOKHBI
BITh COOTBETCTBYIOLIMM 006pa3oM MapKHpOBaHbI H XPaHHTHCS OTAENBHO.

3.9. [Ina o6paboTku mocyasl H 0GOpYAOBaHUA PEKOMEHAYETCA HCMONb30BaTh AC3UHPHUMpYIOLIHE
PENCTBA, H3rOTOBJEHHBIE HA OCHOBE TPETHYHBIX AMHHOB, YETBEPTHYHBIX aMMOHHeBBIX coenuHeHni (YAC)
JIX CTIHPTOB M pa3pellieHHblE K MpPUMEHEHHI0 Ha TeppuTopuH PO®. HcnonbloBanue ne3MHOHUUMPYIOMIMX
PEACTB Ha OCHOBE aKTHBHOTO KHCJIOpOJa M XJOpa BO3MOXHO JIHIUb Ha NpPeACTEPHIIM3ALUHOHHOM 3Tamne, ¢
oceayooleit TepMHYECKON CTEpHIIH3aLHEN.

3.10. 3ampeaercs npueM MUIIH, HCTIOIB30BAHHE KOCMETHYECKHX CPEACTB H KypEHHE B NIOMELICHHUAX,
peAHa3sHaYeHHbIX Ui paboTh! ¢ HaGopoMm.

3.11. VY6upaTh ¥ Ae3HHQHUUMPOBATH pa3nuThie 0Opasilbl MM KOMMOHEHTH Habopa, HCMONL3YA
e3MH(QUUHPYIOLIHE CPEACTBA B COOTBETCTBHH MY 287-113.

3.12. VYaanaTh HEHCNONb3OBAHHLIE pEaKTHBHI Habopa B COOTBETCTBHH C TpeOOBaHMAMH
‘anlTuH 2.1.3684-21.

3.13. llocne HCHONB30BaHHA BCE KOMMOHEHThl Habopa, 00pasilbl, KOHTPOJbHBIE Marepuabl,
ACXOHble MaTEpHANL! H JPYTHE PeareHTbl, KOTOpble KOHTAKTHpoBaMH ¢ ofpa3uamu Bo BpeMms oGpaboTkH,
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pOHTponn MagnoLIA o6wuit MCA»

PaHeHMa win aHa/m3a (B TOM 4uC/e: MepyaTKW, HaKOHEYHUKU W T.4,) AO/IKHbI COOMPATLCA OTAE/IbHO U
[cTepunn3oBaTbCA B aBTOK/IaBe C MOC/eAYyHOLLeR yTuam3aumeid B COOTBETCTBMM € TpeboBaHuaMM CaHlMuH
'2.1.3684-21. BMeCTO aBTOK/aBUPOBAHUA OTX0Abl MOFYT ObiTb CTEPUIM30BaHbl  Ae3VHULMPYIOLWLUM
CPeACcTBOM, Mocne yTUIN3MPoBaHbl B COOTBETCTBUU ¢ TpeboBaHnsaMy CaHlMuH 2.1.3684-21.

3.14. He ncnonb3oBaTb HAb0OP MO UCTEYEHUM CPOKa FOAHOCTU.

4. OBOPYOOBAHVWE W MATEPWAJIbl, HEOBXOAMWMbBLIE ANA TPOBEAEHWS
AHANN3A

- «AHaNM3aTop aBTOMaTUYECKUA WUMMYHOXMMUYECKUIA XEMUTIOMUHECLEHTHbIN «MagnoLIA» ¢
npuHagnexHoctamm no CHAB 421457.002 TY («MagnoLIA») (npoussogutens OOO «KomnaHua Ankop
Bro», Poccusa, PY NeP3H 2019/9282);

- «Habop peareHTOB A1 KO/IMYECTBEHHOIO0 WMMMYHOXEMWTHOMUHECLLEHTHOIO OMpegeneHnsa o6LLero
npoctaT-cneunguyeckoro aHtureHa «MagnoLIA obwmin MCA», no TY 21.20.23-612-98539446-2022»
(nponseogutens OO0 «KomnaHua Ankop buo», Poccns, kat. Ne 1170001, 1170005);

- «Habop peareHTOB 4518 KamMbpoBku «Kanunbpatopbl MagnoLIA o6wmin MCA», no TY 21.20.23-613-
98539446-2022» (npoussogutesib OO0 «KomnaHua Ankop buo», Poccns, kat. Ne 1170101, 1170105);

- BogHo-coneBoi  pacTBop A/ NPOMbIBKM  peakuMOHHbIX KioBeT MagnoLIA «bydep W1»
(npoussogutens OO0 «KomnaHusa Ankop Buo», Poccus, kat. Ne0000405);

- OTAe/NbHbIE XasiaT, Lwano4vka, 00yBb M OLHOPA30Bble MepyaTKW, paspelleHHble K MPUMEHEHUIO Ha
Tepputopun PP (nnm cootBetcTBytowme TOCT P 52239-2004).

