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Hacrosimas MuHCTpykuMs 1O TPUMEHEHWIO HAa MEOWLIMHCKOe u3nenne - HaOop peareHToB [11s
KOJIMYECTBEHHOTO ompeneneHns ¢eppuTuHa B 00pa3lax CBHIBOPOTKM M IUTa3Mbl KPOBH YEIOBEKa
nmmyHodayopectenTHBIM  MetonoM  (Ferritin - Fast Test Kit (Immunofluorescence Assay))
MOATOTOBJIEHA C LEAbI0 TNPEJOCTABICHHUS MOTEHLMAIbHBIM NOTPEOUTENSIM W B OpraHbl BJIAcTH
Poccwiickoit ®enepanyy He0OXOIUMOW SKCIUTyaTauMOHHON wuH(popMmanmu (IO TPUMEHUMOCTH) O
MEIMIIMHCKOM M3AEIMH I €ro rocyJapCTBEHHOI PErucTpauud B COOTBETCTBUM C TPEOOBAHMAMH
3akoHOgaTenbCcTBa Poccuiickon Meanepaunu.
MHcrpykiuss 10O NPUMEHEHHIO Ha MEIUIIMHCKOE M3AeIHe IOArOTOBIEHA B COOTBETCTBHH C
TpeOOBaHUAMH CIEAYIOMNX HOPMATUBHBIX MPaBOBbIX akTOB Poccuiickoit denepanuu:

— TlpaBuna  rocynapcTBEHHO  perucTpanuiyl  MEIULMHCKHX — W3JENHH,  yTBEpXKICHHbIE
nocraHoBaeHneM [IpasutenscTBa Poccniickoit @enepanuu ot 30 HOA0ps 2024r. Nel684

— Tpe@oBanus K COAEPKAHUIO TEXHMYECKOW W HKCIUTyaTallMOHHON  JIOKyMEHTaIuH
IPOU3BOAUTENA  (M3rOTOBUTENA) MEIULMHCKOrO H3AeNus, YTBEP/KAEHHbIE NpukasoM MuH3apaBa
Poccun ot 19 suBaps 2017.r0sa N 111.

1. HAUMEHOBAHHWE MEJUHUHCKOI'O U3IEJINA

HaGop pearenToB 11 KOAMYECTBEHHOrO ONpeAeeHNs peppuTHHA B 00Pa3LUax CHIBOPOTKH U IJIA3MBI
KpPOBH uenoBeka mMMyHOQuIyopecueHTHBIM MeTtonoMm (Ferritin Fast Test Kit (Immunofluorescence
Assay))

Jlanee 1o TEKCTy NPUMEHSIOTCS CleAYyIoIHe COKpaleHus: MeIunuHCcKkoe u3enune, Hadbop.

B cocrase na0Oopa:

TecToBas kaccera B MHAMBUAYAIbHOI# YIIAKOBKE ¢ OCYLIUTENIEM - 25 IIT.

OnnopasoBas nunerka -25 mr.

[Ipobupka c Oy epHbIM pacTBOPOM I Pa3BeneHus 00pa3nos— 25 mwr. (o 0,25 M)

HNHCcTpyKkuHa N0 npuMeHEHUO —1 mT.

SD-kapra - 1 mwr.

2. CBEJJEHHUA O ITPOU3BOJUTEJIE

2.1. TPOU3BOJIUTEJIb

Getein Biotech, Inc. (I'ereun buotek, UHK.)

Anpec: No.9 Bofu Road, Luhe District, Nanjing , Jiangsu, 211505; China
Temedon (China): +86-25-68568508

®dakc: +86-25-68568500

[ouTa: tech@getein.com.cn

Be6-caiit: www. getein.com

2.2. AIPEC MECTA ITPOU3BO/JICTBA

No. 6 KeFeng Road, Jiangbei New District, Nanjing, Jiangsu, 211505, China.

2.3. VIIOJJHOMOYUEHHbIN IPEJICTABUTEJb [TPOU3BOUTEISL HA TEPPUTOPUU PD
HaumenoBanne YmnomHomoueHHOro mnpenctaButens npouspoautens. O@mectBo ¢ OrpanuyueHHON
OtBetctBeHHOCTRIO «POTAHA» (OO0 «POTAHAY)

Anpec: 117342, r. Mocksa, yi. 'enepana AuToHOBa, 3A

Tenedon/dakc:

+7(495)646-2861

+7(495)646-2862

+7(495)646-2863

+7(495)646-2864

+7(495)646-2865

DnexTponHas no4ra: med@rotana-rf.ru
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3. CBEAEHHMA O MEJUIIUHCKOM H3AEJIHNU /I'IA TUATHOCTHKH IN VITRO
3.1. HASBHAYEHUWE MEJUITHHCKOTI'O HU3/IEJIUA

Habop peareHTOB A7 KOJMYECTBEHHOTO ONpeneneHus pepputnaa B 00paslax CHIBOPOTKH U IIa3Mbl
KpPOBH uenoBeka mMMyHoQuyopecueHTHBIM MeTtoaoM (Ferritin Fast Test Kit (Immunofluorescence
Assay)) MpeIHA3HAYeH [/ KOJIMYECTBEHHOTO OmpeieneHus ¢eppuTHHA in Vitro B oOpasmax
CBIBOPOTKH ¥ IIJIa3MBI (C TemapruHOM Hatpus, renapuHom mautus, K23/ITA, 3,2% wmu 3,8% murpatom
HATpPHA) KPOBH YeJIOBEKA COBMECTHO ¢ aHaim3aTopoM Geteinl 100 a1t KOMTHYECTBEHHOTO ONPEIEICHUS
onomapkepoB uMMyHOdIyopecieHTHBIM MeTooM (PY NeP3H 2020/12609).

OyHKIMOHAIBHOE Ha3HAYEHHE: BCIOMOTATENbHOE CPEACTBO KOIMYECTBEHHOTO  ONpEIeICHUs
(beppHTHHA B AMATHOCTHKE JKeIe301e(UIUTHON aHEMHUH W 3a00/IeBaHMil, CBI3aHHBIX C TIEPErPy3KOi
HKEJIEe30M.

3.2. TPEBOBAHHNA K ITOTb30OBATE/ISAIM ME/IHHHHCKOI'O H3/IEJIMA

Habop peareHTOB A5 KOTMYECTBEHHOTO ONpeneneHus pepputnHa B 00pas3nax CHIBOPOTKH U IIa3Mbl
KpPOBH uenoBeka mMMyHoduyopecueHTHBIM MeTonoMm (Ferritin Fast Test Kit (Immunofluorescence
Assay)) npeaHa3HayeH Ui, IPodecCHOHATBHOTO NMPUMEHEHUS B JIe4eOHO-PO(DHUIaKTHIECKUX
YUPCKACHUAX KBa.]'I[/I(b[/IL[HpOBaHHBIM nepcoHaaioM €O Cpe€aAHUM MW BbBICIIUM MCIUIMHCKHUM
o0pazoBaHNEM, [TOMOJHUTENBHO TPEINEAIINM CIENUATBbHOEe OOY4YeHHe Ha Kypcax MOBBIIICHUS
KBAIM(DUKAIIMK H CTPOro €oQAI0Iar0iiuM TpeOoBaHHA 0Oe30macHOCTH npu padoTe ¢ oOpasmaMu
IMAaIlUCHTOB.

3.3. OBJIACTDb NIPUMEHEHHUA MEJUIIUHCKOI'O U31E/IHA

O0macth mpUMEHEHUS — KIMHUYECKaA Ja0opaTopHas nuarsoctuka. Habop mpenHasHadeH TONMBKO s
po(eCCHOHATBHOTO IPUMEHEHHS iN Vilro.

34. TNIONIYJIALIHUOHHBIE MU JAEMOI'PA®OHYECKHUE ACIIEKTblI INPUMEHEHUA
MEJHUIIMHCKOI'O U3/IE/1H

MeaunmHCcKOe H3aenrue He UMeeT BO3PACTHBIX OrPaHMYeHUN U OTPaHUYEHUN N0 TIOJI0BOMY, PACOBOMY
U IPYTHM IDPU3HAKAM.

