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1. HA3BHAYEHWE
1.1. «Habop peareHTOoB pAna KanmbpoBkn «MagnoLIA TTI»» npumeHseTcs COBMECTHO C

{onumHcknum nsgenuem (ganee M) «MagnoLlA TTI» n npegHasHaueH 419 KannmbpoBkyM (YCTaHOB/IEHUM
|bepeHTHBbIX 3Ha4YeHWin) aHanu3a Npu KOAMYECTBEHHOM OMpefesieHnn TUpeoTponHoro ropMmona (TTI) B
VBopoTke 1 nnasme (UMTpaT Hatpus, renapuH, 3ATA)’ KpoBM YenoBeka MeTOLOM XEMWUIHOMUHECLEHTHOTO
| MyHOaHanmn3a Ha MMKpoyacTuyax, ¢ UCL0b30BaHMEM aBTOMATMYECKOro aHanmsatopa «MaghoL1A»

| KanubpoBka ¢ nomoulblo «Habopa peareHToB Ans Kanum6poBku «MagnoLIA CTTI»»  gomkHa
ANOMHATLCA AN KaxXAoro kaptpumxka «MagnoLIA TTI» B cnegyrowmnx ciyyaax:

- Npy 3anycke ceccuu Ha aHanusatope MagnoLIA c ncnonb3oBaHvem KapTpupxa-«MagnoLIA TTT »,
pnbpoBKa KOTOPOro paHee He NPOBOAWNACH;

- OQUH pa3 B 7 fHel Ans Kax4oro kaptpuaxka «MagnoLIA TTI »;

- Npu 3anycke ceccum Ha aHanmsatope MagnoL+A ¢ ucnonb3oBaHuem kapTpupxa «MagnoLIA TTI »,
W6H6pOBKa KOTOPOro nNpocpoyeHa (0T MOMeHTa NOC/EAHEeN KanmbpoBKM nNpownio 6ofee 7 gHein);

- eC/In pe3ynbTaT aHanm3a xota 6bl ogHoro KoHTpons n3 «Habopa peareHTOB A1 KOHTPO/A KayecTsa
Wwnbposkn «MagnoLIA TTI»»” BbIXOAWUT 3a Npegenbl yCTaHOBNEHHOIO fMana3oHa.

1.2. ®PyHKUMOHaNbHOEe Ha3HayeHne MM «Habop peareHToB AnA KanubpoBkn «MagnoLIA TTI»»
WM COBMECTHOM nNpuMeHeHUU c Habopom «MagnoLIA TTI» - KONMYeCTBEHHOe OnNpejeneHne YPOBHSA
|peoTponHOro ropMoHa B CbIBOPOTKe U M1a3Me‘KpoBY YenoBeka npy AuarHocTrke 3aboneBaHUn TUPEOUHOTO
touNg U MOHUTOPUHIE  (DYHKUWWM  LUATOBMAHOW  Xenesbl, B TOM 4ucie nNpu  MpOBeAeHUn
)PMOHO03aMeCTUTENbHON Tepanuu.

1.3. O6nacTb NPMMEHEHNA Habopa=-KNnHNYecKas nabopaTopHas. AnarHocTuka.

1.4. Habop npefHasHayeH TONbKO-A/1A AMArHOCTUKM in Vitro, 4N8 NpodeccuoHanbHOro NpUMeHeHus
epCoHaIOM, MMELWUM KBaMMUKALWKD) A8 BbIMNOMHEHUA AMArHOETUYECKMX WCCNefoBaHUn in vitro B
esynbTare crewLuanbHOro o6pasoBaHuUs, U 06yyeHus. MccnefoBaHVS-MOryT BbINOMHATb CMNELWANNCTbl He
tonioke 18 net ¢ BbICWNUM U CPpefHUM MeAULMHCKAM, BMON0OrnYecKum Unm UHelM obpasosaHuem (Bpay KA1,
vuonor, MeANLNUHCKNIA TEXHONOT)

WccnegoBaHnsa NpoBOAAT B ~KAWHUKO-AMArHOCTUYECKUX nabopaTopmax, 06/1aCTHbIX, TOPOACKUX WK
aiOHHbIX, FOCYAaPCTBEHHbIX UAWHACTHbIX 60nbHMLaX U ApYyTux-ArY.

1.5. MW «Habop pearenToB ans kannoposku «MagnoLlIA TTI»» He MMeeT NPOTMBONOKA3aHWA K

PUMEHEHMUIO.

2. XAPAKTEPNCTUKA HABOPA
2.1. MpuHunn aeicTBuUA
«Habop peareHTOB ANa KannopoBkn «MagnoLIA/TTI»» npeacTtaBnsetT cob60i KOMNNEKT U3 YeTbipex
(annbpatopoB, aTTecToBaHHbIX N0 TpeTbeMy MeXAyHapoAHOMY cTaHgapTy Ha TTI yenoseka WHO 81/565.
Kannbposka HabopoB «MagnoLIA TTI» ocylectensercs ¢ nomouibio «Habopa peareHTOB [Ans
KanmopoBkn «MagnoLTA TTI»» no ABYM YCTaHOBOUYHbIM W ABYM MOATBEPXAAKOLLAM TOUYKAM M OCHOBaHa Ha
MeTOe KOCBEHHbIX( W3MepeHWii (BOCMpou3BOAMMAS  KOMMOHEHTaMW Habopa BEIMYMHA - KOHLEHTpauus.