5. MPOBEAJEHWE MPOLUEAYPbI BAINOALUNN AHANN3A

OnucaHHas B faHHOW MHCTPYKUUN MHDOPMaLMA COAePXMUT 00LLMe CBejeHUsA O Nnopsgke NpoBeAeHUs
npouesypbl BanMauun aHanvsa. a8 nNonyyeHWs [eTaNlbHOW WHGopMauun repes Hayaiom paboTbl
03HaKOMbTeCb C PyKOBOACTBOM MO 3KCn/yaTauum aHanusartopa «MagnoL1A».

5.1. TloagroToBKa peareHToB

5.1.1. BkounTe aBToMaTUYeCKuiA aHanimsatop «MagnoL1A» cornacHo pyKoBOZACTBY MO 3KCryaTauuu.

5.1.2. KOHTpONU rotoBbl K UCMO/1b30BaHUIO.

®1akoHbl C KOHTPONSIMM HEOOXOAMMO BbLLEPXaTb NMPU KOMHATHON Temnepatype He MeHee 30 MUHYT
[0 Hayana aHa/INTUYECKOWN Ceccum.

5.1.3. TlepemelwiaTb COAepPXXUMOe (PNakoHOB, un3berad neHoobpasoBaHUA. OTKPbITb (IAKOHbI U
MOJIOXKNUTb KPbILLKN NepeBepHYTbLIMU Ha CYXYH MOBEPXHOCTb.

5.1.4. Habop «KoHTponu MagnoLIA o6wuit MCA» pasmMecTUTb B LUTaTUBaX, NpefHasHayYeHHbIX 415
KasimbpaTopoB 1 KOHTPOSIEN.

5.1.5. MNepes 3arpy3Koil peareHToB, HEOOXOAMMBLIX A/1A MPOBEAEHWUS aHa/In3a, B COOTBETCTBYHOLLME
6/10KN aHanmnsaTopa MpoBepuUTb BCE PacTBOPbI HA OTCYTCTBME My3bipbKOB BO34yXa. YAannTb My3bIpbKU [0
NPoBeAeHNSA aHaNM3a NIerkuM noKaumBaHneMm, He foMnycKas neHoobpasoBaHuUs.

5.1.6. Mepes 3arpys3koit kapTpumpka «MagnoLIA obwwuin MCA» B 610K peareHTOB He0OXOAUMO
npefBapuTesibHO Y6efuUTbCA, 4TO MapamMarHUTHble MWKPOYacTULbl Haxo4ATCA B pPecycreHAMpPOBaHHOM
COCTOSIHWM, @ cama CyCreH3nsl roMoreHHa. Ecnm MukpoyacTuLbl He pecycneHampytotes, HE MCMOJIb3YWTE
HABOP n obpatutecb K MeCTHOMY MpeACTaBUTENtO Npom3BoauTens. [ns nonyyeHuss 6osee noapo6HOW
MHpopMaLnn 06paTUTECh K MHCTPYKLUUK NO NPUMEHEHNIO Habopa «MagnoLIA o6uwimin MCA».

5.1.7. 3arpy3ute MnoAroTOB/IEHHbIEe peareHTbl U NMPUHAAIEXHOCTN Ha 60pT aHasm3aTopa «MagnoLIA»
cornacHo PyKoBOACTBY MO 3KcnayaTauuu.

5.1.8. 3arpysnTe faHHble 0 peareHTax B NamsaTb aBTOMaTUYeCKOro aHasmsatopa «MagnoL1A» cornacHo
PYKOBOZLCTBY MO 3KCNyaTauuu.

5.2, KOHTpoO/sib KayecTBa aHanmsa
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~aaHTponim MagnoLIA obwmin MCA»

AHannzatop «MagnoLIlA» MOXeT OCYLWeCTBNATL Mpouesypy Ba/Mjauumn aHaimsa B OTAE/IbHO
BbIJE/IEHHON CecCMM WM OLHOBPEMEHHO ¢ obpasuamun B pamKax OLHOW aHa/IMTUYecKol ceccun. KoHTponb
KayecTBa aHa/1M3a BbIMOJTHAETCA Mpexae M00bIX HasHaYeHHbIX TECTOB He3aBMCMMO OT MOMEHTA pasMeLLeHNs
Habopa KOHTPO/el Ha 6opTy.

