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HMHCTPYKLIM ITO TIPUMEHEHMIO
MO}IHIIIIHCKOI‘O H3AC/IHA AN THATHOCTHKH in vitro
«Haﬁop PeareHToB AJIf KOJIHYCCTBCHHOI0O HMMYHOXCMHJTIOMHHECHEHTHOI'O

onpeae/IeHHN THpeoTponuoro ropmona «MagnoLIA TTD»,
no TY 21.20.23-701-98539446-2023»

1. HA3HAYEHHE

1.1, «HaGop pearcHTOB A4 KOMHYECTBEHHONO HMMYHOXEMIIIOMAHECLIEHTHOTO OpeaeICHUA
THpeoTponHoro ropmosa «MagnoLIA TTI», no TY 21.20.23-701-98539446-2023» (manee «MagnoLIA
TTI'») npeanasHayeH Mg KOAAYECTBEHHOTO OMPEHC/ICHHA THPEOTpOmHOre ropMona (ganee TIT) B
CHIBOPOTKE M MUIasMe KpoBH (UMTpar Hatpus (3,2 %), kammeBas comb SATA (K2OATA, K:3/ITA))!
4ENOBEKa METOAOM XCMHIMOMHHECHCHTHONO MMMYHOAHANHM3a Ha HAPaAMATHHTHHIX MHKPOYACcTHLAX C
HCNIONB30BaHHEM aBTOMaTHYECKOTO aHanu3aropa «MagnoLIA ».

HaGop «MagnoLIA TIT'» npeanasHauer In4 HCMNONE30BAHHA COBMECTHO C MCHHUMHCKHM
ninenuem (nanee MY) «Kamubparopst MagnoLIA TTT» n/umu «Kontpoms MagnoLIA TTT ».

1.2. Tupeorponunit ropmon (TTI) WIR TAPOTPONHH ~ TPONMHHIYM I'OPMOH NEpeAHed AOMH
runodusa. [Ipencrapmser cofolt MAKONPOTERH ¢ MONEKYIApHOM Maccol, oxono 30 000 zameton, TTT
COCTOHT M3 ABYX cyObemmHun (0 M ), CBAZAHHRIX HEKOBaleHTHOH cBA3bio. -CyOneaununa TTT no
NepBHYHON  CTPYKTYpe, NONMOCHTHAHON NCNH NpPaKTHIECKH MACHTHYHA  G-CyOLETMHHIAM
morerunsnpyomero ropmona (JII), dommixynoctuMyaupyiomero ropymona (OCID), a Takxe
XOpHOHHYecKOro roRanorponuna yenoseka (XI'a). CTpykrypa nomnentuanodi nenu P-cyObeMHALN
TTT 1 OCTaNBHEIX TPEX FOPMOHOB Pa3iIN4HA, YTO 0GyCIOBIHBACT CIELMHIHOCTD BX GHONOrHIECKOro
AeHCTBHA H MO3BONACT Pacno3HaBaTh H OTNAYATE T [T OT APYTHX IIIMKONPOTCHAOB IENIOPA3A, ACHIONB3YA
MOHOKJIOHA/IBHBIC AHTHTENA.

KomuuecteHnoe onpeaeneaue TTT aBnseTca OAHHM H3 OCHOBHBIX MapKepoB (YHKIHOHANBHOTO
COCTOSHHSA ITATOBHAHOM Xele3bl H HMEeT LIHPOKoe NPUMeHeHUe B TaGopaTopHOH AMArHOCTHKE,

1 3kBMBANCHTHOCTD O0PasUOB CHIBOPOTKH 1 NNA3MEI KPOBH T€/I0BEKA, CORCPAXAECH AHTHKOATYIAHTH (UMTPAT HATPHA (3,2 %),
xannesad coms DATA (KaDHATA, KyDATA)), noarsepxaeHa Ha 25 o6pauax kakoro BHAA AHTHKOATYNINHTA ¢ PA3HEIMK
xoHueHrpaunamy TTI B ananise npx ucnonssosannn Habopa «MagnoLIA TTI».

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX U3AEMM
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13. ®ysxumonansHoe HaskRayeEHe MU «MagnoLIA TTT™» mpu coBMecTHOM NpHMEHEHHH ¢
M «Kanubparopst MagnoLIA TTI» wuma «Kourpoma MagnoLIA TTT» — konudectsenHoe
ONpEACACHHE KOHIEHTPAIHH THPCOTPONHOTO TOPMOHA B CRIBOPOTKE H ILIA3ME KPOBH 4Ye/IOBEKA NpH
AxarHoctuke sabonesanuit THPEOHAHOTO MPOPHUNA H MOHATOPHHTE DYHKIMH ITUTOBHHOM KeNe3hl.

1.4.  Ob6nacts npaMeHeHNA Habopa — KIMHKIeCKas 1abopaTopHas AMArHOCTHKA,

LS. Habop npemmasHadieH TONLKO ANA AMATHOCTEKH in Vvitro, AnNd NpoeCCHOHANLHOTO
OpUMMERESHUS TEPCOHAIOM, HMEIOWMM KBAIMQHKALUMIO A BHIIONHEHHA AHATHOCTHUYECKHX
HCCIICAOBAHMH in Vilro B pe3ynpTaTe CHERHATLHONO 0fpasosanua B obydenns. Uccienopanus Moryrt
BBITIONHATH CTICIHANKCTE HE MOJIOXKE 18 JieT ¢ BHICIINM M CPCAHHM METMITMHCKEM, GHONOrAYECKHM HITH
HHBIM 06pazosanneM (Bpa4 KJIJI, Guonor, MEAUIMHCKHI TeXHOMOT). '

Hccnenopanus NMPOBOXAT B KIMHHKO-AHATHOCTHYECKHX NaGopaTopusax, o6MacTHEIX, rOpOACKHX
HJIH PalfOHHBIX, FOCYAapCTBEHHEBIX MM JacTHRIX OonbHANAX ¥ Apyrax JIITY.

1.6. HaGop «MagnoLIA TTI'» He uMeeT NpOTHBONOKA3aHHUH K MPEMEHEHRHIO.

1.7. Habop «MagnoLIA TTT» npegnasHauyeH Ang oOCIENOBAHMS BCEX IPYNN HaceCHHS
moboro Bo3pacta Ge3 rpaganyd No AeMorpaduueckoMy WK NONYASIIHOHHOMY IPH3HAKY.

2. XAPAKTEPHCTHKA HABOPA

2.1, Ilpuanan aeficrans

2.1.1, Anaan3

B na6ope «MagnoLIA TTT » ucnons3oBan ORHOCTAAMAHEI «COHABHY»-BAPHAHT TBEPAOHAZHOTO
HMMYHOXCMHIIOMHHECTIEHTHOTO aHanu3a. JIA peanusanyu 3TOr0 BapHAHTA HACMNONB3OBAHH JIBA
MOHOKJIOHANBHEIX AHTHTENa ¢ pasnuuHol smuMTomHOK cnemupmunocTeio X TIT. Oamo u3 HEX
AMMOOHIH30BAHO Ha TBepRol ¢ase (TMOBEPXHOCTE NAPAMATHATHBIX MHKPOYACTHAL), BTOpOE
KOHBIOTHPOBAHO € aKpHAMHOBOH MeTkOH (koHBlorar aHTH-TTIT c akpuauHOBOM MeTKoif).
Ilpucyrcrsytommit B necneayemom ofpasue TTI cnemmduuecks CBIIWBACTCA ¢ AHTHTENNAMH,
HaXOMRUTHMHKCA Ha TBEpAOi ¢ase. Bo BpemMa nHKyCauau 0IHOBPEMEHHO MPOMCXOAUT HMMOGHIH3AIHA
TTI, coaepxamerocs B HCCNeAyeMOM ofpaslie, H CBA3bBaHHE OOPA3OBABINETOCH KOMIUIEKCR C
AKPUAHHOBBIM KOHBIOTATOM.

AHanu3 IPOBOAHTCA Ha ABTOMATHYSCKOM aHanu3aTope «MagnoLIA» (nmpomssoauren: OO0
«Komnanus Anxop Buo», Pocchs). Kommonentn HaGopa «MagnoLIA TTIr» (napaMarsuTHBE
MUKPOYACTHUBI M KOHbBIOTaT aHTH-TII ¢ axpAAmHOBOH MeTKOi), KanuOpaTopel H/HMM KOHTPOMM,
HecneAyeMble 00pasunl CHBOPOTKM HAM IUIa3MBl KPOBH 4JeJIOBEKA ABTOMATHYSCKH AO3HPYIOTCA B
peaknuonssie kioBeThl npuGopa. [locne HHKYGaUMH KIOBETEI MOMEWIAJOTCH B MATHHATHOE MONE VIR
OPOMEIBKH MHKPOYACTHI H YAUICHHA KOMIIOHCHTOB PEakIMOHHON CPEMsl, HE CBA3ABIIMXCA ¢ TBEpAOHK
dhaolt («Bydep W1x», nponzsoaurems OO0 «Komnanus Ankop Buo», Poccus). [To oxonuarun anamisa,
nocne MpOMBIBKH, KIOBETa nepeMelnacTcs B ONOK CUMTHIBAHMA, H B HEE aBTOMATHYECKH NOZHPYIOTCS
«IIperpurrep» u «Tpurrep» (npomssogureas 000 «Komnauusa Anxop Buo», Poccus). Ipu okucnennu
METKH NOA ACHCTBHEM TPRITEPOB IPOHCXOAHT HINyIeHHE GOTOHOB, KOTOPOE (PHKCHPYETCA BCTPOCHHEIM
XeMHJIIOMHHOMETPOM, MIHTCHCHBHOCTD CHTHAIA, H3MEPCHHAA B OTHOCHTENBHBIX CBETOBHIX €XHHMIAX
(relative light units, RLU), npsaMo nponopunoRansEa koHuenTpamus TTT .

