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000 «Komnauua Anxop Buo»

r. Cankr-IlerepGypr, XKenesHOAOPOXHEIM 1p., A. 40, nuT. A

. Tenedon/axc: (812) 677-87-79
IMMACIIOPT Ne E002

Ha6op peareHToB Aj18 KOHTPOAS KAYeCTBA aHAJIH3A
«KonTpoan MagnoLIA armu pTTI'», no TY 21.20.23-696-98539446-2023

Kat. Ne 1510201 Cepus Ne E002 ®opmuposanue Ne 1 Komuuectso 100 m.

DTUKETKH M3 JICHTHI KJIeeBOX HA
GymaxHoNi ocHOBE

CoorBerct-
BHE KOH-
HaumMenoBanue pearerTa Buenmu mx: dopua Kou::'.?:m- Cepua TponH-
BBITYC PearelTd | Hvenoro
napaMeTpa
KoMIL1ekT nocTaBKu
IMpo3pavnsie wim COOTBETCT-
Kontpors 1 MyTHEIE XEJIKOCTH OT 1 ¢ (I1mn) | EO02 Byer
Kortpoms 2 SecBeTONO N0 | ) gy, (1mn) | E002 O ver
[Tacoopr 1 mr. - -
MIHCTpYKIHA IO NPHMEHEHHIO 1 wr. - =
ITapaMeTpbl KOHTPOJIA KA4ECTBA
Cootsercrene
HanMenoBaHHe KOHTPOIHPYEMOTO Hopwa KOHTPOJIHPYEMOro
napamMeTpa napamerpa*
Kounentpaumus autu pI 1T B - COOTBETC
Konrpone 1, ME/n L75-325 ki
Konnenrpanus anre pTIT B -
Korrpone 2, ME/n 140-260 il
®dnaxkoHK 3 M U3 cTeKna (C
S oxa 3aBHHYMBAIONTMMHCH KPBIIIKAMH). COOTBETCTBYET

* JlaHABIC ATTCCTALMH NPH COBMECTHOM Hcnmonb3opanuun ¢ MU «MagnoLIA awtu pTTI'», cepns

Ne E002.

Jata H3rotopnenna EaGopa «12» mas 2023 r.
Cpok rogsocTH Habopa 10 «12» Mag 2024 1.

VYenosus xpadenns +2...+8 °C

3NEKTPOHHAS KONHA OGOPMIEHA LIEHTPOM UCIbITAHII W PETMCTPALIMI MEAHLMHCKUX H3OENHIA ’:.‘

VcnopHs TpaHCIOpTHPOBaHHS +2...+8 °C. Jlonyckaercs TpaHCIOpTHpoBaHHE Habopa OpH TeMItepaType
20 +25 °C e Gonee 15 cyToK, B ToM uncle npu TeMneparype +37 °C He Gonee 1 cyTokx

TOJIBKO JUIA JUATHOCTHKU IN VITRO
Jlna mpodeccHoRANBHOIO NPHMEHEHAA
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000 «Komnanua Ankop buo»

r. Cankr-IleTrep6ypr, XenesHoxopoxHsiii np., A. 40, nat. A

Tenepon/dpaxc: (812) 677-87-79
IIACIHOPT Ne E003

HaGop peareBToB AN KOHTPOJIA KAYECTBA AHAIH3A
«Konrponn MagnoLIA aurs pTTI'», mo TY 21.20.23-696-98539446-2023

Kar. Ne 1510205 Cepua Ne E003 ®opmuposanne Ne 1 Komrgectso 100 mi.

Cootsercr-
BHE KOH~
Buemmnii bua 1 popMa | Kommnexra- | Cepus )
HanmMeHnoBaHHe pearenTa cKa — T8 mon:m
napamMeTpa
KOMILIEKT MOCTABKH
Ipospaunsie A 5 ¢n. COOTBETCT-
Koutpors 1 MYTHBIC KHAKOCTH OT | (1o 1 mur) E003 BYET
GecupeTHOrO A0 5 ¢n. COOTBETCT-
Korrrpom, 2 KeJITOrO BETA {no 1 M) E003 BYET
[lacnopr 1 mr. - -
HHCTpYKIASA 10 IPHMEHERHIO 1 mr. - -
IlapaMeTpbl KOHTPOJSA Ka4eCTBA
H CooteercTBHE
AHMCHOBAHHC KOHTPOJIHPYEMOTO Hopma KOHTPONADYEMOTO
Konnuentpauus agtd pTIT B _
Ko e 1, ME/n 1,75 -3,25 COOTBETCTBYET
Konuenrpauns aama pTIT B _
Kortpone 2, ME/n 14,0 — 26,0 COOTBETCTBYCT
®naxonsl 3 M U3 cTeKIa (¢
3ABHHYMBAIOLAMHCS KPHIIIKAMH).
‘Ynakobka B MapKupOBKa 3 3 NeHTH KneeBoll Ha COOTBETCTBYET
OymaxHOl ocHOBE
* JlauHEle aTTECTADMA NOPH COBMECTHOM Hcmoms3oaHmm ¢ MM «MagnoLIA antu pTID», cepus
Ne E003.
Jlara usrotobrnenns Habopa «15» Mag 2023 r.

