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1. HA3ZHAYEHHUE

1.1.  «Habop peareHToB m1s KOHTpons KayecTBa aHann3a «Koutponn MagnoLIA BII 1,2 IgMby,
no TY 21.20.23-589-98539446-2022» (nanee «Koutponu MagnoLIA BII 1,2 IgM») npeanasnaueH s
NOATBEPXKAECHHA  NPABHILHOCTH  BBHIMOJHEHHA  M3MEPEHHH  MpH  KayeCTBEHHOM  OMNpeAeNeHHH
uMmyHornobynuHos M (IgM) x Bupycam npocroro repneca 1 u 2 tunos (BII-1,2) B chiBOpOTKE M Mia3Me
(untpat Harpus (3,2%), n1uTHEBas CONb remapuHa, HaTpueBas coib renapuHa, K> DJITA, Kz D/ITA)' kposu
YyeloBeKa METOJOM XEMHIIOMHHECLCHTHOrO HMMYHOAQHaJIH3a Ha MapaMarHUTHBIX MHMKpOYacTHHAX, ¢
HCIOJIb30BAHHEM aBTOMaTHYECKOro aHait3aropa «MagnoLIA».

Habop «Konrtponn MagnoLIA BIII" 1,2 IgM» npumensercs cosmectno ¢ MU «MagnoLIA BIIIN 1,2
IgM» u «Kann6paropst MagnoLIA BIII" 1,2 IgM»,

1.2. TloxTepkaeHHEe NPABHILHOCTH BLIMONHEHHA HW3MEPEHHI MNpPH HCMONb30BaHUH Habopa
«Kontponn MagnoLIA BIII' 1,2 IgM» A0MKHO BBIMONHATHCA B KaAoW aHanuTHYeckoél ceccuu. [Ipu
NPOAOKHTENBHOCTH ceccHU Goliee CYTOK, ompelieliecHHe HMHAeKca Mo3uTHBHOCTH B KoHTponsax u3 HaGopa
«KonTtponn MagnoLIA BIII 1,2 [gM» nomkHo 6bITh NpoBeIeHO MMOBTOPHO 10 HCTEYEHHH 24 YacoB OT Hayana
ceccu. Ecim pesynbrar aHanmmsa Xots Obl omHoro KOHTpons BBIXOAHT 3a NpefieNibl YCTaHOBJIEHHOTO
Iuana3oHa, Habop ocHOBHBIX peareHToB «MagnoLIA BIII" 1,2 IgM» nomxeH ObITh 3aHOBO OTKAIHOpPOBaH C
Hcnons3oBaHueM Habopa «Kanubpatopsr MagnoLIA BIIT 1,2 IgM».

1.3. ®yuxkunonanbHoe HasHayeHne MU «MagnoLlA BIIl' 1,2 IgM», «Kanu6patopst MagnoLIA
BIII' 1,2 IgM», «Koutponu MagnoLIA BIII" 1,2 IgM» npu coBMECTHOM NPHMEHEHHH — CKPHHHHT
ummyHornobyansos M k BIII-1,2 B chiBOpoTke M mia3Mme KpoBH 4YenoBeka, B TOM 4Hcje y OepeMeHHBIX
KEHLIMH.

1.4. OGnactb npuMeHeHHa Habopa — KJIMHNYecKas tabopaTopHas JHarHOCTHKA.

! DxBuBaneHTHOCTL 06pa3LOB CHIBOPOTKH M 11a3Mbl KPOBH HYENOBCKA, COACPKaulel aHTHMKOAryNaHThl UMTpar Hatpus (3.2%), nuTHeBas conb
renapuHa, Harpuesas conb renapuna, K2 DAATA, K3 DAATA, noarsepxaena Ha 25 OTPHLATERLHBIX H 25 NONOXKHTENBLHEIX 06pa3uax ¢ pasinyuHbIM
3nauennem Mnaekca nosutusnocty IgM k BIIT-1,2 kax 1010 Biaa aHTHKOAry1sHTa B aHanu3e ¢ noMolubio HaGopa «MagnoL1A BIII™ 1,2 IgM».
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1.5, Ha6op npeanasHayeH TONBKO /A AUATHOCTHKH in vitro, A NpodeCCHOHANBHONO IPHMEHCHHA
NEPCOHANIOM, HMCIOIMM KBANHQHUKALMIO IS BBIIOJHEHHS JUATHOCTHYECKHX HCCICNOBaHHN in vifro B
pe3ynbTaTe CnenmMaIbHOro ofpasosaHHs M oOyueHna. Mccnenosanua MOTYT BHINOAHATE CHCUMATHCTH He
Monoke 18 5eT ¢ BEICIIMM WM CPEAHAM MEAHLMHCKUM, GMONOTHYECKHM HIH HHBIM oOpasoBaHueM (Bpad
K211, 6nosnor, MEAUIMHCKHNA TEXHOIOT) -

HecnenosanKrs NpoBOAAT B KIHHHKO-AUArHOCTHYECKUX JaGopaTopHaX, OONacTHBIX, FOPOACKHMX HIIH
palfOHHBIX, FOCYAPCTBEHHBIX MM YaCTHLIX Gonbaumax ¥ apyrux JIIIY.

1.6. HaGop «Konrpom MagnoLIA BIII" 1,2 IgM» He uMeeT npoTHBOMOKA3aHAH K TPAMEHCHHIO,

2. XAPAKTEPHCTHKA HABOPA

2.1. Dpuunun peilcTBus

Ha6op «Kontponu MagnoLlIA BIIT' 1,2 IgM» npencrasnser cobodl IBa KOHTPOJNA, ¢ H3BECTHHIM
3HaUCHMEM H JIOMYCTHMBIM JHANMA30HOM onpeaenenns Muaekca MO3HTHBHOCTH KMMYHOToOymHoB M k BIIT-
1,2 B mpocToit Matpue (TOCT P 53133.3-2008) # aTTECTOBAHHLIX 110 BHYTPEHHEH METOAMKE IIPEANPHATHA.

Onpeneneine WHpaekca MO3UTHBHOCTH HMMyHornmoGymunoB M k BIIl-1,2, coaepxamuxci B
Kontponsx nabopa «Kontpomu MagnoLIA BIII 1,2 IgM», mo3Bonder OUEHMBATH NPABHWILHOCTH H
BOCIPOU3BOAUMOCTE PE3yNbTATOB KAUeCTBEHHBIX NAa0OpaTOpHRIX Mccnenopanuii 3Toro anamura B ofpasuax
CHIBOPOTKA ¥ I1a3MBI KPOBH NMAMEHTOB.