3.5. CBEJIEHHS Ob AHAJIUTE H OIPEJEJISIEMOU ITATOJI0T UA

®epputnH umeeT MOIEKyIApHYIO Maccy 440 k/la, B 3aBUCHMOCTH OT COAEPIKAHUSA JKelle3a, U COCTOUT
u3 0enkoBoOi 000/109KH (Ao epPUTHH), KOTOPAst COCTOUT U3 24 cyObeIUHHUI, U KENE3HOTO AIPa,
conepxkariero B cpeaaem 2500 noHoB Fe3+. CkpbITelil neduiIuT Keie3a. onpenenseTcs KaK najJcHue
HIDKe ropora ¢epputuHa 12 Hr/Mia. T 1Ba 3HAYECHUS SABITIOTCAAUNATHOCTHYECKIUMH, TaXKe €CITH
KapTHHA KPOBH BC€ eme MOpGOIOrnuecKkd HOpMaiabHa. [lOHWIKEHHBIH YpOBEHb (EeppUTHHA,
COITPOBOYKAAFOIINIICA TUIIOXPOMHOM, MHKPOILMTAPHON aHeMHeH, YKa3plBaeT Ha SABHBIN Aeuuut
xkene3a. [loBbIlIeHHBIE 3HAYEHUS (PEPPUTHHA TAK)KE BCTPEUAOTCS NMPH CACTYIOIIUX ONMYXOJIAX: OCTPBIN
neiko3, Oome3Hp XOMKKMHA W KApPIMHOMA JIETKOTO, TOJCTONW KHINKH, NEYeHW W TPOCTATHI.
Onpenenenne ¢GeppuTHHA TAK)KE OKA3aJI0Ch MOJE3HBIM IPU METACTa3MPOBAHUHU TedeHH. [IpuunHamu
TIOBBIIICHHBIX 3HAYEHHI MOTYT OBITh HEKPO3 KJIETOK, OJOKHPOBAHHBIN SPUTPONO33 WIN MOBBIIICHHBIN
CHHTE3 B OITyXOJIEBOI TKaHU.

Ilokazanns:

Habop peareHTOB A7 KOJMYECTBEHHOTO ONpeneneHus pepputnHa B 00pas3nax CHIBOPOTKH U IIa3Mbl
KpOBH uenoBeka mMMyHoduyopecueHTHBIM MeTonoM (Ferritin Fast Test Kit (Immunofluorescence
Assay))  mpenHa3HauUeH [UIA KOJMYECTBEHHOTO OmpeneneHus (eppuTruHa B 00pa3lax CHIBOPOTKH U
IJ1a3Mbl KPOBH Y€JIOBEKa.
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3.6. IPOTUBOIIOKA3AHMUA U IIOBOYHBIE D®PEKTDbI

[Ipu uCnoap30BaHUN U3AENUA B PAMKAX, YCTAHOBJICHHBIX NPOU3BOAMTENIEM, COTJIaCHO HA3HAYEHHUIO U
B CTPOrOM COOTBETCTBHM C SKCIUTyaTaUMOHHON JOKyMeHTaimell, mNoOOYHBIX [eHCTBHIl U
MPOTHBONOKA3aHUH HE UMEET.

3.7. CHIEHUAJIBHBIE TPEBOBAHMUS K IIPHMEHEHHIO ME/IMIIUHCKOI'O U3JIEJINA

Habop peareHTOB A1 KOJMYECTBEHHOTO ONpeneieHus GpepputnHa B 00paslax CHIBOPOTKH U IIa3MBI
KpOBH uenoBeka uMMmyHoduyopecueHTHBIM MeTonoMm (Ferritin Fast Test Kit (Immunofluorescence
Assay))mpenHazHa4eH Ui TPUMEHEHUS COBMECTHO ¢ «AHamm3atopom Geteinl100 musa
KOJINYECTBEHHOT'O ONpeAeNeHnss OMOMapKepoB HMMYHO(IyOpecHeHTHBIM MeTonom», PY Ne P3H
2020/12609 or 13.11.2020, nmpoussoactea Getein Biotech, Inc., China (I'etrenn buotek, Unk., Kurait).
YcnoBus TPUMEHEHUS: KIMHHKO-IMArHOCTUYECKHE a00opaTopyM MEIMIMHCKUX — YYPEKISHHH.
[IpenHa3HaY€HO A TPUMEHEHUS TONBKO CTIEHUAINCTOM.

MenunuHCcKOe (H3menHe _MIPEeAHA3HAYeHO [UIA  WCIONB30BAaHUA MEJHIMHCKAM  IIEPCOHAIIOM,
Heo0X0auMo, 4TOOBI padOTAMINI CHEUATIUCT BHUMATENBHO O3HAKOMWICA C MHCTPYKIHUEH IO
NPUMEHEHHIO.

3.8. KTACCUPUKAUUA MEANHHHCKOI'O U3JIEJIMA

Knacc mnoreHnmanpHOro ““pucka DPUMEHEHUS MEAMLMHCKOIO U3[enusd B COOTBETCTBUH C
HOMEHKJIATYPHOH Kiaccuukalmeil MeAHHUHCKUX U3aemuit: 20.

Bun mMenunmmHCKOro m3nenust B COOTBETCTBMH C HOMEHKJIATYPHOH Kiaccu(HKammein MeIuIUHCKIX
w3nenmit: 201940 (Gepputnn UB/, Habop, uvMyHODIyOPECLIEHTHBIH aHAIH3).

Kox OKII 2: 20.59.52.195 «PearenTh! s onpeaeneHns aHAIMTOB U1 THATHOCTHKH 1n Vitroy.

3.9. BUJ KOHTAKTA C OP'AHU3MOM YEJIOBEKA

MenunuHckoe n3zenue IIpeIHa3HaYeHo A npoheCcCHOHATBLHOTO HCIOJIb30BAHUSA
KBAJIN(DUIIHPOBAHHBIM TEPCOHATIOM, pa0OTAGHINM B J1aB0OPATOPHOI OAEkKIE, YTO MCKITFOYAET KOHTAKT
C OPraHu3MOM 4eJIOBeKa.

3.10 KOHTPOJIb KAYECTBA

CuctemMa BHYTpeHHEro KOHTPOJIs Ka4ecTBa

[IpousBoguTeneM MNpeaycCMOTPEHA CHUCTEMA BHYTPEHHEro KOHTpojs KauecTBa. (peacTsoM
BHYTPEHHEr0 KOHTPOJSA KauecTBa sBIAETCA Haaudue 30HBI KOHTpodd, auHuu C. Ha koHTponpHOM
muann C MBIIUHBIE (DIyOpEeCleHTHO-MEUEHHBIE AaHTHTENA CBA3BIBAIOTCA C KO3BMMHU aHTHTEIAMHU
npotuB MbHUUHBIX 1gG. ®dayopecueHums koHTponbHOH JuHuM (C) CYUTHIBAETCA ONTUYECKHUMHU
KOMIIOHEHTaMU Npudopa M paccMaTpHBAaeTCd B KauyeCTBE BHYTPEHHErO MHCTPYMEHTa KOHTPOJA
MpOLeAYPBI NMPOBEAEHUA TecTa. Koraa 3HadeHne HanpsHKeHUs Uil KOHTPOJIbHOM IMHUY, CYUTBIBAEMOE
npubopoMm, MeHsine 150 mMB, 3TOoT pesymbrar Tecta cymMTaeTCA HEACHCTBUTEIBHBIM, W 00pazer
HEOOXOMMO CHOBA MPOTECTUPOBATH C MOMOIIBIO IPYroil TeCTOBON KacceTbl. KOppekTHOE 3HAYEHMUE,
CUMTBHIBAEMOE IPUOOPOM, MOATBEPAKAAET KOPPEKTHOE BHINOJIHEHUE NMPOLIEAYPbl TECTUPOBAHUS.
CucTema BHellIHEro KOHTPOJIsI KadyecTBa.

[lapameTpsl KaaTMOpPOBOYHOrO ypaBHEHHS XpaHATCA Ha SD-kapTe M IQJKHBI OBITH 3alMUCaHbl B
aHAIM3aToOp Mepeld MNPOBEACHHUEM aHaau3a oOpasua. Jng kakgoil mapTuy  peareHTOB MNMPH UX
IIPOU3BOJCTBE MPOBOAUTCA U3MEPEHHE ITUMHU peareHTaMH KaluOpaTopoB U3BECTHON KOHLEHTPALMU.
CoOTBETCTBEHHO HANPSKEHUIO /I KOHLEHTPALMM KauauOparopa YyCTaHABIMBAeTCA ypaBHEHUE
OTHOILEHUSA MEXKIy 3HAYEHUSIMH HaNpsKeHHA M KOHLEHTPAaLMAMM, HMEHHO STO ypaBHEHHUE
3anuceiBaeTcs Ha SD-kapty. Ilpu kanuOpoBke mpumOopa SD-kapToif aHamM3aTop Pacno3HAET W
aBTOMATHUYECKH HMMIIOPTUPYET B ce0s COOTBETCTBYIOLIME MapaMmeTphl ypaBHEHHS. 3HaueHue Oyner
coxpaneno B Geteinl100 u gOCTYmHO i CKauyMBaHHA. Pe3ymbTaT MOXeT OBITH JIETKO NepenaH B
nadoOpaTOpHY0 WM OOJBPHUYHYKO  WHPOPMALMOHHYIO  cucTemy. [lomydeHme  mpuOOpoMm
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NOJOXKUTENBHOTO WM OTPULIATENBHOTO pe3ydbTaTa TecTa IOATBEPXKAAeT pPadOTOCHOCOOHOCTh
peareHToB, BKIKOUYeHHBIX B Habop.

