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NOp peareHTOB Ana Kanmbposku «MagnoLIA Tokconnasma IgG aBuaHOCTbY

/ HA3HAYEHWE
/v. Habop peareHTOB Ansi KannbpoBkn «MagnoLIA Tokconnasma IgG aBmgHocTb» no TY 21.20.23-470-
/98539446-2019 npefHa3HayeH AN KanMbpoBKM (YCTaHOBNEHMWM pPeqepPeHTHbIX 3HAYeHWid) aHaimM3a npu
| KayeCTBEHHOM onpeeneHUn aBuaHocTU MmmyHornobynmHoB G (IgG) K Toxoplasma gondii B CbIBOPOTKE U
nnasme (uuTpat Hatpus (3,2%), nuTnesas Conb renapumHa, HaTpuesas cofb renapuHa, Ki 34TA, K3 34TA)’
KpPOBWM YenoBeKa METOAOM XeMWIHOMUHECLEHTHOIO MMMYHOaHa/IM3a Ha napamarHUTHbIX MUKpoyacTuuax c
1NCNONb30BaHMEM aBTOMAaTUYeCKOro aHanmnsaropa «MagnoLIA».

«Habop peareHTOB A1 Kanmoposkn «MagnoLIA Tokconnasma 1gG aBugHocTb» no TY 21.20.23-470-
98539446-2019 nprMeHseTcs COBMECTHO C MeAuUUHCKUMU u3gennamu (M) «MagnoLIA Tokconnasma 1gG
aBUAHOCTb» N «Habop peareHTOB 415 KOHTPONSA KayecTea aHam3a «MagnoLIA Tokconnasma 1gG aBuaHOCTb»
no TY 21.20.23-471-98539446-20109.

Kannbposka c nomouwbto «Habopa peareHToB A9 KannbpoBkn «MagnoLIA Tokconnasma IgG
aBUAHOCTb» [O/DKHA BbINOMHATLCA AN KaKAOro kKaptpuoka «MagnoLlA Tokconnasma IgG aBuaHOCTb» B
Cneayowmx cnyyasx:

- IpU 3anyCcKe ceccun Ha aHanmsaTope «MagnoLIlA» ¢ ncnonb3oBaHnem Kaptpugka «MagnoLIA Tokconnasma
IgG aBMAHOCTb», KaNMBpoBKa KOTOPOro paHee He NPOBOAMACh;
- O[IMH pa3 B 7 AHeN ana kaxaoro kaptpumka «MagnoLIA Tokconnasma IgG aBUAHOCTb»;
- NPK 3anycKe ceccun Ha aHanmsaTope «MagnoLIlA» ¢ ncnonb3oBaHnem KapTpugpka «MagnoLIA Tokconnasma
IgG aBMAHOCTb», KaNMBGpPOBKa KOTOPOro NpocpoyeHa (0T MOMEHTa NocnefHein KannmbpoBku npoLuno 6onee 7
LHei);
- eC/N pe3ynbTaT aHanm3a XoTs 6bl oagHoro KoHTpons u3 «Habopa peareHTOB A5 KOHTPONSA KayecTBa aHaM3a
«MagnoLIA Tokconnasma IgG aBngHOCTL»” BbIXOAUT 3a NpPegenbl YCTaHOB/IEHHOMO Anana3oHa.
1.2. dyHKUMOHa/IbHOE Ha3HauveHne MU «MagnoLIA Tokconnasma IgG aBngHocTb», «Habopa peareHToB Ans
KannmopoBkn «MagnoLIA Tokconnasma IgG aBugHoCcTb», «Habopa peareHTOB A5 KOHTPONA KayecTBa aHann3a
«MagnoLIA Tokconnasma 1gG aBMAHOCTb» MPU COBMECTHOM TMPUMEHEHUN - OnpefeneHne aBUaHOCTU
MMMyHornobynnHos G K Toxoplasma gondii B CbIBOPOTKE M Ma3Me KPOBM 4YefioBeKa, B TOM uucre Yy
GepeMEHHbIX >KEeHLUMH; A1 YTOYHEHWS CPOKOB WMH(ULMPOBAHMA W AuddepeHumaumn Tekyllein (oCTpblid
TOKCOM/a3M03) 1 NepeHeceHHON TOKCONNa3MeHHOM UH(EKLMN.
1.3. ObnacTb NpUMeHeHNs Habopa - KIMHUYecKas naboparopHas AMarHoCTMKa.
14. Habop npegHasHayeH TOMbKO ANA AMArHOCTMKW in Vitro, Ans NpPoMeccUoHasIbHOrO MPUMEHEHNS
NepcoHaIOM, VMEILWMM KBa/IMPUKAUMIO /19 BbINOSHEHWS AMArHOCTUYECKUX WCCNeaoBaHWMiA in vitro B
pesynbTaTe CreumansHoro obpasoBaHWs U 00yyeHWs. MccnefoBaHUs MOTYT BbINOMHATL CMELUANUCTbl He
MO/IOXKe 18 neT C BbICLUMM WU CPeAHUM MeAVMUUHCKAM, 6MOM0rMyeckuM WM MHbIM 0bpasoBaHMeM (Bpad
KA1, 6ronor, MeanLMHCKWIA TEXHOOT).

WccnepoBaHus NpoBOAAT B K/IMHUKO-AMArHOCTUYECKUX NabopaTtopusx, 06M1acTHbIX, TOPOACKUX WK
paliOHHbIX, FOCYAAPCTBEHHBIX UM YaCTHbIX 60/1bHMLAX 1 apyrux JIMY.
15. MW «Habop peareHToB gna kanmbpoBku «MagnoLIA Tokconnasma IgG aBugHocTb» no TY 21.20.23-
470-98539446-2019 He MeeT NPOTUBOMOKa3aHW K MPUMEHEHWIO.