Toxydennrie B aHATHTAYECKOR CECCHH pPe3y/ILTATHI CPABHHBAIOTCA € JOMYCTHMEIMH JHMAIIa30HAMH
onpeaeneHns Mugekca nosuTHBHOCTE EMMyHOrIoGynHoB M (IgM) x BIII-1,2, ykasasHeIME B macnopre K
HaGopy # 3aKO/IMPOBAHBIMH IITPHUX-KOAOM HA KopoOke Habopa peareHTOB. EciH pesynbTaT aHalu3a XOTR Okl
oasoro Konrtpons us HaGopa «Kourponn MagnoLIA BIIF 1,2 IgM» BRIXOAHT 32 NpeAentl YCTaHOBICHHOIO
JHnana3oHa, HaGop OCHOBHBIX peareHToB «MagnoLIA BIIT' 1,2 IgM» momxkeH OHITh 3aHOBO OTKaMHOpOBaH.
[IpaBH/IEHOCTE BHINOMHEHHA KAXAOH KanxHOpoBKH HeoOXoZuMO NOATBEpKAaTh H3meperuMamu Huaekca
MO3KHTHBHOCTH UMMYHOTNO0YIHHOB M k BIIT-1,2 B KonTpomax. 3aTem ciefyeT NOBTOPHTE aHAIH3, HCTIONG3YS

OBBEIE AIHKBOTH HccaexyeMelXx ofpasuoB. Jlomyckaerca NpoBeicHME KanMOpOBKH H KOHTPOJA XayecTBa B
BhICNICREpiaIBOT Ipe )N FATes; HIDEyeCE B0 G pnpecncaun MHekca MO3SHTHBHOCTH HMMYHOT/IO0YTHHOB
M k BIII'-1,2 B Kourponax HaGopa «Kortposm MagnoLIA BIIT 1,2 IgM» MeToa0oM XeMHIIOMHHECHEHTHOTO
AMMYHOAHA/IM3a HA MMKpPOYACTHIAX C MCIONb30BAHMEM aBTOMAaTHHECKOro anammzaropa «MagnoLlAy,
nogoOHa pelynsTaTaM, NMONYYAEMBLIM [PH HCCICNAOBAHAAX 3THMH METOJAMH YeNOBEUYCCKON CHIBOPOTKH H
NAa3sMBl KPOBH Y€NOBEKa.

2.2. Cocras H KOMILIEKTALRA.

B cocras HaGopa «Kontponn MagnoLIA BIII" 1,2 IgM» Bxoaat cneayiomue KOMIIOHEHTHI:

- KOHTPOJIb | Ha OCHOBE BOAMO-CONICBOTO PacTBopa ¢ GeNKOBLIM CTACHIH3ATOPOM H KOHCEPBAHTOM, He
cozepxammit uMMyrornoSynnusl M x BIIT-1,2 (nomycTumbit aManmasoH onpejaeneHua 3HayeHH: HHpekca
nosutusHocTH IgM x BII-1,2 ykasaH B macmopre W 3aKOAMpOBAaH INTPHX-KOJOM Ha kopobke Habopa
pearenToB). JKuaKocTs, 1 M, 1, 5 wir 10 daakoHoB * (B 3aBHCHMOCTH OT BAPHAHTA HCTIONHEHHS, cM. TaGmuiy
1), MapkupoBar «KOHTpoIb -»;

- KOHTPOJb 2 Ha OCHOBE BOAHO-COJICBOTO PACTBOPA ¢ GENKOBRIM CTa0MIM3ATOPOM H KOHCEDBAHTOM,
coaepxammuit uMMyHornoGymausl M k BITT-1,2 (momycTumetiit quanasoH ompeaeneHus 3uavenus Hanexca
nosurueHOCcTH IgM k BIIM-1,2 ykasan B macmopre W 3akofAMpoOBaH INTPHX-KOROM Ha kopoOke HaGopa

2OcHosana Ha NOCT 53133.3-2008, 53133.1-2008, 'OCT P HCO 5725-2-2002, FOCT ISO 17511-2011.

3 MaGapurHsic pasmepsl dnakona (JIB): 16,25MM x 36Mm; xprimmicu (I[B): 16,2mmx 12,5MM
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pearenToB). XXuakocts, 1 mMi, 1, 5 unu 10 ¢pnaxonos
1), MapkupoBaH «KOHTpOJB +».
Kaxantit ¢pnakoH paccuntan Ha 20 onpenesieHuii Npyu NocTaHOBKE B MOHOMIMKATaXx.

3 B 3aBHCHMOCTH OT BapHaHTa HCMIOJHEHHS, cM. Tabnuuy

Tabnuua 1
Bapuanr Ha3sanue KOMNOHEHTa
HCIOJIHEHHH, BHewHHuii BHA KOMITOHEHTa KOHTDOME KoHThorb +
Kar. Ne ™ ™
IIpo3spauHasg UM MYTHas XHIKOCTb OT
2630201 posp T AAKOCT I wr | wr
6CCHBCTHOI‘O J0 XKEATOro UBeTa
IIpo3payHas UMM MyTHas KHUIKOCTh OT
2630205 posp T JIKOCTE 0 5 wr S wr
6CCHBCTHOF0 J0 XKCATOro LBECTA
[Tpo3payHas wIK MyTHas XHIKOCTb OT
2630210 po3p T A 10 wr 10 wr
6CCHBCTHOI'0 0 XKCITOro uBCTta

B xommnekt nocraBku Habopa «Kontponn MagnoLIA BIIIT 1,2 IgM» Bxoaat: Habop peareHTOB,
MHCTPYKIHSA N0 MPUMEHEHHIO, NacnopT.

3. MEPBI IPEJOCTOPOXHOCTHU

3.1. [loteHuuansHbIi pHCK NpHMeHeHHs Habopa — kiacc 26 (corsacHo Ilpukasy Munucrepcrsa
3apaBooxpaHenus P® Nedn ot 06.06.2012 r.).

3.2. Bce xoMnoHeHTbl Habopa B HCMOJIB3YEMBIX KOHLEHTPAUHAX SABJIAIOTCA HETOKCHYHBIMH.

3.3. Ilpu pabore ¢ HabGopoM cneayer cobmonarh Tpe6oBanus 'OCT P 52905-2007 u CanlluH
3.3686-21.

3.4. Jlonyckats k pabote ¢ HaBOPOM TOJLKO CElHATbHO 00YUEHHBIH NEpCOHa

3.5. [Ilepen nHauanmom paloThbl O3HAKOMHMTBCA € MHCTPYKUMEH H NpHMEHAThL Habop CTporo mo
Ha3HA4YEHHIO.

3.6. [Ilpu pabore ¢ HabopoM cieayeT HCMONBL30BaTh CHell OACXKAY (MEAMUHHCKHA XanaT MM
KOMOMHE30H, WWano4yky) U CpeACTBAa MHAMBHAYyalnbHOW 3alMTBhl (MacKky, 3allHTHBIE OYKH, OJHOpa3OBhIE
PE3UHOBbIE WK NIACTHKOBBIE NIEPYaTKH, paspeliéHHble K IPUMEHEHHIO Ha TeppUTOpHH PD).