KonTponbHble MaTepuanbl B KOMIUIEKT MOCTaBKH HE BXOJAT;, TEM HE MEHEee, COINIACHO MPHHIMIAM
Hajexalenl 1ad0paTopHON NPAKTUKH PEKOMEHYETCs UCMONb30BaTh KOHTPOIM A MOATBEPKACHUA
IpoLeaypsl IPOBEACHUA TeCTa M IMPOBEPKHM HAANEKAILIEr0o XapakTepa mpopeiaeHus Tecta. OOpasibl
JUI BHELTHETO KOHTPOJA KayecTBa AOMKHbBI ObITh MPOTECTUPOBAHBl B COOTBETCTBUU CO CTaHAApPTaMHU
KOHTPOJIS KaUeCTBa, YCTAHOBIEHHBIMU B Ballell 1abopaTopu.

Tpebosanua mnpasun Haanexamelt nabopaTOpHONM NPaKTHKH NPEAyCMATPUBAIOT HCIOJb30BaHUE
KOHTPOABHBIX PACTBOPOB I TOATBEPXKIACHHUA CIEAYIOLIEro: PadOTOCHOCOOHOCTh PEareHTOB,
BKJIFOUEHHBIX B [IMArHOCTMYECKMM HA0OpP, KOPPEKTHOE BBINOIHEHHE MPOLEAYpPbl TECTUPOBAHMS.
Cucrema BHEIIHET0O KOHTPOJSA MOXKET HCIOJIB30BATBCA B JIIOOBIX CIEOYIOMHNX OOCTOATENBCTBAX:
IPHUBJICYEHNE. HOBOTO ONEpaTopa, Mepel BBIIOIHEHHEM aHalu3a OoOpas3loB MAlUEHTOB, NOJy4YEHHE
HOBOW MapTuy¥ MEIULMHCKOTO W3JeNus; MO BPEMEHHU, B COOTBETCTBUU C HEPUOAMYHOCTHIO,
YCTaHOBIEHHOW, MECTHBIMH TPEOOBaHHAMH W/HIIN NMPOLEAYPAMU KOHTPOJISA KaueCTBa, IPUMEHAEMBIMH
MOJIb30BATENIEM.

4. TPEBOBAHMS K CBEOPY, OBPABOTKE, XPAHEHHIO U MOJATOTOBKE OBPA3IIOB
TI1S1 AHAJIM3A

1. HaGop peareHTOB HCHOJB3YETCS A TECTHPOBAHMSA OOpA3lOB CHIBOPOTKH, IUIa3Mbl. | emapuH,
OATA u nuTpat HaTpUsA MOKHO MCIMOJib30BATh B KAUE€CTBE aHTUKOAryJIIHTA A7 IUIa3MBbl.

2. O0bem oOpazua Ay TecTUpoBaHus 10 Mien.

3. OOpa3ueb! CBIBOPOTKU MJIN MJAA3Mbl MOTYT XpaHUThCS A0 5 aHell mpu Temneparype 2-8°C unu npu -
20°C B TedeHue 6 MeCALEB NMepel TECTUPOBAHUEM.

4. OxnaxaAeHHBIN WIH 3aMOPOKEHHBINH. 00pa3eIl TODKEH AOCTHYh KOMHATHOH TeMIeEepaTypsl U OBITh
OHOPOJHBIM TIeped TecTUpoBaHUeM. M30eraifte MHOKECTBEHHBIX LMKIOB 3aMOpaKMBaHMSA-
OTTauBaHUA.

5. He ucnone3yiite 00pasipl, HHAKTUBUPQBAHHBIE HAFPEBAHUEM, UJIM 00pa3Lbl C FEMOIH30M.

5. XAPAKTEPUCTHKA ME/IJHIHUHCKOI'O U3/IEJIHA
5.1. ®YHKIIUOHAJIBHBIE XAPAKTEPUCTUKHU MEAUILIMHCKOI'O U3/1EJINA

AHammTHueckas 9yBCTBHTENBHOCTD (npenen ooHapykeHus) <0,50#r/ma

JIuneitusiit tuana3on usmepenus geppurtunaa 0,50 ~ 1000,00 v/t

B mnpegenax nuueiiHoro nwamazoHa ot 0,50 ur/ma ao 1000,0 sr/ma koddduumeHt nuHelHOM
KOppeIsALHM A JaHHBIX cocTaBiseT 1> 0,990

ToynocTe mn3mepenus. OTHOCUTENbHAs MNOIPEIIHOCTh PE3YJAbTATOB TEECTUPOBAHUSA KOHTPOIBHOMN
npoObl He Oonee 20%.

[NosTopsiemocTts (BHYTpUuCcepuitnas cxoaumocts). Koadpunuent.Bapnanun <10%
Bocmnpoussogumocts (Mexcepuitas cxoqumMocThb) Koaddunuent Bapuanuu <15%

Xyk-3¢ ekt OTCYyTCTBYET NP KOHUEHTpauuax gpepputuna 10 100000,0 Hr/mur.
HnTepdepenms

HuTtepdepenuns He HaOMIOgaIaCh IPU UCCIEAOBAHUT 00PA3LOB, COAEPIKAMMNX NOTECHIINAIBHO
UHTEPQEPUPYIOIIHNE BEIIECTBA B YKA3aHHBIX MAKCUMAITBHBIX KOHIICHTPALHAX!

HuTephepenThl Tpurmuepunpl bunnpyoun

MaxkcumanbHas KOHIEHTPAIUs 20 r/n 0,1 r/n

5.2. TEXHUYECKOE OIIUCAHHE

MenummHCcKoe u3aenmue MPEACTaBISAET coboit  Habop KOMIIOHEHTOB, coaepKaImin
UMMYHO(DIYOPECIEHTHYIO TECTOBYIO KacCeTy AJI KOJMYECTBEHHOTO OMpeneneHus in vitro ¢peppuTHHa
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B 00Opa3uax ChIBOPOTKH, IUIa3Mbl KPOBH 4YejoBeka. (Cxema TeCTOBOM KacCeThl TPHBEACHA HIDKE
(Pucynoxk 1).
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Hﬂllpﬂ BIACHNEC JIBNACHIA RHIAKOCTH

BenosMorateanHag nojUiosKka

Pucynok'l — Cxema cTpoeHHs TECTOBOH KacCeThI
T - TecToBas JIMHUA, C- KOHTPOJIBHAA-JIMHUA

B Tecte wucmomp3yroTC MOHOKIOHambHblE aHTUTENa | K (eppuTHHY, KOHBIOTHPOBAaHHBIE C
(ITyOpeCLIEHTHBIM JIATEKCOM, HAHECEHHBIe Ha MPOKIAIKy B OONACTH BHECEHUS oOpasla, W Apyrue
MOHOKJIOHAJIbHBIE aHTuTena Il k- (hepputudy denoBeka, HaHeCEHHbIE HA TeCTOBYH ymHUIO (1,0-2,0
mr/mit). [locae Toro, kak oOpa3elr HAHECeH Ha TeCTOBYIO TOJIOCKY, aHTUTeNA K peppuTHHY dYenmoBeka I,
MedeHHble (QuryopeciieHTHBIM JaTekcoM (1,0-2,0°Mr/Min), CBA3BIBAIOTCA C (PEeppUTHHOM B oOpasle u
o0Opa3yeT MapKHpPOBaHHBIH KOMIUIEKC. aHTUT€H-aHTHTENO. JTOT KOMIUJIEKC MMIPUPYET C TOKOM
KHUIKOCTH B 30HY OOHapy:KeHus TecToBoi mnojocku. Ha Ttectooit muuun (T) mpoucxomuT ero
B3aMMOJEHCTBHE C COOTBETCTBYIOLIMMH- MMMOOHMAM30BAaHHBIMH Ha MeMmOpaHe anTutenamu Il k
(beppuTHHY YenoBeka ¢ o0pa3oBaHueM (PIIYOPECIIECHTHOrO KOMIUIEKCA «aHTUTENO -/aHTHT€H/-aHTHTEJIO0
TECTOBOW JMHUI». UHTEHCUBHOCTH (IIyOPECLEHIMH TECTOBOM JTMHUU MPOIMOPLUUOHANBHA KOTHIECTBY
(bepputiHa B 00pasIie.