 OKBMBa/IEHTHOCTb 06pa3LoB CbIBOPOTKU M MNnasMbl KPOBM YenoBeKa, COfepikalleil aHTUKOarynsHTbl uuTpaT Hatpus (3,2%),
NNTUEBYIO COMb FemapuHa, HaTpueByk conb renapuHa, K2 94TA, K3 SATA, noaTBep)KaeHa Ha 25 oTpuuaTe/ibHbIX o6pasuax Mo
KOHUeHTpauuu 1gG K T. gondii 1 25 nonoxunTtenbHbIX o6pasuax no KoHueHTpauuu IgG K T. gondii ¢ pasHbIMU MHAEKCAMW aBUAHOCTU
nMmMmyHornobynunHos 1gG K T. gondii KaXaoro Buja aHTUKoarynsHTa B aHanuse ¢ nomouibio Habopa «MagnoLIlA Tokconnasma 1gG
aBUIHOCTb»

N «Habop peareHTOB [ KOHTpPONA KadectBa aHanusa «MagnoLlA Tokconnasma 1gG aBUAHOCTb»» MpeAHasHayeH ans
NoATBEPXAEHNA MPaBUIbHOCTU BbIMO/IHEHUSA WM3MEPEHUI MPY KauyeCTBEHHOM OrpefesieHnn aBugHOCTU UMMYHOr106ynnHoB G K I
gondii B CbIBOPOTKE 1 Na3Me KpoBu YenoBeka «MagnoLIA Tokconnasma IgG aBugHOCTb» Ha aHanmsatope «MagnoL 1A,
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160p peareHTOB Ans Kanmbposkn «MagnoLIA Tokconnasma IgG aBUAHOCTb»

ftt. XAPAKTEPUCTUKA HABOPA
21 MpuHumn gencTems

«Habop peareHTOB Ana Kannmbposku «MagnoLIA Tokconnasma IgG aBugHocTb» no TY 21.20.23-470-
98539446-2019 npefcTaBnsieT cO60 KOMMMEKT M3 ABYX KaiMbpaTOpoB, aTTecTOBaHHbLIX Mo YeTBepTomy
mexayHapogHomy ctaHgapty (WHO International Standard 4th IS for Antibodies, Human, to Toxoplasma
gondii, NIBSC, BenvkobputaHma (NIBSC code: 13/132).

Kannbposka HabopoB «MagnoLIA Tokconnasma 1gG aBMAHOCTb» OCYLLECTBASETCA C MOMOLLbHO
«Habopa peareHToB A/19 Kanmboposkn «MagnoLIA Tokconnasma 1gG aBUAHOCTb» MO [ABYM YCTaHOBOYHbIM
TOYKaM 1 OCHOBaHa Ha MeTOZe KOCBEHHbIX U3MepeHWin (BOCNPOM3BOAMMAs KOMNOHeEHTaMM Habopa BefIMumnHa -
VHOekc aBMAHOCTU CReuupUyecknx MMMYHOrnobynnHoB G; HernocpefcTBEHHO M3MepsiemMas BefMuMHa -
CUrHaN XeMWUTIOMUHECLLEHLMK, OTH. cBeT. ef. (relative light unit, RLU)).

Mpn KaxaoM npoBefeHUMM npouedypbl KaMbpoBKM He06X0AUMMO MNOATBEPXKAATb MNPaBWUIbHOCTb
KaMBbpOoBKY C NOMOLLbIO «Habopa peareHToB A/19 KOHTPONA Kavectsa aHanmn3a «MagnoLIA Tokconnasma 1gG
aBUAHOCTb» B OAHON 1 TOW XXe aHa/IMTUYECKOI Ceccum.

AHa/iM3 MNpPoBOAUTCSA Ha aBTOMaTMyeckom aHanmsatope «MagnoLlA» (Poccusa, OOO «KomnaHus
Ankop Bro») B COOTBETCTBUM C UHCTPYKLUMel K M «Habop peareHTOB 4/19 UIMMYHOXEMUNHOMUHECLLEHTHOTO
onpefeneHns asmgHoOCTU WUMMYyHornobynnHos G K Toxoplasma gondii «MagnoLIA Tokconnasma IgG
aBUAHOCTb». 3HAYEHWA CUTHAI0B XEMUIIOMUHECLIEHUMM B KIOBeTax, cogepxawmx «Kaambpatop 1» wu
«Kannépartop 2», a Takxe mHaekc asmaHoctn 1gG K T. gondii Kannbpartopa 2 1CMonb3ytTCA B KayecTBe
OMOpHbIX (YCTaHOBOYHbIX) TOYeK. C MOMOLLbI JaHHbLIX TOYEK MPOUCXOANT KOPPEKTUPOBKA YPOBHA CUTHaNA
MOpOroBOro 3HayeHUs W pacyeTa WHAEKCA aBUAHOCTW OTHOCUTENIbHO AaHHbIX, 3aKOAWPOBaHHLIX B MamATu
npuoéopa. Mo O0TKOPPEKTMPOBAHHOMY MOPOroBOMY 3HayeHUto onpegenseTcs VHAekc nosmTueHocTh 1gG K T.
gondii B 4ByX KoHTposnsix 11 2. COOTHOLLEHME CUTHAI0B XEMUTIIOMUHECLIEHLMW, ONpeaenéHHOro nNpubopom K
yKa3aHHOMY B MacropTe Habopa, CMyXWT KpUTepueMm A/ MPUHATUSA pe3yfibTaTta Ka/IMOpoBKM NPOrpaMMHbIM
obecneyeHvem aHanusatopa «MagnoLIA». Ha OCHOBe MPUHATOrO YPOBHSA CWUrHasa MOPOroBOro 3HayeHus
onpepensetcd WHpekc nosutmeHocTM 1gG K T. gondii B aHanusnpyembiX 06pasuax M KOHTPOJbHbIX
marepuanax. Ha OCHOBe OTKOPPEKTMPOBAHHOIO pacyeTa WHAEKCa aBWAHOCTM onpefenserca WHAOeKc
asugHoctn IgG Kk T gondii B aHa/IM3npyembiX 06pasLax u KOHTPO/IbHbIX MaTepuanax. VHgekc asugHoctn I1gG
K T. gondii paccunTbIBaeTCS TONLKO A5 aHA/IM3UPYeMbIX 06pa3LoB C MHAEKCOM MO3MTUBHOCTY 6osee |.