OKBUBa/IEHTHOCTb-06Pa3LI0B CbIBOPOTKM M Ma3Mbl KPOBW HeI0BEKa, COfepiKaLleil aHTMKoaryasHTbl (uMTpaT Hatpus (3,2%, 3,8%),
reriapvH unn AATA (K33ATA), noaTeep)aeHa Ha 25 06pasuax ¢ pasHbIMU KOHUeHTpaumamMu-T T KaXkaoro Buja aHTUKoarynsHTa B
aHa/mze ¢ nomoLLblo Habopa «MagnoLIA TTIM», cornacHo FOCT 51352-2013.

~Habop peareHTOB A/ KOHTPO/A KayecTBa KanmbposBkn «MagnoLlA TTIM» npegHasHayeH A8 NOATBEPXAEHUS MPaBU/IbHOCTU
Ka/IMOPOBKN KOMIMYECTBEHHOr0 aHa/nM3a TUPEOTPOMNHOro ropmMoHa B CbIBOPOTKe W Masme Kposu 4enoseka «MagnoLIA TTIM» Ha
aHamzatope MagnoLIA (Poccus, npounssogutens OO0 «KomnaHusa Ankop Bro», kat Ne 1110201).
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tME/Mn1, HemocpeACTBEHHO M3Mepsemas BefiMY4MHA - CUTHaN  XeMUIHOMWHECLEHUWW, . OTH. eg,
1MnIOMUHECLLEHUMNN.

AHann3 npoBoANTCS Ha aBTOMaTU4ecKOM aHanusatope MagnoLIA. KomnoHeHTbl Habopa «MagnoLIA
fr» (koHbtorat aHTU-TTI-AMAD3, MarHuTHble YacTuubl), Kannbpatopbl unu KoHTponu, n aHannsnpyemble
pasubl aBTOMATUYEeCKW [O03MPYHOTCA B peakuMOHHble KKOBETbl npubopa. lMocne uHKybauum B KroBeTax
MTMOHEHTLI, NepeBeféHHbIE B TBEPAYIO (Pa3y, NOMELLAKOTCA B MAarHUTHOE MoJie, He CBA3aBLUMeCs - yaanarTcs
toMbIBKON («Bydep W1», kaT. Ne0000401, Poccus, npoussogutens OO0 «KomnaHua Agskop buo»). Mocne
Of0 B KIOBETbl aBTOMATMYECKM [06ABNAOTCA  KOMMOHEHTblI  TPUTTEPOB  XEMUHOMUHECLEHLUN:
lpetpurrepa» (kat. Ne 0000801, Poccusa, npomssoantens OOO «KomnaHus AnkopliBuo») n «Tpurrepa»
a. Ne 0000701, Poccusi, npousBogutens OOO «Komnauua Ankop buo»). Bo'BpemMs WHKyb6auum c
urrepamMy B KrOBeTax pas3BMBaeTCs CUTHa/M XeMUIIOMUHECLEHLMW, ero BeMYMHA MPAMO MPOonopLnoHanbHa
wueHtpauun TTI. IHTEHCMBHOCTL CUTrHana U3Mepsercs XeMUItoMUHOMETPOM, BCTPOEHHbLIM B aHanu3aTtop
agnoLIA.

3HauYeHUs curHana xeMuMIlOMUHECLEHUNN B'KIOBeTaX, cogepxawmx Kanunepatopbl 1 u 4, ncnonbsyercs
KayecTBe OMOPHbIX (YCTAHOBOYHbLIX) TOYeK. (C) MOMOLbIO [AaHHbIX TOYEK/ MPOUCXOLUT KOPPEKTUPOBKA
lWIMOPOBOYHOrO  rpaduka, 3akoAMpOBaHHOrO. B namMaTm  npubopa.~L Tlo  OTKOPPEKTUPOBAHHOMY
LUMOPOBOYHOMY TpauKy onpegensercsa KOHUeHTpaumsa TTI B 4ByX noaTeepxpatowmnx Kanmbpatopax 2 n 3.
AOTHOLLEHWNE KOHLEHTpaLuu, onpesenéHHon APMO0pPOM 1 yKa3aHHO B NacCAOpTe Habopa, CNYXUT KpUutepnem

NPUHATUS pe3ynbTaTa KaiMOpoBKM MAPOTpamMMHbIM obecrieyeHrem  npubopa. Ha OCHOBe MPUHATOrO
LIMOPOBOYHOIO rpaduka paccumMTbiBaeTCH KOHUeHTpauua TTI B aHanu3npyembix 06pasuax v KOHTPOAX.
HoweHwne KoHueHTpayun TTI B KOHTPOAAX, ONpeAeNéHHOE B X04e aHann3a, K KOHUEeHTpauun, ykasaHHON B
acnopte Habopa, ucnonb3yetca AN, ANOATBEPXAEHMUA NPaBUNbHOCTA KannbpoBKM (KOHTPOSb KadvecTsa
asMbpoBKN).