Kontponbras muaus (C) mpencrasiaseT co00il k03bM aHTH-MbIUuHBIe anTUTena IgG (1,0-2,0 mr/mit),
UMMOOUIN30BaHHBIE HA HUTPOLIEJUTIOIO3HYIO MeEMOpary.

JyimHa BO30Yx)aeHus (DIyopeceHTHOTO JIaTekca: 635 HM.,
JimHa ucnyckanus (GIyopeceHTHOTo jJaTtekca: 670 HM.

5.3. COCTAB HABOPA

B cocraB HaOopa BxoaaT cnenyromue KoMnoHeHThl (Ta0mmma 1):
Tabmumna 1 - Cocras Habopa:

KommonenT KommuecTBo
TecToBas KacceTa B HHINBHAYAJIBHON YIIAKOBKE C OCYIIUTEIIEM ! 25 mt.
OpgHopazoBas MUIeTKa 25.4uT.

IIpobupka ¢ OyhepHBIM PaCTBOPOM I Pa3BeAEHHI 00Pa3IoB 25.u1r. (o 0,25 mu)
SD-kapra I 11T

HCTpYKINMA TT0 TPUMEHEHHIO 1 1Ty

CocTaB TECTOBOIT KACCETHI:
KonTeitHep u3 miacTuka, COIEPIKaIINA TeCT-MIOJOCKY, COCTOSIIYIO U3 MPOKIAAKH s 00pa3ia (KOHeIl
HpOKJ'IaZ[KI/I l'IOKpBIT (b.]'lyopeCL[eHTHO-.]'IaTeKCHO-Mequ HbBIMHA MOHOK/JIOHAJIBbHBIMHU AdHTUTCJIAMHU I K
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dbepputuny dvemoeka (1,0-2,0 wmr/Mi), HUTPOUEIUTIONIO3HON xpomartorpadudeckoit memOpaHbI
(TecToBas JMHHUA TNOKPHITAa MOHOKJIOHANbHbIMH aHTuTenamu Il x depputunry (1,0-2,0 mr/mim), a
KoHTponbHAs JmHUA C TOKphITa KO3BMMH aHTUMBIIMHBIME 1gG anTHTemamu (1,0-2,0 mr/mu),
abcopOupyromen OymMars 1 MOJIOAKKH.

CocraB OydepHoro pactBopa s pa3BedeHHs o00paszuoB: (ocdaTHeii OydepHBI PacTBOD,
cTadun3aTop OeNnKa ¥ MOBEPXHOCTHO-aKTUBHOE BELIECTBO.

IIpumeuanune. He cmemnBaiiTe KOMIOHEHTHI pa3sHbIX napTuil Habopa.

CocraBHblE KOMIIOHEHTHI MEIHIIMHCKOrO W3JENHMS JUIS OUACHOCTHKH (N Vilro W HUX ONHCaHHe
nepeyueiiensl B Tabnuue 2.
Tabnuma 2-- CocTaBHblE KOMITOHEHTHI HAbOpa

Haumenensanne Komu- Onucanue Hzo0paxxenne
4€CTBO
TecroBas kaccera | 25 OcHOBHOI1 KOMIIOHEHT
B MCIOUIIMHCKOTrO U3ACIHA. n

WHAWBUIYATBHON HecTtepunbHbIl KOMIOHEHT. e & cc. |
yIaKOBKe c KanreitHep IPAMOYTOIBHON iR e -
OCYILLHTEIEM dopmir 99x 20 x 4 mm (£10%) Fast Test Kit

(Immunafiuorescence Assay!

(UTMHA X IIUPUHA X TOJIILKHA) W3 _
CBETJIQFQ.~ IMJIACTHKA C JByMs A yesa "

spounihgry, yrce - 1 ||
BHECEHUS obOpasua, —

APOIOIrOBaTOR (TECTOBAs 30HA)

Onnopazoas 25 [TnmeTka 13 OECIIBETHOTO
MTUTIETKA npo3paMuoOro IkdeTuka. JnmmHa:
10,5 oai~+ 050 cm; OObem
rojaoBkyu numeTku: 8,3-11,3 MK,
O0bem: 97-127 MKJI.
IIpennasnauena . g «-3abopa
OMOJIOTMYECKOTQ « MaTepuana ¢
LENTBIO 110CHAE TYFOIIET0
BHECEHUS B IPOOHPKY.
OydepHbIM pacTBOPOM U Hajee —
V11 BHECEHHUS B  TEETOBYIO

Kaccery. Hecrepunbabrii
KOMIIOHCHT.

YnakoBaHel B NPO3payHbt
MaKeT.
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IIpoGupka ¢ |25 IIpobupka ¢  mpo3payvHbBIM
OydepHbIM dbochaTaBIM OydepHbIM
pacTBOpoOM I pacTBOpOM (0,25 MIT), | &
pasBeneHus npeTHa3HAYeHHbIM TS
00pa3uoB pa3BeneHus UCCIEAYEMBIX
00pa3uos Hecrepunbhsiii
KOMIIOHEHT.  YNakoBaHbl B &
KApTOHHBIN ILITATUB

e

BydopHiie pACTROP /
28 wr.

SD-kapra 1 | TlmacTHKoBas MPAMOYTOJIbHAS
Kkaprodka. [abaputer (JIxILIxB):
49 15mm x 219MM x 3,16MmM.
HeeTepunbHbIN KOMIIOHEHT.
[IpeanasHayeHa s SD Card
KaJTnOpPOBKU aHaM3aTopa
Getein1100 s
KOMMYECTBEHHOTO OOHAPYKEHHS
puoOMapkepoB
UMMYHO]ITYyOPECIIEHTHBIM
METOAOM. Ha SD-kapte
XpaHATCS mapaMeTpsbl
KaJTUOpOBOYHOTO  ypaBHEHMS,
KOTOpBIE JAOJKHEI OBITH
3aMUCcaHbl B AHAIU3ATOP. .Iepen
IIpoBeJleHHEM aHaiu3a obpasua.
B nmpouecce anamusza npubop
OmpeneNsaeT HampsKEHHe W 10
YPaBHEHHIO paccUNTHIBACT
U3MEPEHHYI0 KOHLICHTPaijio,

HWucTtpykuna 1o | 1 HNHCTpyKIHA IO TPUMEHEHIIO
MPUMEHEHHUIO

HETPYIILIEN 10 TP ME A

TexHuyeckune xapakTepUCTUKY KOMIIOHEHTOB HA0OPa ¢ yKa3aHsl B Ta0nuLe 3:
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Tabnuua 3 - TexHu4YecKHE XapaKTEPUCTHKH KOMIIOHEHTOB

Macca Habopa 368 r (£10%)

Pasmepsl Habopa (B kopoOke) ([AxI1IxB) 20x 13,5x 5,0 cm (£10%)

Pasmeps! TecTtoBoi KacceThl ([x11IxB) 99 x 20 x 4 Mm (£10%)

Pa3meps! makera u3 amoMmuaneboi ¢onasru (JIxI1) 140 x 70 mm (£10%)

Pa3zmepsl 0qHOPA30BOM MUNETKH Hmuna: 10,5 cm + 0,5 cm; OO0beM royioBKu
munetku: 8.3-11.3 mxn; O6pem: 97-127 Mkn

Pasmeps! npoOupku ¢ OydepHsIM pacTBOPOM AT 35 x 15 mm (£10%)

pasBeZeHns 00pa3oB (BHICOTA X BHEIIHHUM

AUaMETP)

Pasmepsr SD-kapth (AxI1IxB) 49 15mm x 21.9vm x 3,16MM (£10%)

Pasmep mitatua ¢ npooupkamu (JIxI11xB) 180 x 60 x 28 MM (£10%)