Cpoxk roanocTi HaGopa o «15» mas 2024 T.

Yenosna xpanennas +2...+8 °C

VYcnosra TpascnopTrpoBanus +2...+8 °C, Jlonyckaercs TpaHCNIOpTHpoBaHKe HaGOpa NpH TEMIEpaType

10 +25 °C ue Gonee 15 cyTok, B ToM uncie npu Temneparype +37 °C ne 6onee 1 cyrox

TOJILKO JUIA NUMATHOCTHKH IN VITRO
Jlns npodeccHOHANBLROIO IPHMEHEHHA

HaG6op cooTBeTCTBYET

TV 21.20.23-696-98539446-2023

PV Ne

Rumnmauan Muvmennxumn A. T
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KoOHTponu MagnoLIA aHTK pTTI»

«YTBEPXOAKO»

[bHBbIN onpekTop

NAnKop buo»

, wues A.I'.
Kumntagnra 2023 r.

NHCTPYKLUP14 MO NPMMEHEHWIO
MeanUMHCKOro nsfienua aasa gMarHocTukKy in vitro
«Habop peareHTOB ANS KOHTPONS KayecTBa aHanmsa
«KoHTponn MagnoLIA aHTn pTTI», no TY 21.20.23-696-98539446-2023»

1. HA3BHAYEHWE

1.1. «<Habop peareHTOB AN KOHTpond KauvectBa aHanusa «KoHTponu MagnoLIA aHTu pTTIM»,
no TY 21.20.23-696-98539446-2023» (panee «KoHTponu MagnoLIA aHTM pTTI») npegHasHayeH Ans
MOATBEPXAEeHUSA NPaBUIbHOCTU aHann3a NpW KOJIMYECTBEHHOM OMpefefieHUNn ayTOoaHTUTeN K pelenTopy
TUPEOTPOMNHOro ropmoHa (fanee aHtv pTTI) B CbIBOPOTKe KPOBM YeN0BEKA METOAOM XEeMUTHOMUHECLLEHTHOTO
MMMYHOaHa/In3a Ha napamMarHMTHbIX MWKpPOYacTULAax C UCNOMb30BaHMEM aBTOMAaTU4YeCKOro aHanmsaTtopa
«MagnoLI1A».

Ha6op «KoHTponu MagnoLIA aHTu pTTI» NpUMEHAETCA COBMECTHO C MEAULMHCKUMU U3LENNAMM
(nanee M) «MagnoLIA aHTn pTTI» n «Kanuépatopbl MagnoLIA aHTn pTTI».

1.2. MoaTBepXAeHNEe NPaBUIbHOCTM aHanusa npu UcnonbL3oBaHMKM Habopa «KoHTponu MagnoLIA
aHTU pT T » LOMKHO BbINOMHATHCA B KAXKA0W aHaIMTUYeCKOn ceccun. Mpu NPOLOMKUTENBHOCTH ceccun 6onee
CYTOK, OnpefefieHne KOHLEHTpaLum KOHTPONEen AONXKHO OblTb NPOBEAEHO MOBTOPHO MO UCTEYeHUM 24 yacos
OT Havana ceccun. [loATBepXKAEHME  NPaBUILHOCTM  aHanusa  BbIMNOAHAETCA  KaK  PYTUHHbINA
BHYTpMNabopaTOpHbI KOHTPONb KayecTBa, U, eCK pe3ynbTaT aHann3a XoTa 6bl 04HOr0 KOHTPONA U3 Habopa
«KoHTponn MagnoLIA aHTu pTTI» BbIXOAMT 3a Npefesibl YCTaHOB/IEHHOr0 AmMana3oHa, Habop OCHOBHbIX
peareHToB «MagnoLIA aHTu pTTI» fonXeH O6blITb 3aHOBO OTKanMbpoBaH C WMCMOMAb30BaHMEM Habopa
«KannbépaTtopbl MagnoLIA aHTK pTTI ».

1.3. ®yHKUMoHanbHoe Ha3HayeHne MU «MagnoLIA aHTn pTTI» Nnpy COBMECTHOM MPUMEHEHUN C
MW «Kanubpatopbl MagnoLIA aHTu pTTI» n/unn «Koutponn MagnoLIA aHTn pTTI» - BcnomoraTenbHoe
cpeacTBo Npu andepeHLManbHONn AMarHoCTUKE U MOHUTOPUHIE 3a601eBaHUI LLNTOBUAHO Xene3sbl.

1.4, O6nacTb NnpuMeHeHUs Habopa - KNMHUYecKas nabopaTopHas AMarHOCTUKa.