2.2. CocTtaB 1 KOMNJeKTalud Habopa

B coctaB «Habopa peareHTOB ANA Kannoposku «MagnoLIA TTI »» BXOAT cnefyroLie KOMMOHEHTI:

- KannbposoyHasa npoba Nel Ha 0CHOBE BOLHO-CO/IEBOrO PacTBOpa, CofepXxaLlasd N3BeCTHOe KO/IMYECTBO
TI yenoBeka (TOYHOE 3HavyeHue KOHUeHTpauuin TTI B gnanasoHe namepeHus ot 0 go 150 MKME/mMn ykasaHo
aHaMTMYeCKOM nacrnopTe W=3aKOAMPOBAHO LUTPUX-KOLOM ,Ha Kopnyce ¢nakoHa). XXuAkKocTb, 2 Mmn, 1,
nakoH™ (cm. Tabnuuy 1), mapkuposaHa «Kanunbpatop 1»;

- KannbpoBoyHasa npo6a Ne2 Ha OCHOBe BOAHO-CO/IEBOTO, pacTBOpa, CoOAepXKallasn U3BEETHOe KOMYECTBO
Tl yenoBeka (TOYHOE 3HAYEHME KOHLUeHTpauuii TTI B guara3oHe namepeHuns ot 0 go 150-MKME/Mn ykasaHo
LuacnopTe M 3aKOAMPOBAHO WITPUX-KOLOM Ha Kopnyce (aakoHa). XKuakoctb, 1mn, 1, grakon” (cm. Tabnuyy

MapKupoBaHa «KannépaTtop 2»;

- KafIMbpoBoyHas nMpoba Ne3 Ha OCHOBE BOJHO-COJIEBOr0 pacTBoOpa, CoAepxXallasn3BecTHOE KO/IMYeCTBO
I yenoBeka (ToOYHOE-3HauYeHMe KoHUeHTpauuii TTI-B-AnanasoHe namepeHuns ot 0 4o 150 MKME/Mn ykazaHo
laHannTMYecKoM nacropTe M 3aKOAMPOBAHO LITPUX-KOAOM Ha Kopnyce (iakoHa). Xuakocts, 1 mn, 1
|nakon” (cm. Tabnuyy 1), mapkuposaHa «Kannbparop 3»;

- KannbposoYHasa npoba Ned Ha OCHOBe BOAHO-CONEBOr0 pacTBopa, cofepxallias N3BECTHOE KOMYECTBO
TIT yenoBeka (TOYHOE 3HaYeHMe KOHUeHTpauuit TTT B AnanasoHe namepeHus o1.0 go 150 MkME/Mn ykasaHo
aHaMMTUYECKOM NacrnopTe M 3aKOAMPOBAHO LITPUX-KOLOM Ha Kopnyce (hiakoHa). XXugkocts, 2 mn, 1
(riakor™ (cm. TFaénuuy 1), mapkupoBaHa «Kagubpatop 4».

Kaxabhi (hnakoH, cogep>kawmii kanubpatopbl 1u 4, paccuntaH Ha 10.0npegeneHunii npu NOCTaHOBKE B
Jybnukatax. ST KanmbpoBOUHbIe NPO6LI NPeAHa3HaYeHbl 415 BOCCTAHOB/EHMA MacTep-KpuBOIi Ha
OCHOBaHVMN HOMWHAN0B, NPUCBOEHHbIX AaHHOW cepun KambpoBOUYHbLIX MNPo6 Npu nx atTectayuu.

MabapuTHble pasmepbl nakoHa (4B): 16,25MM X 36MM; Kpbiwky (AB); 16,2MMx 12,5MM
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Taébnuua 1
T No KoMmniekTa LiBet HassaHve KOMMoHeHTa
T MANEKTAWA ommoHenTa Kanu6patop 1  Kanubpatop 2 Kanubpatop 3 Kajubparop 4
Kowmnnek- OT GecLBeTHOro
10101 Taus Nel 110 ENTOro lwr lwr lwr Tt

Kaxablli (hnakoH, cogepkawmii kanmbpaTtopbl 2 1 3, paccunTaH Ha 10 onpefeneHunii npurioeTaHOBKE B
Lwonankarax. T KanmbpaTopbl NpegHasHaveHbl A5 BanuaLuy BOCCTaHOBEHHOW MacTep-KpuBoi, nx
OVKUMS aHanornyHa gpyHkumm KoHTtponeit Habopa peareHToB A4/19 KOHTPO/IA KavyecTBa Ka/bpOoBKM
(lagnoLIA TTT ».

B komnnekT noctaBku «Habopa peareHToB fns kanuopoBkm «MagnoLIA TTT»» Bxogat: Habop
areHToB, MHCTPYKLMA MO NPUMEHEHWIO, NacnoprT.

2.3. TexHuYyecKne xapaKTepuUCTUKMN.

2.3.1. Kanubpatopbl, BXogswme B Habop, aTTecToBaHbl N0 TpeTbemMy MeXAYyHapoAHOMY eTaHAapTy Ha
T yenoseka WHO 81/565. KoHueHTpauusa TTI B Kanubpatope 1cocTtaBnseT npubnmsntensHo 0 MKkME/mn,
wueHTpauns B Kanubpatope 4-150 MKME/MA. ToyHoe 3HauyeHWe KOHUeHTpaumu TTI 3aKoguMpoBaHbl B
[Tpux-Koge Ha NepBMYHOI yNaKoBKe peareHTa.