AHIH3aTOp CAMOCTOATENLHO BRIMOMHAET CASAYIONINE ASHCTRUS:

¢ BHOCHT B PEaKIHOHHYIO KIOBETY CYCNCH3HIO NAPaMarHHTHBIX MMKPOYACTHI! M KOHBIOTAT C

AKpPHAHHOROH METKOIH;

BHOCHT B HHKYGallHOHHYIO cpeRry S0 Mkn obpasia/kamubparopa/KORTpoNs;

¢ MHKYOHpyeT 3aNONHEHHYI0 peaKUHOHHYIO kKioBeTy B TedeHHe 20 MuuyT mpu +37 °C ¢
NEPACIMYECKHM TICPeMEUIHBAHHEM;
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® [IpOMbIBACT MPOMBIBOYHLIM PaCTBOPOM PEaKLHOHHYIO KIOBETY M CYCNEH3HIO NapaMarHMTHBIX

MHKPOYaCTHL;

e nobasnser k MukpodactHuam [Iperpurrep u Tpurrep ¥ ¢uKcHpyeT ypoBeHb CHIrHala
XEMHTIOMHHECLICHLIUH;
e HHGOPMHPYET O MOJYYEHHOM pe3yJbTaTe.

2.1.2. Kaan6poBka

3HayeHHs CHTHAIOB XEMHIIOMHHECLUCHLUMH B KIOBETaX, CoAepXalmux Kanubparopsl
(«Kanu6patops: MagnoLIA TTI'»?, npoussomutens OO0 «Komnanus Asnkop Buo», Poccus),
HCMOMb3YIOTCA B KaYeCcTBE OMOPHBIX TodeK. C NMOMOIIBIO MAHHBIX TOYEK NMPOMCXOAHT KOPPEKTHPOBKA
KanubpoBoyHoro rpadguka, 3aKOAMpPOBaHHOro B mnaMaTH mnpubopa. Ha ocHoBe mNpUHATOroO
KanubpoBoyHoro rpaduka paccuntsiBaeTcs KoHueHTpauus TTI™ B ananu3upyembix obpasuax.

2.1.3. Konrpoab kauecTBa

Konuentpauus TTT, onpenenennas B koHTponbHbIX MaTepranax («Kontponu MagnoLIA TTT»,
npoussoautenb OO0 «Komnanus Anxop bho», Poccus), fomkHa nonaaath B JONMYCTHMBIH JHana3oH
Onpe/ieNieHHd, YKa3aHHbI B TMacnopre M 3aKOAMPOBAHHbIH B IITPHX-Kojae. JlaHHbIE 3HAYCHHSA
KOHLEHTpaLMH HCAONb3YIOTCS B PYTHHHOM KOHTpOJIE€ KayecTBa aHaiH3a A MOATBEPXKACHHS
NPaBHJILHOCTH BBHINOJIHEHUS H3MEPEHHIA.

2.2. CocTaB Ha0opa ¥ KOMILIEKT MOCTABKH

B cocras Habopa peareHTOB BXOAAT CEAYIOLHE KOMIIOHEHTHI, Pa3MEILEHHbIE B Pa3sHBIX OTCEKax
CTEUHATH3HPOBAHHOTO KapTpuka®, MapkuposanHoro «MagnoLIA TTI »:

- NapaMarHHTHbIE MUKPOYaCTHIbI ¢ UMMOOUIH30BaHHBIMH aHTHTeNaMK K TTT (MU). Cycnen3sus,
5 MJ1, OTCEK KapTpUIKa;

- koHbtorat aHTH-TTT ¢ akpuauHOBO# MeTko# (A*). XKuakoctb, 10 M, OTcek KapTpHIKa.

B xoMmniekT noctaBky BXOAAT: HAOOp peareHTOB, HHCTPYKUHSA O NPHMEHEHHIO, N1acIopT.

HaGop BeinyckaeTcs B AByX BapHaHTax HcnonHeHus. Kaprpumk «MagnoLIA TTI™» paccunTan Ha
100 ompenenenunit (cM. Tabnuuy 1) mpu Hcnonb3oBaHHM BCEro o06beMa OCHOBHBIX KOMIIOHEHTOB

OZHOBPEMEHHO.
Tabauua 1
uc?lzl;l::l:{fm Komectso Konuuecteo
Kar. Ne ’ onpeaeneHui KapTpHIKeH «MagnoLIA
1110001 100 1 TTI»
1110005 500 5

3. AHAJIMTHYECKHE U JUATHOCTHYECKHE XAPAKTEPUCTHUKHN

3.1. AnanuTHvecKas YyBCTBHTEJbHOCTb, HHAKHHE NpeAe/Ibl HIMEPEHHS

AHaIHTHYECKas YyBCTBHTENbHOCTH Habopa «MagnoLIA TTI'» B cootBercTBru ¢ 'OCT P 51352-
2013 cocrasnser 0,005 mxkME/Ma. .

Onpenenenne HWXKHMX TNpenenoB H3MepeHus Habopa «MagnoLIA TTI'» nposoausnocs B
COOTBETCTBHH ¢ MOAM(HULIMPOBaHHBIM poTokonom EP17 CLSI.

2 KanuGpatopbl, BXOoAsuiHe B HaGop, aTTECTOBaHBI MO BHYTPeHHEH METONMKE NPEAMPHATHA OTHOCHTENbHO TpeThero
mexayHapoaHoro cranaapra « WHO International Standard. Thyroid Stimulating Hormone, Human, for Immunoassay»
npoussoactsa NIBSC, kon 81/565.

3 'aGapuTHble pasmepbl kapTpuaxka (JILLB):170,2mmx17,5MM*49,8MM.

4 Clinical and Laboratory Standards Institute, MHCTHTYT knuHnueckux H 1abopaTOpHLIX CTAHAAPTOB.
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Npenen (mopor) «xonocroit» mpobnt (LoB) cooTBeTcTBYET KOHLICHTpALHH, HHXE KOTOpOH ¢
BEPOATHOCTBIO 95 % OyayT oOHapyxenn npobul, He cogepxkamue T1T. LoB rabopa «MagnoLIA TTT»
cocrapaset 0,004 MxME/Mma.

Tlpenen (nopor) obmapyxenmns (LoD) cooTBeTCTBYST MHHWMANbHOM KoHUeHTpauun TIT,
KOTOPYIO MOXKHO OOHApPYXHTH (3HAUCHHE BhILIE NMpeAcna (Iopora) «XoIocToH» Npobsl ¢ BEPOATHOCTHIO
95 %). LoD nabopa «MagnoLIA TTI'» cocrasnser 0,010 MkME/ M.

3.2. AHaIRTHYECKaN cneUHPATHOCTL

Onpenenserca kak cnocobuocTs Habopa OOHAPYXHMBAaTh JIHIIG TOT QHAJIMT, JUIN KOTOPOrO OH
MpeAHA3HAYCH, B MPHCYTCTBHH APYTHX BC/IHIHH, IPSACTABICHANX B npode.

Hurepdepennmsa

OHAOTeHHbIe HHTepEPEHTH

YCTaHOBNEHO B COOTBETCTBHH ¢ MOAMGHIMpOBAHHEIM mpoTokonoM EP07 u EP37 CLSIY, uro
NOBHILIEHHE KOHUCHTpauMH remoriobuHa jao 10 r/n, GmmmpyOuna (koHbIOTHpOBaHHOrO) mo 475
MKMOJB/, GHAHMpYOHHA (HEKOHEIOTHPOBAHHOTO) A0 684 MKMONL/NI, TPHIIHLCPHAOR fo 17 MMonb/n HiM
CBRIBOPOTOYHOTO anb0yMHHa 10 60 r/n 8 npobax He OKa3LIBAET HETATHBHOTO BO3ACHCTBHA HA pe3yNbTaThl
aHal{3a NpH MCmoAb3oBaHMH Habopa «MagnoLIA TIT», HO He ciexyer HCNOJL30BATh
TeMOTHAHPOBAHHEIC HJIM MYTHEIE 0Opa3Lbl.

Ox30reHHkle HHTEpHEPEHTH

Hanuuse anTHKOAryNAHTOB (IIHTpaT HaTpus (3,2 %), kanuesas cons DJ[TA (K23/ITA, Ks3ATA))
B Npo6ax He OKA3LIBaeT HETATHRHOTO BO3ACHCTBHS Ha Pe3yNIbTATH aHa/MW3a NPH HCMOL30BAHHH Habopa
«MagnoLIA TTT ».

ITpuem nexapcmeennbix cpedcms cnocoben HenpeocKazyeMo UCKA3 UMb Pesyrbmambt GHQAUIA Npu
ucnonvzosanuu vabopa «MagnoLIA TTT» u doancen Gotmb ommener 3a 2 — 3 Ons oo 3abopa xposu. Ecnu
OMMENa JeKapeme HeeOIMONCHA, CRedyem YNumuieamv GEPOAMHOCMb UCKANCEHUR OQHHLIX Npu
uHmepnpemayuu NORYYeHHO020 pe3yrbmama.

TlepexpecThan peakTHBHOCTh, Hanuyme nepekpecTHEIX peakmuif B oOpasuax, COACPMAIIAX
TIOTEHLHANLHEIEC KPOCC-PEAKTAHTHL: (POMIHKYNOCTHMYIMPYIONIHIA TOPMOH, JIOTEHHAHPYIOUH NOPMOK
H XOPHOHHHECKHit TOHAIOTPONIAH YeNoBeKa, He BEIABMEHO.