5.4. IPHHIHUII METOJA

[Ipunmun  paboThr  MEIUIIMHCKOTO M3/ OCHOBaH HAa WMMYHO(IIyOPECHEHTHON peakuun
cnenn(puIeCKuX MOHOKJIOHAIBHBIX-@HTUTEN C (PEPPUTHHOM B CBIBOPOTKE U IJIa3Me KPOBH YeIIOBEKa.
Tecr ucnonp3yeT MOHOKIOHANBHBIE aHTHTENA | K heppHTHHY, KOHBIOTUPOBAHHEIE C (DIYOPECHEHTHBIM
NaTEeKCOM, HAHECEHHBbIE Ha MPOKIAJKy B 00NacTH BHECEHHS 0Opa3lia TECTOBOW TMOJOCKH, W IpyrHe
MOHOKJIOHANBHBIE aHTHTeNa 1l Kk QeppuTuHy uenoBeka, HAHECEHHBIE HA TECTOBYK JuHHIO. [locie
TOTO, KaK 00pa3el HaHECeH Ha TECTOBYIO-IOJOCKY, aHTUTeNa K (pepputHHy uemoseka I, MedeHHBIC
(bITyOpPECIEHTHBIM JIATEKCOM, CBA3BIBAIOTCA C (peppUTHHOM B 00pasue M o0pa3yeT MapKupPOBAHHBII
KOMIUIEKC aHTHUI€H-aHTHTENI0. DTOT -KOMIUIEKC MUIPHPYET C TOKOM HUAKOCTU B 30HY OOHApyKEHUA
TecTOBOH monocku. Ha TecTOBOI ‘AMHMM NPOUEXOAMT €ro B3aMMOJENCTBHE C COOTBETCTBYIOLIMMU
UMMOOMIN30BAHHBIME Ha MeMOpaHe antutenamu Il k ¢epputuHy dYenmoBeka ¢ 0Opa3oBaHHEM
(ITyOpPECIIEHTHOTO KOMILIEKCA «AHTUTEN0-/aHTHTeH/-aHTHTENO0 TECTOBON IWMHHM». VHTEHCHBHOCTH
¢biryopecueHIIM  TECTOBOM JMHWM TNPONOPIHMOHANBHA KOMM4ecTBY (eppuTHHA B O0paswe.
KonuuectBennsiii  ummyHOQIyOopecneHTHbIN — anamusatop Geteinl 100, 1O  HHTEHCHBHOCTH
¢biryopecueHIMM H3MEpAeT W OTOOpakaeT Ha, IKpaHe -KOHLEHTPAIMs (eppHTHHA B HCCIETyEMOM
oOpasue.

6. ObOPYJJOBAHME, HEOBXOJUMOE /IVIs1 PABOTBI € HABOPOM

AHanu3atop Getein1100 s KOJTUYECTBEHHOTO onpeneneHus OMOMapKepoB
umMmyHodayopecteHTHBIM MeToaoM (PY NeP3H 2020/12609 ot 13.11:2020).
Taitmep.

CpencrtBa MHIWBMIYanpbHOM 3aIIMThl (Xanar (Hampumep, XanaT MeIULUUHCKUN MHOIopa3oBOroO
ucnoms3oBanusa mo TY 14.12.30-001-22816995-2017, OO0 «CTUJIbby, PY P3H 2019/8333 ot
26.04.2019r), macka (Hampumep, Macka meaunuHckas 3amuTtHas "DJxoteH" mo TY 32.50.50-012-
63055870-2020, OO0 "3xoten", PY P3H 2021/14380 ot 20.05.2021r), mepuatku (Hampumep,
[lepuaTku naTeKCHblE MEAWLUHCKUE JUAarHOCTHYECKHE HECTEPUIbHBIE OJJHOPA30Bble HEONMYApPEHHBIE
no TY 2514-001-44291926-2016, OO0 "Yrusepcanmencepsuc”, PY P3H 2018/6700 ot 22.01.2018r),
manouka (Hanpumep, [Hanouka meanumackas UNITE ogHopasoBas, n3.HeTKkaHOro Marepuana no TY
14.12.30-002-05892629-2021, OO0 "FOHT-ITPOA", PY P3H 2023/20019.07 06.04.2023r), 3amIuTHBIC
OYKM (Hampumep, JKpaHbl M OYKHM 3allMTHBIE CTOMAaTOJOTM4Yeckue B| HaOOpax M OTAENbHBIX
ynakoBkax, OOO "Kpadtsait @apma”, PY ©C3 2012/12023 ot 26.03.20181)).

JuctuinmmpoBaHHas BOJA.

X0oNnoAUIBPHUK 1a00PaTOPHBI MK OBITOBOMN, oOecnedynBarOIIMi TeMneparypHblii-pexum ot +2°C no
+8°C (manmpumep, XonoauabHuk papmaneptnueckuit XP-400 "TTO3UC", OAO "IIpou3BoacTBEHHOE
oobenuHenue "3asox umenu Cepro”, Poccus, PY ®CP 2009/05705).

Pekomenayercs HCHOAB30BAaTh AaBTOMATHYECKHE 03aTOPbl C YHUBEPCAIBHBIMM CTEPUIBHBIMU
HAaKOHEYHUKAMU i1 103aTOpoB o0BeMoM OT 5 g0 200 Mxm ans Oojiee TOYHOrOo OTOOpa MpoObI
(ranpumep, Jlo3aTOpPBl MUIETOYHBIE, OJHO- U MHOTOKaHaNbHbBIE, «bmk» no TY 9443-008-33189998-

10
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2009. 21. Hoszarop munerounsiit JAIIOII-1-10-100, AO "Tepmo ®umep Caiientudux”, PY OCP
2009/05681 ot 15.11.2016r).

7. AHO®OPMAIIUA O JIEKAPCTBEHHBIX ITPEITAPATAX H (MJIN)
PAPMAILEBTHYECKUX CYBCTAHIUAX, BXOIAIIIUX B COCTAB
MEJIUIIMHCKOI'O H3/IEJINA., TIEPEYEHD MATEPHUAJIOB ’KUBOTHOI'O H (MJIN)
YEJOBEUYECKOI'O ITPOUCXOXKIEHUA

B coctaB Habopa He BXOIAT JeKapCTBEHHBIE Npenaparsl U (apManeBTHYECKHEe CyOCTaHIINN, a TaKKe
MaTepHasibl-HeIOBEYECKOrO MPOUCXOMKIACHHUS.

B cocTtas.nabopa BXOAAT MOHOKIOHA/IbHbIE MBIIIMHBIE AHTUTENA, KO3bM AHTUMBIIIMHBIE aHTHUTENA.
JlaHHBIE pEeareHThl HE ABIAIOTCA ONACHBIMU.

8. NIPUMEHEHHE ME/UIINHCKOI'O U3EJINA
8.1. HIOAI'OTOBKA K TECTHPOBAHHIO

CobepuTe anamu3upyeEMbie 00Pa3ubIB COOTBETCTBUU C 1.4,

TectoBas kaccera, oOpasell M peareHTh! JOKHBI ObITh JOBEJEHB! 10 KOMHATHON TeMIlepaTypsl nepen
tectupoBanuem (ot +15 °C go + 25 °C).

[Iepen npumeneHnemM TecTOBOM KacceThl-He0OXxoaumo B aHanm3atop Getein 1100 BCTaBUTH BXOAAIIYIO
B Ha0Op SD-kapTy ans KarnOpoBKH npubopa.

IIpu HaHeceHnH 0Opa3la TECTORaA KacceTa AOIKHA OBITh PACIONOXKEHA HA POBHOI MOBEPXHOCTH.
Texnudeckoe o0cayxuBanue He Tpedyercs, T-K. U3enue ABIAETCS OJHOPA30BbIM

8.2. HIPOIE/1TYPA TECTUPOBAHUA

[loarBepaute HoMep napTuu SD-KapThl B.COOTBETCTBHY C HOMEPOM NMAapTHH TECTOBOrO Habopa.

IIpr HEOOXOAMMOCTH BBIMOIHUTE KATHOPOBKY-«SD-kapTay.

Ha rmaBaoM nnTepdeiice Geteinl 100 HaKMUTE KHOTIKY « © » JUId BXOJa B HHTepGeiic TeCTHPOBaHUS.
H3BnekuTe TECTOBYIO KacceTy M3 3aledaTaHHOFO, IaKeTa HEeNOCPEICTBEHHO Mepela MCIOIb30BAaHUEM.
[lomeTpTe TECTOBYIO KAacCeTy C TOMOLIbK HAEHTH(PHUKANMOHHOTO WM KOHTPOIBHOTO HOMEpa
NaluueHTa Ui KOHTPOJIA.

[lonoxkuTe TECTOBYIO KacCETy HA YUCTHIH CTOJI, PAClONOKUB €€ FTOPU3OHTAIBHO.