BHUMAHWE!

KomnoHeHTbI Habopa «KoHTponn MagnoLIA o6wmin MCA» He A0MKHbI HAX0ANTLCA Ha 60pTy Npmnbopa
6onee 5 yacos, CyMMapHO B ABajLAaTW CecCUAX, HEOOXOAMMO YUMTLIBATHL 3TO MPWU BbIMOSIHEHUN MPOLEAYpbI
BaMgaumm 0gHOBPEMEHHO € 06pa3u,aMn B pamKax O4HOW aHa/IMTMYECKON ceccun. PeKoMeHayeTCs BbIrpy>aTb
LWITaTMBbI C KOHTPOMIAMU MO WUCTEYEHUUM MUHUM&a/IbHOIO BPEMEHW C MOMEHTA 3aBepLUEHMS pacKarbiBaHWUS
COAEePXMMOro Bcex (h/1lakOHOB KasiMbpaTopoB U KOHTPOSIEN.

[na npefoTBpaLleHns ncnapeHns >KUAKOCTW cpasy nocse UCnonb3oBaHNA ¢iakoHbl HE0OX0AMMO
3aKpblTb KpbIWKaMyW B COOTBETCTBMM C UX MapPKUPOBKOW™ MOMECTMUTb B YNAKOBKY MpeanpuaTus-
N3rOTOBUTENSA B BEPTUKAIbHOM MOJIOXKEHUN 1 00eCNeYnTb XpaHeHWe npyu TemnepaType oT 240 8

B XONOAW/bHBLIX Kamepax WAN B XONOAWIbHUKaxX” 06ecrneynBatolLMX periameHTMPOBaHHbIN
TeMnepaTypPHbIA PeXKUM.

5.2.1. Ana po6aBneHns AaHHbIX O HOBOWM cepun (n10Te) Habopa «KoHTponn MagnoLIA obwumii NMCA»
neperignte B MmeHto KOHTPOJIN.

HaxmuTe kHonky [OBABUTbH - HOBbI KOHTPO/Ib.

B OTKpbIBLUEMCA OKHe 3amno/iHUTe MycTble rpadbl BPYYHYH JaHHbIMMW, COLEPXALLMMUCA B MacnopTe,
60 NYTEM CUAUTBIBAHWUS LUTPUX-KOAA CO BTOPUYHOM YNakoBKW (KOPOOKW) n3nenus.

[nsa coxpaHeHVs fJaHHbIX O Habope OLHOKPATHO LUETKHUTE JIeBOW KHOMKOM MbIWX MO 3HAYKYy
MPUMEHNTDL (B cnyyae Heo6XOAUMOCTU MPOJO/IKUTL paboTy B JaHHOM OKHe) unm 3Hauky TOTOBO (gns
COXPaHEHUSA AaHHbIX U 3aKPbITUA OKHA).

5.2.2. Ansa 3anycka B paboty HOBOI'O KOHTPO/4A, nepeiigute B MeHto KOHTPOJ1A.

B MeHI0 0TKpoeTca Tabnvua, rae B CTPOKax c/ieBa 0TobpaxaroTcsa AOCTYMHbIE KOHTPO/X, B CTON6Lax
CBEPXY - HasBaHWA TeCTOB. K/IMKHUTe OJHOKPATHO MO A4yelike, HaxOAALLeNcs Ha nepeceyeHUU Tpedyemblx
CTPOKM (KOHTPONb) 1 cTonbua (Tect). B Bbi6paHHOM suelike NOSABUTCS 0003HaYeHMEe «X»,

BHUMAHWE!

Hab6op «KoHTponn MagnoL 1A o6wnin MCA» npuMeHseTcs TONbKO A4/15 NOATBEPXKAEHNS MPaBUIbHOCTA
pe3ynbTaToB aHanm3a «MagnoLIA obwmii MCA». ObpaTuTe BHUMaHME Ha TO, YTO NAeHTUMKaLMa aHannTa B
CTPOKe KOHTPOJIb 1 B CTON6LE TeCcT Ao/mKHbI coBnagatb (MCA-MCA/ PSA-PSA).

KoHTpo/ib, 0To6parkaeMbIii B Tab/mMLe CUHUM LIBETOM, MOXKET 6bITb 3amyLLeH.

5.2.3.3anycTuTe aHaNIUTUYeCKyl0 CeCcCMI0 aBTOMaTUYecKoro adaimsatopa «MagnoLlA» cornacHo
PYKOBOACTBY MO 3KCMyaTaunm.