33. Xyk-3¢pPexr BLICOKHX KOHIUCHTpannti

B nalopax pearcHTOB, OCHOBAHHBIX HAa «CORABA-NPHHLMIC aHalH3a, TpH BHICOKHX
KOHHCHTpallUAX aHAMTA 3aBHCHMOCTh BCIHYHHE! CHTCHaNa OT KOBLEHTpalHH CTaHOBATCA oOpaTHo
MPONOPUHOHANBHOM (TaK HalbiBaeMbli XyK-3¢(ekT BbICOKMX KoHneHrtpaumuif). Ilpr HMcnoms3oBaHHH
HaGopa «MagnoLIA TTI™» xyx-3¢hdexT He obHapyxes BrioTh 0 kouueHtpauun TTT" 1000 MkME/mi.

34. TosTOpaEMOCTH H BOCTIPOHIBORUMOCTD .

Kos¢ppuupent papnanuu xounentpau TTT' B ogmoM H ToM xe obpasne npH HCNOALIOBAHHA
Habopa «MagnoLIA TTT » ne npessnuaer 8 %.

35, JXuanason u3Mepennit

Jinneitunili auanason waMeperuit Ha6opa «MagnoLIA TTT» cocrasmser 0,005 — 150 MxME/m.
3HaueHHA HHXKE aHAIATHYECKOH YYBCTBHTENBHOCTH oToOpaxatorca kax < 0,005 MxME/Mn. 3naveHns
BBILIC MAKCHMAIILHOTO SHAYEHHA MacTep-KpuBo# oTobpakatorea kak > 150 MkME/ma,

Jns nonyveHHs HHOOPMALHH O PE3YNbTATAX, HAXOAANIMXCA 38 BEPXHHM NPEASNOM YKa3aHHOTO
ORanajoHa M3MEpeHmii, cneayer passecTH obpasust «lmwmoentom 1» B cooTHomenuu 1:10 (c
HCTIONL30BAHKEM AHANM3ATOPA WIH BPYYHYIO) M NOBTOPHO MX HCCienoBaTh. B cnyuyae pasBesieHHS
obpasua BpyuHyIO H3MEPEHHYIO KoHleHTpawmio TITT Heo6X0ANMO YMHOXKHTE Ha (AKTOp pasBefeHHS
(10).
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3.6. /Aunana3oH o:KHAAeMBIX 3HAYCHHIH

Cpennss koHueHtpauust TTI B o6pa3uax kpoBH, NONYYeHHbIX OT 77 340POBLIX JIHL B BO3pacTe
ot 21 1o 45 ner, cocraBuna cocrauna 1,78 mcME/mn (0,3—4,0 McME/Mn).

JlnanazoH oxuaaeMbIX 3Ha4€HHH 3aBHCHT OT MHOTMX (pakTOpoB: cneuudpuyHOCTH MeToa,
ocobeHHOCTeH HccaeayeMoli MOMyNslLMM, TOYHOCTH MeToAa B KOHKpeTHo# naGopartopuu. [To atoit
NpHYHHE pEKOMEHAyeTCA Kakaod nabopaTopuH HCNONb30BaTh MPEJOCTABIICHHBIE H3rOTOBHTENIEM
3HaY€HHA TOJBKO A0 TeX MOp, MOKa creuHanucTaMu sabopatopuu He OyAyT onpeeeHbl qHana3oHbI
0)KHAAEMBIX 3HAYCHHI, XapaKTEPHBIX JUIA KOHKPETHO#H NMOMYJIALIMH B MECTE PaCNooXKeHHs 1abopaTopHH.

3.7. OtkpbiTHE

TecT Ha «OTKpBITHE» — 3TO NMPOBEpKa COOTBETCTBHS 3HAYEHHA ONpEENAeMOli KOHICHTpaLUH
TTT pacuetnoit BennunHe. [IpoueHT oTkpbiTHA Us Habopa «MagnoLIA TTI'» cocraBnser 90-110%.

4. MEPBI IPEAOCTOPOXHOCTH

4.1. TloteHunansHbli pHCK mNpUMeHeHHWA Habopa — wiacc 2a (cormacHo [Ilpuxasy
Munncrepcrsa 3apaBooxpanerus PO Nedu ot 06.06.2012 r.).

4.2. Bce xoMnoHeHTb! Habopa B HCNOMb3YEMBIX KOHIEHTPALMAX SBJIAIOTCA HETOKCHYHBIMH.

4.3. Tlpu pabote c Habopom creayet cobmoaats Tpebosanus FOCT P 52905-2007 u CaullnH
3.3686-21.

4.4. Jlonyckarb k paboTe ¢ HaGOpOM TOJIBKO CliELHAILHO 00y4€eHHBIH MepcoHan.

4.5. Ilepen HayanoM paboTbl O3HAKOMHTBLCA C HHCTPYKLIHEH M MPHMEHATH Habop cTporo mno
Ha3HA4YEHHIO.

4.6. Ilpu pabore c Habopom crneayeT HCMONb30BaTh CHELHATH3IHPOBAHHYIO OHEXKIY
(MeAMUMHCKHI XanaT WIH KOMOHHE30H, WIAno4ky) H CpeACcTBa HMHAMBHAYAILHOH 3alOMTHI (MAacKy,
3alllMTHbIE OYKH, OJJHOPa30BbIE NEPYATKH, Pa3pelleHHbIE K MPHMEHEHHIO Ha TEpPHTOPHH PD).

4.7. Buumanue! B cocTaB KOMNOHEHTOB Habopa BXOAMT COJIAHAA KMCIIOTa B KOHLEHTpPALHH
0,05 % u koHcepBaHT B KOHUeHTpauuu Menee 0,05 %, uto aBnsgercsa Ge3onacHbIM ans denoBeka. ITpu
HCIIONIb30BaHHH M0 HA3HAYEHHIO M COOMIONEHHH Mep IPEeJOCTOPOXXHOCTH KOHTAKT C OpPraHM3MOM
yenoBeka HekimoyeH. [Ipi aBapHiHBIX CHTYalUMAX BO3MOXKHO pa3/ipaXKeHHe KOXH H CITH3HCTOH 000J104KH
r1a3 y 4yBCTBMTENbHbIX JHU. [IpH KOHTakTe NMpOMBIThH MOpPaXXEHHOE MECTO BOAOH M oOpaTHTbCA 3a
MEIHLHHCKOMN NOMOLLBIO.

4.8. Xumuueckas nocyaa u o6opyaoBaHHe, KOTOpblE HCNOJNB3YIOTCA B pabore ¢ HabopoM,
JOMKHBI OBITH COOTBETCTBYIOUIMM 00pa3oM MapKHPOBaHbI H XPaHHTLCH OTAEIBLHO.

49. Jna obpaborkn nmocyal H  00OpyHAOBaHHMS  PEKOMEHAYETCS  HCNOJb30BaTh
JAe3MHQUUMpPYIOUIME CPEeACTBa, H3rOTOBJIEHHbIE HA OCHOBE TPETHYHBIX aMHMHOB, YETBEPTHYHBIX
aMMoHMeBbIX coequHennit (HAC) i cnupToB M paspellieHHble K MPUMEHEHHIO Ha TeppHTOpHH PO.
Hcnonb3oBanue ie3MHPULMPYIOIIKHX CPEACTB HA OCHOBE aKTHBHOT'O KHCJIOPO/a M XJIOPa BO3MOXHO JIMIIb
Ha NpeACTEPHIH3aLIHOHHOM JTarle, ¢ nocieayoLieii TEepMHYECKOH CTEpHIIH3ALHEH.

4.10. 3anpeuiaercs NpHEM NHILH, HCNOJb3OBAaHHE KOCMETHYECKHUX CPEACTB H KYypEeHHE B
NOMeELIEHHAX, peAHa3HAYEHHBIX 11 paboThl ¢ HabopoM. ‘

4.11. Y6upaTh U Ae3UH(PHLUMPOBATh pa3uThie 00pa3Lbl MK KOMIIOHEHTHI Habopa, Henonb3ys
JAe3sHHQHUHpYIOLIHE cpelacTBa B cooTBeTcTBUM MY 287-113.

4.12. VYjansth HEHCIO/Ib3OBAHHLIE PEAKTHBBI Habopa B COOTBETCTBHH C TpeGOBaHHAMH
CanllnH 2.1.3684-21.

4.13. Tlocne ucmons3oBaHMS BCe KOMITIOHEHTH Habopa, oOpa3iubl, KOHTPOJbHbIE MaTepHAabl,
PacXofiHble MaTepHalbl W ApYIHE peareHThl, KOTOpBIE KOHTAaKTHpOBaIH C 0OpasliaMH BO BpeEMs
06paboTKH, XpaHEHHs HJIM aHATH3a (B TOM YMCJIE: IepYaTKH, HAKOHEYHHKH H T.J1.) AOJKHBI coOHpaThCs
OTAENBHO H CTEPHJIM30BaTbC B aBTOKJIaBe C MOCIEAYIOLIEH YTHIM3aUMEA B COOTBETCTBHH C
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TpeGosanusamu CanllnH 2.1.3684-21. BmecTo aBTOK/IaBUPOBAHHA OTXObI MOTYT GBITH CTEPHIM30BaHbI
Ae3UHQHLMPYIOUIMM CPEACTBOM, MOC/E YTHJIM3HPOBaHbI B COOTBETCTBHH C TpeGoBaHusamu CanllnH
2.1.3684-21.