HaGepute 10 Mx1 006pasia ¢ TOMOIIBIO OJHOPA30BOM MUIETKH WIH 103aTOPA ¥ BHECUTE B IPOOHUPKY C
Oy epHBIM PaCTBOPOM T Pa3BEACHHS 00Pa3IIOB.

Octopo:xHO ¥ THIaTeNnbHO TnepeMmemaiite u BHecuTe 100.mknm cme€enm B OyHKY A oOpasLoB Ha
TECTOBOI Kaccere.

Jamyctute Taiimep. Bpems peakuuu 15 MuHyT.

BcraBeTe TectoByro kaccery B Geteinl100 m HaxkmuTe KHONKY. «CTapT» NMO HCTEYEHUH BPEMEHU
peakimu. PesynbpTar OyeT mokasaH Ha SKpaHe M pacredaTaH aBTOMATHIECKH.

IIpumeuanue:

TpeOyetcs BBINOAHUTH KATMOPOBKY IPH UCIOJAB30BAHUU HOBOI mapTuu HabOpOB.
Pexomennyercs kamuOposate Geteinl 100 mrs kax ot mapTuu HabOPOB.
Yo6eanTecs, 4TO TECTOBAs KaCCETa BBEACHA MPABWIBHO U TOJHOCTHIO (0 MIETYKA).

8.3. PETHCTPAIIMA U YUET PE3YJIbTATOB

Geteinl 100 MOxeT aBTOMAaTHYECKH OTCKAHHPOBATH TECTOBYIO KACCETy M OTOOPA3UTh pe3yiabTaT Ha
3KpaHe, pes3yabTaT Takke Oyaer pacnedaTaH Ha OmaHke. /lnd momydeHHs JONOJHUTEIbHOMN
WHPOPMALUHU HCTIONB3YITe HHCTPYKUMIO 1o mpuMeHeHnto Geteinl 100.

Ha xonTtpomnbrOit muamu C MpimmHble (QuyopecleHTHO-MedeHHble aHTHTena 1gG cBA3BIBAOTCA C
ko3buMM aHTHTenamMu npotus IgG memuu. ®dnyopecuenuus auHuu C CUUTBIBAETCS ONTHYECKUMHU

11
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KOMIIOHeHTaMu npubopa. Korna 3HadeHue HanpsKeHUs AN KOHTPOJBHOM JIMHUHM, CUUTBIBAEMOE
npubopom, meHbmie 150 MB, 3TOT pesynbTaT TecTta cuMTaeTCs HENEHCTBUTENBbHBIM, M 00pasen
HEOOXOAMMO CHOBA MPOTECTHPOBATH C TIOMOILBIO IPYTOil TECTOBOIT KaCCETHI.

8.4. HIHTEPIIPETAILIUS PE3YJIBTATOB

HHTepnperamnus pe3ynbTaToB MPOM3BOIUTCA HA OCHOBAHWH TOKa3aHWil aHamm3aropa Geteinl 100 s
Habopa peareHTOB 111 KOTMYECTBEHHOTO onpeneneHus GpeppuTiHa B 00pa3lax CBIBOPOTKHU U MIa3Mbl
KpPOBH. UenoBeka mMMyHO(uyopecueHTHBIM MeTonoM (Ferritin Fast Test Kit (Immunofluorescence
Assay)) . mocne BBemeHus tectoBoil kacceTsl. Geteinl 100 otoOpakaeT Ha PKpaHe Pe3yabTaT B BHUIE
M3MEPEHHOTO 3HAYCHMUS, €CIH 3HAYeHHEe HAXOIUTCA B IIPeenax ANana3oHa u3MepeHus npuoopa.

[lpumeuanue: = Pa3baBbTe o0Opasen, KOHIEHTPAIHMA KOTOPOrO  BHIILIE BEPXHET0 Ipenaena,
OTpUIATENBHBIME 00pa3naMu, kK03pduirenT pazdasieHus 10KeH ObITh He Oonee 50.

O/KNJAEMOE 3HAYEHUE
OsxnnaemMoe HOpMaJIbHOE 3HAUCHHE 11 (DepPPUTHHA OBIIO OIPEAETICHO MyTEM TECTHPOBAHUS 00Pa3LOB
OT YCJIOBHO 3/I0POBBIX MYKUMH M JKEHIIHH.

rpyimna BO3PacCT KOJINYECTBO 95% pedepeHc-UHTEPBAI (HI/MI)
MY KYIHEI 20-60 254 30.00-400.00
JKEHIIUHBI 17-60 205 12.00-150.00

PexoMenayercs, 9To0bI Kaxaas JabopaTopusi yCTAHOBHIA CBOM COOCTBEHHBIE pedhePEHCHBIE 3HAYECHHS
Ui 00cnenyeMoi oMy IsLuN JICH.

JlnTepaTypHbie HCTOYHHKH:

1. Torti F M., Torti S V. Perynsauus resos thepputura u 6enka. [J]. Blood, 2002, 99(10):3505.

2. Theil E C., ®epputun: CTPyKTYpa, peryasuns TeHOB U KJICTOYHAd (QYHKINS Y )KHBOTHBIX, PACTEHUI
u Mukpoopranu3Mos [J]. Annual Review of Biochemistry; 2003, 56(1):289-315.

3. Kell D B, Pretorius E. CsiBOpOTO4HBII (PEPPUTHH ABAAETCA BAXKHBIM MAPKEPOM BOCHAIUTEIBHBIX
3a007€BaHul, IOCKOJIBKY OH B OCHOBHOM SIBIISI€TCS MPOAYKTOM yTEUKH M3 NMOBPEKIEHHBIX KIETOK [J].
Metallomics, 2014, 6(4): 748-773.

4.Cho M R., Park J K., Choi W J., et al. YpoBeHb CBIBOPOTOUHRIO (heppPUTHHA TOJIOKHUTEIBHO CBA3AaH
C PE3UCTEHTHOCTHIO K HMHCYJIWHY W MeTa0OJMYEeCKMM CHHAPOMOM Y JKEHIIMH B ITIOCTMEHOTAy3e:
oOIIeHaMOHATEHOE ONYJIAIIHOHHOE UcciienoBanue [J].-Maturitas, 2017, 103:3.

9. CPOK TOJHOCTH, YCJIOBHUA XPAHEHMSA,  TPAHCIIOPTHPOBAHMA,
IKCILUIYATALIUA

3agBIECHHBIN CPOK FOJHOCTU MEIUIMHCKOTO U3eNus MpH cOOM0AeHNN YCIOBUN XpaHeHus 24 mecaua
npu Temneparype 4~30°C.

Habop coxpanser cBoM 3KCIUTyaTalMOHHBbIE XapaKTEPUCTHUKU BIUIOTH, A0 ATkl MCTEYEHMS CPOKa
TOJHOCTH, YKA3aHHOI Ha 3anedyaTaHHON YNaKOBKe U3JENus, MPH YCIOBUN HaJIEXkKaIlIero CoOM0ACHU
YCIIOBUHN XpaHEHHs U TPAHCIIOPTUPOBKH.

TpancnoptupoBaHue Habopa cieayeT NPOU3BOAUTH BCEMU BUJIAMH KPBITOTO TPaHCHOpPTa HpPH
temneparype oT +4°C mo +30°C. B COOTBETCTBMM C MNpaBWIAMM IE€PEBO30K, ACHCTBYIOIIMMH Ha
TpaHCHOPTE JAHHOTO Buaa. JlomyckaeTcs TpaHCHOpTUpoBaHUe npH Temneparype g0 37°C B TeueHue
14 cyTOK.

W3nenusi, TpaHCIOPTUPOBAHHBIE C HApPyIIEHUEM TEMIEPATYPHOrO pPEXKUMa, TNPUMEHEHHIO He
MOJJIEKAT.

Hcnons30BaTh TECTOBYIO KacceTy B Te€UeHHE | "aca mocie BCKPBITHA npu TemmepaTtype ot +15°C mo
+30°C.

PekoMenayeTcss HeMCNoNb30BaHHbBIE PeareHThl MOCAE BCKPBITHA YNAaKOBKH XPaHUTh B 3aledyaTaHHOM
BUJI€ B OPUTHHAIBHON yrakoBke mpu Temreparype ot +4°C mo +30°C He Gonee 7 qHE.
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I[J'IH NOJYUCHUA HAACKHBIX PE3YIbTATOB HeO6XOZ[I/IMO CTPOroe CO6J'IIOI[€HI/IG AHCTPYKIHH TIIO
MPUMEHEHUIO HA0OPa PEareHTOB.