2.2. CocTaB U KOMNneKTayms

B coctaB «Habopa peareHTOB gns KasmbpoBkn «MagnoLIA Tokconnasma IgG aBUMAHOCTb» BXOAAT
crefytoLLme KOMMNOHEHTbI:

- KambpaTop 1Ha 0CHOBe BOAHO-CO/MEBOr0 PacTBopa, He cogepxawyunia cneundmyeckmx 1gG K T gondii
(NpepenbHO JONYCTUMbIA CUTHAN XEMUTFOMUHECLEHLMM M TOYHOE 3HayYeHne VIHAekca No3uTUBHOCTM I1gG K T
gondii yKa3aHbl B MacnopTe v 3aKOAMPOBaHbI LLITPUX-KOAOM Ha KOpobke Habopa peareHToB). XXMAKOCTb, 2 M,
1vmm 5 hnakoHOB™ (B 3aBUCMMOCTY OT BapuaHTa UCMONHEHMS, CM. Tabnuuy 1), mapkmpoBaH «Kanunépatop 1»;

- Ka/IMbpaTop 2 Ha OCHOBe BOAHO-CONEBOr0 PacTBOpa, cofepxalmii crneumguyeckune 1gG k T. gondii
(NpesensbHO AOMYCTUMBIA CUTHAN XEMUIFOMUHECLEHLMM, TOYHOE 3HaveHne VHaekca nosutuBHocTn 1gG K T
gondii 1 TOUHOe 3HaveHne VHAekca aBngHocTn IgG Kk T gondii yKa3aHbl B MacrnopTe v 3aKoAMpoBaHb! LTPUX-
KOAOM Ha KOpobOKe Habopa peareHToB). XXuakoctb, 2 mMa, 1 unn 5 dnakoHos™ (B 3aBUCMMOCTM OT BapuaHTa
NCMoNHeHns, cM. Tabnuuy 1), MapkunposaH «Kanmbépatop 2».

Kaxablii nakoH, cogepxxawmii Kannbpatopbl 11 2, paccumTaH Ha 10 onpeAeneHnin npy nocTaHoBKe B
Aaybnukarax. 3TV KannmbpoBOYHble NPO6bLI NpeAHa3HayeHbl A1 KOPPEKTUPOBKN YPOBHS CUrHasa noporosoro

MabapuTHble pasmepbl pnakoHa (AB): 16,25Mm x 36MM; KpbIwkK (4B): 16,2MMX 12,5MM
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peareHToB A kamiOposkn «MagnoLIA ToxcomnasMa IgG asuanOoCTS

9CHHA, ycTasHoBNeHHOro mpm arrecrauur MU «MagnoLIA Tokconnasma IgG aBmgEOCTS® M AMA
TODPCKTHPOBKH pacdera MHCKCA aBHAHOCTH OTHOCHTENBHO JIAHHEIX, YCTAHOBJICHHBIX IpH aTTecTanun MU
«MagnoLIA Toxconnasma IgG aBHAHOCTDY.

o Tabanua lﬁ
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B xommnext nocrasxn «HaGopa pearentos ana kamuGposku «MagnoLIA Toxconnasma IgG asuasoCTD
BXORAT: HaGOp PCAreHTOB, HHCTPYKIMA N0 NPHMCHEHHUIO, NACNOPT.

2.3. Texnuueckne XapaAKTepHCTHKH

2.3.1. KamGparopwl, sxonsmue B HaGop, arrecToBalk no Yersepromy MexaynapognoMy cranaapty (WHO
International Standard 4th IS for Antibodies, Human, to Toxoplasma gondii, NIBSC, BennxoGpuranus (NIBSC
code: 13/132). Tlpeaenbro AOMYCTRMEIC CHIHANK XeMuwmnoMuHecucHIME KamGparopos, exopsmux B HaGop
(Kammbparop 1, KamGparop 2), Uraexcwl nosutnerocT KanuGparopos n Unaexc asuanocTn Kanubparopa 2
3aKOAMPOBAHH B IITPHX-KOAE HA BTOPHYHON YTIAKOBKE peareHTa.

2.3.2. Komnonenraa MU «HaGop pearentoB ans kanuGponxn «MagnoLIA Tokconnaima IgG asuanoCTB» O
TY 21.20.23-470-98539446-2019 He ABAMOTCA KOHTPONLHEIMH MATEPHANAMHE NPABRNEHOCTH' M He MoryT
RPHMEHATLCS J1A OHCHKH MPABHNLHOCTH (3HaYEHHA aHANHMTHYECKOrO CMCUICHAS) Pe3y/IbTaTOB KIMAMYECKHX
na6opaTOpHBIX HCCACAOBAHUH,

3. MEPBI IIPEAOCTOPOXHOCTH

3.1. Torennpampkbpi puck npuMeHeHRA Habopa — kiaacc 26 (cormacro IMpuxasy Munucrepcrsa
aapapooxpanenus PO Nedu ot 06.06.2012 r.).

3.2, Bce xoMNoHeHTH Halopa B HCHOMb3YEMBIX KOHIICHTPAIUAX ABAKIOTCA HCTOKCHYHBIMH.