5.2.4.Mporpamma npubopa Mo3BONAET aBTOMaTUYECKM BbIMOMHUTL BCe CTaguM aHanmsa 6es3
BMeLLaTe/IbCTBa NONb30BaTeNA.

5.3. Pe3ynbTaTthl

Mo OKOHYaHUM aHaNUTUYeCKON ceccum nepenanTe B MeHto KOHTPOJTA. HaxmuTe kHonky B APXWB
KK. Haxxmnte KHonky PE3Y/JIbTATDI.

[ns BblBOAa Ha 3KpaH KOHTPO/bHOW KapTbl B OTKPbIBLUEMCS OKHe Moc/efoBaTe/lbHO BbliGepuTe TUM
TecTa, TUN KOHTPONSA 1 ceputo (S1I0T) KOHTpond. 3aTeM Haxmute kKHonky NMPOCMOTP.

6. TPAHCIMOPTUPOBAHWME N XPAHEHWE

6.1. TpaHcnopTMpoBaHMe HabopoB crieayeT NPOU3BOAUTL BCEMM BUAAMU KPbITOro TpaHcrnopTta npy
Temnepartype oT + 2 go + 8 °C.
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ontponu MagnoLIA o6umit [ICA»

6.2. TpancnoptHpoBaHHe H3fenuit Npu TeMneparype oT + 2 a0 + 8 °C HOMKHO NMPOM3BOAMTHCA B
¢MKOCTAX MM [pH IIOMOLIM XOJOIAMJBLHBIX YCTAHOBOK, OOecne4MBalOMIMX perjaMeHTHPOBAHHBIH
TEMNEPaTYPHBIH PEXHM. )

6.3. JlomyckaeTcs TpaHcnopTHpoBaHHE HaGOPOB MpH Temmeparype a0 + 25 °C He Gosee 15 cyrok, B
TOM 4YHcse npH TeMneparype + 37 °C He 6onee 1 cyTok.

6.4. Habopsl, TpaHCMOpPTHpOBaHHbBIE C HApYIIECHHEM TEMIEPATYpHOro pEXHMa, NMPHUMEHECHHIO He
NOUIeKAT.

6.5. Cpok rogHoct HabopoB — 12 MecsLEB OT AaThl IPOU3BOICTBA.

6.6. XpaHenue HaOOpOB JOKHO MNPOBOAMTHCA B YNAKOBKE MPEANPHATHA-H3TOTOBHTENS TpH
TeMmneparype oT + 2 go + 8 °C B TedyeHHe Bcero cpoka roAHOCTH B XOJOAMIBHBIX KaMepax MM B
XOJIOAUJIBHHKAX, 06ecneyrBaloLIMX perjlaMeHTHPOBAHHbIH TeMIepaTypHbIA PEXHM.

6.7. Habopsl ¢ HCTEKIIHM CPOKOM FOJHOCTH IPHMEHEHHIO HE NOJUIekKaT.

6.8. Ilpu npo6HOM HcnoNb3OBaHMM KOMIIOHEHTHI Habopa XpaHATCA B YNAKOBKE NPEANPHATHA-
H3TOTOBHUTEJNA B BEPTHKAJILHOM IOJIOKEHHH NpH TeMneparype ot + 2 10 + 8 °C B XONOAMIIBHBIX KaMepaX HiIH
B XOJIOAMJIbHHKAX, o6ecrne4yrBaloyuX periaMeHTHPOBaHHBIA TEMIIEpaTypHbIH PEXHUM, B TEYEHHE 1 MecAna co
JIHs BCKPHITHSA NEepBHYHOMN yrnakoBKu. KOMNOHEHTHI He J0JKHBI HAXOAUThCs Ha 60pTy mpubopa Gosee 5 yacos,
cyMMapHO B nBajuatH ceccusax. Ilocne ucnonszoBaHus ¢1akoHBl HEOOXOAWMO 3aKphIThb KpBILIKAMH M
obecrnedyuTh pernaMeHTHPOBAHHBIN PEXHM XpaHEHHU .

7. TAPAHTUMHBIE OBSA3ATEJILCTBA
TapaHTHitHEIN cpoK roaHOCTH Habopa 12 MecAueB OT AaTsl npousBoacTBa. Habop npennasHaven ans

OIHOKPATHOro NPpHMECHCHHUA H HE NMOMJICIKHT PEMOHTY H OGCJI)’)KHBaHPHO.

8. BE3OIIACHAS YTHUIN3AIIUA
[lpu ucnons3zoBaHuu Habopa o6pa3yloTcs OTXOABI KiaccoB A H b, KoTopele YyTHIM3HPYIOTCA
B cootBeTcTBHH ¢ CanlTuH 2.1.3684-21 u MY 287-113. (Tabnuua 2).