1.5. Habop npefHa3HayeH TONbKO A1 AUATHOCTUKW in Vitro, 418 Npo{eccMoHanbHOro NPUMEHEHNA
NMepcoHanoM, MMEKLWNM KBanuukauno A1s BbINMONHEHUA AWArHOCTUYECKMX WCCefoBaHWiA in vitro B
pesynbTaTte crneunanbHOro obpasoBaHus M 00yyeHus. VccnefoBaHUS MOryT BbINOMHATL CMELUAnNCTbl He
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MagnoLIA auru pTT»

xonoxe 18 et ¢ BRICIHM U CpeIHHM MEAHLHHCKUM, CHONOTHYESCKHM Ml HHELIM obpasosarueM (spay KJII,
6rONTOT, MEAUIMHCKH TEXHONOT).
Hcenenosanns NpoBOJAT B KIMHHKO-AHATHOCTHYECKHX JIaGOPATOPHAX, OGNACTHRIX, FOPOACKHX HIH
paftOHHEIX, FOCYAAPCTBEHHEIX MM 9acTHLIX GonbHALax H Apyrax JITY,
1.6. HaGop «Konrpoms MagnoLIA autu pTTI» He BMeeT NPOTHBONOKA3AHMI K IPAMEHEHHMIO.
L7. HaGop «Konmtposu MagnoLIA antu pTTI'» npemnaszraueH ans ofclenoBaHHA BCEX TPYRIl
Hacenenus moboro Bospacta 6e3 rpazanun no geMorpadHieckOMy WIH NONYIALEORHOMY HPA3HAKY.

2. XAPAKTEPHCTHKA HABOPA

2.1. llpanusEn aelicTeug

HaGop «Kontponrn MagnoLIA aste pTTI'» mpeacraenser cofol KOMIUIEKT M3 ABYX KOHTPONBHBIX
CEIBOPOTOK, COACpAaluX H3BecTHHE KomyecTsa auT pT T B mpoctoit Matpraue (T'OCT P 53133.3-2008) u
STTECTOBAHHLIX MO BHYTPEHHeil METOMHKe NpeAnpUATHA' Mo BTOpoMy MexXIyHapoAHoMY cranmapty « WHO
International Standard. 2nd International Standard for Thyroid Stimulating Antibody», npou3ssoacrsa NIBSC,
xoz 08/204.

Ipu BemonHennH TtectoB «MagnoLIA antH pTTT» Ha GOopTy aBTOMATHYSCKOIO AHAIM3ATOpa
«MagnoLIA» aeo6xoanmMo NoATBEPXKAATH BATHAHOCTD NONTYy9aeMbIX H3MEpeRH#H. KommaecTBeHROS H3MEPEHHE
xoRueHTpanun anTd pTIT B KoHTpOX HaGopa «Kontpommn MagnoLIA artu pTTI™» mo3BOM4€T ONCHABATE
NpABHIBHOCTE H BOCHPOH3BOAMMOCTD Pe3yNbTATOB KONMHYECTBEHHHIX NAa0OPATOPHLIX HCCICAOBAaHHN ITOrO
aHannTa B 06pasnax CHIBOPOTKH KPOBH IAIUEHTOB.

ITpu oOpamennu ¢ KOHTPONAMM KaK ¢ HCCIEAyeMbIMM o0pa3uaMH, MOJYYCHHHC B aHATHTHYCCKOH
CECCHH pe3yNbTaThl CPaBHHBAIOTCA C AOMYCTHMEIMHM JHana3oHaMd ONpEACNCHHS 3HAYCHHNH KOHLECHTpPaHnMH
agmH pTTl, ykasaHARIMH B macmopre K Ha0opy M 3aKOAMpOBAHBIMH INTPHX-KOJOM Ha KopoOke HaGopa
pearenToB. Ec/mi pe3ynbTaT aHanu3a XoTa GBI OXHOTO KOHTPONA M3 Habopa «Komrponn MagnoLIA antu pTTI»
BHIXO[MT 3a MPEAe/bl YCTAHOBJICHHOTO AMANa3ONa, HaGop OCHOBHBIX pearcHTOB «MagnoLIA amta pTTI»
JokeH OHITH 3aHOBO OTKANMMGpPOBaH ¢ HCHONB3oBanHeM HaGopa «KanuGparopu MagnoLIA awtu pTTI».
3aTeM citeyeT NOBTOPHTE aHAIK3, HCIIOJB3YS HOBBIC aTHKBOTH HCCIEAYEMEBIX 06pasios.

Bapuauna pes3ylbTATOB, MOAY4YEHHBIX TIPH HCCIEAOBAHMM KOHICHTpauuH aHTH pTII B KoHTponsx
Habopa «Konrporm MagnoLIA anta pTTI» MeTONOM XEMHIIOMHHECHCHTHOTO HMMYHOSHANH3a Ha
NapaMardATHHX MHKPOYACTHIAX ¢ HCIIONL30BAHMEM aBTOMATHYSCKOTO aHanmn3aTopa «MagnoLIA», noxobua
pe3y/kTaTaM, NOAYMACMBIM TIPH HCCNCAOBAHNAX 3THMH METOAAMH CHIBOPOTKH KPOBH YelOBeKa.