10. TPEBOBAHMHSA K CTEPUIN3AIIMHU U JE3SUH®EKIIUHU

KommoneHThl HaOOpa HE CTepWIbHBI U He TPeOyroT perymsapHod aesuHpexkuun. Habop smusercs
W3AETHEM OAHOKPATHOIO MPUMEHECHHUS.

11. MEPBI IIPEAOCTOPOKHOCTHU ITPH PABOTE C HABOPOM

— IIpeana3HavyeHO TOABKO AJI1 IUATHOCTHKU i1 VIlro.

— IlpennasHaueHo TOABKO A1 MPOQPECCHOHATBHOTO HCIOIb30BAHMA.

— He ucnons3yitte Habop nmocnae uCTeYeHUs CPOKAa FOAHOCTH.

— He ucnons3yiite TeCTOBYIO KacceTy, eciu (HOIBIrUPOBAHHBIN MAKET TOBPEKIEH.

— He oTkpsiBaiiTe (hOIBrHpOBAHHBIN NAKET C TECTOBOW KACCETOH 10 TeX MOP, MOKa He OyAeTe TOTOBBI
IPOBECTH TECT.

— He ucnonb3yiiTe NOBTOPHO TECTOBYK) KACCETY.

— He ucnons3yiiTe 0AHOPA30BYI0 MUNETKY MOBTOPHO.

— OOpanraiitecs co BceMu 00pa3liaMy Kak ¢ MOTEHIMAAbHO MHpekmmonabMu. Crneayer cobnroaare
HaAJeKalue MeToabl 00pabOoTKI-H Y TUIN3ALMHY B COOTBETCTBUU C MECTHBIMH NMPABUIAMMU.

— DBaHumarensHO mnpouMTaiitTe M CACAYHTE HHCTPYKLUH @O NPUMEHEHHIO, 4YTOObI 00eCHeduTh
IPaBUJIBHOE BBINIOJHEHNE TECTA.

12. OTPAHUYEHUA

1. [IpenHa3Ha4eH TOABKO AJIA HCIONB30BAaHIA COBMECTHO ¢ ananm3atopom Getein 1100.

2. Kak u B ciy4ae cO BCEMU AMArHOCTUYECKUMU TE€CTaM¥, OKOHYATEIbHBIN KIMHUYECKUI AMAarHo3 He
CleAyeT CTaBUTh HAa OCHOBAHUM PE3WIbTaTA <OJHOrO TecTa. Pe3ynpTratel TecTa caeayer
HHTEPNPETHPOBATH C YIETOM BCEX IPYrHX PE3yibTaTOB TECTAa M KIMHUYECKOI MHPOPMALUU, TAKOH
KaK KJIMHUYECKHUE MPU3HAKU U CUMITTOMBI.

13. BE3OITACHAS YTUJIN3AIIUA

OOpamenue ¢ 0TX0OaMHu OCYIIECTBIAAETCA B COOTBETCTBUH ¢ TpeOoBanusamu CanlluH 2.1.3684-21.
Martepuansl, BXoasIIMe B COCTaB HabOpa, He TPeOYIOT 0CcOoOBIX cMOCO00B YTHIM3ALMH, HE ABIAIOTCA
KaHLIEPOT€HHBIMU, MyTareHHbIMU WJIM TOKCUYHBIMHU, HE IPUBOIAT K. €CHCUOMIN3ALNH, aNIEPrUIecKOM
peaKkIMy, He BJIHAIOT OTPULATEIBHO HAa PENPOAYKTUBHYK (YHKHHIO, HE HECYT SKOJOTHYECKOI,
WHQEKITMOHHON MU (PU3NIECKON OITACHOCTH.

[lepeuenp pUCKOB, HACHTH(PUIMPOBAHHBIX B MPOLIECCE aHANII3A PHCKA, W ENOoCcOOb! yIPaBICHUA UMHU
IIPeICTaBIEHb! OTJAENbHBIM JOKYMEHTOM (CM. AHAJIN3 PUCKOB).

Ykazanne Ha HeoOXOAHMOCTH CHENHAJBHBIX Mep HPeAOCTOPOKHOCTH MNPH YHHYTOKEHHH
HEHCI10/1b30BAHHBIX MEIHNUHCKAX A31e/1Hi

Ha6op, B coorBerctBum ¢ CanlluH 2.1.3684-21 "CanutapHO-3MHAEMHOIOTHUECKUE TPEOOBAHUA K
COZIEPKAHUIO TEPPUTOPHI TOPOACKUX M CENBCKHUX MOCEAEHUHN, K BOOHBIM 00BEKTaM, MUTHEBOH BOJIE U
MUTBEBOMY BOJOCHAOKEHUIO, aTMOC(HEPHOMY BO3AYXY, TTOYBAM, JKHJIBIM TIOMEIIEHUAM, SKCIUTyaTaluu
MIPOU3BOJCTBEHHBIX, OOIECTBEHHBIX NIOMEIIEHHH, OpraHu3anim

U TIPOBENEHUIO CAaHUTAPHO-NPOTHBOAMUAEMHIECKHUX (TPOPUITAKTHISCKHUX) MEPONPUATHN" OTHOCHUTCS
K Kjgaccy A - OTXOAbl, HE HMEKIIHE KOHTaKTa C OMONOrMYEeCKMMH JKHAKOCTAMH MaLUEHTOB,
WHQEKIMOHHBIMH ~ OONBHBIMH H  KJaccy b (SmumaeMuonoruyecksm ONMacHble  OTXOABI) —
WHOUIHUPOBAHHBIE ¥ MOTEHIMAIBPHO WHQUIMPOBAHHBIE OTXOABI, MaTepualbl W HWHCTPYMEHTHI,
NpeaIMEThI, 3arPA3HEHHBIE KPOBBIO H/UIH APYTHMH OHOJOTHUECKIMH KU IKOCTSIMH.

14. TAPAHTHUH ITPOU3BOJUTEJIA

HaGop peareHTOB il KOJAMYECTBEHHOrO onpeaeaeHus ¢pepputuna B 00pasLuax ChIBOPOTKH ¥ TLIA3MBbI
KpOBH uenoBeka mMMyHoQuyopecueHTHBIM MeTonoMm (Ferritin Fast Test Kit (Immunofluorescence
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Assay)) paspaboTaH, NpOU3BENEH, NPOBEPEH U YMNAKOBaH C MAaKCHMAaJbHOH OCTOPOKHOCTBIO.
Kommnanns «Getein Biotech Inc.» raparTipyer cTabMIBHOCTP MEIUIIMHCKOTO U3AETUSA 10 OKOHYAHUSA
CpOKa rOJHOCTH MPH COOTIOACHUH YCIOBHI TPAHCIOPTHPOBAHUSA, XPAaHEHHS U NPUMEHEHUS.
[Ipon3BomuTENs TapaHTUPYET CTAOMIBHOCTh MEAULIIMHCKOTO M3 10 OKOHYAHHA CPOKa TOAHOCTH
pH COOTIOICHUH YCAOBUI TPAHCIIOPTUPOBAHMSA, XPAHEHUS M TPHMEHEHHS.

[Ipon3BomuTENs TapaHTHUPYET OE30MACHOCTh MEIMIIMHCKOTO H3IENHSA, OTCYTCTBHE HEIONYCTHMOIO
pUICKa MPHYMHEHUS BpPEAa JKH3HH, 340POBBI0 UENOBEKAa M OKPYKAKOLIEH Cpele MPU HCIOJb30BAHUH
Habopa pPeareHToB MO HA3HAYEHUIO B YCIOBUAX, NIPEAYCMOTPEHHBIX TPONU3BOAUTENIEM.

B caygae moOBIX BONPOCOB, CBS3aHHBIX C TapaHTUSAMH CO CTOPOHBI llpomsBogurens, mpoceba
Hanpasaath ux B OO0 «POTAHA», YnoanoMmodyenHomy npeacrasutento [Ipounssoaurens 8 Poccun.

15. ©ICITOJIb3YEMBIE ITPOU3BOJUTEJIEM CTAHJAPTDI

I'OCT ISO 13485-2017 H3nenus mMeaMUMHCKOro HasHaueHus. (Cucrema ynpaBleHHS KaueCTBOM.
Tpebosanus 1 ueneil peryaupoBaHus.

I'OCT ISO 14971-2021 M3genua meauMuMHCKOro HasHaueHHdA. IIpuMeHeHne MEHEIKMEHTa pUCKa K
MeAULUHCKHM U3IeIUAM.