Tabaunua 2
OTxons! Knacc onacHOCTH
Bropuunas
(rpynnogas) Kopo6xa 13 MOHOKapTOHa
yIaKoBKa Orxonst K1acca A
DKcmtyaTaHOHHas WHCTpYKIIHS 0 NPHMEHEHHIO
JOKYMEHTalHs [Tacnopt

Bce koMnoHeHTH Habopa, KOHTPOJIbHbIE
MaTepHaIbl, PACXOAHbIE MAaTEPHAIIBI H PEAreHTHI,
KOTOpble KOHTaKTHPOBAIH ¢ 06pa3LiaMH BO BpeMs

00paboTkH, XpaHEHHs UM aHaIH3a
[TepBHyHas ynakoBka @1aKOHBI, COJIepXaBLIME PaCTBOPHl KOHTPOJIEH
He ucnonbp3oBanHble
KOMITOHEHTH! €
HCTEKLIHM CPOKOM
rOAHOCTH

Jlpyrie KOMIOHEHTHI

Orxoasl knacca b

MnakoHBI, COAEPXKaLIHE PaCTBOPBI KOHTPOJIEH
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>KoHTponm MagnoLIA o6wuii MCA»

/ 9.

NMH®POPMALNA O NMPON3BOANTEJE

Mo Bonpocam kayvectBa M «Habop peareHTOB 471 KOHTPO/1A KayecTBa aHa/m3a «KoHTposim MagnoL 1A
06wwmii MCA», no TY 21.20.23-614-98539446-2022» obpautaTbes B OO0 «KomnaHust Ankop Brno» no agpecy:
192148, r. CaHKT-leTepbypr, »XXenesHoAOPOXHbIA npocneKkT, A. 40, nut. A, Ten/thakc: 8(812) 677-8779,
TeneoH «ropsiven NUHUN»: 8-800-234-37-79.

10.

IVD

REF

LOT

CMMBONbI, NCTMONB3YEMBIE HA 3TUKETKAX

MenunumHcKoe nsgenve ans Cofep>XnmMoro focTaTouHO Ans
ANarHoCTUKM in vitro NpoBefeHNS N TeCTOB
Homep no katanory .I-I OcTopOoXKHO!
Kog naptun (Homep cepum) Vcnonb3oBatb 10
MN3roToBuTesb . lMpepen TemnepaTypsbl
i
Jata nsrotosneHus Bronorunyecknin puck

O6paTuTecb K MHCTPYKUUK MO
NPVYIMEHEHNIO

MHcTpyKuma paspaboTaHa B cooTBeTcTBUN € TY 21.20.23-614-98539446-2022.
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MpoLnTOo, NPOHYMEPOBAHO, CKPEM/IEHO MeYaTbio

y ( )nncth
I eHepaUibHbI
000 «Kinn no»
lMonbIHUEB
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OO0 «KomnaHua Ankop bro»
r. CaHkT-leTepbypr, XXenesHoAopoXHbIn np., 4. 40, nmT. A
TenedoH/dakc: (812) 677-87-79

MACITIOPT Ne EOO3

Habop peareHTOB AN KOHTPO/A KayecTBa aHa/nsa
«KoHTponn MagnoLIA obwunuin MCA», no TY 21.20.23-614-98539446-2022

Kat. Ne 1170201 Cepua Ne EOO3 dopmuposaHme Ne 1 Konmyectso 100 L.

CooTBeTCT-
BHewHWI Bug n opma  KomnnekTa- Cepus BUE KOH-
HanmeHoBaHuWe peareHTa Tponu-
BbINyCcKa uma peareHTa
pyemoro
napameTtpa
CocTtaB Habopa
: COOTBETCT-
KoHTporb 1 MNpo3payHbie nnm 1qn EOS
MYTHbIE XXWUAKOCTUN OT (1 mn) BYeT
6ecLBeTHOro [0 . COOTBETCT-
KoHTpons 2 4 A L ¢n EOO3
XKENToro LuseTa (1 mn) BYyeT
MacnopT 1w
MHCTpYKUMA Mo NPUMEHeHUIO 1w, - -

MapaMeTpbl KOHTPO/IS KayecTBa

HanmeHOBaHMe KOHTPOIMPYEMOrO 3HaueHMe KOHTpompye-

Hopma *
napameTpa MOT0 napameTpa
KoHueHTpauma MNMNCA B KoHTpone 1, 4.26 - 5,74 COOTBETCTBYET
HIE/M
L(FO/I-I\:II;LfHTpaLU/Iﬂ MCA B Kontpone 2, 21,3-28,7 COOTBETCTBYET

®d1akoHbl 3 M1 13 MPO3PAYHOro
CTekna (C 3aBMHYMBAIOLLNMUICA
KpbILWKaMK). STUKETKN U3 NIEHTbI
KNeeBol Ha 6yMa)XHOW OCHOBe

YnakKoBKa 1 MapKMpoBKa COOTBETCTBYET

* [laHHble aTTecTauuu Mpyv COBMECTHOM WCMOMb30oBaHMM ¢ MU «Magno A obwmin NICA», cepus
Ne EOC3

MacnopT BblgaH «17» noHA 2022 T.