2.3.2. KommnoHeHTbl «Habopa peareHToB Ana Kannoposkn «MaghoLIA TTI»» He sBAAOTCA
OHTPO/NbHLIMW MaTepuanammn NpPaBubHOCTW' 2514 HE MOTYT NPUMEHATLCA ANA.OUEHKN NPaBUIbHOCTY (3HaYeHus
SANTUYECKOrO CMELLLEeHUNSA) pe3yibTaToB KIMHNYeeKnX 1abopaTtopHbIX NCCAELOBAHMIA.

3. MEPBI MPEAOCTOPOXHOCTU

. MoTeHuManbHbIA puek NPUMeHeHnUs HabopoB - Knacc 2a (cornacHo Mpukasy MwuHuUcTepcTBa
thaBooxpaHeHns P® NedH o1 06.06.2012 r.).

. Bce KOMNOHEHTbI HAOOPOB B MEMNO/b3yEMbIX KOHLEHTPAWMAX ABNAOTEA HETOKEUYHbBIMU.

. Mpun paboTte c Habopamu cnefyeT cobnoaaTte TpeboaHus TOCT P 52905-2007.

. Jonyckatb K paboTe ¢ HabopoM TONbKO CheuunasbHO 06y4eHHbI nepcoHan.lepes Hayanom

ab0Tbl 03HAKOMUTBLCA C UHCTPYKLUEN U NMPUMEHATL HAb0Pbl CTROKO MO Ha3HAYEHWUIO.

. Mpu pabote c Habopamu enefyeT WCNONb30BaTL cneuogexay (MeLWLMHCKUIA XanaT wau
OMOMHE30H, LIanoyky) W cpefAcTBa WHAMBWAYANbHOW 3aWUTbl (Macky, 3aliMTHble OYKW, OAHOpPa3oBble
€3VIHOBbIE U/IN MNaeTUKOBbIE NEpYaTKM, pa3pelléHHble K MPUMEHEHUIO Ha TeppuTopun P®):

. Bo Bcex KOMROHeHTax HabopoB OTCYTeTBYKT aHTuTena k BWY 1,2, supycy renatuta C wu
IBsAg.

. B coctaB «Habopa peareHToB ans kanmbposku «MagnoLIA TTI»» BXQAUT congHas KucnoTa B
wueHTpauun 0,05% wm-KatoH B KOHUeHTpauuu 0,022%. Mpu nonagaHUyM KOMMOHEHTOB C HUM Ha KOXY:
MblMb GOMBLUIMM KOAUYEETBOM BOAbl C MbIIOM. [pM nonajaHuu B rnasa: NpOMbITb rfasa Bogon. [Mpwu
tonafaHun B XKenyAoK:-npononockaTb POT BOLON. MANyuYnTb KOHCYNbTALMIO Y Bpaya.

. Xumpyeekasa nocyga v 06opyaoBaHmne, KOTOpble MENONb3yTCA B paboTe ¢ Habopamu, LO/MKHbI
inTh COOTBETCTBYIOW MM 06pa30M MapKUPOBaHblM XPaHUTLCA OTAE/bHO.

KOHTPO/IbHBI/ MaTepuan ¢ MpUNUCaHHbIMK (METPOSIOTMYECKU MPOC/IEXEHHLIMM), aTTeCTOBaHHbIMM (MOlyYeHHbIMU B pe3y/ibTaTe
CpaBHeHVsI C 3Ta/IOHOM, Ka/iM6paTopoM), YCTAHOB/IEHHbIMK (Ha OCHOBE MeX/1abopaTOPHOr0 KOHCEHcyca C MPUMEHEHUEM
petepeHTHbIX METOAUK W3MEpPEeHWs)) 3HAUEHUSIMU WCCeAyeMbIX KOMMOHEHTOB, MpeAHa3HaYeHHbI 5 OLEHKM NpaBUIbHOCTY
(3HAYEHVs1 aHA/TIMTMYECKOTO CMELLIEHNST) Pe3y/IbTaTOB K/IMHUYECKUX /1ab0paTopHbIX MCCeoBaHnli COOTBETCTBYOLLMX KOMIMOHEHTOB.

4
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. Ona obpaboTkm nocyabl M 060pyAOBaHUA PEKOMEHAYETCA WMCNONb30BaTh Ae3VHpUUUpPYoLWwme
rACTBA, M3rOTOB/IEHHbIE HA OCHOBE TPETMUHbLIX aMWHOB, YETBEPTUYHbLIX aMMOHMEBLIX coefgnHeruin (HAC)
MW CNUPTOB WU paspelléHHble K MPUMMEHeHW0 Ha Tepputopun P®. Vcnonb3oBaHue Ae3MHBOALMPYHOLLINX
|eAcTB Ha 0eHOBE aKTMBHOIO KWUC/IOPOAa M X/J0pa BO3MOXHO NWWb Ha NPeACTEPUNM3aLMOHHOM 3Tane, C
|cnepytoLLeli TepMUYECKOR CTepuansaLmen.

