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Julongshan District, Pingshan, Shenzhen,
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NHCTPYKLUWA MO MPUMEHEHUIO
MEANLIHCKOIO N3AESNA

[lepBUYHbIE KPO/IMYbW MOHOKJ/IOHas/IbHblEe aHTUTesna Aans
Oo6HapyxeHua 6enka SOX-10 MMMYHOTMCTOXUMWUYECKUM
MeToAOM B AMarHoCTMKe in Vitro ana pyyHoro wnu
aBTOMaTn4yeckoro ucnosib3osaHma (SOX-10 Antibody
Reagent), B BapuaHTax UCMNOJIHEHUS

Bepcusa 1.1

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Dartmon

CopepxaHne

1. HAMUMEHOBAHWME METMULI1IVHCKOTO N3LEJTUA oot 4
CBEMNEHNA O NPON3BOAWTENE N YMOMTHOMOUEHHOM NMPON3BOAUTE/NE................... 4
2 HABHAYEHWE MEJTUMUHCKOTO UBAENMUS oottt eennnee e 6
3. OMUCAHUE MPUHUNTA LENCTBU A ..o sasanaes sesessessnsssanasnenens 7
MOKA3AHUNA N MPOTUBOMOKA3AHUA KIPUMEHEHUIO ...t 8
OBNTACTD MPUMEHEHWS ettt e ee e ree e enaee tenteeeanneeesneeeans 8
MHPOPMALUMA O MOTEHUUMANBHBIX MOTPEBUTEJIAX .c.oiiiiii et e eeiee e 8
4 KOMMNNEKT NOCTABKW M COCTAB MENIN!I INHCKOTO U3AENUA .ccvivieees e 8
5. OMMNCAHUE XAPAKTEPUCTUIK ittt ettt et st e e e naeeeennnees teeesbneesanneeaes 10
5.1. TexHn4yeckme n CbyHKNNOHAIBHbLIE XA0AKTEOUCTUKM ...cceuuueieaiiiiiieaeeeeeeeite e e e eeeaien eeeeeeeenais 10
6 MPOBELEHUE AHATIVSBA ..ottt ettt et es et tennaae 2resseseseenenensens 15
7. NHTEPMPETATINA PESYIBTATOB ..ottt e enre e e 19
8 OTPAHUUEHUSA AHATINIBA ettt tenn eetebeenneaeanenes 20

9 MEPEYEHDb n ONMMUCAHUWE MATEPVANOB MEAVNMNMMNHCKOTI O N3OENNA.
BCTYMAKOWMUX B HEMOCPEACTBEHHbLIA WA OMNOCPEAOBAHHbLIA KOHTAKT C
OPTAHUIMOM TTATTUEHT A et e e e e e e e aas 2eeeeeeassnnnnaans 21

10 MEPEYEHb MATEPUMANOB W CHEMMNANIbHbIX MATEPUMANOB. KOTOPbIE
TPEBYIOTCA AONA NPOBEAJEHUA TECTUPOBAHWA. HO HE COLEPXATCA B

KOMIMJIEKTE MOCTABKU USAEJIA ... smsreeee s 22
11 NPEAYNPEXAEHNA U MEPbI MPEAOCTOPOXHOCTU ....oeiiiiiieeeeeeees e, 24
12 CBEAEHNA O MAPKMPOBKE MEANTIMHCKOTO U3SAENMUNA . i, 25
13 NMMOPANMNK NYCNOBUA YTUNUSATIUN N YHUHTOXEHUNA USOAENNA.........ccceee 26
14 VH®POPMAMUNA OB OBCTOATEJ/IbCTBAX. MNPV KOTOPbLIX NMOTPEBUTENb AOJ/1XXKEH
MPOKOHCY/IbTUPOBATLCA C MEANUNHCKUM PABOTHUKOM .....cooois 27
15 OMWCAHWE YCTOBUA TPAHCIOPTUPOBAHUIA ....ooieceeieeeeeeeeeeeee e e 27
16 CPOKTOAOHOCTU MYCNOBUA XPAHEHWUSA ... e 27
17. YCNTOBUA SKCTITIYATAY U oo rrrrrrnrenea e 27
18. MEPEYEHb NMPUMEHUMBIX CTAHLOAPTOB ...t e 28