2.2. Cocras Habopa B KOMILIEKT NOCTABKH

B coctaB Habopa peareHTOB BXOAAT CIACAYIOIAS KOMIIOHEHTHI:

- KOHTPONbHAA CHBOPoTKa N2 | Ha OCHOBE BOAHO-COJIEBOTO PacTBopa ¢ OEMKOBLIM CTabHAN3IATOPOM H
KOHCCPBAHTOM, COACPIKAlllaf HM3IBECTHOE KommdecTBO awTH PpTIIT (omycTHMENi auana3oH ompeAcneHHA
3HAYCHHA KOHLUCHTPAUMH YKa3aH B DACNOPTE H 3aKOAMPOBAH IITPHX-KOJOM Ha KopoOKe HaGopa peareHToB).
XKuzxocts, 1 Ma, 1 nm 5 dnakonos?, Mapknposana «KoHTpons 1»;

- KORTPONLHAA CRIBOPOTKA Ne 2 Ha OCHOBE BOAHO-COJICBOTO PacTBopa ¢ GEIKOBEIM CTaOHIH3ATOPOM M
KOHCEPBAHTOM, COACPXalllad H3BecTHOE KommuectBO aHTH PTTI (AOMycTHMBIA ZMANA30H ONpe/CIeHHA
3HAYEHHS KOHUEHTPANMA YKa3aH B IACHOPTE M 3aKOAMPOBaH INTPHX-KO/IOM Ha KopoOke BaGopa pearcHToB).
Kuaxocts, 1 Mn, 1 wm 5 dpnakonos?, mapkuposana «KoHTpomIs 2.

B XKOMIUIEKT IOCTABKH BXOMAT: HabOp pearcHToB, HHCTPYKIHS MO IPHMEHEHHIO, TACHOPT.

Kaxawtt ¢naxon, copepxkammii Koarpons 1 u Kontpons 2, paccuntan Ha 20 onmpemencHuii npy
TIOCTAHOBKE B MOHOIUTHKATAX.

'Ocnopana wa FOCT 53133.3-2008, 53133.1-2008, T'OCT P HCO 5725-2-2002, 'OCT 1SO 17511-2011.

[aGapurHuie pasMepsl dnakonsa (IB): 16,25xm x 36,0 My; kprimku (IB): 16,2MMx12,5MM.
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fmnpo:m MagnoLIA auta pTTI»

Tabmana 1
l Bapuant HasBauue KOMNOHEHTA
HCNOJMHCHUA, Bremmuit B KOMIIOHEHTA
Kart. Ne Kontpons 1 | Kontpons 2

1510201 IIpospayunas uaH MyTHas )KHAKOCTE OT OECLBETHOTO | . | .

IO JKENTOrO NBETa
1510205 IIpospavnas wii MyTHast KHAKOCTD OT GEeCBETHOTO 5 mr. 5 .

JO KEeJITOrO IBeTa

3. MEPBI IPEJOCTOPOXHOCTH

3.1. lloTeHumanbHei pucK NpEMeHCHHA HaGopa — knace 2a (cornmacHo Ilpuxasy MuHHCTEpCTBa
sapaBooxpaneHua PO Nedn ot 06.06.2012r.).

3.2. Bce xoMIIOHEHTHI Habopa B HCMONB3YEMBIX KOHIICHTPAIHAX AB/LAIOTCA HETOKCHYHRIMH,

33.Ilpu paGore ¢ Habopom cnepyer cobmomats TpeGopanua I'OCT P 52905-2007 u
CanlIuH 3.3686-21.

3.4. Jonyckars K paGore ¢ HaGOpOM TOIBKO COCHHATLHO O0YICHHEIN NEPCOHAN.

3.5.llepen BaganoM paGoOTE O3HAKOMHATHCS ¢ MHCTpYKIMe# W HOpHMeHATs Habop cTporo mo
Ha3HAYCHHIO.

3.6.Ilpu paGore ¢ waGopoM cheAyeT HCIONBL30BATH CHELOAEKAY (MCAWUMHCKUE XanaT HIH
KOMOMHE30H, IIANQYKy) H CPEACTBA MHAWBHAYATbHOM 3alIHTH (MAcKy, 3alHTHLIC OYKH, OJHOpa30BLIC
Pe3HHOBHIE WIH MIACTHKOBBIE MEPYaTKH, paspellieHHbIe K IPUMEHEHHIO Ha TeppHTOpH PO).

3.7. Buumanne! B coCTaB KOMNOHEHTOB Haopa BXOAAT COMHAA KHCIOTa B KORueHTpaun 0,05% u
KOHCEpBaHT B KOHNeHTparmA MeHee 0,05 %, uro aBmserca Ge3onacHuM fis Jenosexa. [lpn Henons3opanHu
[0 Ha3HAaUeHHIO H coOMOACHUA Mep NPEAOCTOPOKHOCTH KOHTAKT ¢ OPraHH3MOM 4esioBeka HekmodeH. [Ipu
aBapuiHLIX CHTYaIlHAX BO3MOXHO Pa3ApakCHUE KOXKH M CIM3HCTON 00O0NOYKH I71a3 Y YYBCTBHTCIBHBIX JIHLL.
TIpu xOHTAKTE NPOMBITH MOPAXKEHHOE MECTO BOZON H 0OpaTHTLCA 3a MEIHIMHCKOH NOMOIBIO.

3.8. Xumuueckas NocyAa H 060pyNOBaHHE, KOTOPHIE HCHIONE3YIOTCA B paGoTte ¢ HaGOpOM, JOMKHEI
6LITE COOTBETCTBYIOIMM 0Opa3oM MapKHPOBAHEI H XPaHATECA OTACILHO.