I'OCT P UCO 23640-2015 Mzxpenuss MEAUIMHCKOro HazHadeHus in viro. OueHka CTaOMIBHOCTH
peareHTOB AN AMarHOCTUKH il VILro.

I'OCT P EH 13612-2010 Ouenka (QyHKINOHAIBHBIX XapaKTEPHUCTUK MEIMIMHCKUX H3ACIHH A
IUArHOCTUKH In VIlro.

I'OCT P UCO 18113-1-2024 ‘MenuuuHCKHE W3AeTUs I TUArHOCTHKHU in vifro. Unbopmanms,
NpeaoCTaBIeHHass M3roToBureneM (mapruposka). Yacte 1. TepmuHbl, ompeneneHus u oOmme
TpeOOBaHUS.

I'OCT P MCO 18113-2-2024 "MeanuuHCKUE M3IeNus A8 IUATHOCTUKH in vitro. UHbopmamms,
IIpelocTaBlIeHHas U3roToBurenem (Mapkuposka). Yacte 2. PeareHTsl A1 AMAarHOCTUKM in Vilro 1d
po(eCCHOHATBHOTO MCIIOIb30BAHUS .

I'oCT P UCO 15223-1-2023 HWznenus meaunuHckue. CUMBOJBI, NMPUMEHAEMBIC IS Nepenadu
nH(OPMaLUH, TpeaocTaBseMoi nroroputeieM. Yacts 1. OCHOBHBIE TPEOOBAHHS.

I'OCT P HUCO 17511-2022 Hzpgenuss METUHMHCKHE AAd AWATHOCTUKH in vitro. TpeOGoBaHms
YCTAaHOBJEHHIO METPOJIOrHYeCKON MpOCIeKUBAEMOCTH | 3HaYEHHUM, NPUIUCAHHBIX KaiauOpaTopawm,
KOHTPOJIBHBIM MaTepuaiaM MpaBuIbHOCTH M 00pa3niaM OMOJIOrMYecKOro MaTepuana 4yenoBeka.

I'OCT P 51088-2013 MeauuuHckue M3A€aus A8 AMArHOCTUKM HMH BUTPO. PeareHThl, HaOOpsbI
peareHToB, TeCT-CUCTEMbI, KOHTPOJbHBIE MaTepUaisbl, IUTaTedbHble cpenbl. TpeOoBaHUA K U3AETHAM
U NOJAEePKHUBAOLIE TOKyMEHTALUU.

I'OCT P 51352-2013 MeauuuHCKuE U3AEMUA ISl AMATHOCTUKUA UH BUTPO. MeTO1bI HCTIBITAHUH.
IIpuka3 Munzapasa Poccun ot 19 sauBapsa 2017 roma Ne 11n «QOO0.yTBepxaeHun TpeOOBaHHH K
COJEP/KAHUIO TEXHUYECKOM M SKCIIyaTallMOHHOM [MOKyMEHTAUWU NPOM3BOAMTENS (M3rOTOBUTENA)
MEIUIIMHCKOTO U3JETHs.

IIpuka3 MunszgpaBa Poccuu ot 6 urons 2012 roma Ne 4n «OO. yTBep:KIeHUH HOMEHKIATYpPHOM
KIacCH(UKAUUN METUIIMHCKUX H3IEITUI).

Ilocranosnenue IlpaButensctBa PD ot 30 Hos0psa 2024r. Nel684 «OO0 yTBepxaeHUU MNpaBUl
rOCyIapCTBEHHON PEruCTpalii MEAULIUHCKUX U3CITHIY.

[Ipuka3z Munzapasa Poccun ot 30.08.2021r. Ne 8851 "OO0 yTBepKACHUN HOPAIKA NPOBEIEHUS OLEHKH
COOTBETCTBUS MEINIMHCKUX U3eTui B (hopMe TEXHNUECKUX UCTIBITAHUN, TOKGHKOIOTHYECKUX
UCCNIEe0OBAaHMNM, KIMHMYECKUX HCIBITAHUI B LEIAX TOCYJapCTBEHHON perHeTpalun MeIUIMHCKUX
u3aenui"”.

16. AHAJIN3 PUCKOB

[TpousBoauTeneM ObLI BHEAPEH U MOAAECPIKUBAECTC MPOLECC YIPABIECHUS PHCKAMH B COOTBETCTBHU C
TpedoBanusamu cranaapra OCT ISO 14971-2021.

Habop peareHTOB A1 KOTHYECTBEHHOTO ONpeneneHus pepputuHa B 00pa3lax CHIBOPOTKH U IIa3MbI
KpPOBH uenoBeka mMMyHOQuyopecueHTHBIM MeToaoM (Ferritin Fast Test Kit (Immunofluorescence
Assay)) oOnamaer O4eHb HW3KHM IOTEHIMAIOM B OTHOLICHWH PHCKOB W IOCIE OLEHKH PHCKOB
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JOJKEH paccMaTpuBaThes KaK MNPOAYKT, Oe30macHblil 171 nojp3oBaTens. Bece Mepsl MO yIpaBleHUIO
PUCKaMU BHEJPEHBbl U IPOBEPEHBI, OOIIMH OCTAaTOUHBII PUCK, CBA3AHHBII ¢ Ha0OPOM, MpHUEMIIEM C
MOMOILBIO MEP CHIKEHHS pUCKa. HenmpuemiieMslil pUCK OTCYTCTBYET.

17. OIMCAHHUE UCITOJIb30BAHHbBIX CUMBOJIOB

Jns MapkupoBKH HaOOpa MOTYT OBITh HCIOJB30BAHBI CIENYIOIINE CUMBOJBL Bonee moapoOHO oHHM

paccmotpensl B crangapte [TOCT P UCO 15223-1-2023.

Onucanue CHUMBOJIOB, MCIIQJIB3YCMBIX IIPHU MAPKUPOBKH MEIUIIMHCKOI'O M3JACUA

I'padgnieckoe
0003HAYEHHE

IlpuBeaennas nndgopmanns

‘ H3rorosurenp

|VD Meaunusackoe u3nenue s ITMarHOCTUKHU N Vilro

TemnepaTypHbIil 1Mana3ox

€
[Il: OoOpaTtuTech K MHCTPYKIIHH 110 NPUMEHEHUEO
REF Howmep no karanory
LOT Kon naprus

g HUcnonw3oBaTth 10

&l JlaTa u3roroBieHus

3anpeT Ha MOBTOPHOE NPUMEHEHUE

N&=
@ He ucnonp30BaTh NpH MOBPEKIEHHH YIIAKOBKH

r A
CopepkuMOro A0CTaTOYHO IS MPOBEIEHUA <n> TecTa
[ 4n
EC |REP YTnomTHOMOYEHHBII npeacTaBuTeNb B EBponeiickom coolrecTse
‘ ‘lE CootBetcTBYeT OCHOBHBIM TpeboBanuaM Jupextussl EBponeiickoro Corosa

f g Getein| Jlorotun

Biotech, Inc.

* TONOJIHUTENBHO MOXKET ObITh HaHeceH QR kox

Howmep:

WIF84-S-08

JlaTa BCTYILIEHNS B CHITY:
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18. PEKVIAMAIIMHN

brnarogapum Bac 3a mokynky HaGopa peareHTOB ajisi KOJIHMYECTBEHHOTO OMpeneieHus (peppuTtHHa B
o0pasuax ChIBOPOTKH W IJIa3Mbl KPOBH 4eloBeka mMMyHO(pyopecueHTHBIM Metonom (Ferritin Fast
Test Kit (Immunofluorescence Assay)). [loxkanyiicTa, BHUMATEIbHO IPOYUTANTE JAHHOE PYKOBOIACTBO
nepea HadalloM 3KCIUTyaTaluu, 4YTOOBl 00ECHeunTh NPaBHIBHOE HCHodb30oBaHHEe. [lo Bompocam
kagectBa Habopa peareHTOB I KOJIMYECTBEHHOTO OnpeaeneHns GpeppuTiHaa B 00pa3nax CbIBOPOTKU
W TUIA3MBl  KpOBH denoBeka ummyHodayopecuentHeiM Metogom (Ferritin Fast Test Kit
(Immunofluorescence Assay)) caenyer oopamarbcs B OOO «POTAHAV.

Anpeet 117342, r. Mocksa, yi. 'enepana AnTOoHOBa, 3A

Temedon/baxc:

+7(495)646-2861

+7(495)646-2862

+7(495)646-2863

+7(495)646-2864

+7(495)646-2865

DnekrponHas noura: med@rotana-rf.ru
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