4.14. He ncnonp3oBarbh HabOp MO HCTEYEHHH CPOKA FOJHOCTH.

S. OBOPYJAOBAHHUE U MATEPHAJIbI, HEOBXOJAUMBIE LI ITIPOBEJEHUSA
AHAJIM3A

- «AHaNM3aTOp aBTOMATHYECKHH HMMYHOXHMMHUYECKHH XeMHIIOMHHecueHTHbI «MagnoLIA» ¢
npuHaiexxHoctaMn no CHAB 421457.002 TY («MagnoLIA») (npousBoaurens OOO «Komnanus
Anxop buo», Poccus, PY NeP3H 2019/9282);

- «HabGop pearentoB ansa xamubposkn «Kamubpatoper MagnoLIA TTI'», no 21.20.23-702-
98539446-2023 » (mpoussoautens OO0 «Komnanus Ankop buo», Poccus, kar. Ne 1110101, 1110105);

- «HaGop peareHToB s KOHTpoJs KadectBa aHamu3a «KoHtponn MagnoLIA TTT»,
no TY 21.20.23-703-98539446-2023» (npoussoaurens OO0 «Komnanus Ankop buo», Poccus,
kat. Ne 1110201, 1110205, 1110210);

- «BoaHo-coneBo#i pacTBOp Uls NPOMBIBKH peakUHOHHbIX KioBeT MagnoLIA «bydep Wi»
(npoussoautens OO0 «Komnanua Ankop buo», Poccus, kat Ne 0000405);

- Betpaxusarens nabopaTtopHblit MeIULIMHCKHI,

- [Tunerxa nonyaBTOMaTHyeckas OHOKaHa/IbHast CO CMEHHBIMH HAKOHEYHUKAMH ¢ H3MCHAEMbIM
obbeMom otbopa xuakocteit: Ha 200 — 1000 mkn, aTTrecToBaHHas MO 3HAYEHHIO CPEeAHEH A03bl H
CXOAMMOCTH pe3yJIbTaTOB MHNETHPOBAHMS, NOrPeIIHOCTb He 6onee 3 %;

- XO0JIOAUILHHK,

- MHorouenessie NOMUNPONUIEHOBLIE Mpobupkyu 12 x 75 MM BMecTHMOCTBIO 5,0 M, «ITpoOHpKH
1 o6pasuos» (npoussoautens OO0 «[em», Poccus);

- OtaenbHble Xanar, Wanoyka, 06yBb U 0OJIHOpPa30BbIE NEpHaTKH, pa3pelICHHbIE K MPHMEHEHHIO
Ha TeppuTOopuH PO (mn cootBerctBytoue FOCT P 52239-2004);

ITpu neobxooumocmu! Boano-coneBod pacTBop Ui pa3BefieHHsa obpasuoB MagnoLIA
«Aumoent 1» (nponssoautens OO0 «Komnanus Ankop buo», Poccus, xat. Ne 0000301 kapTpuIk HITH
kat. Ne 0001001 ¢naxon).

6. AHAJIM3UPYEMBIE OBPA3LbI

6.1. 3abop KpoBH M3 BeHbl OCYLIECTBIAIOT C coOmonaeHHeM npasun acentuku. Ilocne
(OpPMHPOBAHHUA CTYCTKA CHIBOPOTKY OTAENAIOT NyTeM ueHTpudyruposanus (npu 800-1600 g B TeueHHe
10 MHH. npH KOMHaTHOW TeMneparype). 3a0op KpOBM J[UIs MOMYYEHHS M1a3Mbl OCYIUECTBISAIOT B
npoOHpKy, COAEPKALIYIO aHTHKOAryJIAHT (UMTpar Hatpua (3,2 %), kanueBas conb DJATA (K23TA,
K33/TA)). Ina3sMy xpoBH nomy4arot ueHTpruyrupoBaHueM npodUpok ¢ ueabHo# kposbio (800-1600 g
B TeueHue 20 MMH. IpH KOMHATHO#H TeMneparype).

[Tocsie ueHTpuYrupoBaHus CHIBOPOTKY HIIM IJ1a3My MEPEHOCAT B OTAENbHYIO NMPOOHPKY, IPH
HEeoBXOMMOCTH. '

6.2. Cucrtema aBTOMaTHueckoro aHanusaropa «MagnoLIA» He no3Bo/iseT NMPOBEPHTH THI
obOpasua. [Ipou3soanTeNh He HECET OTBETCTBEHHOCTH 3a MPOBEPKY THNA o6pa3sua, HCNOoMb3yeMOro NMpH
aHanuse «MagnoLIA TTI ».

6.3. lna npoBeAeHHA aHaIN3a HE CIEAYET MCMONb30BaTh FEMOJH3UPOBAHHYIO HIIH MYTHYIO
CBHIBOPOTKY H IIa3My.

6.4. Jlna npoBeneHHs aHaiu3a HeoGxoauMo He MeHee 300 Mka obpasua JUIA MOCTaHOBKH B
MoHomnukatax. J{iA aHalIu3a B OJHOM NOBTOPEHHH JocTaTouHO S0 MKN 06pa3ua, AoNONMHHTENbHO 250
MKJT IOJDKHO 3aKJIaIbIBaThCs KaK MEPTBbIH 00beM, uis cpabaThiBaHHSA JaTYMKa YPOBHA HIJIbL.
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6.5. Hccnenyemas anmukBoTra of6pa3sua He ROMKHA HaxoauThcs Gojee Tpex 4acoB Ha Gopty
aHanu3aropa.

6.6. OOGpasub! CHIBOPOTKH M NJ1a3Mbl KPOBH pa3pellaeTcs XpaHUTb NpH TeMneparype +2...+8 °C
He Oomee 5 Cyrok B XONOAWIBHBIX KaMepax WIM B XOJNOAWIbHHKAaX, OOeCeYHBaIOLIMX
pernaMeHTHPOBAHHBIH TEMIEpaTYPHBI pEXHM; NPH HEOOXOAMMOCTH Oonee JUIHTENBHOrO XpaHEHUs
PEKOMEHYETCS aAIHKBOTHPOBAThL 0Opa3ell H XpaHHTh B 3aMOpOXEHHOM BHAe npH Temneparype —20 °C u
Huxe. He nonyckaerca noBTopHOe 3amMopaxkuBaHKe oOpasia.

6.7. Obpasusl ¢ konueHtpauuedi TTI, Haxoasuueiics 3a BEpPXHHM NpEAETOM IHana3oHa
H3MEPEHHI, TOMKHBI ObITh pasBesieHb! «JlnmoenToM 1» B 10 pa3 (c Mcnonb3oBaHHEM aHAM3aToOpa HIIH
BpY4YHYI0) H HccieaoBaHbl MOBTOpHO. IIpn HEOOXOAMMOCTH NOBTOPHTH aHAIM3 JUlS pa3sBEACHHOIO
BPYUHY10 00pa3ua ciieyeT BbIIOJHUTD €ro pa3BeICHHE 3aHOBO.

7. MMPOBEJAEHUE AHAJIUTHYECKON CECCUH

OnucaHHast B JaHHOH HHCTPYKUMH HHQpOpMalMs COIAEPKHT oOlnHe CBENCHHA O NOpAlKe
NpOBEJICHUA aHAJIMTHYECKON ceccHH Ha aHanu3atope «MagnoLIA». Jlna nonyuyeHHs nAeTanbHOH
HHQopMalMH mepel Ha4yaloM paGoThl 03HAKOMBTECh C PYKOBOACTBOM MO SKCIUIyaTallMH aHalIH3aTopa
«MagnoLIA».

7.1. IloaroTroBKa peareHToB

7.1.1. Tlepen nomeuieHneM HoBoro (3anedataHHoro) xaptpumka «MagnoLIA TTI'» B 6ok
peareHTOB aHaJIM3aTopa HeOOXOIMMO MPEABAPHTENBLHO NepeMELaTh ero COAEPKUMOoe BpyuHyto. BaxHo
n3beratb o6pa3oBaHus MeHbI NIpY nepemeBaiuy. He cienyeTr BcTpaxuBaTh kapTpuax. Jlng py4yHoro
nepeMeIIMBaHUA BBINOJIHUTE CICAYIOIINE ONEPallH:

1) CopueHTHpyiiTe KapTPHIK FOPH3OHTAILHO, OTBEPCTHAMH C 3alIHTHOM MJIEHKOH BBEPX H
BO3bMHTE C MPOTHBOMOJIOKHBIX KPaeB.

2) [1naBHO NOAHHUMMTE OAMH M3 KpaeB TaKMM 06pa3oM, 4ToOb! KapTPHIK OKa3alCs MOBEPHYT Ha
90 rpaaycos (T.€. 3aHSN1 BEPTHKAIBHOE MOJIOKEHHE).

3) InaBHO MOAHHUMHTE ApYro#t Kpait, OTHOBPEMEHHO OMycKas NepBbiif, TAKKM 06pa3oM, YTOOBI
KapTpHIK pa3BepHYscs Ha 180 rpanycoB B BepTHKaIbHOM MIOCKOCTH.

4) [InaBHO BepHHTE KapTPHIK B FOPH30HTAIbHOE NOJIOKCHHE.

5) IloBTopuTe waru 2-4 He MeHee 20 pa3 WM 10 BbIMOJHEHHS CIEAYIOLIMX YCIOBHIA:

- Ha JHE KapTpH/Ka OTCYTCTBYIOT CKOIUIEHHS CJIEXaBIIHXCS MHKPOYACTHIL;

- B CYCHEH3HH OTCYTCTBYIOT KOHIJIOMEPAThHl MHKPOYaCTHIL.

Jns xapTpukeit, XpaHALMXCA B 3arpy304HOM 0OJ10Ke aHanM3aTopa, py4yHoe NEepeMELIHBaHHE HE
Tpebyercs, nepea 3alyCKOM aHAIMTHYECKON CECCHH NMPOM3BOAMTCA aBTOMATHYECKOE MOKaYHBaHHE
KapTpuIKe#t, HeoOxoaHuMoe Ul pecyCrneHAHPOBaHUA MHKPOYACTHIL.