3.7. Bo Bcex koMmnoHeHTax Habopa oTcyTcTByloT antutena k BUY 1,2, supycy renaruta C u
HBsAg.

3.8. Buumanue! B coctas Habopa «Kontponu MagnoLIA BIII" 1,2 IgM» BxoasT consHas KHCIoTa B
koHueHTpaunn 0,05% ¥ KoHcepBaHT B koHUeHTpauuu MeHee 0,05%, uto sBnseTca 6e30nacHbIM IS YEIOBEKA.
[Ipn Hcnonb30BaHMU MO Ha3HAYEHHIO W COOMOAECHHH Mep MPEAOCTOPOXKHOCTH KOHTAaKT € OpPraHu3MOM
yenoBeka UCKiodeH. [Tpu aBapHiHBIX CHTyauMsAX BO3MOXXHO pa3JpakeHHe KOXH M CAH3HCTON 000JI0UKH a3
Y 4yBCTBHUTENBHBIX MHL. [IpH KOHTaKTe NPOMBITH NOPaXEHHOE MECTO BOJOH H 0OpaTHTHCA 3a MEAMLIMHCKOM
TTOMOLIBIO.

3.9. Xwumunueckas nocyaa u obopymoBaHue, KOTOpblE HCIONL3YIOTCA B pabore ¢ HaGOpPOM JOKHBI
6LITH COOTBETCTBYIOIMM 00pa3oM MapKHpPOBaHbI H XPaHUThCA OTAEIBHO.

3.10. [ins o6paGoTku mocyasl H 00OpYAOBaHHA PEKOMEHAYETCA HCMONb30BaTh AC3HHOHUUMPYIOLIME
CPEJ/ICTBA, H3rOTOBJICHHBIE HA OCHOBE TPETHYHBIX AMHHOB, YETBEPTHYHBIX aMMOHHEBBIX coeauHeHui (HAC)
WIH CIIMPTOB M paspelléHHbIE K MpPUMEHEHMIO Ha TeppuTopun P®. Hcnonb3opanue ae3nHOHUMPYIOLIMX
CPEICTB Ha OCHOBE AKTHBHOrO KHCIOpOJa M XJIOPa BO3MOXHO JIMIIB Ha MpPEACTEPUIM3ALUHOHHOM 3Tame, €
nocaeayloue TepMHUECKON CTEpUIH3aLIHE.

3.11. 3anpemaercs nNpHéM IHILH, HCTONL30BAHHE KOCMETHYECKHX CPEACTB H KypPEHHE B MOMELICHHAX,
npeaHas’HaYeHHbIX JUIA paboTh! ¢ HaGopoM.
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3.12, V6upars ¥ ne3MHGUUAPOBATL DPA3MHThIE OOpasUBl WAH KOMIIOHEHTH Hafopa, HCMOJIBE3yA
JESHHOUIMPYIONIHE CPECTBA B COOTBETCTBHH MY-287-113,

3.13. VYnanarh HEHCNIONL3OBAHHLIC PeakTHBH HaGopa B cooTBeTCTBHH ¢ TpeGopammamu CanlluH
2.1.3684-21.

3.14, TIlocne Hcnonb30BaHHEA BCE KOMIOHEHTH! HaGopa, oOpasupbl, KQHTPOJBHBIC MAaTEpHAIE,
pacXOfHEIe MATEpHATH H APYTHe PeareHTHl, KOTOPHIC KOHTAaKTHpoBamM ¢ ofpasiiaMu BO BpeMms o0paGoTKH,
XpaHeHMs WM aHAIA3a (B TOM YMCNe: MEPYaTKH, HAKOHEWHHKH M T.X.) JOJDKHB COOHpDAThCA OTAC/IBHO H
CTEPHITM30BATECK B ABTOKNABE ¢ MOCHCAYIOLeH yTHansaumelt B cooTBercTBHM ¢ Tpebosanmamu CanlluH
2.1.3684-21. BMecTO AaBTOKNABHPOBAaHHA OTXOAR MOTYT OHITh CTEPWIN30BAHH ACIHAGHUHPYIOIEM
CPelCTBOM, IOC/E YTUIM3UPOBAHE! B COOTBETCTBHH ¢ TpeGopanuamu CanllnH 2.1.3684-21.

3.15. He ucnons3oBath Habop MO HCTEYECHHA CPOKA NOHOCTH.

4, OBOPYIAOBAHUE H MATEPHAJIBI, HEOBXOJAUMBIE AJIA IMPOBEJAEHHA
AHAJIM3A

-«HaGop peareHTOB A1  Ka4eCTBEHHONO  HMMYHOXEMHIIOMHHECHEHTHOrO  ONpeneNneHHs
uMMyHOrNOOYMHOB M K BUpycaM mpoctoro repneca 1 m 2 tunoB «MagnoLIA BIII 1,2 IgM», mo TY
21.20.23-587-98539446-2022» (mpouspoautens OO0 «Kommauus Anxop Buo», Poccus, xar. Ne 2630000,
2630005),

- «HaGop pearenros ana xkamubporku «KanuGparopst MagnoLIA BIIT 1,2 IgM», mo TY 21.20.23-588-
98539446-2022» (npoussoaurens 000 «Komnanusa Anxop Buo», Pocens, kat. Ne2630101, 2630103);

- (AHQNIM3ATOp AaBTOMATHYECKHH HMMYHOXHMHYCCKME XeMimoMHHecneHTHBIR «MagnoLIA» ¢
npuragiextocTaMe no CHAB 421457.002 TY («MagnoLIA») (mpouseoaurener 000 «Komnamus Anxop
Buo», Poccus, PY NeP3H 2019/9282);

- Bomno-coneBolt  pacTBOp JUIA TNPOMBIBKA pPeaKIMOHHBIX kKioBeT MagnoLIA «bydep Wi»
(npouzsogutens Q00 «Komnanna Anxop bno», Poccus, kar. Ne0000405);

- «Habop Tprrrepos xemmmomunecneHny MagnoLIA» (npoussomurens Q00 «Komnakua AJsikop
Buo», Poccha, kar. Ne 0000601);

- Konuentpmposanneili pacrsop Ans npomeiBkM Hra «Tpran 5000X» (npomssomurens 00O
«Komnanusa Ankop buo», Poccus, kar. Ne PTT-01A n kat, Ne 0001303);

- Boano-coneBo# pacTsop s passencHus ofpasnor MagnoLIA «/lmmoent 1» ((npoussoaurens OO0
«KoMnanus Ankop Buoy, Poccna, kar. Ne 0000301 xaprpumx n kat. Ne 0001001 draxon);

- OTgenbHEIC XaJjaT, WANovuka, o0yBb M OAHOPA3OBEIE NEPYATKH, PA3pelIEHHbIC K NPUMEHCHMIO HA
tepprropun P® (wau coorsercraytomme 'OCT P 52239-2004).