Cpok rogHocTn Habopa A0 «17» uoHA 2023 T.

YcnoBus xpaHeHus +2...+8 °C

YcnoBus TpaHCNopTMpoBaHus +2.,.+8 °C. [lonycKaeTcs TpaHCNOpPTMPOBaH npu Temnepartype
no +25 °C He 6onee 15 cyToK, B TOM 4Uncie npu Temnepatype +37 °C

TONBbKO And ANATHOCTUMKW 1IN VITRO

[nsa npoeccnoHaIbHOro NPUMeHeHUA

Hab6op cooTBeTCcTBYET

TY 21.20.23-614-98539446-2022

PY Ne

BoinonHun AyweHbknHa A. T. Mposepun KazapuHope”Bi L,

000*KO
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00O «KomnaHua Ankop bro»
r. CaHkT-INeTepbypr, XXene3HoAopoxXHbI Np., 4. 40, muT. A
TenedoH/hakc: (812) 677-87-79

MACIIOPT Ne E004

Habop peareHTOB 419 KOHTPO/IA KayecTBa aHa/unsa
«KoHTponn MagnoLIA obwuii MCA», no TY 21.20.23-614-98539446-2022

Kat. Ne 1170201 Cepwus Ne E004 dopmumposaHue Ne 1 Konmnyectso 100 L,

CooTBeTCT-
BHewwHWiA Bug 1 popma  KomnnekTta- Cepus BIE KOH-
HanmeHoBaHWe peareHTa Tponu-
BbIMyCKa uns peareHTa
pyemoro
napameTtpa
CocTtaB Habopa
KoHTporb 1 Mpo3payHble Un 1 ¢n. £004 COOTBETCT-
MYTHbIE XXWUAKOCTU OT (1 mn) BYeT
: COOTBETCT-
KOHTpOMb 2 6ecLBeTHOro Ao 1dn £004
XKENToro useTa (X mn) BYeT
MacnopTt 1w,
MHCTpYKUuMA Mo npuMeHeHUto 1wr. - -

MapaMeTpbl KOHTPO/S KayecTBa

HanmeHoBaHMe KOHTPOIMPYEMOTO 3HaveHne KOHTponpye-

Hopma *
napamMeTpa MOro napameTpa
KoHueHTpauma NMCA B KoHTpore 1, 4.26-5.74 COOTBETCTBYET
Hr/mMn
E;)/:II;L_IEHTpaLWIH MCA 8 Kowpore 2, 21,3-28,7 COOTBETCTBYET

®1akoHbl 3 M1 U3 NPO3pPaAYHOro
cTekna (c 3aBUHYMBaOLMMNCA

KpbILLKamn). STUKETKN U3 NIEHTbI
K/1eeBOi Ha 6yMaXkHO OCHOBE

YNnaKoBKa 1 MapKUpoBKa COOTBETCTBYET

* [laHHble aTTecTauuy MpuU COBMECTHOM Mcnonb3oBaHun ¢ MU «Magno ~MA obuwmii MCA», cepus
Ne E004
MacnopT BblgaH «20» noHA 2022 T.

Cpok rogHocTu Habopa g0 «20» uoHA 2023 T.

YcnoBua xpaHeHusa +2...+8 °C

YcnoBus TpaHcnopTuUpoBaHus +2...+8 °C. [JonycKaeTcsa TpaHCNopTUPOBaHMe Habopa npu TemnepaType
o +25 °C He 60nee 15 cyTOK, B TOM uucne npu temnepatype +37 °C He 60nee 1cyToK

TONBbKO ANnA AMATHOCTUKW IN VITRO

[nsa npoeccroHanbHOro NPUMeHeHMA

Habop cooTBeTCTBYET

TY 21.20.23-614-98539446-2022 LW oP

PY Ne

BoinonHun AyweHbknHa A. T. MpoBepun
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OO0 «KomnaHna Ankop bro»
r. CaHKT-INeTepbypr, XXene3HoAopoxXHbI Np., 4. 40, muT. A
TenedoH/hakc: (812) 611-10-19