BckpbIThie kKapTpHIUKH, XpaHsliMecs B XOJOAWIbHHKE B 3aBOJCKOHR Tape, Nepell MOMEIUCHHEM B
60k peareHTOB, TpeOyIOT TLIATENBHOrO, HO OCTOPOXHOrO NEpEeMELIHBAHUSA napamanmmbrx
MHKpoydacTHll. M36eraTh BbINIECKHBAHUA XHAKOCTEH H NEHOOOpa30OBaHHs.

Ecnu MHKpo4YacTHIIbI HE YAAETCA NMEPEBECTH B TOMOIE€HHYIO CYCNEH3HIO, HE WUCIOJIL3VUATE
HABOP.

7.1.2. Bce ocTanbHble peareHThl FOTOBbI K HCNOJIb30BaHHIO.

7.1.3. Tlepen noMelieHHEM peareHTOB B COOTBETCTBYIOIHE OJIOKH aHaNU3aTOpa MPOBEPHTD BCE
pacTBOpbl Ha OTCYTCTBHE Iy3bIPbKOB BO3JyXa. Y JQJIMTb My3bIpbKH [0 MPOBEACHHS aHAIH3a JIETKHM
nokayMBaHHEM, He A0NycKas NeHoobpa3oBaHus.

7.1.4. OGpasubl CLIBOPOTKM M IUIa3Mbl KPOBH U aHAIH3a JO/KHBI OBITH JOBEAEHBI 10
KOMHaTHoO#H TeMnepaTypbl. O6pasusl nocne orrauBanusa Heobxoaumo TIIATEJIBHO nepemewars ¢
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nomowsto MEJUJIEHHBIX BpamarenbHbIx ABHKEHHH WM OCTOPOXHOrO NepeBOpayMBaHHA H Nepen
HCIMOJIb30BAaHHEM LIEHTPHYTHPOBaTh IS yAICHHS AMCIIEPCHOTO BELIECTBA.

Y6enurech B OTCYTCTBHH MY3bIpbKOB BO BCeX oOpasuax. Yjaaiute My3bIpbkM A0 NpPOBERCHUA
aHasM3a.

7.2. Tlpouexypa kaanbpoBkn

[lpenBaputenbHo mosydeHHas pedepeHcHas KalMOpoBouHas KpuBas (MacTep-KpHBas)
ajantupyerca ana ananusa «MagnoLIA TTI'» npu ucnons3osannn Habopa «Kanubpatops: MagnoLIA
TTT».

KanubpoBka npu wucnonb3oBaHuH Habopa «KamuGpatopsr MagnoLIA TTI'» pomxkua
BBIMOJIHATLCA B CICAYIOLIMX Cly4asX:

- pH 3aMycKe CeCCHH Ha aHanu3arope «MagnoLIA» ¢ ucnons3oBanneM kaprpulxka «MagnoLIA
TTT », kanubpoBka KOTOPOro paHee He MPOBOAUIACK;

- OJHH pa3 B 7 nHe# ans kaxaoro kaprpuka «MagnoLIA TTI »;

- TIpH 3aNycKe cecCUM Ha aHanu3arope «MagnoLIA» ¢ ucnonb3oBanueM kaptpuika «MagnoLIA
TTT », xanubpoBka koToporo npocpouesa (0T MOMEHTa nocJieiHe# kamubpoBku npouwto 6onee 7 nHel);

- €CJIH pe3yNbTaT aHaH3a XoTA Obl oqHOro KOHTpoNs U3 HaGopa «Koutponu MagnoLIA TTT»
BBIXOJMT 3a NpeJieiibl YCTAHOBJEHHOTO iHara3oHa.

Ananusatop «MagnoLIA» MoXxeT ocylecTBIATh KATMOPOBKY B OTAENBLHO BbIACTICHHON CECCHH
HJIH OTHOBPEMEHHO ¢ 00pa3liaMH B paMKax OHOH aHAIHTHYECKOH CECCHH.

BHUMAHME!

KoMmnoHentsl Habopa «KanuGparopsl MagnoLIA TTI'» saBnsioTrcs MHOropasoBbIMH, OJHOIO
kommnnekra Kanubparopos 1-4 nocrarouno ans 10 npouenyp kaiMOpOBKH.

Ann npeoomepawienun ucnapeHus dcuoxKocmu, cpasy nocie UCNONb3O6AHUR (DAAKOHbBI
Heo0X00UMO 3aKPbIMb KPLIMIKAMU 8 COOMBEMCMEUN C UX MAPKUPOBKOUW, nomMecmums 6 ynaKoeKy
npeonpuUAMuUA-U320MOBUMENA 8 6EPMUKAILHOM NONONCEHUU U XPAHUMb npu memnepamype om + 2
00 + 8 °C 6 X0100UNbHBIX KAMePax UAU 8 X0100UNbHUKAX, 0Becnedusaouiux pe2namenmupoean sl
memnepamypHbli pedcuMm.

®nakoHbl ¢ KaTHOpaTopaMH He JOJDKHBI HAXOAUTLCA Ha GopTy npubopa Gonee 3 yacoB, CyMMapHO
B JECATH CecCHUAX, HeoOXOAHMMO YYMTBHIBATb 3TO IIPH BBINOJHEHHH MpPOLEAYpPhl KalIHOPOBKH
OJIHOBPEMEHHO ¢ 00pa3uamMH B paMKax OaHOH aHanHTHYeckol ceccuu. [{ns nonydenus 6onee noapobHoi
nHpopMalHH o6paTHTECh K HHCTPYKLIMH 0 NpUMeHeHHI0 Habopa «Kamu6patopsr MagnoLIA TTT».

7.3. IIpoueaypa KOHTpO.If KayecTBa

[MoaTBepKAeHHe NpPaBHILHOCTH aHanM3a MPH MCMONb30BaHUM HaGopa «KouTtponu MagnoLlA
TTI» nomKHO BHIMOMHATECA B KaX10# aHATHTHYECKOI ceccun. [Tpu npomomkuTensHOCTH ceccHu bonee
CYTOK, OTpE/IC/IEHHE KOHLIEHTPAIlHH KOHTpONEH JOMMKHO GBITH NPOBEAEHO NOBTOPHO MO HCTEYEHHH 24
4acoB OT Hayana ceccuH. [loaTBepxaeHHe NpaBHILHOCTH aHAIH3a BBHINOJIHAECTCA B paMKaX PYTHHHOrO
KOHTpPOJIA KayecTBa, A€ KOHTPOJM H3 Habopa pasMmellaloT B ILUTaTHBAX, MpEAHA3HAYE€HHBIX Ui
KaTHGPATOPOB M KOHTpPOJEH, M 06paGaThIBAIOT HX PE3yNbTATH TaK e, KaK 06pasiibl NalHEHTOB.

BHUMAHHE!

Komnonentsl Habopa «Koutponmn MagnoLIA TTT» saBmdrorcs MHOropasoBbIMH, OJHOrO
koMmrutekta Kontponeii 1 u 2 gocratouno s 20 npoueayp KOHTpOJs KayecTsa.

JAna npedomepauieHus ucnapenusa MHcuoKocmu, cpasy ROCRe UCRONbIOAHUR (PAKOHbI
Heo6X00UMO 3aKpbImb KPbIKAMU 8 COOMBemMCMEUU C X MAPKUPOEKOU, nomecmiums 8 ynaKoexy
NpeonpuUAMUA-u320MosUMens 6 66PMUKAILHOM NONONHCEHUU U XPAHUMb npU memnepamype om + 2
00 + 8 °C 6 X0N00UbHBIX KAMEPAX UMK 8 XONOOUTbHUKAX, 06ECNEHUBAIOWUX PEZNaAMEeHMUPOBAHHbIN
memnepamypHblit pedicu.
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®d1aKoHBI ¢ KOHTPOJAMH He IOJDKHBI HaX0UThcA Ha 6opTy npubopa 6osee 5 yacos, CyMMapHO B
ABaJUaTH CECCHAX, HEOOXOAMMO YYHTHIBAaTh 3TO MpPH BBINOJIHEHHH TMPOLEAYPbl BalHAALMH
OJHOBpEMEHHO ¢ o6pa3iamMu B paMKax OJJHOM aHaIMTHYecKO# ceccuu. [{na nonyyenus 6onee noapobHo#
HHopMalu o6paTHTECh K HHCTPYKLIMH N0 NpuMeHeHHIo Habopa «KoHTponn MagnoLIA TTI».

74. 3amyck aHAIHTHYECKO# cecCHH
7.4.1. Bxmouure aBTOMaTHueckMii aHamuzatop «MagnoLIA» corsacHO pyKOBOACTBY MO
IKCILTyaTalHH.

7.4.2. 3arpy3uTe NOArOTOBJICHHbIE peareHThl Ha Goprt aHanu3atopa «MagnoLIA» cornacHo
PYKOBOJCTBY MO IKCITyaTallMH.

7.4.3. 3arpy3ure nannblie 006 oOpa3uax M peareHTax B NaMATh aBTOMAaTH4YECKOTrO aHaiIM3aTopa
«MagnoLIA» coriacHo pyKoBOACTBY I1O0 SKCIL/IyaTallHH.

7.4.4. Co3paiiTe CIMCOK 33/1a4, KOTOpbIE AOMXKHBI ObITh BHIMOJHEHH B JaHHON aHAIMTHYECKOR
CECCHH, COTJIaCHO PYKOBO/ICTBY MO 3KCIUTyaTallMH.

7.4.5. 3anycTHTe aHAIMTHYECKYIO CECCHIO aBTOMATHYECKOro aHaau3aTopa COrJlacCHO
PYKOBOJCTBY MO 3KCITyaTallHH.