3.3. [Ilpu pabore ¢ naGopom cneayer cobmonarsr TpeGobanrs 'OCT P 52905-2007 u CanlluH
3.3686-21.

34. Jonycxars K paboTte ¢ HaGOPOM TONBKO CHELHANBHO O0YYCHHEIN NepcoHan

3.5. [Ilepea nauanoM paGoThl O3HAKOMUTBCA ¢ HHCTpyKumeil M npumeHsTs Rabop cTporo mo
Ha3HAYCHHIO.

36. [Iipu paGore c HAGOpOM CIACAYCT HCROMBL3OBATH CNCUOACKIY (MCOHUMHCKMA XamaT waM
KOMOHHE30H, INANOYKY) W CPCACTBA MHAWBHAYANLHON 3AIMATH (MAcKy, 3AIIATHLIC OYKM, OXHOPA3OBhLIC
PE3MHOBRIC WIIH TIACTHKOBLIE NIEPUATKH, paspeméHHbIE K NPHMEHEHHIO Ha TeppuTopul PD).

3.7. Bo Bcex xomnoueHTax HaGopa orcyrcrByior amturena x BUY 1.2, supycy rematura C u
HBsAg.

3.8. Bunmanne! B cocra «HaGopa peareHToB ans xanuGposku «MagnoLIA Toxconnasma IgG
ABAAHOCTB) BXOAAT CO/NAHAd XHCAOTA B KoHuUeHTpaunu 0,05% M XOHCCPBAHT B KOHICHTPAILlHH MEHee
0,05%, yto amnsercs GesonacHeM Ans yenobexa. IIpu HCMONBIOBAHKMM MO HA3HAYEHHIO H COONIONCHHE MEp

4 KOHTpONBHMN MATEPHAN C NPANHCBHHEIMK (METPONOTHYCCKH MPOCACKCHHBIMSA), ATTECTOBARALIMH (MONYICHHMMMH B pesynsTaTe
CPABHEHRA ¢ JTANOHOM, XANHGPATOPOM), YCTaHOBACHHBIMM (HA OCHOBE MEXNa6opPATOPHOND KOHCEHCYCE C MPHMCHENHEM
pe(>CPEHTHEIX MCTOANX HIMCPCHHA) 3BAYCHHAMH HCOCNEOAYEMbIX KOMMOHCHTOB, NPCAHAIHAYCHHWH ANA OUCHKH NPABMILROCTH
(3HAMECHAA AHANHTHYECKONO CMEIICHNA) PE3YABTATOR KNHHHYECKHX NaGOPATOPHLIX HCCICAOBAHNHNA COOTBETCTRYIOUIHX KOMNOHEHTOB.
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p peareHToB IR KannOposku «MagnoLIA Toxconnasma IgG asnasocTb»

OCTOPOXKHOCTH KOHTAKT C OPraHH3MOM 4eNoBeKa MCKMoueH. IIpH aBapHAHBIX CHTYALMAX BO3MONHO
POIPOKCHHE KOXH M Clu3HCTON O00ONOMKH a3 y uyscTBMTONbHBIX JHMi. [Ipu XxoHTaKTe NpPOMEITH
TOPAXCHHOS MECTO BOROM M OOPaTUTHCA 38 MCARIMHCKON MOMOIIBIO.

3.9. Xmuuueckas nocyaa H o0opyAoBaHHe, KOTOPHIC HCNONL3YIOTCS B paboTe ¢ HabOpoM MOMKHLI
6urTs cooTBEeTCTBYIONMM 06Pa3IOM MAPKHPOBAHE H XPAHHTHCA OTACNBHO.

3.10. [ina obpaGorxi mocyan! # 0GOpyAOBaHHS PEKOMEHAYCTCS MCNONB3OBATH ACIHR(PHIMpYIOMNE
CPeACTBA, H3NOTOBNCHHLIC HA OCHOBE TPETHYHLIX AMHHOB, SCTBCPTHHHLIX aMMOHHEBHIX coeaunenult (UAC)
AIH COMPTOB H paspeméHHble X NpHMEHEHWIO Ha TeppuTopHE PQ®. Hcnonssomanue Ae3HHPHUMPYIOMMX
CPCACTB Ha OCHOBC AKTHBHOIO KHCJIOPOMa M XJOPa BOSMOXHO JHIIP Ha NMPEACTCPHIHIANMOHHOM 3Tane, ¢
nocaeayiomel repMaueckolt crepunusaunei,

3.11, 3anpemacrcsa npaEM MHIHM, HCHONB3OBARAE KOCMETHICCKAX CPECTB H KYPCHHE B NOMCIICHHAX,
NpeaHa3HA9CHHLIX ANs paGoTh! ¢ HaGopoM.

3.12. Y6upars H Ae3MHOHUMPOBATH pPasNHThie oOpasitbi WIH KOMIOHCHTH Ha0opa, MCHONB3YA
ACIUBPHIMPYIONEE CPECACTBA B COOTBCTCTBMH MY-287-113.

3.13. Vaansts HEeHCHIONBE30BAHHEIE PEAKTHBH Habopa B cooTBercTBuMH ¢ TpeGopanmsmr CanllnH
2.1.3684-21.

3.14, Ilocne uCNONB30BAHHA BCE KOMMOHCHTH HaGopa, o0pasusl, KOHTPOJLHLIC MATCPHANH,
PacXo/HLIC MATCPHANM K APYTHE peareHTh, KOTOPHE KOHTAKTHPOBaNH ¢ oGpasuaMu Bo BpeMa obpaGorxku,
XPRHEHHA WIH aHAMH3a (B TOM WHCNE: NEPYaTKH, HAKOHEHHMKH M T.R.) AOMKHE COOHparsCf OTACHBHO M
CTEPHIH3OBATHCA B ABTOKNABE C MochcAyomel yTwimsanueit B coorsercTBuu ¢ TpeGoBannamm CanlluH
2.1.3684-21. BmecT0 ABTOKNABHPOBARMA OTXOAKW MOryT OHTH CTCPHIM3OBAHH ACIHHGHIHPYIOMHM
CPEACTBOM, NOCNE YTHIH3UPOBAHK B COOTBETCTBHH ¢ TpeGosannsamu CanllaH 2.1.3684-21.