19 TMNEPEYEHb MATEPUWANIOB XWBOTHOIMO MNPOUCXOXAEHWUA C YKA3AHWEM
CBEAEHUN OB UX BUONOTUYECKOM BESOMACHOCT W oot weereneneeennenenens 28

20 CBEAEHUNA O JIEKAPCTBEHHbLIX CPEACTBAX  ONA MEOVWLUMHCKOTIO
MPUMEHEHUNA. COOEPXALWNXCA B MEONUMNHCKOM USOEJTUWN .....ocoviies i, 28

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Dartmen

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Dartmon

1. HAMUMEHOBAHWE MEANUNHCKOIO U3AETNA

MepBUYHBbIE KPO/IMYbU MOHOK/IOHA/IbHble aHTUTena ANnsa obHapyxeHuna 6enka SOX-10
UMMYHOTMCTOXUMNYECKUM MeTOoAOM B AWarHocTuke in Vvitro Ang pydyHOro wunau
aBToMatTnyeckoro ucnosb3oBaHua (SOX-10 Antiisody Reagent), B BapuaHTax
NCNOJSTHEHUS

NpumeyaHue: nanee HauMeHOBaHMe YnTaTb Takxe; AHTUTena; AHTUTena Kk SOX-10; V3genne;
MeguuynHckKoe nsgenue.

1.2 HammeHoBaHMe mogudunkaunin uagenns

MepBMYHbIE KPOJSIMUbWU MOHOKJ/IOHaNbHble aHTUTesla ANa obHapyXeHus 6enka SOX-10
UMMYHOTMCTOXUMNYECKMUM MeTOAOM B AuarHoctumke in vitro Ansa pydyHOro wunau
aBToMatTmyeckoro ucnosibzosaHusa (SOX-10 Antibody Reagent), B cocTase:

BapuaHT ncnonHeHna 1: TllepBUYHbIE  KPOJSINUbU MOHOK/IOHaNbHbIE aHTuTena pAanA
06HapyXeHusa 6enka SOX-10 MMMYHOTMCTOXUMNYECKMM METOAOM B AMarHocTuke in vitro ans
py4YHOro nam aBTomaTmyeckoro mcnosib3oBaHms (SOX-10 Antibody Reagent), piakoH 3 mn,
roToBble K NPUMEeHeHUIo -1 wWT.

BapuaHT ncnonHeHmna 2: T[lepBUYHbIE  KPO/ANYbW MOHOK/OHalIbHble  aHTUTena AN
ob6HapyXeHna 6enka SOX-10 MMMYHOTMCTOXUMUYECKUM MeTO40M B AMarHOCTUKe in vitro gns
PY4YHOro nauM aBTOMaTUYeCcKOro mcnosb3loBaHusa (SOX-10 Antibody Reagent), donakoH 6 mn,
roToBble K NPUMeEHeHUIo - 1 wT.

BapuaHT ncnosnHeHna 3: TllepBUYHbIE  KPOJSINUbW MOHOKJ/IOHa/IbHbIE aHTuTena pAanA
00OHapyxeHunsa 6enka SOX-10 MMMYHOTMCTOXUMUYECKMM METOLO0M B AMarHocTuke in vitro gns
PYy4YHOro nanm aBToOMaTM4yeckoro mcnosib3oanmsa (SOX-10 Antibody Reagent), donakoH 10 mn,
roToBble K MPUMEHEHMUIO -1 LT,

CBEAEHWNA O NPON3BOAWNTENE UWYNOMNHOMOYEHHOM NMPON3BOANTENE

Ta6bnuua 1: CBegeHus o paspaboTyunke:

MpousBoanTeNb U3AeNns Shenzhen Dartmon Biotechnology Co., Ltd.
(WaHbYwKaHb JapTMoH BaioTekHosnogxun Ko.,
nra.)