. 3anpelwaeTca NpUEM NULLK, NEMONb30BaHNE KOCMETUYEEKNX CPEeACTB U KypeHue B-ROMELLeHUSX,
efiHa3HaYeHHbIX 419 paboTbl ¢ Habopamu.
. Yb6upatb W [e3nHpuUUMpoBaTb pasnuTble 06pasybl MAM  peakTUBbI HabOpOB, WCMNOMb3yS
3UH(pULMpPYIOLW e CpeacTBa B COOTBETCTBUM MY 287 -113.
. YpanaTb HEMCrnonb3oBaHHble peakTWBbI HAO0POB B COOTBETETBUWM e TpeboBaHuamu CaHlluH
7.2790-10.
. Mocne wncNonbL30BaHWA BCE KOMMOHEHTbI HabopoB, 06pasybl, KOHTPO/IbHble MaTepuansbl,

CXOfHble MaTepuanbl U APYyrue peareHTbl, KOTOPble KOHTaKTMpPOBanM e obpasuamu BO BpeMs 06paboTku,
aHeHVWs wunu aHanusa (B TOM 4mcfe: MepyaTKW, HAKOHEYHWKUM W T.A4.) LO/DKHBI )COOMPATbCA OTAENbHO U
epunn30BaTbCAa B aBTOK/aBe C MOCNeAYHLLen YInnm3auunein B cOOTBETCTBUMC' TpeboBaHMAMM CaHlMunH
.7.2790-10. BmecTo aBTOKNaBMPOBaHWA OTXOAbl MOryT OblTb CTEPUIN30BaHbl AE3NHPULUPYIOLW UM
CACTBOM, NOCNe YTUIN3UPOBaHbI B COOTBETCTBUW C TpeboBaHnamm CaHlnH 2.1.7.2790-10.

* He ncnonb3oBatb Habopbl MO UCTEYEHUN CPOKA FOLHOCTMU.

4. OBOPYJOBAHWVE NN MATEPUAN DI, MOCTABJTAEMbIE OTAOE/TBHO.

- Habop peareHTOB A1 KOJINYECTBEHHOIO XEMW/IIOMUHECLEHTHOFO OMpejesieHna TUPeoTPOrHOro
)pMOHa B CbIBOPOTKE W na3Me KpoBW- yenoseka «MagnoLIA TII» (Poeeud, npoussoantens OOO
IkomnaHuna Ankop buo», kat. Ne 1110001);

- AHanu3atop  aBTOMaTMYecKWMWA, WMMYHOXMMUYECKUIA  XEMWUTIOMUHeCUeHTHbI  MagnoLIA e
|prHagnexxHocTammu (Poccus, nponssegutens OO0 «KomnaHua Ankop buox», kat. Ne AA-02).

6 MNMPOBEAEHWE MPOLEAYPLlI KAJIMBPOBKW
H/MAHWE!

1nuncaHHass B JaHHOM MHCTPYKLAW MH(OPMaLMA COLEPXUT obe TpeboBaHMA 0 NopsaKe NPOBEAEHUS
poLieaypbl Kanmoposkuy. Mepes. Havyasiom paboTbl 03HAKOMbTECH CPYKOBOLCTBOM MO 3KCMAyaTaumm
HaamsaTopa MagnoLIA.

6.1. MoaroTtoBKa peareHToB
Bkniounte aBTomMatuyeckunin aHannsatop MagnolllA cornacHo pykoBOACTBY M0 9KCnayaTaLuu.
a) Kann6paropsl roToBbl K UCMO/b30BaHUIO:

®nakoHbl ¢ KaaubpaTopamm HeoOXOLMMO BbILEPXKATb NPU KOMHATHON TemnepaTtype He MeHee 30 MUH.

[0 Havana aHaIMTUYeCKOW ceccum.

b) Mepemeluatb cofepXumoe (p1akoHOB  Ha BopTekce. OTKPbITb (PiakoHbl Y MONOXUTb KPbILWKN
tOPEBEPHYTHIMM HA-CYXYI0 NOBEPXHOCTb.

C) «Habop peareHToB Ana Kannbposkum «MagnoLIA TTI»»>pasmecTuTb B LWITaTMBaXx,
lpeaHa3HaYeHHbIX 415 KanmbpaTopos.

d) Fepen nomelleHnemM peareHTOB, HeO6XO4MMbIX A1 NPOBefeHUs aHanm3a B COOTBETETBYHOLLME
1nokm aHanm3aTopa NpoBepuUTb BCe PacTBOPblI Ha HanMume MNy3blpbKOB BO3AyXa. Y[anuTb My3blpbKW [0
[0BefieHNsa aHanu3a erkum nokavymBaHueM, He fonycKas neHoobpa3oBaHms.
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e) Mepes nomeweHnem kKaptpugxa «MagnoLIA TTIr» B 670K peareHToB HeabxoAMMO
eflBapuTe/lbHO y6eAnNTbCA, YTO MArHUTHbIE YaCTULbl HAXOAATCA B PECYCNeHANPOBAHHOM COCTOSAHWUU, a cama
CMeH3Wss roMoreHHa. Ecnm MukpouacTuubl He pecycneHaupytotcs, HE WCMNONb3YUTE HABOP u
paTuTeCb K MeCTHOMY MpeAcTaBUTento npoussogutend. Ons nonydyeHus 6onee nofpobHON -MHDopmaLmum
paTUTECH K MHCTPYKLUUWN NO NpuMeHeHnto Habopa «MagnoLIA TTI ».
) 3arpysuTte NOArOTOB/NEHHbIE peareHTbl U NPUHAANEXHOCTM Ha 6opT aHanm3atopa MagnoLIA
rNacHO PyKOBOZACTBY MO 3KCnyaTauuu.
g) 3arpysuTe fgaHHble 0 peareHTax B nmamsaTb aBTOMaTM4yeckoro aHanusatopa MagnoLIA cornacHo