S. NMPOBEJEHHE MPOIEAYPHI KOHTPOJIA KAYECTBA AHAJIH3A

Onmcansast B JaHHOH MHCTPYKUHEA HHGOpPMALHS COAEPKAT obimue TpeboBaHHs O MOpAAKe MPOBEACHUA
Npouenyphl KOHTPOJis KauecTBa anamuza. Ilepen HauanoM paboTel O3HAKOMETECh C PYKOBOACTBOM IO
aKcnmyarauny ananusaropa «MagnoLIA».

S.1. IloaroroBxa peareHToB

5.1.1. Bxmouure aBToMaTHuecKHM aHammzarop «MagnoLIA» cormacHo pyKOBOACTBY IO
IKCILTYaTalHH.

5.1.2. KOHTpORM roTOBEI K HCIIOJIB30BAHHIO.

®naKkoHH ¢ KOHTPOIAME HeOGXOAHMO BRAEPKATh IPH KOMHATHOH Temnepatype He MeHee 30 MUHYT Jo
Ha4ana aHATHTHICCKON Ceccuu.

5.1.3. TlepememaTs cofepmmoe (akoHOB, H3berad meHooOpasoBanus. OTKPEITh (akoHBE H
NOJIOKHKTE KPHINKH NEPEBEPHYTHIMH Ha CYXYIO [TOBEPXHOCT.
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5.1.4. HaGop «Kontponu MagnoLIA BIII" 1,2 IgM» paimecTuTh B IITaTHBaX, NMpeAHa3HaYE€HHbIX Ul
anubpatopoB H Kontponeii.

5.1.5. Tlepen 3arpyskoif peareHTOB, HEOOXOAMMBIX [UIA MPOBEJICHHSA aHAIU3a, B COOTBETCTBYIOLIHE
6nokH aHanM3aTopa MPOBEPHUTH BCE PACTBOPHl Ha OTCYTCTBHE My3bIPBKOB BO3JyXa. YAAIHTh My3bIPBKH N0
NpOBEACHHUA aHAIN3a JIErKMM MOKa4HBaHHEM, HE NOMycKas NIeHooOpa3oBaHHu4. §

5.1.6. Tlepen 3arpyskoii kaptpumka «MagnoLIA BII 1,2 IgM» B 610k pearentoB HeoOXoaumo
NpeABapUTENIbHO YOEIUThCA, YTO MapaMarHUTHBIE MHMKPOYACTHIBI HAXOIATCA B PeCyCNEHAHPOBaHHOM
COCTOSIHMHM, @ CaMa CyClleH3Hs roMoreHHa. Ecnu MukpodacThibl He pecycnenaupyrores, HE WUCITOJI3YUTE
HABOP u oGpaTuTech K MECTHOMY NpeACTaBHTENO TpousBoautens. Jns nomyuyenus 6Gonee noapoOHOH
MHpOpMaUUHK obpaTuTeCh K HHCTPYKLHMH 110 npuMeHeHHIo Habopa «MagnoLIA BIII" 1,2 IgM».

5.1.7. 3arpy3ute mnNOAroTOBJNCHHBbIE peareHTsl Ha Oopr aHamu3atopa «MagnoLIA» coriacHo
PYKOBOACTBY 110 3KCIUTyaTaLlMy.

5.1.8. 3arpysure maHHble O peareHTaX B NaMATh aBTOMaTHYecKkoro aHanusatopa «MagnoLIA»
COIJIACHO PYKOBOJCTBY IO 3KCITyaTallHH.

5.2. KoHTpoib kauecTBa aHAIH3A

AHanusarop «MagnoLIA» MOXeT OoCyIECTBIATh NPOUEAYPY KOHTPOJIS Ka4ecTBa aHA/IM3a B OTAEIBHO
BBUICJIEHHON CECCHM MM OAHOBPEMEHHO ¢ oOpa3LaMH B paMKaX OIHON aHaiMTH4eckoi ceccuu. KoHTposb
Ka4ecTBa aHAIM3a BBINOJHAETCA NMpEXe ToObIX Ha3HaYEHHBIX TECTOB HE3aBUCHMO OT MOMEHTa pa3sMEILCHHS
KOHTpoJei Ha 6opTy.

BHUMAHHE!

Kommnonentsl Habopa «Kontpomu MagnoLIA BIIIT 1,2 IgM» He nomxHbI HaxoauThcs Ha 6opty
npubopa Oonee 5 4acoB CyMMapHO B JABaJqUATH CECCHAX, HEOOXOAMMO YYHTBIBaTH ITO IPH BLIITOJHEHHUH
npoLeaypbl KOHTPOJIA KayecTBa aHaJIM3a OHOBPEMEHHO ¢ 00pa3llaMi B paMKaX OJJHO# aHATMTHYECKOH CECCHH.
PexoMenayetrcs BBIrpy»aTh IUTAaTUBBI C KOHTPOJIAMM MO HMCTEYCHHH MHHHMAIBHOrO BPEMEHH C MOMEHTa
3aBEpLICHUS PacCKanbIBaHHs COAEPKHUMOTO BeexX (PrakoHOB KaIMGpaTOpPoOB M KOHTPOJICH.

Jna npedoomepawienua ucnaperua ¥cuoKocmu, Cpasy nOCAe UCHONb3086aAHUA PAAKOHbI HeobX00UMOo
3aKpeimb KpblUIKAMU 6 COOMEemcmeuu ¢ UX MApPKUpOoeKoli, nomecmums 6 YnNaKoeKy npeonpusmun-
u320mosumenn 8 6epMUKAIbHOM NONONCEHUU U obecneyums Xpanenue npu memnepamype om + 2 0o + 8
°C 6 X0100UNbHBIX KaAMepax UNU 6 XOJOOUNbHUKAX, 00ecnevueaouiux pe1ameHnmupoeanHblil
memnepamypHbslil pexcuM.

5.2.1. JIns nobaBnenus AaHHbIX 0 HOBOM cepuu (ote) Habopa «Konrponun MagnoLIA BIII' 1,2 IgM»
nepeiiaure B MeHro KOHTPOJIH.

Haxovure knonky JIOBABUTh - HOBAIH KOHTPOJTb.

B oTkpbIBiIEMCS OKHE 3aMOJHHUTE MycThle rpadbl BPYUHYIO JAaHHBIMH, COAEPXALIMMHUCA B MacroprTe,
nu60 MyTeM CYHTHIBAHHSA LITPUX-KO/A C BTOPUYHOH YIAaKOBKH (KOPOOKH) U3aETHA.