3.15. He ucnons3oBats Rabop MO HCTCICHHH CPOKA FOTHOCTH,
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p peareHToB An1s Kannbposku «MagnoLIA Tokconnasma IgG aBugHOCTb
OPYOOBAHWE NN MATEPWAJIbl, HEOBXOANMBIE ANA NMPOBEAEHUA AHANTNIA

p peareHToB A1 MMMYHOXEMUIFOMUHECLIEHTHOIO OMpefenieHns aBugHOCTU UMMYHOII06yIMHOB G K
ilasma gondii «MagnoLIA Tokconnasma IgG aBmgHocTb» (Poccus, npoussogntens OO0 «KomnaHus
p Brox», kat. Ne 2190000),
iI6Op peareHTOB A1 KOHTPONA KavecTBa aHanm3a «MagnoLIA Tokconnasva IgG aBmgHOCTb» no TY
21.20.23-471-98539446-2019 (kat. Ne2190201, 2190205, 2190210);
-« AHanM3aTop aBTOMaTUYECKNIA VNMMYHOXVMUYECKNIA XEMUOMUHECLLEHTHB I MagnoLIA c
npuHagnexHoctamu no CHAB 421457.002 TY («MagnoLI1A»)» (Poccusi, nponssogutens OO0 «KomnaHus
Ankop buo», PY NeP3H 2019/9282);
-BofHo-coneBoin pacTBOp ANA MPOMbIBKM peakLMOHHbIX KioBeT MagnoLIA «Bytep W1» (Poccus,
npoussognTens OO0 «KomnaHus Ankop bro», kat. Ne0000405);
-«Habop Tpurrepos xemuntommHecueHumMm MagnoLlA» (Poccus, npoussogutesis OO0 «KomnaHus AKop
Buro», kat. Ne 0000601);
-KOHLEHTPMpPOBaHHbIA  pacTBOp A7 NpoMbiBKM urn «Tpuan 5000X» (Poccus, npoussogntens OOO
«KomnaHusa Ankop bro», kat. Ne PTT-01A 1 kat. Ne 0001303);
-BoaHo-coneBoli pacTBop Ans passeaeHmsi o6pasuoB MagnoLIA «AuntoeHT 1»(Poccums, nponssoautens OO0
eKdVreHE ARkt BihdB OddE MY GUSI0BOA / Kabaip@Biikar. No 0001001 chnakoH);
BotAbSEI RhnaT, wanouka, 06yBb 1 0HOPA30Bble NEPUYATKU, PaspeLléHHbIE K MPUMEHEHNIO HA TEPPUTOPUN
RXPVatiHas 08 sBRUHS IoNkIFd IBEVPYBADGRMENA . COLEMKMT NNLLIL 06LLMe CBEAEHWs O NOpsAKe NpoBeAeHMs
npouenypbl Kanmbposkn «MagnoLIA». [Mepef Havyanom paboTbl 03HAKOMbTECH C PYKOBOACTBOM MO
aKcnnyaTaumn aHannsaTopa «MagnoLIA».
5/1. TloarotoBKa peareHToB
5.1.1. BKnounTe aBTOMaTUYeCKmMin aHanmsaTop «MagnoLIA» cornacHo pyKoBOACTBY MO 3KCM/yaTaLum.
5.1.2. KannbpaTtopbl roToBbI K UCMO/b30BaHUIO.
®nakoHbl ¢ KasimbpaTtopaMn HeoO6XOAMMO BblfepXXaTb NPV KOMHATHOW TemnepaType He MeHee 30 MUH.
[0 HaYa/1a aHaIMTUYECKON CecCun.
5.1.3 Tlepemelwiatb COAePXMMOe (hIaKOHOB, M36eras neHoobpasoBaHWA. OTKPbITb (PAAKOHbI M MOMOXUTb
KPbILLUKW NepeBepHYTLIMU Ha CYXYH NMOBEPXHOCTb.
5.1.4. «Habop peareHTOB A58 Kanmnmbéposkn «MagnoLIA Tokconnasma IgG aBmaHocTb» no TY 21.20.23-470-
98539446-2019 pa3mecTuTb B LUTATMBAX, NPeAHa3HAYEHHbIX 419 KanmbpaTopos.
5.1.5. Mepep 3arpyskoil peareHTOB, HEOOXOAMMbBIX [N NPOBEAEHWUS aHan3a, B COOTBETCTBYHOLLME O/I0KM
aHasm3aTopa MPOBEPUTL BCE pPacTBOPblI Ha OTCYTCTBME My3bIPpbKOB BO34yXa. YAaiuTb MNy3blpbKA [0
NPOBeAEHNA aHaNN3a NErkKnm nokayrBaHMeM.
5.1.6. Tepen NomeLleHVEM KapTpumke MapkmpoBaHHbIX «MagnoLIA Tokconnasma IgG aBuaHoOCTb Nel» u
«MagnoLIA Tokconnasva 1gG asugHocTb Ne2» B 610K peareHTOB HEOOXOAMMO NpeABapuTenibHO yoeanTLCS,
YTO MUKPOYACTMLbl HAXOAATCA B PecyCrneHAMPOBAaHHOM COCTOSHUWM, a cama CYCMeH3us romoreHHa. Ecnu
MMKpOYaCTULbl He pecycneHaupytotcs, HE WCMONB3YWUTE HABOP 1 06patuTecb K MeCTHOMY
npeACcTaBUTENO NPou3BoAnUTeNs. 419 nonydveHus 6onee NOAPO6GHOM MHPOPMaLMK 06paTUTECh K UHCTPYKLUN
Mo NpuMeHeHMto Habopa «MagnoLIA Tokconnasma IgG aBuaHOCTb».
5.1.7. 3arpy3ute MOArOTOBMEHHbIE peareHTbl W MPUHALNEXHOCTM Ha 6opT aHanusatopa «MagnoLIA»
COr/lacHO PYKOBOACTBY MO 3KCM/yaTaumu.
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/8. 3arpysnTte [aHHble O peareHTax B MaMATb aBTOMAaTM4ecKoro aHanmsatopa «MagnoLlIA» cornacHo
(oBoOACTBY MO 3KCM/yaTauuu.
4.1. Kannbposka
AHammzatop «MagnoLIA» MOXeT OCyLIeCTBNATb KaJIMOPOBKY B OTAENbHO BbLUENEHHOW Ceccun  um
OAHOBPEMEHHO C 06pa3sliamm B paMKax OfHOW aHanMTUYecKol ceccun. Mpoueaypa KaMbpoBKY BbINOIHAETCS
npexze NHbbIX Ha3HAYEHHbIX TECTOB HE3ABMCMMO OT MOMEHTA pa3MeLLeHns Habopa KaimbpaTtopos Ha 6opTy.
BHUMAHWE!
KomnoHeHTbl MW «Habop peareHTOB A14 kanmbposkn «MagnoLIA Tokconnasma IgG aBugHoCcTb» no TY
21.20.23-470-98539446-2019 He AOMKHbI HaxXoAMTbCA Ha 6opTYy npubopa 6onee 2,5 yacos, cymmapHo B 10-
TW ceccusX, HeobXOAVMMO yunMThbiBaTb 3TO MNPU MOCTAHOBKE KaiMOpOBKM OLHOBPEMEHHO C obpasuamu B
pamMKax OfHOW aHaNMTWUYecKoW ceccun. PeKOMeHAyeTCs BbIrpy>kaTb LWTaTWBbl C KaimbpaTopamu Mo
NCTEYEHUN MUHUMAILHOTO BPEMEHU C MOMEHTa 3aBepLUeHns packarnbliBaHUA COAEP>KMMOro BCeX (pnakoHOB
KanmopaTopoB ¥ KOHTPONeid. BHumaHue! And npefoTBpaLLeHUs uCnapeHns >XUAKOCTM cpasy nocne
NCnonb3oBaHns (pnakoHbl HEOOXOAMMO 3aKpblTb KpbllKamyu B COOTBETCTBUM C MX MapKMPOBKOM,
MOMECTMUTb B YNakoBKYy NpeAnpuATUA-U3rOTOBUTENA B BepTUKaNIbHOM MONO>KEHUW W 06ecneunTb
XpaHeHue npu TemnepaType OT 2 o +8 B XONOA4W/bHbIX Kamepax WAM B XONOAUNbHUKAX,
obecneymBaroLLnX pernameHTUPOBaHHbIA TeMnepaTypPHbIA PeXKUM.