YCOBOACTBY MO 3KCMyaTaLuu.

6.2. KannbpoBka

AHanunsatop MagnoLIA MOXeT OCYL,eCTBAATb ~Ka/MOpPOBKY B OTAE/IbHO BbIABNEHHOW CECCUM WK
(HOBpeMeHHO ¢ obpasuammn B pamkax 04HON aHaNIMTUYECKO ceccum.

BHVMAHWE!

KoMnoHeHTbl Habopa peareHTOB And KanmbpoBku «MagnoLIA TTI» He fOMKHbI HaxoanMThbCs Ha
pTy npubopa 6onee 5 4yacoB CyMMapHO, HEOBXOAMMO Y4YMTbiBaTb 3TO fIPA NOCTAHOBKE KannMbpoOBKU
1HOBpEMeHHO C obpasuamy B pamKkax OAHOI--@HanMTW4YecKoir ceccun. [1oCAe MCNONb30BaHWUS (DNaKOHbI
06XOAMMO 3aKpblTb KpbIWKaMM B COOTBETCTBMM C WX MapKMPOBKOA, NOMECTUTb B YNaKOBKY
AONPUATUA-U3TOTOBUTENSA B BEPTUKA/IbHOM. TONIOXKEHUN 1 06eCneynTb XpaHeHne npyu TemnepaType oT +
\iIo + 8 °C B X0NOAWNbHbIX Kamepax Wid B XONOAUNbHUKAX, 06GecneudvBatoLimX pernameHTUpPOBaHHbIN
LLInepaTypHbIii pe>Kum.

6.2.1. [pwu ycTaHOBKe Ha 60pT aHa/IM3aTopa, 4NS KaXAol HoBON cepun (nota) «Habopa peareHToB Ang
«mbpoBkn «MagnoLIA TTI »» Heo6X0AUMO MPOBECTN MPOLeAYPY perncrpayum KannbpoBoYHOro Habopa.

[ns atoro nepenigute B MmeHto KAAMBPOBKA.

B HuHel yacTu akpaHa BblbepnTe nkoHky PETMCTPAL VA HABOPOB.

B OTKpbIBWEMCA OKHe 3anoefNHUTe nycTble rpadbl BPYYHYK [aHHbIMW, COAepXalumucs B
Ha/IMTUYECKOM MacnopTte, NM60 MAYTemM CUYUTbIBAHWUSA [ABYMEPHOro: LITPUX-KOAA CO BTOPUYHOW. YNaKOBKU
KOpPOO6KN) n3genus.

[nsa coxpaHeHusa [aHHbIX -0 Habope, Bblbepute MKOHKY MNMPUMEHWTbL (B cnyyae Heo6xoauMmocTu
POAO/MKUTL PaboTy B JaHHOM OKHe) unm nkoHky FOTOBO (gas.coxpaHeHUs AaHHbIX W 3aKPbITNSA OKHA).

Mpn Heo6XOANMOCTM, BOSMOXHO BHECEHME [JAHHbIX 0-HECKO/IbKUX cepusx (notax) «Habopa peareHToB
7 KannopoBkn «MagnoLIA TTI »».

6.2.2. BHecuTe KammbOpOBKY B CMNWUCOK 3afad, KOTOpble AO/MKHbI OblTb BbIONHEHbI B AaHHOWA
Ha/IMTUYECKOW ceccum.

[nsa atoro nepeiigute B meHto OBPA3LbI.

B neBoii yacTn QTKpbIBLLErocs MeHI0 BblbepuTe 4Kosky JOBABTb KAJIMBEPOBKY.

B neBomM BepxHEM Yr/iy OTKPbIBLUErOoCA OKHa BYyAeT 0TOOpaXKéH CMMCOK TeCTOB, A/ KOTOPbIX MOXET
IbITb BbINO/IHEHA KaaKUbpoBKa. BbibepuTe 13 NpeaioXKEHHOro cnucka Heobxoaumblia-Tect (TSH).

B npaBom BepxHem yrny 6yayT nokasaHbl FeTOBble K 3anycKy cepuu (notbk) «HabopoB peareHToB Ans
ramoposkn «MagnoLIA TTI»» pgna Bbl6paHHOro Tecta. M3 npeficTaBfieHHOro Ccrucka BblbepuTe
)e00XoAMMYI0 Cepuio (HECKONbKO TOTOBbIX CepUia(noToB) OyAeT oTo6paXkaTbCs B LaHHOM CMUCKE, €CNN Ha
OpT Npubopa GbII0 3arpyXXeHO HECKO/IbKO Cepwii (10TOB) KaiMbpoBOUYHbLIX HABOPOB AN1F O4HOr0 TecTa).