Shenzhen Dartmon Biotechnology Co., Ltd.
(WaHbYwWK3Hb dapTMoH BaliotekHonoaxu Ko.,
nra.)

901, Building C, Jinweiyuan Industrial Park,

Apfpec npounssoaunTens
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Homepa TenedgoHoB

Afnpec 3NeKTPOHHO NoYTbl

Tab6nunuya 2: CBefeHnda o npousBoaunTene:

MponssoguTensb usagenud

Appec npovsBoauTens

Homepa TenedgoHoB

Appec 31eKTPOHHOW NoYTbl

Dartmon

Julongshan District. Pingshan, Shenzhen,
Guangdong, P.R.China
(9-1  sTax, kopnyc C, L3uHbB3li0aHL

MPOMBbILWEHHBbIV NapK. PalioH Li3tonyHWwaHb,
MuHwaHb, WaHbYWKIHb, NpoBUHUMA yaHaYH,
Kntait)

+86 755 8616 1828

www.dartmon.com

Shenzhen Dartmon Biotechnology Co., Ltd.
(WaHbYwWk3Hb JapTMOH BaiotekHonogxun Ko.,

nra.)

Shenzhen Dartmon Biotechnology Co., Ltd.
(WsHbYWK3Hb JapTMoH BanoTekHonomxu Ko.,
nra.)

901, Building C, Jinweiyuan Industrial Park,

Julongshan District, Pingshan, Shenzhen,
Guangdong. P.R.China
(9-1  atax, kopnyc C, L3uHbB3ii0aHb

NPOMbILINEHHbIA Napk. PaioH L3tonyHwaHb,
MuHwaHb, LW3HBbYK3Hb, NPOBUHUMA ['yaHOYH,
Kntaii)

+86 755 8616 1828

www.dartmon.com

Ta6nuuya 3: CBeaeHNst 06 ynosIHOMOYEHHOM NpeacTaBuUTene:

YNONTHOMOYEHHbIW NpeacTaBuUTEeNb

Appec npeactaBuUTens

Homepa TenegoHoB

ALpec 9NeKTPOHHOW NoyTbl

Tabnnua 4: Agpec mecTa npon3BoacTBa:
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O6uwecTBOo ¢ 0paHNYEHHOW OTBETCTBEHHOCTbLIO
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7(812)305 06 06
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OpraHun3saynoHHO-NpasoBas hopma u Shenzhen Dartmon Biotechnology Co., Ltd.
MoJIHOe HaMMeHOBaHWe PbLeANYECKOro (WaHbWwk3aHb fapTmoH BanoTekHononxn Ko.,
nnua, agpec nra.)

901, Building C, Jinweiyuan Industrial Park,
Julongshan District, Pingshan, Shenzhen,
Guangdong, P.R.China

(9-  aTax, kopnyc C, LI3anHbB3lil0aHb
NPOMbIW/IEHHbIV Napk. PalioH Li3tonyHwaHb,
MHwaHb, WaHbWKIHL, NpOBUHLUNMA [yaHAYH,
Kntai)

2. HASBHAYEHVE MEOAVNUWMHCKOIO N3AENNA

Ona npumeHeHUs nNpM MMMYHOTMCTOXMMMYECKOM WCCeAoBaHUN C Lefiblo KayeCTBEHHOrOo
onpeneneHna 6enka SOX-10 B cpe3ax TKaHel 4denoBeka, PUKCUPOBaAHHbLIX B (popmMasiuHe wn
3an1MTbIX B napaduH, B KayecTBe BCMNOMOraTefnlbHOro cpeactBa A/19 AMArHOCTUKWM in vitro
OHKONOrnMyecknx 3aboneBaHuii. W3genue nNpuMeHMMO Kak A1 pPy4YHOro, Tak W Ans
aBTOMaTU4YeCKOro okpalinBaHus.

OnuvcaHune ueneBoro aHannTa

3genne npepgHasHadyeHO And ob6HapyxeHus 6enika SOX-10 B o6pasuax naumeHToB,
oUKCMpOBaHHbIX B (hOpMasJZIMHe U 3aNTbIX B napaduH.