7.4.6. Tlporpamma npuGopa 1Mo3BoJisieT aBTOMaTHYECKH BBIMOJHHTbL BCE CTaAMH aHanu3a Ge3
BMeLHaTeIbCTBA MOJIb30BaTENA.

7.5. Iloay4yenue pe3yabTaToB

7.5.1. Tlepe#iaute B MeHio HASHAYEHHA.

7.5.2. Jlnsa oToOpaxkeHHs KOHKPETHOro pe3yJibTaTa Ha 3KpaHe, BbiGepuTe B TabnHLE pe3ynbTaToB
A4efKy, COOTBETCTBYIOLIYIO MAUKHEHTY (NpaBblii cToN6eL) U TECTY (BEPXHAA CTPOKA).

7.5.3. [Jlns nedyatH pe3yNbTaTOB AHAIMTHYECKOM cecCHM, HaxMHUTe KHonky ITEYATH w
BbIOepHTE U3 OTKPBIBIIETOCS CIHMCKA He0OX0HMOe AeCTBHE.

AHan3aTop No3BOJIAET pacreyaTaTh:

- CIIMCOK 3a/1a4, 3a/IaHHBIX U1 JAaHHOH aHAJIMTHYECKOR CECCHH;

- pe3yJbTaThl NaLUEHTa, BHIOpaHHOrO ONEpaToOpoM;

- BCE pe3yIbTaThl, OIy4EHHbIE B JAHHOH aHATHTHYECKOH CECCHH;

- pe3yabTaThl, HAYMHAS C WK 3aKaH4YMBas MALHEHTOM, BbIOPaHHBIM ONEPATOPOM.

7.6. Orpann4enne Tecra

B nuarHocTHuecKHX UeNiIX pe3y/nbTaThl, NMOJAyYEHHbIE NMpH NMpUMeHEeHHH Habopa «MagnoLIA
TTI'», cnemayer HCnonb30BaTh COBMECTHO C pe3yjbTaTaMHM JAPYrHX [AHarHOCTHYECKHX METOJOB:
KIHHHYECKHX (CYOBEKTHBHOE M 0OBEKTHBHOE 00CIeA0BaHHE), HHCTPYMEHTAIBHBIX, JJAGOPaTOPHBLIX H
npovee.

OGpas3upl, B3ATbIE Y NALHEHTOB, KOTOPbIE€ B IHArHOCTHYECKHUX HIIM JIEYEOHBIX LENIX NPHHHMAIH
npenapaTtbl MOHOKJIOHATbHBIX MBILIMHBIX aHTHTEN, MOTYT COJEPXKaTh YEJIOBEHECKHE aHTHTENa NPOTHB
MBIIIKHBIX aHTHTeN. Takue o6pa3ubl MOryT NPHUBOAUTL K OIIMOOYHO 3aBLILIEHHBIM HJIH 3aHHXKCHHBIM
3HaueHHsAM. MoxeT noTpe6oBaThCs JONONHHTENbHAS KITHHUYECKas HIIM AMarHOCTHYECKas HHpopMalHs
L1 OMpeAesICHHUS CTaTyca NalHEeHTa. ' "

Haxopsiuecs B o6paste kpoBH rerepoduibHbIE aHTHTENA, KOTOPbIE MOTYT B3aHMOACHCTBOBATh
¢ UMMYHOrn00yTHHaMH, BXOASLIHMH B COCTaB peareHToB, 06s1analot CMOCOGHOCTBIO CO3/1aBaTh OMEXH
MMMYHOXHMHYECKOMY aHanu3y in vitro. O6pasiibl, B3MTble Y NMALMEHTOB, MOCTOSHHO BCTYNMAIOLIMX B
KOHTAKT C XHBOTHBIMH HJIM NMPOAYKTaMH Ha OCHOBE CHIBOPOTKH >XHMBOTHBIX, MOTYT OLITh NMOABEPKEHBI
HHTepepeHIIMH, U B HUX MOT'YT Ha0I0aThC aHOMaJIbHBIC 3HAYEHHA. B TakHX ciiyyasx Juis IOCTaHOBKH
JAMarHo3a MoXeT NoTpeGoBaThcA AONONHHUTENbHAS HHOOPMALHUA.

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



«Magnol.IA TTI»

8. TPAHCIIOFTHPOBAHHE H XPAHEHUE

8.1. TpascnoprupoBarue HaGOPOB CRENYET NPOHIBOAHTL BCEMH BHAAMM KPHITOIO TPaHCTIOPTa
npu TeMneparype ot + 2 ao + 8 °C.

8.2. TpancnopTHpOBAHHE H3AENHH NpH TemniepaType oT + 2 10 + 8 °C A0IKHO NPOHIBOAATLCA
B eMKOCTAX HAM NpH TIOMOIH XOJOJWIBHBIX YCTAHOBOK, 0GeCreuMBAlOMKX pernaMeHTHPOBAHHbIH
TEMITCPATYPHEIN pexuM.

8.3. JlonyckaeTca TpaHcnoptuposanme RaGopos mpu Temmepatype Ao + 25 °C He Gonee
15 cyToK, B TOM 9HClIe ipH Temnepatype + 37 °C He Gonee 1 cyTok.

8.4. Habopui, TpaHCNOPTHPOBAHHEIC ¢ HAPYIIEHHEM TEMIICPATYPHOIrO peKHMa, IPAMCHERHIO
HE NOAJIEXKAT. '

8.5. Cpok rogaocTi Habopos — 12 MeCALIEB OT AaThl MPOH3BOACTEA.

8.6. Xpanenne HaGopoB JOIDKHO NMPOBOAMTECA B YNAKOBKE NPEANPAATHA-H3TOTOBUTENA NIPH
TeMmepatype oT + 2 a0 + 8 °C B TeueHHe BCEro CPOKA IOJHOCTH B XONOAMNEHBIX KaMepax HIH B
XONOAHNELHUKAX, 00ecne HBAIOMHUX periaMeHTHPOBAHHBIH TEMIICPATYPHEI PEXKHM.

Ha6ophl ¢ HCTEKIUM CPOKOM IMOZHOCTH MPHMEHCHHAIO HE NOJUICHKAT.

8.7. [Ilpu apoGHOM HCNONL3ORAHUH KOMIIOHEHTHI Habopa XpaHATCA B YIIAKOBKE NPEANPHATHA-
H3roToBuTENd (YTOOH He JONMYCTHTL ONPOKMALIBAHHA) NMpH Temmeparype oT + 2 g0 + 8 °C B
XOROJMIBHHEKE HIIH B XONOAMALHBIX KaMepax, ofecnieqHBalomuX pernaMeHTHPOBAHABNA TeMIepaTypabi
pekuM, B TedeHHe 1 Mecaua co AHA BCKPHITHA TEPBUYHOM ynakoBKH. PekoMEHAYeTCA 3aK/ICHBAThH
CKOTYEM BCKpPHITHI KapTpHIK ANA yMeHbleHHs ucnapeHHdA. [IpH XpaHeHHH B XONOJUNbHHKE MEpei
KaXAhM HCOOMAL30BaHHEM JUIA DPECYCICHIMPOBAHHA NAPAMATHUTHBIX MMKPOYACTHI COACPKHMOC
KapPTPHKA CNIEYeT TIIATENRHO NepeMelaTh NOX BU3YanbHEIM KOHTPOJIEM, H30eras neHoobpasoBaHus U
BBITUICCKUBAHUA KHAKOCTEH.

8.8. JlonyckaeTca XxpaHeHne KapTpuika Ha 6opTy npubopa B TeueHHe 1 MecAna ¢O JIHA BCKPHITHA
MEepPBUYHON YNIaKOBKH.

9. TAPAHTHUHBIE OBA3ATEJLCTBA
TapauTuiineilt cpok roaHocTH HaGopa 12 Mecsues oT AaTH MpoH3BoAcTBA. Habop npenasnadeH
A7t ONHOKPATHOTO IPUMEHEHHA H HE NIOAVICKHT PEMOHTY 1 06CTYKHBAHHIO.

10, BE3OIIACHASA YTHIH3ALIUA
TIpu ucnons3oBaHuH HaGopa o0pasyloTca OTXOAM KNaccoB A H B, KOTOphIE YTANH3HPYIOTCA
B cooTBercTBRH ¢ CanlTuH 2.1.3684-21 u MY 287-113 (Tabmina 2).

Tabnuua 2
Knacc
Orxozu OMACHOCTH
Bropuysas (rpynnosas)
VIAKOBKA KopoOxa #3 MOHOKapTOHa Orxoms
JKCnIyaTanHoOHHaA HHCTpYKIMS IO IPHMEHEHHIO : Knacca A
JOKYMEHTalHA Ilacoopr
Mepsiumas ynaxosxa Kaprprivk, cofepxaBimmii ;’nxpoqac'mum H KOHBIOTAT
_ Bce xoMnonenTs! HaGopa, KOHTPOJIBHKE MaTCPHAIIL, Orxoasl
PAcXOZHBe MATEPHANBI H PEareHTEl, KOTOphe Knacca b
Jlpyrite KOMIOHEHTA! KOHTAKTHPOBAIH ¢ o6pa3naMu Bo BpeMa obpaborxy,
XpaHEHHS HIH aHATA3A

1N
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f«MagnoLIA TTI»

He ncnonb3oBaHHbIe
KOMMOHEHTbI C UCTEKLLUM
CPOKOM rofHOCTU

KapTpumk, cofepxxalmini MUMKpoYacTuLbl 1
KOHbBbIOraT A*

11. N H®POPMALWMA O NPON3BOAUNTEJE

Mo Bonpocam Ka4ecTsa MU «Habop peareHTOB ons KOJINYECTBEHHOI0
WMMYHOXEMWU/TIOMUHECLIEHTHOIO OrnpejesieHNns TUpPeoTpornHoro ropmoHa «MagnoLIA TTI», no TY
21.20.23-701-98539446-2023» obpawatbcs B OO0 «KomnaHus Ankop buo» no agpecy: 192148, T.
CaHkT-lMeTepbypr, XKenesHoAopoXXHbI NpocnekT, 4. 40, nuT. A, Ten/dakc: 8(812) 677-8779, TenedoH
«ropsiven NuHum»: 8-800-234-37-79.