3.9. Jnn o6paGorku mOCcymst H 00OpYAOBAHHA PEKOMEHAYETCS HCNOMNB30BATh Ae3HHPHUMpYIOMHe
CpPeACTBA, RITOTOBNICHHEIC HA OCHOBE TPETHYHBIX AMHHOB, YETBEPTHUYHLIX aMMOHUEBBIX coepunennit (HAC)
HIH CTHPTOB H paspelicHHHE K NpHMeHeHmio Ha Teppuropun PdD. Hcnonssopaxue Ae3NHGALMpPYIOLIEX
CpeACTB Ha OCHOBE AKTHBHOTO KHCIOPOAA H XJOpa BO3MOXHO JHMIIF HA NMPEACTEPHIHM3ALMOHHOM 3Tale, ¢
nocneayIomeR rTepMuIeckoli crepunmnsanmett.

3.10. 3anpeinaercs npreM MUINH, HCNOMLIOBAHHE KOCMETHYECKHX CPEACTB M KYPEHHE B IOMEINCHAAX,
NPEIHASHAYCHHRIX 1A paboThl ¢ HAGOpOM.

3.11. Voupars u ne3uH(UIMpPOBATL pasnuThie OOpasmEl MIA KOMIIOHEHTH Habopa, HCHONL3YA
Je3uHGUOHpYIOmuUe CpeacTna B cooTReTcTRHE MY 287-113.

3.12. VaanaTe HEHCHOONL3OBAHHLIE pPEaKTHBR HA0Opa B COOTBETCTBHH ¢ TpeOOBAHHAMM
CanlluH 2.1.3684-21,

3.13. Ilocne HCHOONB30BAHHA BCE KOMIOHCHTH Habopa, o0pasnBl, KOHTPOJNBHEIC MATCPHANLL
PacXofHbie MAaTEPHANbl H APYTHE PEATCHTEH], KOTOphle KOHTAKTApOBAMA ¢ obpasiaMu Bo BpeMa obpaborky,
XpaHeHHS HIH AHAIH3A (B TOM YHUC/Ie: MEpYUaTKW, HAKOHEYHAKH W T.A.) HOIDKHH COOHpaThCA OTACNBHO H
CTEPHJIM3OBATECA B ABTOKNABe ¢ TocneAyiomell yTwimuzamuelf B cooTBeTcTBHH ¢ TpeloBanuamu CanllnH
2.1.3684-21. BMecTO aBTOKNABHMPOBAHHA OTXOAB MOTYT OBITh CTEPHIN3OBAHEI AC3HHOUUHPYIOLIMM
CPEIICTRBOM, MOCTE YTHIH3HPOBAHEI B COOTBETCTRBHH ¢ TpeGoaumamu CanlluH 2.1.3684-21.

3.14. He ucnoms3oBarh HAGOP MO HCTEYEHUN CPOKA FOAHOCTH.
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aTpoin MagnoLIA awra pTTT»

4. OBOPYAOBAHHE H MATEPHAJBI, HEOBXOAHMBIE A1 I[TPOBEJAEHHA
AHAJTA3A -

- GAHAQMU3aTOp ABTOMATHYECKHM HMMYHOXIMHYECKHH XeMUMOMHHECIHEHTHEIM «MagnoLIA» ¢
mpunamnexnocTamu no CHAB 421457.002 TY («MagnoLIA») (npoussomarens OO0 «Kommanus ANKop
Buo», Poccus, PY NeP3H 2019/9282);

- «HaGop pearenTos [ns KOMHIECTBEHHONO HMMYHOXEMHTIOMHHECLUCHTHOIO ONPEACCHHA aHTHTEN K
peLenTopy THpeoTpomHoro ropmosHa «MagnoLIA amta pTTDI», mo TY 21.20.23-694-98539446-2023»
(nponseoaurens OO0 «Komnanua Anxop Buo», Poccus, xar. Ne 1510001, 1510002);

- «HaGop pearenros ans xanu6posku «Kamubparops MagnoLIA aama pTTI», mo TY 21.20.23-695-
98539446-2023» (npoussoautens OO0 «Komnanus Ankop buo», Poccus, kar. Ne 1510101, 1510105);

- Boaso-conesolt pacTBOp N4 TPOMBIBKH peakUMOHHHX KioBeTr MagnoLIA «Bydep Wl»
(npoussomurens OO0 «KoMnanus Ankop buo», Poccnd, kar. Ne0000405);

- OTaensHuBle XQIaT, Mano4ka, o6yBE H ONHOPA30BEE MEPYATKH, Pa3PEIICHHLIC K MPHMECHEHHIO HA
TeppuTopun PO (i cootBercTBytoumae 'OCT P 52239-2004);

ITpu neobxooumocmu! BomHo-coneBoli pacTsop AN paspejcHus obpasuos MagnoLIA «Jluwmoent
1» (nporssomurens OO0 «Komnauust Ankop Buo», Poccus, kar. Ne 0000301 xaprpumk wi kat. Ne 0001001
¢nakon).