Jns coxpaHeHHs HOaHHBIX O HaOope, OJHOKPAaTHO INENKHHTE JIEBOH KHOMKOH MBIIIH IO 3HAYKY
IIPHMEHHTH (B cnydae HeoOXOAMMOCTH MPOAOIXKHTEL paboTy B JaHHOM OKHe) wim 3Hauky [OTOBO (ans
COXpaHEHHA JaHHBIX H 3aKPBITHA OKHa).

5.2.2. lnsa 3anycka B paboty HOBOI'O KOHTPOJIA, nepeitnute B Mmento KOHTPOJIH.

B MeHIo oTKpoeTcs Tabnuua, rae B CTpokax cieBa oToOpakaloTcs JOCTYIHBIE KOHTPOJIH, B CTOAOLAX
CBepXy — Ha3BaHHMs TecToB. KIMKHHTE OJHOKpaTHO MO sfyedKe, HAXOIAIIEHCS Ha MEpPeceyeHHH TpeOyeMbIX
CTPOKH (KOHTPOJIB) U cTonbua (Tect). B BbIOpanHo# a4eiike mosBuTca o6o3HaueHne «X».

BHUMAHHE!

Habop «Koutponu MagnoLIA BIIT 1,2 IgM», npumensercs TONbKO JUIA MNOATBEPXKIACHHS
NpaBHJILHOCTH BbINONMHEHUA aHanu3a «MagnoLIA BIII 1,2 IgM». OG6parure BHUMaHHE Ha TO, 4TO
MACHTH(HKAUNS aHATHTA B CTPOKE KOHTPOJIb M B CTONI01E TeCT R0MKHBI coBragath (HSV1/2M - HSV1/2M).
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ouTponu MagnoLIA BIIT" 1,2 IgM»

KouTtposs, oToOpaxaeMblii B TabHLEe CHHUM IIBETOM, MOXET OBITh 3aMyLIEH.

5.2.2. 3anmycTHTe aHAIMTHYECKYIO CECCHIO aBTOMaTHyecKoro aHanusaropa «MagnoLIA» cormacHo
PYKOBOACTBY IO 3KCIUTyaTallHH. .

5.2.3. Tlporpamma mnpuGopa MNO3BOJNAET ABTOMaTHYECKH BBLIMNOJIHHTE BCE CTaAMM aHamM3a Oe3
BMeIIATeIbCTBA MOb30BaTEN. -

5.3. Pe3syabTarthl

[To oxoHYaHHMH aHANHTHYECKOH ceccun nepenaute B MeHio KOHTPOJIN. Haxwmure xnonky B APXUB
KK. Haxxmute kHonky PE3YJIBTATBI.

JIns BLIBOAA HA 3KPaH KOHTPOJIbHOW KapThl B OTKPBIBLIEMCS OKHE MOCEIO0BATE/IbHO BhIOEpHUTE THII
TECTa, THI KOHTPOJIS U CEPUIO (JIOT) KOHTpons. 3ateM Haxmute kHonky [TPOCMOTP.

6. TPAHCIIOPTUPOBKA U XPAHEHHE

6.1. TpancnopTupoBaHue HaGOpOB CIEAYET MPOM3BOMMTL BCEMH BHIaMH KPBITOrO TPaHCMOpTa IpH
Temmneparype oT + 2 no + 8 °C.

6.2. TpaucnoprupoBaHHe W3AeNHil NP TeMneparypax oT + 2 g0 + 8 °C nomKHO MPOU3BOAUTHECH B
€MKOCTAX HMIM T[PH TMOMOIIM XOJOAWIBHBIX YCTAaHOBOK, OOECIEYHBAIOIMX pPErIaMEHTHPOBAHHbIH
TeMINEPaTyPHBIA PEXHUM.

6.3. JlonyckaeTcs TpaHCopTHpoBaHue HaGopoB npu Temmneparype a0 +25 °C He 6onee 15 cyTok, B TOM
yucie npu temneparype +37°C He 6onee 1 cyTok.

6.4. Ha6opsl, TpaHCMOPTHPOBaHHLIE C HapyLIEHHEM TEMIICPAaTYPHOrO pPEXHMa, NPUMEHCHHIO He
MOJIEXAT.

6.5. Cpok rogaoctd HabopoB — 12 MecsLEB OT AaThl IPOU3BOACTBA.

6.6. Xpanenue HaOOpOB IOMKHO MPOBOJMTLCS B YNAKOBKE NPEANPHATHA-H3TOTOBHTENS MpPH
teMneparype or + 2 go + 8 °C B TeyeHHe BCEro Cpoka rOJHOCTH B XOJIOMMIIBHBIX KaMepaX HIH B
XOIOHUNIBHUKAX, 00eCeYnBAIOLMX PErIaMEHTHPOBaHHBIH TEMIIEPATYPHbIA PEXHUM.

6.7. Habops! ¢ CTEKIIMM CPOKOM I'OJHOCTH NPUMEHEHHIO HE MOIEXKaT.

6.8. Ilpn npo6HOM HCNONB30BAaHHM KOMMOHEHTbI Habopa XpaHATCA B YNAKOBKE IpeANpPHUSATHS-
H3TOTOBUTEJIS B BEPTHKAILHOM MOJIOXKEHHHU NpH Temiepatype oT + 2 10 + 8 °C B XOJIOAMIBHBIX KaMEpax UM B
XOJIOHJIBHHKAX, 00ECEYHBAIOIIMX PETIaMEHTHPOBAaHHBIN TeMNEPAaTYPHBIA PEKHUM, B TEYEHHE 2,5 MECSAIIEB CO
JIHA BCKPBITHS TIEPBUYHOM ynakoBKy. KOMIIOHEHTHI He NOMKHBI HAXOAMTBCS Ha 60pTy npuGopa 6osee 5 yacos,
CYMMapHO B JBajuatd ceccusx. Ilocne wucnons3oBaHuad (IAKOHBI HEOOXOAMMO 3aKpBITh KpBILIKAMU H
obecrieunTs periaMeHTHPOBaHHBIH PEXHM XpaHEHHU.

7. F'APAHTUMHBIE OBSI3ATEJILCTBA
TapaHTHiiHBIA CPOK FOAHOCTH HaGopa 12 MecsueB OT AaThl npousBoacTsa. Habop mpeanasHaven mis
OAHOKPATHOrO MPHMEHEHHS U HE TOJUIEXHT PEMOHTY H 06C1yKHBaHHIO.

8. BE3OITIACHASA YTHJ/IN3ALIUA
Ilpu ucnonb3oBanuH HaGopa o6pasyioTcs OTXOAbI KnaccoB A M b, KoTopble yTHIM3MpYIOTCA B
cootBetcTBHH ¢ CanlTuH 2.1.3684-21 u MY-287-113 (Tabnuua 2).