12, CUMBO/JIbl, NCMNOJIb3YEMbIE HA 9TUKETKAX
MeauLMHCKoe nsaenune s V Cofep>XMMOoro f0CTaTo4HO /1S

IVD L
ANArHOCTUKM in Vitro npoBeLeHNA N TeCTOB
REF Homep no KaTasory A OCTOPOXKHO!
LOT Kog napTtum (Homep cepun) S Wcnonb3oBath A0
M VsrotoButenb Mpegen Temnepatyp
t
CD [arta n3rotoBneHus Buionoruyeckuii puck
O6paTtuTecb K UHCTPYKLMK NO
|:|a P PyKu Bepeyb 0T BNaru
NMPUMEHEHMIO
He gonyckaTb BO3geicTBUSA
Bepx
COJIHEYHOr 0 CBeTa

MHCcTpyKuma paspaboTaHa B cooTBeTCTBMU ¢ TY 21.20.23-701-98539446-2023.
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MpoLINTO, NPOHYMEPOBAHO, CKPEM/IEHO NevaTbio
nueT

no»
O/1bIHLIEB
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OO0 «KomnaHuna Ankop bro»

r. CaHkT-eTepbypr, XKene3Ho40poXHbIA np.,
TenedoH/dakc: (812) 677-87-79

MACITTOPT Ne E002

a. 40, nut. A

Habop peareHTOB AN1A KOJIMYECTBEHHOTO UMMYHOXEMUTKOMUHECLEHTHOTO
onpefeneHnsa TMpPeoTponHoro ropmoHa «MagnoLIA TTT »,
no TY 21.20.23-701-98539446-2023

KaT. No 1110001 Cepusa Ne E002 ®dopmupoBaHme Ne 1 Konmnyectso 100 L.

BHeLlUHWI BUA 1

HawnmeHoBaHVe peareHTa
(hopma BblInyckKa

Komnnekrauns

KoMnnekT noctaBkKu
MenkogmcnepcHbI
0CaloK KOPUYHEBOIO
LBeTa, NepexoAsaLLmii
B CYCMNeHANPOBaHHOe
COCTOSIHWE Mpu
BCTPAXMBAHWW, B

MapamarH1THbIE
MUKPOYacTULLbI

C MIMMO6WIN30BaHHbIMN
aHtutenamm K TTI (MUY)

1 KapTpnoK
(cooTBeTCTBYHOLL,
nin 0TCEK, 5 Mn)

npo3payvHoi
becuBeTHOl
YXUAKOCTU
1 KapTpnox
KoHbrorat aHtu-TTT ¢ IMpo3spayHasd PTPVIA
o G Ak (cooTBeTCTBY!OLL,
aKpPUANHOBOWN METKOM (A*) 6ecuBeTHas XXMAKOCTb .
nin otcek, 10 mn)
MacnopT 1 wr.
VHCTpYKUMSA MO NPUMEHEHNIO 1 LWUT.

CooTBeTcTBME
Cepusa KOHTPO/IN-
peareHTa pyemoro
napameTtpa
E002 COOTBETCTBYET
E002 COOTBETCTBYET

MapamMeTpbl KOHTPONSI KayecTBa

HanmeHoBaHWe KOHTPOIMpPYeMOoro
napameTpa
AHanuTmnyeckuin curHan Kanmbpatopa

4, OTH. CBET, e[., He MeHee
COOTHOLIEHNE aHAJTNTUYECKMX
CUrHa0B KambpaTopos
HomunHanbHoe 3HayeHme

Hopma
200 000

Bl <B2<B3<B4

Kannbpatopa 2, MKME/mn 2
HomuHasibHOoe 3HaueHne 10
Kannbpatopa 3, MKME/mn

OTKJ/I0HEHWE KOHLEHTpauum

Kannbépatopa 2 n Kannbpartopa 3 oT +20

HOMWHa/IbHOI0 3Ha4€HWUA, NMPOLIEHT

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

3HayeHVe KOHTpompye-
MOro napamerpa*

COOTBETCTBYET
COOTBETCTBYET
H/A

H/A

— «OTT|NcTBYeT

W Kk

MenepansHbii  aniPellroa

A0 Kk



Kaprpaox (cooTBeTcTBYIONME
OTCEKH CTICIHANM3UPOBAHHOIO
KapTPHDKa 3 NOMHITHIICHA
HH3KOTO JABJICHHA ¢ 3aNasHHLIMH COOTBETCTBYET
OTBEPCTHAME), ATHKETKH M3
NeHTH Kieesoil Ha OymaxkHO#H
OCHOBE

* JlaHHEIe aTTECTALUH IPH COBMECTHOM HcenonbzoBammk ¢ MU «KamiGparopsl MagnoLIA TTT'», cepua
Ne E002.

Mara n3roropnenus nabopa «19» mionst 2023 r.

Cpok rogsocTi Habopa 1o «19» nioHs 2024 r.
Ycnoeua xpancana +2...+8 °C

Ycnosus Tpancnopruposanns +2...+8 °C, JlonmyckaeTca TpaHCTIOpTHpoBaHHE Habopa Npy TeMAepaType
Ao +25 °C ne Gonee 15 cyrox, B ToM umcie npn Temneparype +37 °C ne 6onee 1 cyrok
TOJIBKO 1N AUATHOCTHKMU IN VITRO

Jna npodeccHoOHANPHOTO NPUMEHEHUA R

~

Ha6op cooTBeTcTBYET I N
TY 21.20.23-701-98539446-2023 Kortars 3%
PY Ne s PreopBuo® %;i
l.'-: ( N n"/"-.}k(':r Hio g" i
Bunonemn Jywenbxusa AT, Tposepan Knsapny’g \p: . //
&l

4‘..\ ' ‘A‘u
N '\'r.;],xm{'b‘

e
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00O «KomnaHusa Ankop bro»
r. CaHkT-INeTepbypr, XXenesHoAaopoxXHbIv np., 4. 40, nnT, A
TeneoH/akc: (812) 677-87-79

MACITTOPT Ne EOO3

Habop peareHTOB A1 KOMIMYECTBEHHOIO MMMYHOXEMUTFOMUHECLIEHTHOIO
onpezeneHna TUPeoTPonHoro ropmoHa «MagnoLIA TTT »,
no TY 21.20.23-701-98539446-2023

Kat. Ne 1110001 Cepua Ne EOO3 dopmupoBaHme Ne 1 Konmyectso 100 LwiT.

CooTtBeTcTBUE
BHewHwnii Bug n Cepus KOHTpONU-
HanmeHoBaHue peareHTa Komnnekrayus
(hopma BbInycka peareHTa pyemoro
napameTpa
KomMnnekT noctaBKU
MenkogmcnepcHbIi
0CafloK KOPUYHEBOTO
BeTa, Nepexoasiimnm
MapamMarHuTHbIe 5 PEXOAALL
B CyCNeHAUpOBaHHOe 1 KapTpuax
MUKPOHacTHLIb! COCTOSAHWE Npw (cooTBETCTBYIO EOC3 COOTBETCTBYET
C MIMMOOU/INSOBAH HbIMM BCT ﬂXMBaHMFI:l B Nl 0TCeK 5y|v|n§4 ’
aHTuTenamu K TTI (MUY) P . ’
Mpo3payHom
6ecLBETHON
XNAKOCTU
1 KapTpuax
KoHblorat aHTu-TTI ¢ Mpo3payHas PTPYA
o o A% (cooTBETCTBYIOLL EOO3 COOTBETCTBYET
aKpUAMHOBOW MeTKON (A*) 6ecuBeTHasa XUAKOCTb )
nin oTcek, 10 mn)
MacnopT 1 WT.
WHCTpYKUMS NO NPUMEHEHUIO 1 Wr.
I'Iapalvleprl KOHTPO/14 Ka4eCcTBa
HanmeHOBaHWe KOHTPO/IMPYEMOTO Hoowma 3HayeHune KoHTponupye-
napameTpa P MOro napametpa*
AHanuTtunyecknii curHan Kannbparopa
200 000 COOTBETCTBYET
4, OTH. CBeT, ef., He MeHee
CooTHOLEeHME aHAIMTUYECKNX
Bl <B2<B3<B4 COOTBETCTBYET
CUTHaNoB KanmbpaTopos
HomMmunHanbHoe 3HayeHune
2,5 H/A
Kanu6patopa 2, MKME/Mn ;
HomuHansbHoe 3HayeHune
10 H/Q

Kanu6partopa 3, MKME/mn
OTK/NOHEHME KOHLEHTpaLun
Kanun6patopa 2 n Kannbpartopa 3 ot +20 COOTBETCTBYET
HOMWHA/IbHOT O 3HAYeHUSA, NPOLEHT

Ia
MHEPATBHD

K InK (~i*0w cTp. 1132
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Kaprpumxk (cooTBeTcTBYIOmMME
OTCCKH CTIELHATH3HPOBAHHOTO
KapTpUDKa U3 NOIASTAICHA
YnakoBKka H MapKHpPOBKa HHE3KOTO JNaBJICHAN ¢ 3alafHHEIMH COOTBETCTBYET
OTBEPCTHAMM), ITHKETKH H3
NEHTH KneeBoR Ha GyMaxHOH
OCHOBRE

* Jlanmbie aTTECTALIMH IPA COBMECTHOM Hcnonk3osamuu ¢ MU «Kambparopr MagnoLIA TTT», cepus
Ne E003.