5.2.1. Mpn ycTaHOBKE Ha 6OPT aHanM3aTtopa ANA KakAoW HOBOM cepun (nota) «Habopa peareHTOB AN
Kanmopoekn «MagnoLIA Tokconnasma IgG aBMAHOCTb» HE0O6XOAMMO MPOBECTU Mpouedypy peructpaumm
KanImMbpoBOYHOro Habopa.

[na atoro neperignte B MeHto KAJTMIBPOBKA.

B HMXHel YacTn aKpaHa Haxxmute kHonky PETMCTPALINA HABOPOB.

B OTKpbIBLUEMCS OKHE 3arofiHWTe JaHHble MYTeM CUMTbIBAHWS ABYMEPHOrO LUTPUX-KOAa CO BTOPUYHOIA

YyNakoBKM (KOPOOKM) 13aenns Moo BBeAnTe LUMMDPbI LTPUX-KOAA BPYUHYIO.

[ns coxpaHeHMsi JaHHbIX O Habope, Haxmute KHOMKy MPUMEHWUTL (B cnyyae Heob6xoamMmocTu

MPOAO/HKUTL PaboTy B JaHHOM OKHe) unm KHonky FOTOBO (ans coxpaHeHWs faHHbIX U 3aKPbITUS OKHA).

Mpy HeO6X0AMMOCTU, BO3MOXHO BHECEHME [aHHBbIX O HECKO/IbKUX cepuax (notax) «Habopa peareHToB

Ans kannéposkn «MagnoLIA Tokconnasma IgG aBUgHOCTb»».

5.2.2. 3arpysute LUTaTMB C HAOOPOM KanmbpaTopoB Ha 6OPT aHa/IM3aToPa, CUMUTANTE LUTPUX-KOAbI C (P1aKOHOB
3arpy>XeHHOro wratmea nyteM Haxatusi kHornku CHATATH LUTPUX-KOAbI nnn naeHTuhmnKaumei
(h/1aKOHOB BPYYHYHO

MpumeyaHune: B nporpamme aHanusaTopa «MagnoLlA» ans KanubpaTopa 1 n KanmbpaTopa 2
ncnonb3ytTca 0603HaveHns «KIM1» n «Kr2» co0TBETCTBEHHO.

5.2.3. BHecute KannbpoBKY B CMMCOK 3afay, KOTOPblE LO/MKHbI ObITb BbIMO/HEHbI B AaHHOW aHa/IMTUYECKOM
ceccuu.

[ns atoro nepeingnTe B MeHto OBPA3LLbI.