[Ons pobaBneHns BblOGpPaHHOW KanMOpOBKM K CNUCKY 3ajad BblbepuTte MKoHKy JOBABUTDL (B cnydae
f1e06X04MMOCTM NPOAO/HKUTL paboTy B AAHHOM OKHe) uan UKoHKYy TOTOBO (gna coxpaHeHWs AaHHbIX W

IOKPbITUSA OKHA).
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6.2.3. 3anycTute aHa/MTMYECKYHD CEeCcCU0 aBTomaTtuMyeckoro adanmsatopa MagnoLlA .cornacHo
KOBOZACTBY MO 3KCMyartaluu.

6.2.4. Tlporpamma npubopa Mo3BOMsAeT aBTOMaTUYECKN BbIMOMHUTL BCe eTafguu aHanusaansa Habopa
lagnoLIA TTI» 6e3 BMeLlaTeNbCTBA NO/b30BATESS.

6.3. PesynbTathbl

6.3.1. 1o OKOHYaHUK aHanUTUYeCKol ceccum neperigmte B meHto KAJIMBEPOBKA.

B BepxHeiil N1eBOi YacTu aKpaHa BblbepnTe Heobxoaumbl TecT (TSH) 13 NpeAnoXeHHOro crnmcka.

3aTeM B BepxHel NpaBoi YacTu 3KpaHa BblbepuTe HEOOXOAUMYIO Ceputo (N0T) KalMBPOBOYHOrO Habopa

AlaHHOr 0 TecTa.

Hwuxe 6yaeT oTobpaxkeHa MHpOpMaLUs O BbiIOpaHHOW KannbpoBKe:

- Ne no nopsagky;

-eTatyc KaimbpoBKu

- Ba/IMAHOCTb BblOPaHHOW KannbpoBKM;

- faTa NpoBefEeHNA aHaNn3a;

- 3HaYeHne aHanuTuyeckoro curHana gna Kaanbpatop 1

- 3HaYyeHMe aHanMTU4ecKoro curHana ana=Kanuépartop 4.

[ns nonyyeHus 6onee nogpo6HOW MHGPOPMaLUKN O BbIGpPaHHON KafMbpoBKe, KNIUKHUTE O4UH pa3 fIeBoii
11 TK M mblwm no 3Hauky KAJIMBPOBOYHAS KPVBAS.

B oTKpbIBLLIEMCS OKHe B6yfeT 0To6paxkeHa cnefyroLas NHHopMauus:;

- coobuweHne 06 ycnewHoOM 3aBepLUEHNN KannbpoBKY;

- flaTa KannbpoBKu;

- CPOK FOAHOCTU KannbpoBKY;

- MH(hopmaLMio 0 KanubpoBouyHoMm Habope (TecT, cepusA(noT); Homep Habopa (No), CpOK rogHocTu
abopa);

- 3Ha4YeHue aHanMTU4YecKoro curHana gns Kanuépatop 1;

- 3HaYeHMe aHanUTU4YecKoro curHana ana Kanunéparop 4;

- 3HayeHune KoHueHTpauuun-gaa Kannbparop 2;

- 3HaueHue KoHueHTpauuu gns Kannbpartop 3.

- rpaj)MK ¢ HaHeCEHHbIMU KannbpoBOYHbIMU KPUBLIMU, “CUHUM NYHKTMPOM 0603HayaeTes pethepeHcHas
anMbpoBOYHas KpuBas, 3aKOANPOBAHHAA B NaMATU NpuM6opa;-3e/1eHON CMIOLWHON NNHWUEN - ROeTPOeHHas
annbpoBoYHasa Kpmeasi, TOUKM Ha Heil COOTBETCTBYHOT KOHUeHTpaumn TTI B Kannbpatop 2u Kannbpatop 3.

7. TPAHCIORPTNPOBKA N XPAHEHWE

. TpaHcnopTupoBaHue HabopoB AO/MKHO NPON3BOAUTLCA BCEMU BUAAMY KPLITOrO TpaHcrnopTa npu
emnepartype ot + 2 1o +8 °C.
. TpaHcnoOpTUpOBaHMe U3JeNnnin nNpu Temmepatypax oT + 2 o + 8 °C.[0/MKHO NPOU3BOAUTLCS B

MKOCTAX WAW NPV MNOMOLWM  XONOAWM/bHBIX (YyCTaHOBOK, 06ecneynBalownx pernameHTUpPOBaHHbIN
emnepaTypHbIn pexxum.

. Joenyckaetca xpaHeHue U TpaHCNEPTMPOBaHMe HAbOPOB npu TemmaepaType fo + 25 °C He 6osnee
5 cyTOK.

. Habopbl, TpaHCNOPTMPOBaHHBLIE |C HAapyLLEHWEM TEMMEpPaTypHOro pexuma, NPUMEHEHUHo He
to4nexar.