Hay4Hast 060CHOBaHHOCTb

AHTUTENa - 3TO pPacTBOPUMbIE [NIMKOMPOTEUHbI TN0OYIMHOBOW (hpaKuum CbIBOPOTKM KPOBMU
N pgpyrux OUONOrMYEecKUX KUAKOCTel, obpasywowmecas B OTBeT Ha BBeAeHWe Wunu

NPOHMKHOBEHNE aHTUTeHa (YYX”X)AHbIX BEL,ECTB, B TOM Yync/e 6aKkTepuii, BUpyCcOB, TOKCUHOB)
B OpraHnu3m 4yesioBeKa M XXUBOTHBbIX.

Ha cerogHsWHWA f[eHb aHTuTena SABAAKTCA Hambonee BaXHbIMW —peareHTamu  Ass
MCnonb3oBaHUA B hyHAaMeHTaslbHbIX U MPUKAaAHbIX MCCAefoBaHUAX, YTO 06YCNOBMAEHO WX
CMOCOBHOCTbIO K BbICOKOCNELMNUYECKOMY CBSA3bIBAHUIO C @aHTUTEHOM (MOJIEKYTON-MULLEHBbIO),
BbI3BaBLUMM NX 06pa3oBaHue.

AHTUTENA WMET LWUPOKUIA CMNeKTp TMNPUMEHEHUI A B GUOMOTMYECKUX WU MeAUUMHCKUX
nccnenoBaHUaX, TakMxX Kak MMMYHOTMCTOXUMWUS, BECTEPH-G6/I0OTTUHI, MPOTOYHasi LMTOMETPUS,
UMMYHOMpeunnmuTauus u .4

B ocHOoBe /1106011 UMMYHO/IOTMYECKOW pPeakumn NexnT B3auMoadencTBne aHTUreHa ¢ aHTUTes oM,
KOTOpoe npuBoAMT K (OPMUPOBAHUIO  KOMMJIEKCA  «aHTUTeH - aHTUTeno». B
MMMYHOTUCTOXUMMUYECKOM aHanuse HaHeceHue nepBUYHbIX aHTUTen ABNAOTCS
HEeOTbeM/IEMbIM LLIAroM Mpu NOCTaHOBKE peakuuin.
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®yHKUMOHaIbHOE Ha3HaYeHne MegMLMHCKOT0 N3aenms

Ncnonb3yeTtca B KayecTBe BCromoraTeslbHOro cpeacTBa  Af1A  AMArHOCTUKM  in Vitro
OHKOJTOrnM4Yeckux (3/10Kka4ecTBeHHbIX) HOBOO6GPa30BaHMIA.

Cneuundnyeckas naTosiorns, CocTosiHME Unum hakTop pucka

SOX-10 aKkcnpeccupyeTcs B K/IeTKaxX MeslaHOUMTapHOW NMHUN, a TakKXe ABNSAeTCsa MapKepom
MenaHoOMbl O6GbIYHOIO M AecMonacTUYecKoro noaTunoB. B HopManbHbIX TKaHAX SOX-10
aKcnpeccmpyeTcs B MeslaHounTax U MUOaNUTeMasbHbIX KeTKax.

B cooTBeTcTBMW. KAMHMYECKMMU PpeKOMeHAauusaMu Mnpu MenlaHOMe KOXWU U  C/AN3UCTbIX
ob6onoyek (K0:546) B pamkax NaTto/0ro-aHaTOMWYECKOro WucCcrieg0oBaHUsA OnepaunoHHOro
MaTepuana pekoMeHAyeTCsa MWCMnonb3oBaTb MMMYHOTMCTOXMMMUYECKOE OKpalinBaHue Ha
MeslaHoMmau:neyndnyeckme mapkepbl (B Tom ydumcne SOX-10). VIMMYyHOrMCTOXUMUYECKOE
OKpallnBaHMe peKOMeHAYeTCA PYTUHHO BbIMOMHATL B TOM YuC/e U NPU OTCYTCTBUMU NMPU3HAKOB
MeTacTaTMYeCcKOro NnopaxeHns NofaHHbIM OKpawrBaHUA reMaToKCU/IMHOM M 303MHOM.