Tabnuua 2
OTXOIIBI Knacc onacHocTH
BropuuHas rpynnosas
naf:B:: (rpynnosas) Kopobxka u3 moHokapToHa
Y OTxonb! Knacca A
OkcrutyaTtallHOHHas HUHcTpyKuMs N0 NpUMEHEHHIO
JIOKYMEHTaLHA [Macnopt
6
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¢)HTpOJlPl MagnoLIA BIII" 1,2 IgM»

ll:pawmasl ynakoBkKa

dnakoHbl, coaepxKaBLIMe pacTBOPbI KOHTPOJICH

He HCMOJIb30BAHHBIC
KOMNOHCHTBI C HCTEKIUHM
CpOKOM IrOAHOCTH

®nakoHbl, COiEpKalLLHE PacTBOPbI KOHTpONEH

Orxoast kiacca b

(;Ipyrue KOMIMOHEHTBI

Bce KOMNOHEHTHI Ha6opa, KOHTPOJIbHBIC MaTEpHaibl, PacXxQAHbIC
MaTepHasibl U pearcHThbl, KOTOPbLIC KOHTAKTHPOBAH C 06pa3uaMu BO

Bpems 06paboTKH, XpaHEHUS WK aHaIH3a

9. HH®OPMAILIHUA O ITPOU3BOJAUTEIJIE
[To Bompocam kauyectBa MW «HaGop peareHToB s KOHTpons kadecTBa aHamusa «KoHtponu
MagnoLIA BIIT" 1,2 IgM», o TY 21.20.23-589-98539446-2022» obpamarkca B OO0 «Komnanus Ankop
Buo» no aapecy: 192148, r. Caukr-IletepGypr, Xene3nomopoxkHslii mpocnekT, A. 40, muT. A, Ten/dakc: 8(812)

677-8779, Tenedon «ropsiueit nuHun»: 8-800-234-37-79.

10. CHUMBO.JIbI, UCITOJIB3YEMBIE HA 3 THKETKAX

MeauuuHckoe u3aenue nis
JHArHOCTUKH in Vitro

COIICp)KHMOI‘O JA0CTATOYHO 1A
INpOBECACHHUA N TECTOB

Homep no xaranory

OcTtopoxHo!

Kona naptuu (Homep cepun)

Ucnons3oBath A0

HUsrorosurens

V4
AN
e
A

[Ipenen remnepatyp

JlaTa H3roToBNICHUA

&

buonoruyecku# puck

S EEE

OOparuTech K HHCTPYKLIHH [0

NPHMEHECHHIO

UncTpykuus paspaGotana B cootBercTBHH ¢ TY 21.20.23-589-98539446-2022.
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00O «KomnaHusa Ankop bro»
r. CaHkT-IeTepbypr, XKenesHogopoXKHbI Np., 4. 40, nuT. A
TenedoH/hakc: (812) 611-HO-19

MACTIOPT Ne E002

Habop peareHToB A/19 KOHTPO/A KayecTBa aHanm3a
«KoHTpona MagnoLIA BINI 1,2 IgM», no TY 21.20.23-589-98539446-2022

HavmeHosarne BHeLHWiA BUA 1 hopMa Bbinycka KomnnekTauus Cepus KoigggiemTpcyTeBnl//llgro
peareHTa pearenTa napameTpa
CocTtaB Habopa

KoHTponsb - MpospauHas unm MyTHast xugkocts L@ (1 mn) E002 COOTBETCTBYET
KoHTpons + OT BECLBETHOMO A0 XETOro UgeTa 1dpn. (1 mn) E002 COOTBETCTBYET
MMacnopT 1 wr.
WHCTpYKUMSA NO NPUMEHEHMIO 1w, - -

MapameTpbl KOHTPO/IS KayecTBa

HavmeHoBaH1e KOHTPOMPYEMOTO Hopma 3HayeHne KOHTPOIMpYyemMOoro

napameTpa napameTpa*

WHaekc nosntmsHoctn IgM k BII-
1,2 B KoHTpone -

WHaekc nosutmsHocth IgM k BII-
1,2 B KoHTpone +

<0,3 COOTBETCTBYET

2,8-4,2 COOTBETCTBYET

®nakoHbl 3 M/ U3 NPO3payvHOro
ctekna (C  3aBMHYMBAOLLMMUCSA
KpbILLKamMn), 3TUKETKA W3 JIEHTbI
KneeBol Ha 6yMaXXHOIN OCHOBe

*[laHHble aTTecTalMm Npu COBMECTHOM mcnonb3oBaHun ¢ M «MagnoLIA Bl 1,2 IgM» cepus Ne
E002 n «Kanubpatopbl MagnoLIA BMI™ 1,2 IgM» cepust Ne E002.

YnakoBka 1 MapK1poBKa COOTBETCTBYET

MacnopT BblgaH «22» mapta 2022 r.

CpokK rogHocTn Habopa Ao «22» mapTa 2023 T.

Ycnosusa xpaHeHus +2...+8 °C

Ycnosua TpaHcnopTuposaHua +2...+8 °C

JlonyckaeTca TpaHCcnopTupoBaHMe Habopa npu Temnepatype 4o +25 °C He 6onee 15 CyTOK, B TOM
yucne npv Temnepatype +37°C He 60nee 1CyToK.

TOMbKO ANA ANMATHOCTUKN IN VITRO

[nsa npogeccnoHanbHOro NpUMeHeHNs

Hab6op cooTBeTcTBYET

TY 21.20.23-589-98539446-2022

PY No

BeinonHnn: KO.B. Necoukas [Mposepun: pUHOBA
ELLOP

1 Ankoubmo*
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OO0 «KomnaHusa Ankop bro»
r. CaHkT-TeTepbypr, XXene3HoJopoXHbIid np., 4. 40, mT. A
TeneoH/dakc: (812) 611-H0-19

MACITOPT Ne EOG3

Ha6op peareHTOB A1 KOHTPO/S KayecTBa aHanmsa
«KoHTponga MagnoLIA BINI 1,2 IgM», no TY 21.20.23-589-98539446-2022

CooTBeTCTBME
HavnmeHoBaHwue o Cepus
BHewwHWi BUA 1 hopma Bbinycka — KomnnekTaums KOHTPO/IMpYemoro
peareHTa peareHTa
napameTpa
CocTtaB Habopa

KoHTponb - MpospauHast UK MyTHas skugkocte L @1 (1 ) EC8 COOTBETCTBYET

OT GEeCLBETHOrO A0 XEeNTOoro LpeTa
KoHTponb + H A . I pn. (1 mn) EOO3 COOTBETCTBYET
MacnopT 1w
WHCTpYKUMA NO NMPUMEHEHUIO 1w

MapaMeTpbl KOHTPO/IS KavecTBa

HanmeHoBaHVe KOHTPOMPYEMOro Hopma 3HayeHne KOHTPOINPYemoro
napameTpa napametpa*
WHaekc nosutmeHoctu IgM K BII-
1,2 B KoHTpone -
WHaekc nosutmeHoctu IgM k BII-
1,2 B KoHTpone +

<0,3 COOTBETCTBYET

2,8-4,2 COOTBETCTBYET

®nakoHbl 3 M M3 MPO3PaYHOro
ctekna (C  3aBMHYMBaKOLLMMUCS
KPbILLIKaMK), 3TUKETKN W3 JIEHTbI
KNeeBoi Ha 6yMaXKHON OCHOBE
*[laHHble aTTecTauuy NPU COBMECTHOM Mcnonb3oBaHUn ¢ M «MagnoLIA Bl 1,2 IgM» cepusa Ne
EOO3 n «Kannbpatopbl MagnoLIA B 1,2 IgM» cepus Ne EOGS.