. Cpok rogHocTy Habopos - 12 mecALeB OT AaTbl NPOU3BOACTBA.
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. XpaHeHMe HabopoB [O/MKHO MNPOBOAUTLCA B YMNAKOBKe MPeAnpUATUSA-U3rOTOBUTENS MpK
mnepatype oT + 2 Ao + 8 °C B TeyeHuWe BCero CpoKa rOAHOCTM B XO/NOAM/bHbLIX Kamepax WAn B
NoAMNbHUKaX, 06ecrneymBaroLLMX pernaMeHTUPOBaHHbI TeMNepaTypHbI PeXUMm.

. Habopbl C NCTEKWMM CPOKOM FOAHOCTU NMPUMEHEHMIO HE MOAJIEXAT.
. Mpu LpOoBHOM MCNO/b30BaHNE KOMMOHEHTbI XPaHATCA CNeAyowmm o6pa3om:
. KOMMOHeHTbl «Habopa peareHToB A8 Kannbposkn «MagnoLIA TTI»» XpaHATCH B ynakoBKe

eaAnpuUATMUA-N3TOTOBUTENA B BEPTUKA/IbHOM MOMIOXKEHUN NpK TemnepaType oT 52 A0 + 8 °C B X0N04UNbHbIX
mMepax MM B XONOAWNbHUKAaX, 06ecrneymBaroLLMX pernameHTUPOBaHHbIA TeMMepaTypHbIA peXuMm, B TeueHne
Mecsla CO AHA BCKPbITUS MEPBUYHON ynakoBKW. KOMMOHEHTbl He AO0/HKHbI HaxoguTca Ha 6opTy npubopa
nee 5-TM 4acoB, CYMMapHO B [eCATU noCTaHOBKax. [locne wucnonb3oBaHWA (AAKOHbI HEO6X0AMMO
MeA/IEHHO 3aKPbiTh KpblLKaMy U 06ecneynTb perfnaMeHTNpoBaHHbIA PEXMM XpaHEHUS:

8. FAPAHTUMHBIE OBA3ATE/IbCTBA

FapaHTUMHBLIA CPOK TrOAHOCTM Habopa 12 MecAueB CO AHS TMPUEMKW  U3LeNUA  OTAeNoM
XHONOTMYeCcKOro KOHTpons. Habop He NOANEXUT PEMOHTY U 06CNY>KMBAHUIO.

9. BE3OIMACHAA YTUNN3AL NG
YTtnnusauma oTXo40B A0/HKHA NPOBOANTCH B cooTBeTCTBUM CaHlluH 2.1/7.2790-10.
B cooTBetctBUM CaHlMunH 2.1.7.2790-10,1mpn paboTe ¢ Habopom 06pasyraTcs 0TXoAbl KnaccoB A, b n I

abnuua 2).

Tabnvua 2

Omxozbl Knacc onacHoctu

ropuyHasa  (rpynnosas
P (rpy ) Kopobku 13 MOHOKapToHa
faKOBKa
OTxofnbl kKnacca A

KCnyaTtalnoHHas NHCTPYKUNS-AO NPUMEHEHWIO
OKYMeHTaLuns Macnopt
epBMYHas ynakoBka Mpobupku, ‘cofepxasLune pacTBOp KannbpaTopos/ KOHTPOe
le NCNOoNb30BaHHbIe OTxopgbl kKnacca I

OMMOHEHTBI C UCTEKLLIMM [po6BUPKIN CofepKallyme pacTBOp KannGpaTopoB/ KOHTPONeN

POKOM FOfHOCTY
Bce “,KOMNOHEHTbl Habopa, KOHTPO/bHble  MaTepuansi,
pacxogHble MaTepuanbl 7 peareHThl, KoTopble OTX0Abl kKnacca b

KOHTaKTupoBanu ¢ obpasuamu Bo-BpeMs 06paboTKu, XpaHeHNs
naw aHanusa

1pyrve KOMMNOHEHTHI

10. NMH®OPMALNA O MPON3BOANTENE
Mo Bonpocam KayecTBa W peknamauuii No Habopy peareHToB Ans Kannbposku «MagnoLIA TTI»

6pawaTtbca B OO0 «Komnanmsa Ankop Bruo» no agpecy: 192148, r. CaHkT-MeTepbypr, YKene3HoLOopPOXHbI
pocnekT, 4. 40, nut. A, Ten/dakc: 8(812) 677-8779, reaedoH «ropsayeit nuHUN»: 8-800-234-37-79.
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11. CUMBOIJ1bI, NCIMNOJIb3YEMbIE HA STUKETKAX

IVD Tonbko Anst in vitro AnarHocTuKM KonnyecTBo TecToB
OcTtopoxkHo! O6paTUTECh KMHCTPYKLMK MO
REF Howmep no Katanory P P PYKY
NPUMEHEHUIO
[Tot| Howmep cepum Cpok rogHocTtu

m Mpoun3soguTenb T XpanuTb npu

[Jarta nusrotoenexus Brionornyecknin puck
a O3HaKOMbTECh C MHCTPYKLWEN f Bepeub 0T Barun
I I Bepx He KaHTOBaTb fl bepeyb OT COMTHEUHbIX NyYelt

WNHcTpyKuma pa3pabotaHa B cooTeeTcTBMM C TY 21.20.23-453-98539446-2018.
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