B neBoi1 yacTu akpaHa Bbl6epute kHonkKy JOBABTb KAJTMIBEPOBKY .

B neBOM BepXHEM Yr/y OTKpbrewerocs okHa OyaeT OTOOpPaXKEH CMMCOK TECTOB, ANS KOTOPbIX MOXET
ObITb BbINO/THEHA KannbpoBKa. Bbibepute 13 NpeasioXKeHHOro Crmcka HeOOX0ANMbIIA TECT.

B npasom BepxHem yrny OyfyT nokasaHbl rOTOBble K 3amycKy cepuu (n10Tbl) «Habopos peareHToB A1
Kanmbposkn «MagnoLIA Tokconnasma 1gG aBugHOCTb». W3  NpefCTaBNEHHOrO CrucKa BbloepuTe
HeobX0AMMYHO Ceputo (HECKO/IbKO FOTOBbLIX Cepuwil (N0ToB) OyAeT 0To6paKaTbCs B AaHHOM CMMCKe, ecnv Ha
6opT Nprbopa 6bINo 3arpyXKeHO HECKO/bKO CEPWiA (/10TOB) KaMOPOBOYHbLIX HAOOPOB A1 OAHOrO TecTa).
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[nsa no6aBneHns BblOpPaHHON KanMBpPOBKM K CMMCKY 3agay HaxmuTe kHonky AJOBABWTb (B cnyuae
)6X0AMMOCTM NPOAO/MKUTL PaboTy B AaHHOM OKHe) unm kHonky TOTOBO (gns coxpaHeHWs AaHHbIX Y
"3aKPbITUA OKHA).
5.2.4. 3anycTuTe aHa/IMTUYECKYHO CECCUIO aBTOMAaTMYeckoro aHanmsatopa MagnoLIA cornacHo pyKoBOACTBY
Mo 3KcnayaTauum.
5.2.5. Tporpamma npubopa MO3BOMISET aBTOMATUYECKM BbMTOMHWUTL BCE CTaAMM aHaim3a Afia Habopa
«MagnoLIA Tokconna3ma IgG aBMaHOCTb» 6e3 BMeLLaTe/bCTBa No/ib30BaTens.

5.3. PesynbTathl
5.3.1. TMo OKOHYaHWUM aHaNNTMYECKOI ceccun neperanTe B MeHto KAJTMBPOBKA.

B BepxHei NeBoit YacTy aKpaHa BblbepnTe HE06XOAUMBIA TECT 13 NPeA/IoXKeHHOro crnncka (ToxoGAV).

3aTeM B BepxHeli MpaBOi 4acTW 3KpaHa Bbl6epuTe HEOOXOAMMBIA 0T KasMBpOBOYHOrO Habopa A/1s
[AaHHOr o TecTa.

Hwxxe 6yaeT oTobpakeHa MHGopMaL s 0 BbIOPaHHON KanMOpOBKe:

- Ne no nopaaky;

- BA/IMAHOCTb BbIOPaHHON KannbpoBKU;

- [laTa NPOBefeHNa aHaun3a,;

- 3HaYeHVe aHaIMTNYeCKOro curHana ana Kannéparopa 1;

- 3HaYeHVe aHaIMTNYeCKOro curHana ang Kannéparopa 2.

Ans nonyyeHns 6onee noapo6bHON wHMOpMauuM O BbIOPaHHOW KannMbpoBKe, HaXXMWUTE KHOMKY
KAJTMBPOBOYHAA KPUBAA

B oTKpbIBLUEMCSA OKHE OyeT 0ToOpakeHa pacLupeHHas MH(opMaLms 0 KaIMbpOBKe:

* CO06LLEeHMEe 06 YCMNeLWHOM 3aBepLLEHNN KaTMOpOBKU;

- flaTa KanmbpoBKM;

- CPOK FOAHOCTY Ka/IMBGPOBKY;

- MH(hopMaumsa 0 KanmbpoBoyHOM Habope (TecT, cepus (n0T), HoMep Habopa (N2), CPOK FOAHOCTM
Habopa);

- 3HaYeHVe aHaIMTUYeCcKoro curHana ana Kannéparopa 1;

- 3HaYeHVe aHaIMTUYECKOro curHana gnsa Kannéparopa 2;

- CXema C M306paXKeHneM 3aflaHHbIX W MONYYeHHbIX 3Ha4YeHUA. CUHMM LBETOM 0603Ha4eHbl [aHHble,
3aKO[MpPOBaHHble B LUTPUX-KOZe. 3e/eHbiM LBeTOM 0003HayeHbl AaHHble, MOJlyYeHHble MpU KasMobpoBKe,
KOTOpble YAO0B/ETBOPSAIOT 3adB/IeHHbIM KpUTepuaM. KpacHbIM LIBETOM 0603HayeHbl [aHHbIe, MOyYeHHble Mpu
KaMBbpOBKe, KOTOPbIe He YA0BNETBOPAIOT 3a5B/IEHHbIM KPUTEPUSM.

6. TPAHCIOPTUPOBKA N XPAHEHWE

6.1.  TpaHcnopTupoBaHWe HabOPOB [AO/HKHO MPOU3BOAUTLCA BCEMM BUAAMM  KPbITOTO TpaHcropTa np
Temneparype ot + 2 1o + 8 RC

6.2. TpaHCnopTMpoBaHWe U3LeNuniA Npu Temnepatypax oT + 2 go + 8 °C A0/MHKHO NPOU3BOAMTLCSH B EMKOCTAX
WAX NPU NOMOLLM XONOAUNbHBIX YCTAHOBOK, 06ecrneymBatoLLMX pPerfameHTUPOBaHHbIA TeMMepaTypHbIN
PEXUNM.