MACIIOPT Ne EOO3

Habop peareHTOB AN KOHTPO/A KayecTBa aHa/nsa
«KoHTponn MagnoLIA o6wunii MCA», no TY 21.20.23-614-98539446-2022

Kat. Ne 1170205 Cepusa Ne EOO3 ®opmuposaHue Ne 1 Konnyectso 100 L,

CooTBeTCT-
o BME KOH-
BHewHWn BuA 1 hoopma  KomnnekTa- Cepus
HanmeHoBaHWe peareHTa Tponun-
BbIMycKa ums peareHTa
pyemoro
napamMeTpa
CocTtaB Habopa
IMpo3payHble nnn 5 n. COOTBETCT-
KoHTponb 1 Posp P EOCB
MYTHbIE XXWUAKOCTU OT (no 1 mn) BYeT
6ecLBeTHOro o 5 don. COOTBETCT-
KoHTposb 2 4 A ¢ EOO3
YKeNToro Lusera (mo 1 mn) BYyeT
MacnopT 1wr. . -
MHCTPYKUMA N0 NPUMEHEHUIO 1w, : -

MapameTpbl KOHTPONS Ka4yecTBa

HanmeHoBaHMe KOHTPO/IMPYEMOTO 3HayeHne KOHTpPoNMpye-

Hopwma -
napameTtpa MOro napameTpa
KoHueHTpauna NCA B KoHTpone 1, 426 - 574 COOTBETCTBYET
HIr/MN
Er()/'_l\:;empa""m MCA 8 KonTpore 2, 21,3-28,7 COOTBETCTBYET

dnakoHbl 3 M1 13 NPO3PavHOro
cTekna (C 3aBUHYNBAOLLMMUICS
KpbILIKaMK). STUKETKN U3 JIEHTbI
KNeeBoM Ha 6YMaXKHO OCHOBe

YnakoBKa 1 MapK1poBKa COOTBETCTBYET

* [laHHble aTTecTauuy Mpu COBMECTHOM MCMo/b3oBaHuM ¢ MU «Magno /1A obwmin NMCA», cepus
Ne EOO3

MacnopT BblgaH «17» noHa 2022 T.

CpoK rogHocTu Habopa o «17» nwoHsa 2023 r.

YcnoBusa xpaHeHua +2...+8 °C

YcnoBua TpaHCNopTUpoBaHua +2...+8 °C. [lonyckaeTca TpaHCnopTMpoBaHue Habopa npu TemmnepaType
[0 +25 °C He 6onee 15 cyTOK, B TOM 4vucie npu Temnepatype +37 °C He 6onee 1

TONBKO ANnda ANArHOCTUKW IN VITRO

[nsa npoeccroHanbHOro NPUMeHeHMA

Hab6op cooTBeTCTBYET

TY 21.20.23-614-98539446-2022

PY No

BbinonHun AyweHbkunHa A. T. Mposepun KasapunHoBa

000~

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU Ctp. 1us



OO0 «KomnaHua Ankop bro»
r. CaHKT-IeTepbypr, XXenesHoAopoXHbI np., 4. 40, uT. A
TeneoH/dakc: (812) 677-87-79

MACIMOPT Ne EOQO3

Habop peareHTOB AN KOHTPO/IA KayecTBa aHa/nsa
«KoHTponun MagnoLIA o6wunin MCA», no TY 21.20.23-614-98539446-2022

Kat. Ne 1170210 Cepusa Ne EOO3 dopmuposaHne Ne 1 Konnyectso 100 L.

CooTBeTCT-
BHewHWI Bug u oopma  Komnnekra- Cepusa BE KOH-
HanmeHoBaHuWe peareHTa Tponu-
BblIMycKa upna peareHTa
pyemoro
napameTtpa
CocTaB Habopa
: COOTBETCT-
KoHTponb 1 IMpo3payHble nnm 10 ¢n EOCB TBETCT
MYTHbIE XXNAKOCTK OT (no 1 mn) BYeT
6ecLBeTHOro fo 10 on. COOTBETCT-
KoHTposnb 2 4 A P EOC3
XKeNToro useTa (mo 1mn) BYyeT
MacnopT 1 W,
WHCTPYKUMSA MO NPUMEHEHUIO 1w, - -

MapameTpbl KOHTPONS Ka4yecTBa

HavMeHoBaHWe KOHTPOMPYEMOrO 3HaueHue KOHTpoNunpye-

napameTpa Hopma MOro napametpa*
KoHueHTpaunsa MNCA B KoHTpone 1, 4.26 - 574 COOTBETCTBYET
HIr/MN
L(:/l:;empaum MNCA B KoHTpone 2, 213-28.7 COOTBETCTBYET