Hata usrorosnenus Habopa «21» mious 2023 r.

Cpoxk roasocTu HaGopa f10 «21» uions 2024 1.

VYcnosus xpanenns +2...4+8 °C

Ycnosnsa Tpancnopruposanus +2...+8 °C. Jonyckaerca TpaHCHIOPTHPOBaHKe HaGopa MpH TeMIepaType
o +25 °C ne Gonee 15 cyTox, B ToM umcne npu TeMueparype +37 °C He 6onee 1 cyTox

TOJILKO A IUATHOCTUKM IN VITRO

Jns npodeccHoOHaNBHOro MPAMEHERNUA
Habop cootsetcrByer

TV 21.20.23-701-98539446-2023

PY Ne

Bemomiun Jlywenskuna AT,
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000 «KomnaHusa Ankop bro»
r. CaHKT-TeTepbypr, XXene3HoaopoXKHbIA Np., 4. 40, nuT. A
TeneoH/akc: (812) 677-87-79

MACITTOPT Ne E002

Habop peareHToB /19 KO/IMYECTBEHHOIO VMMYHOXEMTFOMUHECLIEHTHOIO
onpefesieHnst TMPeoTPONHOro ropmoHa «MagnoLLIA TTT »,
no TY 21.20.23-7016-98539446-2023

KaT. No 1110005 Cepua Ne E002 ®opmupoBaHue Ne 1 Konmnyectso 100 wwiT.

BHewHWA Bna 1

HavmeHoBaHVe peareHTa
(hopmMa BbiNnycka

KomnnekTauus

KoMnneKT nocTtaBku

MenkoancnepcHbii
0Caf0K KOPUYHEBOTO
LBeTa, NepexoaaLLni
B CYyCNeHAMPOBaHHOe

COCTOSIHME NpK
BCTPSAXMBaHUM,B
npo3payHoii
6ecuBeTHON
XUAKOCTK

MapaMarHuTHble
MUKpoYacTuLbl

C UMMOBUIN30BAHHbLIMU
aHTuTenamn K TTI (MY)

KoHbtorat aHtn-TTIl ¢ Mpo3payHas
aKpuanMHoBOW MeTKon (A*)  6ecLBeTHas XMUAKOCTb

MacnopTt
MHCTpYKLMA NO NPUMEHEHNUIO

5 KapTpuaxei
(cooTBeTCTBYIOLL
MW oTcek, 5 mn)

5 KapTpuaxe
(cooTBETCTBYOLL
MW oTcek, 10 mn)

1wr.
1wr.

CooTBeTcTBUE
Cepus KOHTPON-
peareHTa pyemMoro
napametpa
EQ02 COOTBETCTBYET
E002 COOTBETCTBYET

MapameTpbl KOHTPO/S KayecTBa

HanmeHoBaHMe KOHTPOAUPYEMOro
napameTpa
AHanutnyeckuin curHan Kanmbépartopa 4,

OTH. CBET, efl., He MeHee
COOTHOLIEHME aHANNTUYECKNX CUTHAOB

Hopma

200 000

Bi <Br<B3<B4

Kanubpatopos

HomuHanbHoe 3HaveHve Kanubparopa 2,
MKME/mn

HomuHanbHoe 3HayeHne Kanubpatopa 3,
MKME/Mn

OTK/NOHEHME KOHLEeHTpaumum
Kannbpartopa 2 n Kannbpartopa 3 ot
HOMMWHA/NIbHOIO 3HAYEHUA, NPOLEHT

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

2,5

10

3HayeHne KOHTponpye-
MOro napameTpa*

COOTBETCTBYET
COOTBETCTBYET
H/Q

H/L

COOTBETCTBYET

"KomnaHus;
Ankop 5ui

"Alkor>

AVPEKTOP
K-NTAHMA



Kaptpnaxu
(cooTBeTCTBYHOLLME OTCEKU
CrneLnann3npoBaHHOro
KapTpuaXa U3 nonnmatuieHa
HW3KOr0 faBfeHns ¢
3anasHHbIMN OTBEPCTUAMM).
STUKETKN U3 NEHTbI KeeBoiA
Ha 6yMa)KHOW OCHOBe

YnakoBKa U MapKMpoBKa

*[laHHble aTTecTalumn Npu COBMECTHOM 1cnosib3oBaHum ¢ MU «Kannbpatopbl MagnoLIA TTI», cepus
Ne E002.

[ata n3rotoeneHusa Habopa «19» noHa 2023 T.

CpoK rofiHocTn Habopa go «19» noHa 2024 .

YcnoBusa xpaHeHus +2...+8 °C

Ycnosua TpaHCnopTupoBaHuma +2...+8 °C. [lonyckaeTcs TpaHCNOpTUPOBaHWe Habopa npu Temnepartype
[0 +25 °C He 60nee 15 cyTokK, B TOM yucne npu Temnepatype +37 °C He 60nee 1 CyTOK

TONMbKO And ANATHOCTUMKW 1IN VITRO

[na npotheccnoHanbHOro NPUMEHEHUS
Habop cooTBeTCTBYET

TY 21.20.23-701-98539446-2023 KommaHusa ..
PY Neo J1nkop buo™
'‘AlkorBio
BoeinonHun AyweHbknHa A.l'. Mposepun KasapMH6paHCA-mjp1)gny"
0. '
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OO0 «KomnaHunsa Ankop bro»
r. CaHkT-lNeTepbypr, XXenesHonopoXHbIv np., 4. 40, nuT, A
Tenedon/dakc: (812) 677-87-79

MACIIOPT Ne EOOB

Habop peareHTOB 419 KOIMYECTBEHHOTO MMMYHOXEMUTIOMUHECLEHTHOTO
onpefeneHnsa TMpeoTponHoro ropmoHa «MagnoLIA TTI »,
no TY 21.20.23-7016-98539446-2023

KaT. No 1110005 Cepua Ne EOO3 ®opmupoBaHume Ne 1 Konnyectso 100 L.

CooTtBeTtcTBUNE
BHeLwwHNA BN 1 Cepus KOHTpPONM-
HanmeHoBaHVe peareHTa KomnnekTayms
(hopMa Bbinycka peareHTa pyemoro
napameTpa
KomMmnneKT noctaBKuK
MenkoancrnepcHsbli
0CafloK KOPUYHEBOIO
BeTa, nepexoasaLlnii
[MapamMarHuTHbIE 4 PEXoAALL o
B CyCMNeHANPOBaHHOe 5 KapTpuaxen
MUKPOYaCTMLbl
COCTOAHME NpU (cooTBeTCTBYIOLL, EQCO3 COOTBETCTBYET
C MIMMOGMAM30BAHHbIMM BCTPAXMUBAHUN, B Nl oTcek, 5 mn)
aHtutenamu K TTE (MUY) o ’
Mpo3payHom
6ecLBETHOIA
XUAKOCTH
5 KapTpupxeii
KoHblorat aHTn-TTI ¢ lMpo3payHas PTPVA
o U (cooTBeTCTBYIOLL, EOCO3 COOTBETCTBYET
aKpuaMHOBOM MeTKol (A*) 6ecuBeTHas XMAKOCTb )
nn otcek, 10 mn)
Macnopt 1wr. - -
VHCTpYKLMA NO NPUMEHEHNIO 1wr. - -
I'Iapalvleprl KOHTPO/1A KayecTBa
HanmeHoBaHMe KOHTPOAUPYEMOrO Hooma 3HayeHne KOHTponupye-
napameTpa P MOro napametpa*
AHanutnyeckuii curHan Kannbpartopa 4, 200 000 COOTBETCTBYET
OTH. CBeT, ef., He MeHee
COOTHOLLEHMNE aHATMTUYECKUX CUTHA/IOB
B] < B2< B3< B4 COOTBETCTBYET
Kanmépatopos
HomuHanbHoe 3HaveHne KannbpaTopa 2,
2,5 H/L
MKME/mn
HomuHanbHoe 3HayeHue Kanunbpartopa 3,
10 H/L
MKME/Mn
OTK/IOHEHME KOHLEeHTpauuu
Kanubpatopa 2 n Kannbpartopa 3 oT +20 COOTBETCTBYET

HOMWHaNbHOI 0 3Ha4Ye€HUA, NMPOLLEHT

10
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KapTpugxu
(cooTBETCTBYHOLLME OTCEKM
cneunanv3npoBaHHOro
KapTpuaxka u3 nonnatuneHa
HWU3KOr0 AaBeHuns c
3anasHHbIMW 0TBEPCTUAMM).
DTUKETKN U3 NEHTbI KNeeBow
Ha 6YMaXXHO 0CHOBE

YnakoBKa 1 MapK1MpoBKa

*[laHHble aTTecTauum npyu COBMeCTHOM Ucnonb3oBaHuu ¢ MU «Kannbpatopel MagnoLIA TTT », cepus
NeEQO3.

[ata n3rotoeneHunsa Habopa «21» noHa 2023 T.

CpoK rogHocTu Habopa ao «21» noHsA 2024 .

Ycnosus xpaHeHus +2...+8 °C

Ycnosus TpaHcnoptupoBaHna +2...+8 °C. lonyckaeTca TpaHCNoOpTMpoBaHue Habopa npu TemnepaType
[0 +25 °C He 6onee 15 cyToK, B TOM yncne npu Temnepatype +37 °C He 6onee 1 cyToK

TONbKO ANnA ANATHOCTUKW IN VITRO

[ns NpodheccroHanbLHOro NPYMeHeHNs
Ha6op cooTBeTCTBYET

TY 21.20.23-701-98539446-2023

PY Ne

BoeinonHun AyweHbkuHa A.l'. Mposepun KasapuH
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MP@LIUTONMPAHY MEPOBAHO, KCKPEMNIEHO NeyaTbl<
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