6.3. JlonyckaeTcsa TpaHCNOpPTUpPOBaHUe HabopoBs Npu Temnepatype Ao +25 °C He 60nee 15 CYTOK, B TOM YuC/e
npu Temnepatype +37°C He 605ee 1 CyTOK.

6.4. Habopbl, TpaHCNOPTMPOBaHHbIE C HApYLUEHNEM TEMMEPATYPHOIO PeXKMa, MPUMEHEHUIO HE NOA/IeXaT.

6.5. CpoK rogHocTv HabopoB - 12 MecsLeB OT AaTbl MPON3BOACTBA.

6.6. XpaHeHne HabopoB AOMHKHO MPOBOAUTLCA B YNaKOBKE NpPeAnpuUsTUA-U3roToBUTENA NpY TemnepaType oT +
2 fo + 8 °C B TeyeHuWe BCEro CpokKa rOAHOCTM B XONIOAW/IbHbIX Kamepax WAM B XONOAUSIbHUKAX,
obecrneymBatoLLINX PernaMeHTMPOBaHHbIN TeMnepaTypHbIA PEXMM.
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pearenTos L kanuGposkn «MagnoLIA Toxconnasma [gG asuauocTs»

\HaGopr1 ¢ HCTEKIIHM CPOKOM FOJHOCTH IPEMCHEHRIO HE TO/ICHKAT.

Jlpu apoGHoM ucnomssopaHuM kommoHeHTH «HaBGopa pearentoB ama kanmuGposkn «MagnoLIA
ToxconnasmMa 1gG aBMAHOCTLY XPaHATCA B YNAKOBKE INPSANPAATHA-H3ITOTOBHTENIA B BCPTHKATLHOM
NIONOAKCHUA MpH Temmeparype oT + 2 go + 8 °C B XONOAMNBHEIX KaMepax HIM B XOJOHAIBHMKAX,
ofecrequBaioNMX PErIaMCHTHPOBAHHLIN TEMIIEPATYPHHEIM pPeXHM, B TEUCHHE 2,5 MecAncBE CO AHA
BCKPHITUA NEpBHYHON ynakoBKH. KOMNOHCHTH HE JOMKHEI HAXOAMTHECA Ha Gopry mpubopa Gonee 2,5
YACOB, CYMMApHO B JIECATH MOCTaHOBKaX. ITocne ucmons30BaHHA (QIaKOHEI HEOOXOAHMO HEMCANICHHO
3aKPhITh KPHIIKAME B 00SCICIUTh PerlaMeH THPOBAHHBIN PEXXHM XPaHEHHA.

7. TAPAHTHHMBIE OBS3ATEJILCTBA
[aparTaiiEEDt cpokx rogmocTH Habopa 12 Mecauer or AaThl npomspoacTsa. Habop npeanasHagen aia
ONHOKPATHOTO MPUMCHEHHUA | HE NOJICXKAT PEMOHTY B 00CYKHBAHHIO,

8. BE3OITACHAS YTHIHIALIIUA

Ilpn wmcmonszoBannm HaGopa oOpasyioTca oTX0AHM knaccoB A H B, xoropnie yrunmsmpyiorea B
coorBercTBEH ¢ CanllaH 2.1.3684-21 g MY-287-113. (Tabmma 2).

Tabnuna 2
Orxonst Kiacc onmacHocTH

Bropaunas (rpymmoeas) .
VIAKOBKS Kopo6xn B3 MOHOKAPTOHA
SKcrTyaTanuoHBas HucTpykIms o npEMeHeHnio Orxomst xnscca A
AOKYMCHTALMA l'[acnopur
[lepBrvyAas ynakopka @naxoH:l, COACpXKABIIAE pacTBOp kaTHOpaTopos/ KORTpOJCH
He ncnonn3oBanHkIc
KOMIIOHEHTH ¢ HCTEKIMHM | DIaKOHLL, COACpXKalTHe pacTBop Kambparopos/ KOHTponeH

Bce xOMNOHEGHTHI Habopa, KOHTPONBHBIE MATEPHANEI,

pacXomHBle  MATepHANK M PCarcHTHI, KOTOpHIE
Jlpyrue xoMmoHeHTL KOHTAKTHPOBANH ¢ oOpasuamu 80 BpeMst 06paboTku, xpaneHun

WM aBANH3A

9. HHOOPMAIIHA O NPOH3BO/JHTEJIE

ITo sompocam xadectea MU «HaGop pearcHroB mns xamabposkz «MagnollA Toxconnazma IgG
asuaaocTs» N0 TY 21.20.23-470-98539446-2019 ob6pamatscs 8 Q00 «Kommanua Anxop Bao» no aapecy:
192148, r. Canxr-TleTepGypr, Kenesnoaopoxusif npocnexr, a. 40, /mr. A, ten/pakc: 8(812) 677-8779,
tenedon «ropaaelt manuny: 8-800-234-37-79.
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Yo peareHTOB Ans Kanmoposkn «MagnoLIA Tokconnasma IgG aBnaHoOCTb
CUMBO/Ibl, NCMOJIb3YEMbIE HA STUKETKAX

MeauuuHCKoe ngenve 4na in vitro CopepXnmoro focTaTouHo Ans
VD AMarHoCTUKN npoBejeHns N TeCcToB
REF Homep no katanory A OcTtopoxxHo!
Kog napTum (Homep cepun) Vcnonb3osaTk 0

3roToBuTENb I Mpenen TemMnepatyp

‘ 3 [1aTa M3roTOBNEHNS Bronoruyeckuin puck

O6paTUTECh K UHCTPYKLMM MO
MPYMEHEHNIO

Pcrpykums paspabotana B cootsetcTanm ¢ TY 9} 9r23-470-98539446-2019.
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NPOLUNTO, FTOOHYMEPOBaHO, CKPEeNnIeHo
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