Tun aHanM3npyemMoro o6pasta

O6pasybl TKaHel YenoBeka, huKcupoBaHHble 10% 3abydepeHHbIM (hopMasiMHOM U 3anuUTble
B NnapaduH.

NMonynAaunoHHbIe, ,El,eM€>Fpa(bI/IHeCKVIe acnekTbl nNpunveHeHuna ™MeanumnHCKOro
n3pgennAd

MoryT 6bITb MCMNOMb30BaHbl 06pa3lbl BCEX TUMOB TKaHeW 4yenoBeka 6e3 odaHUYeHUs Mo
BO3pacTy u nosny.

3. ONMUCAHWE MPUHUWVNA AENCTBUA

MeTon MMMYHOTMCTOXMMWUYECKOrO OKpalMBaHUA MNO3BOMASET BU3ya/IM3npoBaTb aHTUrEeHbl 3a
CyeT MNO3TanNHOro HaHeceHUsA cneunduyHO CBA3bIBAOLWErocA C aHTUreHOM aHTuTena
(nepBnyHOE aHTUTENO), 3aTeM BTOPUYHOrO aHTUTesia (JIMHKePHOe aHTUTeno), cneymnpumnyHo
CBA3bIBAOLLErOCA C NEPBUYHbIM aHTUTE/IOM, 3aTeM (PEPMEHTHOIro KOMMJIEKCA N XPOMOTEeHHOro
cybcTpata. Mexay a3TanamMu HaHeCeHMsi BbIMOJHAOT 3Tanbl MNPOMbIBKU. [pu  akTuBaumu
XPOMOTeHHbIX MOJieKy/1 (pepMeHTOM B MeCTe pacrnofioXeHUs aHTureHa obpasyeTcs BUAUMbIA
NPoAYKT peakuunun. Nocne aToro obpaseL, OKpawmMBatOT KOHTPACTHbIM KpacuTesieM n 3ak/oyatoT
noJA NOKPOBHOE CTek/10. Pe3ynbTaTbl UHTEPNPETUPYIOTCA C MOMOLLbIO CBETOBO MWUKPOCKOMUU
N ncnonb3ytoTca npu gnddepeHymanbHOM AMarHOCTUKe NaTom3nonormyecknx npoueccos,
CBAA3aHHbIX WX He CBSA3aHHbIX C onpeaesieHHbIM aHTUTeHOM.

N3pgenve  npegHasHauyeHO A1 UCMNOMb30BaHUs  MPU  MMMYHOTMCTOXUMWUYECKOM
OKpallMBaHMM Kak Afsi py4yHOro MeToga, TakK W A/ aBTOMAaTUYECKOro, Hanpumep, npu
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nomowm MIMmMyHocCTeliHepa aBToMaTmyeckoro cepun Dartmon AS.

MOKA3AHUA U TTIPOTUBOMOKA3AHUA K MPUMEHEHWIO

[Moka3aHnA K NPUMEHEHUIO: ANA NPUMEHEHNA NPU UMMYHOTUCTOXUMMNYECKOM uUccnefgoBaHum ¢
Lesibl0  KayeCTBEHHOrO oOrnpeneneHus 6enka SOX-10 B cpesax TKaHeil 4enoBeka,
oMKCcUpoBaHHbIX B (opmanvHe U 3anuTblX B MnapaduH, B KayecTBe BcCromoraresibHoro
cpeAcTBa 419 AMArHOCTUKKM in Vitro OHKONOrnyeckux sabosieBaHuii. N3genme NpUMEHUMO Kak
ONA pYYHOro, Tak U 419 aBTOMaTu4eckoro ogpalinBaHus.