5. NPOBEIEHHE NNPOIEAYPHI BATMAAIIUA AHAJTH3A

OnucanHad B ZaHHOU MHCTPYKUMH HHPOPMALHA COACPAKHT OOIHME CBECHHA O NOPAAKE MPOBEACHHA
npoucaypH Banujauuu aHamusa. A TonydeHMs JeTabHOM HMHGOpMalMH mnepel Hadanom padoTHI
O3HAKOMBTECH C PYKOBOACTBOM IO 3KCIUTyaTaly aHaym3aTopa «MagnoLIA».

5.1. TloaroroBka peareHToRB

§.1.1. BkmounTe apTOMaTHUeckuit ananusarop «MagnoLIA» cornacHO pykoBOACTBY 110 3KCAUTYaTallHH.

5.1.2. KOHTpO/mM roTOBK! K HCMONE3OBAHHIO.

@OnaxkoHs ¢ KOHTPONAMH HEoOXOMUMO BBUIEPXKATE IIpH KOMHATHOH TeMImepaType He Menee 30 MuHYT
JI0 Havana aHATHTU4YeCKOH CecCHH.

5.1.3. Ilepememars conepxkumoe ¢uiakoHos, mW3beras neHooOpaszoBaBMsa. OTKPHTh (rakoHH H
NOJIOXKHUTE KPHILIKHA NEPEBEPHYTHIMH Ha CYXYIO TOBEPXHOCTS.

5.1.4. HaGop «Koutponn MagnoLIA art pTTI'» pasMecTHT: B IITaTHRAX, OPeAHAIHAYCHHBIX WA
KaHOpaTopoB U KOHTPOJICH.

5.1.5.Tlepen 3arpyskoii peareHTOB, HEOOXOZMMBIX UL NPOBEACHRA aHANH3a, B COOTBETCTBYIOIHE
Onoku aHaMM3aTOp2 MPOBEPHTE BCE PACTBOPHI HA OTCYTCTBHE MY3BIPHKOB BO3AYXa. Y JANHTH HMY3LIPEKH RO
ApoBeAeHHs aHANH3a JICTKUM NOKAMHBAHKEM, HE JOMycKad MeHO00pasoBaHH4.

5.1.6.Tlepen 3arpysxoit xaprpumka «MagnoLIA auta pTTI'» B OnoK peareHTOB HEOGXOMUMO
NPEBAPUTENEHO YOEAUTHCA, YTO NApaMarHWTHEIC MHKPOYACTHUM HAXOAATCA B DPECYCHEHAUPOBAHHOM
COCTOSHHEM, a caMa CycIeH3ns roMorenHa. Ecym makpovactnis He pecycuenaupytores, HE HCTIONB3Y UTE
HABOP n o6paTHTech K MECTHOMY NPEACTABHTEMO Npoussogurend. s nomydenus Gonee mompoOHoH
unbopManuH o6paTuTech K HACTPYKIME O NpHMEHeHUIO HaGopa «MagnoLIA anu pTTD».

5.1.7.3arpysHTe NOATOTORNCHHEIE PEAreHTH B IPHHAMIEKHOCTH Ha Gopr aHanmsatopa «MagnoLIA»
COTNAcHO PYKOBOACTBY MO KCIUTyaTallHH.

§.1.8.3arpy3uTe JaHHbIE O PEArEHTAX B NaMATh aBTOMaTHISCKOro ananusaropa «MagnoLIA» cornacHo
PYKOBOZCTBY TIO SKCIUTYATALlHH.

5.2. KonTposb KauecTBa AHANHIA

Aramusatop «MagnoLIA» MoxeT ocymecTBasTh NpOUCAYPY BANHAALUMM aHamTH3a B OTACIBHO
BHUICNCHHON CECCHH WIH OJHOBPEMEHHO ¢ o0pasnaMu B paMKax omHo# aHanuTHueckoll ceccru. KoHTpoub
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a aHa/}3a BHINOMHACTCA NPEKAC JHOOBX HA3HAYCHHBIX TCCTOB HE3aBHCMMO OT MOMCHTA Pa3sMEIICHHUN
z6opa xonTponeii Ha Gopry.

BHHMAHHE!

Komnouenrsl Habopa «KoaTpoim MagnoLIA antu pTTI» Re no/okab HaxoauTica Ha 6opty npubopa
6onee 5 yacoB, CyMMapHO B ABAAUATH CECCHAX, HCOOXOAMMO YYHTHIBATH 3TO NIPH BHIIOJIHEHHH IPOLEXYPh!
BAIHAALHYE OMHOBPEMEHHO ¢ 00pa3LiaMH B paMKaX OJHON aHAMTHIECKOH cecCHH. PexoMEHNyeTCs BRITpYXaTh
IOTATHBH ¢ KOHTPONAMH IO HCTEYCHHH MHHHMAILHOTO BPEMCHH ¢ MOMEHTA 3aBepIICHUA pacKalbiBaHHA
COAEPNKHUMOTr0 Beex GrakoHOB KanuGpaTOpOR H KORTPOJIEH,

ARR BPeOOmMEPpalUERUR UCRAPEHUR HCUDKOCINY CPA3Y ROCAE UCRONBIOSANUR PNAKORY KeOOXOOUMO
3aKpWmMb KPSIUIKAMH & COOMSEMCMOUN C WX MAPKUPOEKON, NROMECMIING 6 YRAKOSKY NPEOnPHUAMUR-
H3ZOMOSUMENIR 6 SEPMUKATILHOM ROROHCERUY U Obecneuums xpanenue npu memnepamype om + 2 0o + 8
°C 6 XOROOUNBHHIX KAMEPAX UAK 6 XONOOUNBHUKAX, OOECRENUBAIOWNX PEIAMERMUPOSANILL
mMeMneEPamyprRii pencum.