YnakoBka 1 MapK1upoBKa COOTBETCTBYET

MacnopT BblgaH «25» mapTa 2022 T.

Cpok rogHocTn Habopa o «25» mapTta 2023 T.

Ycnosus xpaHeHus +2...+8 °C

Ycnosusa TpaHcnopTuposaHua +2...+8 °C

JlonyckaeTca TpaHCNopTMpoBaHWe Habopa npu Temnepatype Ao +25 °C He 60nee 15 CyTOK, B TOM
yuncne npu Temnepatype +37°C He 60nee 1 CyTOK.

TONBbKO ANnd ANArHOCTUKW IN VITRO
NS NpoheccnoHaIbHOro NPUMEHeHUS
HaGop cooTBeTCTBYET

TY 21.20.23-589-98539446-2022

PY Neo

BoinonHun: KO.B. lMecovkasn [Mposepun:
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OO0 «KomnaHua Ankop bro»
r. CaHKT-IeTepbypr, XXenesHogopoXHbIi np., 4. 40, nuT. A
TenetoH/dakc: (812) 677-87-79

MACITOPT Ne E002

HaGop peareHTOB [/ KOHTPO/IA KayecTBa aHanusa
«KoHTpona MagnoLIA BT 1,2 IgM», no TY 21.20.23-589-98539446-2022

HanmeHoBaHve BHeLHWiA BUA 1 (hopma Cepua Coorsercraie
eareHTa BbIM (fllKa P Komnnekraums earZHTa KOHTPO/IMPYeMOro
P y P napameTpa
CocTtaB Habopa
KoHTpons - [Mpo3payHas nan myTHas 5dn. (no 1wmn) E002 COOTBETCTBYET
XWAKOCTb OT 6ECLIBETHOrO A0
KoHTposb + XKenToro Leta 5 ¢n. (no 1mn) E002 COOTBETCTBYET
MacnopT 1wr. -
VIHCTpYKLMA N0 NPUMEHEHUIO 1. - -

MapaMeTpbl KOHTPO/IS KavecTBa

HavMeHoBaHVe KOHTPOMPYEeMOro Hopwma 3HayeHne KOHTPONMpPyemoro
napameTpa napametpa*
MHpaekc nosuTtmsHocTK IgM K BIT-
1,2 B KoHTpone -
MHaekc nosuTtmsHocTn IgM K BIT-
1,2 B KoHTpone +

<0,3 COOTBETCTBYET

2,8-4,2 COOTBETCTBYET

®nakoHbl 3 MM M3 NPO3pPayHoro
cTekna (C  3aBMHYMBAOLLMMUCS
KpbILLKaMW), STUKETKN W3 NIEHTHI
KNeeBoi Ha 6yMaXKHOM OCHOBE
*[aHHble aTTecTauMy Npyu COBMECTHOM Mcnonb3oBaHuM ¢ M «MagnoLIA Bl 1,2 IgM» cepusa Ne
E002 n «Kannbpartopbl MagnoLIA BT 1,2 IgM» cepus Ne E002.

YnakoBKa 1 MapKMpOBKa COOTBETCTBYET

MacnopT BblgaH «22» mapTa 2022 T.

Cpok rogHocTn Habopa Ao «22» mapta 2023 T.

YcnoBus xpaHeHus +2...+8 °C

Ycnosua TpaHcnopTupoBaHua +2...+8 °C

[lonyckaeTcsa TpaHCNoOpPTMPOBaHUe Habopa Npu TemnepaType Ao +25  He 6onee 15 CyTOK, B TOM
yucne npun Temneparype +37°C He 60nee 1 CyTOK.

TOMbKO ANA AMATHOCTUKMK IN VITRO

[na npotheccnoHanbHOro NPUMeHeHNs

Habop cooTtseTcTBYET

TY 21.20.23-589-98539446-2022

PYNe

BeinonHun: KO.B. Necoukas [Nposepwn:

nkassbuo
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00O «KomnaHua Ankop bro»
r. CaHkT-leTepbypr, >KenesHogopoXKHbIN np., 4. 40, uT. A
TeneoH/pakc: (812) 677-87-79

MACTIOPT Ne EOO3

Habop peareHTOB 4/19 KOHTPO/IA KayecTBa aHa/m3a
«KoHTpona MagnoLIA BINI 1,2 IgM», no TY 21.20.23-589-98539446-2022

HanwmeHoBaHue BHewwHniA Bua 1 hopma Cepus Cooraetcreue
eareHTa BbIMl cAKa P Komnnekraums earFéHTa KOHTPO/IMpYemMoro
P y P napameTpa
CocTtaB Habopa
KoHTponb - [po3payHas nan myTHas 5n. (no 1mn) EOG3 COOTBETCTBYET
YXMAKOCTb OT BeCLBETHOrO [0
KoHTposnb + XKenToro Lgeta 5 dn. (mo 1mn) =0 0¢] COOTBETCTBYET
Macnopt 1wr. -
WHCTpYKUMA NO NMPUMEHEHUIO 1wr. -

MapaMeTpbl KOHTPO/IS KavecTBa

HavmeHoBaHMe KOHTPOMPYeMoro Hopma 3HayeHne KOHTPOIMpPyemoro
napameTpa napameTpa*
WHaekc nosutmsHocT IgM K BII-
1,2 B KoHTpoOne -
WHpekc nosutmeHocT IgM K BIII-
1,2 B KoHTpone +

<0,3 COOTBETCTBYET

2,8-4,2 COOTBETCTBYET

®nakoHbl 3 M M3 MPO3PayYHOro
ctekna (C  3aBMHYMBAOLLMMKCA
KpbILLKaMK), 3TUKETKA W3 JIEHTbI
KneeBol Ha ByMaXXHO OCHOBE

*[aHHble aTTecTauMm nNpyv cCoBMECTHOM ucnonb3oBaHun ¢ M «MagnoLIA BT 1,2 1IgM» cepua Ne
EOO3 n «KannbpaTtopbl MagnoLIA BIMI 1,2 IgM» cepusi Ne EOOS,

YnakoBKa 1 MapK1poBKa COOTBETCTBYET

MacnopT BblgaH «25» mapTa 2022 T.

CpokK rogHocTn Habopa Ao «25» mapTta 2023 T.