MpoTwuBONOKa3aHNA K NPUMEHEHUD U NOOOYHbIE 3(PAEKTbI: Npu Mcnonb3oBaHUN M3aenuvs
KBa/IM(PNLUUPOBaAHHbLIM MegULUMHCKUM  NepcoHasiom B pamkax, YCTaHOBJ/IEHHOrO
npousBoauTesnieM, Ha3HadeHUMda WM B CTPOroOM COOTBETCTBUM C  SKCNyaTalWOHHOW
OOKyMeHTauuer, NpoTUBONOKasaHUin He nmeer.

OBJTIACTb NMPNMEHEHWA

KnnHunyeckasa nabopaTtopHasa gnarHoctuka (in vitro).

NMH®OPMALWMA O NMOTEHUNANBHBIX MOTPEBUTENAX

N3pgenne npepHasHadeHo AN NpoPEeCCUOHA/IbHOTO  MNPUMEHEHUMA B KJIMHUYECKOIA
nabopaTtopHoii gunarHocTtuke (in vitro) kBanudunuUMpoBaHHbLIM MNEepPcCOHasiIoM CO CpegHuM W
BbICLUMM MeAULUHCKNM 06pasoBaHneM, AONOSIHUTE/IbHO NpowealnM cneumanbHoe odbyyeHue
Ona paboTbl U3genvem.

4. KOMMNEKT MOCTABKW N COCTAB MEANLUMNHCKOIO N3AENNA

4.1. KoMNNeKT nocTaBKW:

1. TepBUYHbIE KPONNYbW MOHOK/IOHa/IbHble aHTuUTena pA1a obHapyXeHua 6enka SOX-10
UMMYHOTNCTOXMMNYECKUM METOAOM B AAVArHOCTUKE in Vitro 4N19 pyyHOro iy aBTomMaTuyeckoro
ncnonb3oBaHua (SOX-10 Antibody Reagent), B BapmaHTax UCNOSIHEHUS.

2. WHcTpyKumsa nonb3oBaTesia No NPMMEHEHUIO MeAULMHCKOro nagenus -1 wr.

3. WHCTpyKuMsas nNo NpUMEHEHUIO MeEOUULMHCKOro magenusa (g4ocTynHa ¢ nomouwbio QR-kopga,
pasMel,eHHOro Ha MapKMPOBKE; MOXET MOCTaB/IATbLCA MO 3anpocy notpe6utens) -1 wrt.

4.2. CoctaB MeAULNHCKOIo usnenuns
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Tab6nnuya 5: KOMNOHEHTHbIW coCcTaB MeANLUUHCKOTIo usaenns

CocrTaB

AHTUTENO NMMyHOrno6bynuH kposnmka kK 6enky SOX-10

Bblunii CbIBOPOTOYHbI albOyMUH
PacTtBOp onsa pasbasneHus

aHtuten Tpuc (TpUC(rHLPOKCMMETUN)aMUHOMETaH)

A3ung HaTpusa

OunweHHas Boga*

*AuncTtn/wmpoBaHHas Boga (purified water)
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5. OMMCAHWE XAPAKTEPUCTUK

5.1. TexHu4Yyeckme n PyHKUMNOHaIbHble XapaKTepPUCTNKN

Tabnuua 6: TexXHMYECKNe 1 PYHKLMOHA/IbHbIE XapaKTepuUCTUKN

MapameTp
Vicnonb3yemblii MeTos,

Xo3usH
KroH

MonekynspHbIA BEC aHTUTEST
KnoHasnbHoCTb

30T1N MMMyHOrI06Y/IMHOB

MoNOXUTENBHBIA KOHTPOS b

KnetouHaa nokanmsaums

Ycnosusa npyMeHeHns
Ycnosusa xpaHeHus
BHeLLHWiA BIA,

pH

O6bem peareHTa*

O6bem chrakoHa*

[abaouTHbIE 0a3MEObI BHELLHEN YNakoBKM (KOOOOKMI™
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3HayeHue
VIMMYHOMMCTOXMMNYECKIIA

Kponuk
DA214

49 kfla

MOHOK/OHaUbHbIE

[s/€

Koxa
Tonctas knwka/anneHayke (LLIBaHHOBCKME KNETKN)