5.2.1.Ina poGasnennsa JaHHKIX O HOBOM cepuu (jiote) HaGopa «KonTtponu MagnoLIA antu pTTI»
nepefinure B Mento KOHTPOIIHA.

Haxare kuonky JOBABUTD — HOBAIH KOHTPOJTb.

B OTKpHIBIIEMCA OKHE 3aMONHUTE MYCTHE Tpadhbl BpYYHYIO JAHHLIMH, COAEPXKALMMMACA B IACIOpTe,
60 myTeM CYATHBAHAA IITPHX-KOAA CO BTOPHYHOH YNaKOBKH (KOpoOKH) H3aeaMs.

Ana coxpaHeHus HaHHBIX O Habope OAHOKPaTHO WICAKHMTC JEBOM KHOOKOHf MBIOHM MO 3HAYKY
TTPHMEHHT)D (B cayqae BeoOXOMUMOCTHA NIPOAOKUTH pabory B laHHOM okHe) WM 3Hayuky I OTOBO (ans
COXPAHEHAA JAHABIX H 3aKPHTHA OKHA).

5.2.2. lna 3anycka B pabory HOBOI'O KOHTPOJIA, nepetignre B MeHio KOHTPOJIN.

B MeHI0 oTKpoeTca TabiHLa, rA¢ B CTPOKAX CJIeBa OTOOPAXAIOTCA AOCTYNHEE KOHTPOJH, B cToabmax
CBCPXY — Ha3BaHMA TecToB. KnMKHMTE OMHOKpAaTHO MO Auelike, HaxomameHica Ha mepecesieHHH TpeOyeMBIX
CTPOKH (KOHTpOJIB) H cTonbua (Tect). B BpOpannoit auelike nogpuTca 06o3HaueHHe X »,

BHHUMAHWE!

Habop «KonTponu MagnoLIA autu pTTI» mpuMeHseTcA TONBKO Ul NOATBEPKACHHA NPaBHIBHOCTH
pesynbTaroB ananu3a «MagnoLIA antu pTTI'». OOparnTe BHHMaHAE HA TO, YTO HACHTHHKALHA aHAMTA B
CTPOKE KOHTPONIB H B CTONGIE TeCT AOJDKHEL cobnaaars (antu pTTT-anth pTTT/ antiTSHR-antiTSHR).

Koutpons, otoGpakaeMsiit B TaGMHIE CHHAM IBETOM, MOXET OLITH 3alTylCcH.

5.2.3,3anycTHTe aHANMKTHYECKYIO CECCHIO aBTOMATHYECKOro aHamsatopa «MagnoLIA» coriacHo
PYKOBOACTBY IO 2KCILTYaTAlHU,

8.2.4.TTporpaMMa npuGopa NO3BONACT ABTOMATHYECKH BLIIONHHTH BCE CTAAMH aHarH3a Oe3
BMEIIATe/ILCTBA MOJB30BATENA.

5.3. PesyanTathl

Tlo oxonvanun anamuTHveckoli ceccun nepeitmure B Menio KOHTPOJIW. Haxmure knonky B APXHUB
KK. Haxmure konky PE3YJIbTATBI.

Jing BLIBOAA HA 9KpAH KOHTPONBHON KapThl B OTKPHIBIIEMCA OKHE NOCIICAOBATCIBLHO BhIOEPHTE THII
TECTa, THII KOHTPOJA H CepHIO (10T) KOHTpoas. 3aTeM Haxmute knonky /7POCMOTP.

6. TPAHCIIOPTUPOBAHUE N XPAHEHHME .

6.1. TparcmoprHpoBaHHe HalOpOB CleAyeT NPOU3BOJUTH BCCMH BHJIAMH KpPEITOrO TpaHCOOpTa IpH
TeMnepatype ot + 2 zo + 8 °C.

6.2. TpancnoprupoBanue u3aAcMHH NpH Temmeparype or + 2 no + 8 °C JOMKHO MPOM3BOAHTECA B
eMKOCTAX W/IM OpM MNOMOWM XONOMHIBGHEIX YCTAHOBOK, OOeCneuMBAIOMHX PET/IAMCHTHPOBAHHBIH

TEMIEPATYPHBIH PEXKHEM.
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6.3. Jonyckaerca TpaHCIIOpPTAPOBaHKHE KaGopoB npH TeMnepatype Ao + 25 °C ne Gonee 15 cyTox, B
uncne opn remueparype + 37 °C we 6onee 1 cyTok.