Ycnosua xpaHeHus +2...+8 °C

Ycnosusa TpaHcnopTuposaHua +2...+8 °C

JonyckaeTca TpaHCNopTMpPOBaHUe Habopa npu TemnepaType Ao +25 °C He 6onee 15 CyTOK, B TOM
ymcne npu temnepatype +37°C He 60nee 1 CyTOK.

TONBbKO AnAd ANATHOCTUKK IN VITRO
[ns NpoheCCMOHaIbHOTO NMPUMEHEHUS
HaGop cooTBeTCTBYET

TY 21.20.23-589-98539446-2022

PY Ne

BoinonHun: KO.B. lMNecovkas [MpoBepun: oBa

Koabuno*
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OO0 «KomnaHua Ankop bro»
r. CaHkT-INeTepbypr, XXene3HogopoXHbIn np., 4. 40, uT. A
Tenedon/dakc: (812) 611-F0-19

MACITOPT Ne E002

Habop peareHTOB A4N1A KOHTPO/IA KayecTBa aHanmsa
«KoHTpona MagnoLIA Bl 1,2 IgM», no TY 21.20.23-589-98539446-2022

HanmeHoBaHue Cepus Coorsetcraue
eareHTa BHeLuHWiA BUA 1 (hopMa BbinycKa Komnnekraums earF()eHTa KOHTPO/IMpPYemoro
P P napameTpa

CocTtaB Habopa

KoHTposb - [pospayHas unn MyTHas 10 ¢on. (no 1mn) E002 COOTBETCTBYET
XMAKOCTb OT BecLBeTHOro A0

KoHTponb + XenToro upeta 10 gon. (mo 1 mn) E002 COOTBETCTBYET

Macnopt 1wr. - -

NHCTPYKLMA NO NPUMEHEHNIO 1. : -

[MapameTpbl KOHTPO/IA KayecTBa

HammMeHoBaHMe KOHTPONMPYEMOTO 3HayeHne KOHTPONMPYEMOro

napameTpa Hopwma napametpa*
WHaekc nosutmeHoctn IgM K BIT- <03 COOTBETCTBYET
1,2 8 KoHTporne -
WHaekc nosutmueHocTn IgM K BIT- 2842 COOTBETCTBYeT
1,2 B KoHTpOne +

®nakoHbl 3 M M3 MpPO3payvyHOro
ctekna (C  3aBMHYMBAKOLLMMMCA
KpbILLUKaMK), 3TUKETKM W3 JIEHTbI
KNieeBol Ha 6yMaXKHO OCHOBe
*[laHHble aTTecTauMy Npu COBMECTHOM ucnonb3oBaHun ¢ MU «MagnoLIA BT 1,2 IgM» cepusa Ne
E002 n «Kanunbpatopsl MagnoLIA BINI 1,2 IgM» cepua Ne EQ02.

YnaKoBKa ¥ MapKMpoBKa COOTBETCTBYET

MacnopT BbLUaH «22» MapTa 2022 T.
Cpok rogHocTn Habopa fo «22» mapta 2023 T.
Ycnosus xpaHeHus +2...+8 °C

Ycnosus TpaHcnopTmposaHusa +2...+8 °C

JonyckaeTcs TpaHCNOpTUPOBaHKe Habopa nNpy Temnepatype Ao +25 °C He 6onee 15 CyTOK, B TOM
yumcne npu Temnepatype +37°C He 6onee 1 CyToK.

TOJIbKO gNna ANATHOCTUKW IN VITRO
[ns NnpoheccroHaIbHOrO MPUMEHEHNS
Habop cooTBeTCTBYET

TY 21.20.23-589-98539446-2022

PYNe

BbinonHun: HO.B. lNecoukas MpoBepun:
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00O «Komnanus Ankop buo»
r. Cankr-Iletep6ypr, XKenesnogopoxHsiii np., a. 40, mut. A
Tenedon/daxc: (812) 677-87-79

ITACITOPT Ne EO03

Habop peareHToB /151 KOHTPOJISl Ka4ecTBa aHAJIH3a
«Koutpoau MagnoLIA BIIT" 1,2 IgM», no TY 21.20.23-589-98539446-2022
Kat. No 2630210 Cepus Ne E003 dopmuposanue Ne 1 Konnyectso 100 wr.

CootBercTBHE
HaumeHnoBanue ., Cepus
BHewnuii Bua 4 popma Beinycka | Kommnekrauus KOHTPOJIMPYEMOTO
peareHTa peareHTa
napaMerpa
CocTaB Habopa
KonTtpons - IIpo3paunas i MyTHas 10 . (mo 1 mn) E003 COOTBETCTBYET
*UAKOCTb OT 6ECLIBETHOIO 110

KonTpons + KEJITOTO LBETA 10 . (mo 1 M) E003 COOTBETCTBYET
Macnopt 1 wr. - -
HHCTpyKLMA O NPUMEHEHHIO 1 wr. - -

ITapameTpbl KOHTPOJISI KA4eCTBA

HaunmeHoBaHue KOHTPOJHPYEMOTr'0

3HaueHHe KOHTPOJIHPYEMOTO

KJieeBOit Ha OyMa)KHO# OCHOBE

Hopma *
napameTpa napamerpa
Hnnexc nosutusHoctH IgM x BIII'-
<0,3 COOTBETCTBYET
1,2 B Kontpoue -
HUupexc nosutuBHocty IgM x BIIT'-
2,8-4,2 COOTBETCTBYET
1,2 B Kontpone +
®nakoHsl 3 M M3 NPO3payHOro
crekna (C  3aBUHYHBAIOUIMMHUCS
YnakoBka ¥ MapKHpOBKa COOTBETCTBYET
KpBILIKAMH), 3THKETKH M3 JICHTHI

* JlaHHBIC aTTECTAUNK TIPH COBMECTHOM Hcnosb3oBanuu ¢ MU «MagnoLIA BIII™ 1,2 IgM» cepus Ne
E003 u «Kanubparopst MagnoLIA BIII™ 1,2 IgM» cepus Ne E003.

IMacnopt BblOaH «25» MapTa 2022 .

Cpok rogHoct Ha6opa 1o «25» mapta 2023 r.
Ycnosus xpaenus +2...+8 °C

Vcnosus TpaHcnopriHposanus +2...+8 °C

Jlonyckaetcs TpaHcnopTupoBaHue HaGopa npu Temmneparype a0 +25 °C He 6osee 15 cyTok, B TOM
yucne npu TeMneparype +37°C He 6onee 1 cyTok.

TOJIBKO AJ1A IMATHOCTUKMU IN VITRO
Jna npodecCHOHATBHOrO MPHMEHEHHUS
Habop cooTBeTcTBYET

TV 21.20.23-589-98539446-2022

PY Ne

Brinonuun: F0.B. ITecoukas IMposepumn:
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