®P1akoHbI 3 M1 N3 NPO3PAYHOro
CTekna (C 3aBUHUYNBAIOLLMMUNCSA
KpbILKamn). DTUKETKMN U3 NIEHTbI
K/1eeBO Ha 6yMadKHOW 0CHOBe

YnakoBKa 1 MapK1poBKa COOTBETCTBYET

* [laHHble aTTecTauuu Mpu COBMECTHOM WCMOMb3oBaHUM ¢ M «Magno ~MA obwuii MCA», cepus
Ne EOGE

MacnopT BblgaH «17» noHA 2022 T.

CpoK rogHocTn Habopa Ao «17» noHa 2023 T.

YcnoBus XxpaHeHust +2.,.+8 °C

YcnoBus TpaHCnopTupoBaHus +2...+8 °C. [lonycKaeTcs TpaHCnopTMpoBaHne Habopa npu TemnepaType
[0 +25 °C He 60onee 15 cyToK, B TOM Yncie npu Temnepatype +37 °C He 6osiee 1c¢cN

TONbKO ANnA AMATHOCTUKMW IN VITRO

[ns npoeccroHanbHOro NPUMeHeHUs

Hab6op cooTBeTCcTBYET

TY 21.20.23-614-98539446-2022

PY Ne

BbinonHun yweHbknHa A. T. Mposepun KasapnHosa”
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00O «KomnaHua Ankop bro»
r. CaHkT-INeTepbypr, XXenesHoAopoXHbIn np., 4. 40, MT. A
TeneoH/dakc: (812) 611-t0-19

MACITOPT Ne EO04

Habop peareHTOB 419 KOHTPO/IA KayecTBa aHanmsa
«KoHTpona MagnoLIA obwunin MCA», no TY 21.20.23-614-98539446-2022

Kat. Ne 1170210 Cepusa Ne E004 dopmuposaHmne Ne 1 Konmyectso 100 L.

CooTBeTCT-
BHewHwin Bug n choopma  Komnnekra- Cepus BUE KOH-
HavmeHoBaHWe peareHTa Tponu-
BbIMNycKa una peareHTa
pyemoro
napameTpa
CocTtaB Habopa
: COOTBETCT-
KoHTporb 1 IMpo3payHble nam 10 ¢n £004
MYTHbIE XXMAKOCTU OT (no 1mn) BYET
becuBeTHOro o 10 n. COOTBETCT-
KoHTposnb 2 4 A bn E004
XEeNToro LuseTa (no 1mn) BYyeT
MMacnopTt 1 wr. . -
MHCTPYKUMA MO NPUMEHEHUIO 1w,

MapameTpbl KOHTPONS Ka4yecTBa

HanmeHoBaHMe KOHTPOMPYeMOro 3HauyeHVe KoOHTponupye-

Hopma

napamMeTpa MOro napameTpa*
KoHueHTpauma NMCA B KoHTpone 1, 426 - 574 COOTBETCTBYET
Hr/Mn
E;)/lmempau,m MCA 8 KorTpone 2, 21,3-28,7 COOTBETCTBYeT

®nakoHbl 3 M1 U3 NPO3PaYHOro
cTekna (C 3aBMHUYMBAIOLLMMUCA

KpbILLIKaMK). DTUKETKN U3 NIEHTbI
K/1eeBOM Ha 6yMadKHOWM 0CHOBe

YnaKoBKa U MapKMpPoOBKa COOTBETCTBYET

* [laHHble aTTecTauuu Mpy COBMECTHOM WCMOoNb3oBaHUU ¢ MU «Magno ~MA o6wmnin NMCA», cepus
Ne E004
MacnopT BblgaH «20» ntoHA 2022 T.

CpoK rogHocTu Habopa go «20» noHa 2023 T.
Ycnosua xpaHeHus +2.,.+8 °C
YcnoBua TpaHCnopTupoBaHua +2...+8 °C. [JonyckaeTca TpaHCNopTMpoBaHne Habopa Npu TemnepaType
no +25 °C He 60nee 15 cyToK, B TOM yucne npu Temnepatype +37 °C He 6onee 1cy TN
TONbKO ANnA ANATHOCTUKMW IN VITRO
[ns npoeccMoHanIbHOro NPUMeHeHNs
Habop cooTBeTCTBYET
TY 21.20.23-614-98539446-2022
PY Ne
rEHRfAhbHbrtlt-M
BoinonHun AyweHbkuHa A. T MpoBepun KasapuH”™a
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