Anpo
18T-25T
2T.8T

Mpo3pavHast X1OKOCTL 6e3 B3BECEN 11 ocaaKa
7.240.3 (254"

30mn

6.0 Mn

10.0 M1 B 3aBMCUMOCTU OT BaOWaHTa UCTOSHEHUS.
35w

6.5 Mn

12.5 mn B 3aBUCMMOCTM OT BaoWaHTa UCTIONTHEHA.
2.5X2.5X6,5cm
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‘AOMyCTUMOE OTK/IOHEHWe cocTasnaeT +£5 %
5.2. XapaKTepucTUKN aHaNTUYECKOW U KINHNYECKON 30 PEKTUBHOCTU

B Xxode  KIMHWUKO-N1abopaToOpHbIX  UCMbITAHWI  GbUIN  OUEHEHbl  CreAyloUne XapakKTEPUCTUKM aHa/IMTUYECKON W KITMHUYECKOIA
3(pheKTUBHOCTU UCMbITYEMOrO MEAULMHCKOIO U3Aenns Npy UCNosib30BaHUN B COCTaBe UCMbITYEMbIX aHA/IUTUYECKUX CUCTEM:

1 Mpeum3noHHOCTL (B YC/IOBUAX NMOBTOPAEMOCTN);

2.  MpeynsnoHHOCTb (B YCNOBUSX BOCMPOM3BOAUMOCTN);

3. OKBMBAJ/IEHTHOCTbL aBTOMaTUYecKoro M py4yHoro okpawumBaHus;
4. UyBCTBUTE/IbHOCTD;

5. CneynpunyHoOCTb.

OueHKa aHaNIUTUYeCKon appekTMBHOCTH

OueHka npeunsnmoHHOCTHU (B yCnoBunAax noBTopAemMocTn u BOCI'IpOVI3BOLI,VIMOCTVI) npn npuMmeHeHnn mMegnumnHCKoro msaennda c
ncnosib3oBaHMeM KIIMHNYECKNX O6pa3LI,OB 6nosiornyeckoro mMaTtepunana

MoBTOpSieEMOCTb (BHYTPUCYTOUYHAs, MexXxay rnoBTopammn (cpesamMn ogHoro 6710ka), Mmexagy fnotamu nsgenuvs;

npy py4YHOM OKpalnBaHun: ¢ HabopoM peareHToB A1 AeTeKUMN KNEeTOK-MULLIEHEN (aHTUFeHOB) NMpu NPOBEeAEHUN UMMYHOTUCTOXUMUYECKNX
nccnegoBaHnini  gna  gnarHoctukm in vitro (Immunochromogenic Reagent), B BapuaHTax WCMNOMHeHUs: (BapuaHT WCMOSIHeEHNA 2),
nponsBoacTBa LUsHbYWK3Hb dapTmMoH bBbainotekHonogxku Ko., Jita., Kutanm wun PeaktuBamm "in  vitro" p[nsa  MMMYHOTMCTOXMMMYECKMX
nccnegoBaHuii PY Ne ®C3 2010/08079, cpok AencTBus - 6eCCpPOYHO;

npu aBTOMaTMYECKOM OKpawumBaHuM: ¢ Habopom peareHTOB A8 AeTeKuun KNeTOK-MUWeHen (aHTUreHoB) nMpyv  NpoBeAeHuun
MMMYHOTMCTOXUMUYECKNX UCCMeAoBaHnii Ansa AMarHOCTMKKM in vitro (Immunochromogenic Reagent), B BapunaHTax UCNosiHeHus: (BapuaHT
ucrnosiHeHus 1) n MmmyHocTeliHepoM aBToMaTudeckum Dartmon AS610 c npuHag/iexHoctamu, npomssBoacTBa LUSHbWKIHL [apTMOH
BaiotekHonopxkn Ko., JIta., Kutain; U ¢ peareHTamy M npubopamu CUCTEMbl CPaBHEHUS; YCTaHOBKa ANS UMMYHOTMCTOXMMUYECKOro n
VMMYHOLIMTO/IONMYECKOro OKpallMBaHUsA rnpernapartoB Autostainer (BapnaHTbl ucnosiHeHus; 360, 480S, 720) c npuHagiexHoctaMmu. BapunaHTt
ncnonHenma: 720 n PeaktuBbl "in vitro" gna MMMYHOMMCTOXUMUYECKUX uccnepoBaHuii (cm, pasgen «MEPEYEHb MATEPUANIOB U
CNEUMANBHBIX MATEPWANOB, KOTOPbLIE TPEBYKOTCA ANA NMPOBEAEHWA TECTUPOBAHWA, HO HE COAEPXATCA B
KOMIMJIEKTE NMOCTABKW N3OENNA»);