6.4. HaGopsl, TpaHCHOPTHPOBAHHEIC ¢ HApYHICHHEM TEMIIEPaTyPHOIO PEeXMMA, INPUMCHEHHIO He
NOJVICHKAT.

6.5. Cpok rogsocTd HabGopos — 12 MecAnes OT AaThl IPOH3BOACTRA.

6.6. Xpauenme Ha0OpOB JOIXHO NPOBOAHTECA B YMAKOBKE IPEANPHATHA-H3IOTOBHTSNA TNPH
Temmeparype or + 2 g0 + 8 °C B Te4eHME BCEro CpoOKa rOAHOCTH B XOJOAMIBHEIX KaMepax HIH B
XONOMANBHAKAX, 06CCIICUHBAIONMX PErNaAMEHTHPOBAHHBIH TEMIICPATYPHEIH PeXHM.,

6.7. Ha0GopH ¢ HCTEKIDMM CPOKOM MOZHOCTH MPHMCHCHHIO HE MOJICHKAT.

6.8. Ilpa apoOHOM HCHIONB3CBAHMM KOMIOHCHTH HA0Opa XpaHATCA B YNAKOBKE NpeANPHATHI-
H3TMOTOBHTEJIA B BePTHKANBHOM MOJIOKEHHHM [IPH TeMnepaType oT + 2 o + 8 °C B XOMOAMIBHEIX KaMepax Wi
B XONOAMIIBHAKAX, 00eCTIeUHBAIOIIMX PerilaMeHTHPOBAHHEIN TEMIICpATYPHREH pexuM, B TeueHue 1 Mecaua co
JHS BCKPBITHS NIEPBHYHON ynakoBkH, KOMIIOHEHTHI He AOJDKHE HAXOMMTECA Ha Gopty mpubopa Gonee 5 yacos,
cyMMapHO B JBaauaru ceccuax. [locne mcnomb3oBaHHas ¢rakoHB HEOGXOAMMO 3aKPHTH KPHIIKAMH H
ofecneunTs pernaMeHTHPOBAHHEI PeXHM XPaHCHHA.

7.  TAPAHTHHUHBIE OBSI3ATEJLCTBA
IapanTuiineii cpok rogmocT Habopa 12 Mecanes oT AaTsl npon3BoAacTsa. Habop npemnasHaveH md
OIHOKPATHOTO IPHMEHEHHSA H He MOUICKHUT PEMOHTY U 00CTyKUBAHUIO.

8. BE3ONACHASA YTHIH3AIIAA
lNMpr ucnome3zoBaHuu HaGopa 00pasyloTcs OTXONBI KJIaccoB A m b, korophie YTHIH3BPYIOTCA
B cootBercTBHE ¢ CanllnH 2.1.3684-21 s MV 287-113, (Tabnuua 2).

Tabnumua 2
Knace
Orxou OMAacHOCTH
Bropuunag (rpynnosad)
YNAKOBKA Kopobka u3 MOHOKapTOHA Orxoms
DKCInyaTaloHHAA HRcTpyKiua mo MpUMEeHSHHIO Knacca A
JAOKYMEHTAIHA Tlacnoprt
Bce koMnoHeHTHI Habopa, KOHTPOJIBHBIC MATCPHAIIEL,
PacXo/IHbIC MAaTEPHAIIL] H PEAreHTE], KOTOPHIC
Jlpyrue xoMmOReHTEI KOHTaKTHpOoBamH ¢ 00pasnamu Bo BpeMsa 0OpaboTKH,
XpaHSHHS WM aHANIN3a Otxoast
INepBRUARag yNIakoBKa DnaxoHsl, CoAcpKABIINE PACTBOPH! KOHTponeH Kknacca b
He Hcnonp3oBanHEBIC
KOMITOHCHTBI ¢ HCTEKIIIHM OJaKOHB, COACPXKAINUE PACTBOPH KOHTPOJCH
CPOKOM FOHOCTH

9. HH®OPMAIIHNA O MPONIBOJTUTEJIE
ITo Bompocam kauectsa MU «HaGop pearenTos a1g KOHTpons KadecTea anannsa «Kontpom MagnoLIA
aata pTTIT», no TY 21.20.23-696-98539446-2023 » ob6pamarscsa B OO0 «Kommauus Asnkop Bro» no aapecy:
192148, r. Cauxr-IerepOypr, JKenesnonopoxunii mpocmexr, a. 40, iur. A, Tenw/dakc: 8(812) 677-8779,
tenedon «ropsuei nunuu»: 8-800-234-37-79.
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10. CHMBOJIBI, HCIIOJB3YEMBIE HA 9THKETKAX
VD MeRdIHHCKOE H3flee AN W CoaepEnMOro J0CTaTouHO Mg
AUArHOCTHKH in vitro NPOBEACHAA NN TECTOB
REF Homep no KaTanory A OcTopoxHo!
@ Koa nmaptuu (HoMep cepun) E Hcnons3oBars A0
u MsroroBurens ﬂ Tpenen TeMneparypht
d Jlata H3roTOBNCHRS & Buonorayeckal puck
I:E O6patiTech K HHCTPYKIJHH 1O
NpHMEHEHHIO

Hncrpyxuus paspaborana B coorsercTBun ¢ TY 21.20.23-696-98539446-2023.
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