Bocnpon3BoanmMocTb (MexaycyTouHasi, Mexay noBTopamu (cpes3amu ogHoro 6/710ka), Mexay onepaTtopamu, Mexzay NoTaMu U3nenus,
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pe3yfibTata Mexay OLEHUBALWUMKN CreumaincTtamu;

npy py4yHOM OKpallMBaHUW: Npu PyYHOM OKpaluMBaHun: ¢ Habopom peareHToB A1 AeTeKUUN KNeTOK-MULLIEeHeN (aHTUTeHOB) Npy NPOBEAEHNN
MMMYHOTMCTOXUMUYECKNX WUCCNeAoBaHniA Ansa AMarHOCTUKM in vitro (Immunochromogenic Reagent), B BapmaHTax WCNosHeHus: (BapuaHT
ncnosiHeHus  2), npousBoactBa LUsHbYX3Hb [lapTMOH bBaiiotekHonomkn Ko., Jith., Kutain n PeaktuBammu "in vitro"  ans
MMMYHOITMCTOXMMNUYECKNX uccregoBaHnii PY Ne ®C3 2010/08079, cpok genctBusi - 6ecCpoYHo;

npy aBTOMATUYECKOM OKpawmBaHuUM: ¢ Habopom peareHTOB 19 [LeTeKUMuM K/IeTOK-MULIEHEeW (aHTUFeHOB) MpW  MNPOBeAEeHUN
WMMYHOTMCTOXUMUYECKUX UCCefoBaHui Ans AnarHoCTukM in vitro (Immunochromogenic Reagent), B BapuaHTax MCrnosiHeHus: (BapuaHT
ncnosiHeHus 1) n MiMMyHocTeliHepoM aBToMatundeckum Dartmon AS610 ¢ npuHag/ieXHocTsamu, npousBoacTBa LUsHbWKIHL [apTMOH
BaiiotekHonomkn Ko., NIta., Kutail; U c peareHTaMu M NpubopamMu CUCTEMbl CPaBHEHUS: YCTaHOBKa A1 MMMYHOTMCTOXUMWYECKOTO W
VMMYHOLIMTO/IONMYECKOro oKpallMBaHua npenaparos Autostainer (BapmaHTbl ucnosiHeHua: 360,480S, 720) ¢ npuHaaieXHocTtamn. BapmnaHTt
ncnonHenusi: 720 n PeaktuBbl "in vitro" ong MMMYHOMMCTOXUMUYECKUX uccriegoBaHuii (cm. pasgen «MNMEPEYEHb MATEPUAIOB U
CNEUMANBbHbBIX MATEPWAJ/IOB, KOTOPbIE TPEBYHOTCA AnAdA MPOBEAEHUNA TECTUPOBAHWA, HO HE COAEPXATCA B
KOMIMJIEKTE NMOCTABKW N3OENNA»);

Mpn nccnegoBaHnM NOAOXUTENBHbIX U OTpULaTelbHbIX 06pa3yoB 6MomMaTepuasiia NOBTOPSEMOCTb M BOCNPOM3BOAMMOCTb BO BCEX Cllydasix
coctaBuna 100%.

OKBMBA/IEHTHOCTb aBTOMAaTU4YEeCKOro " PY4YHOIo okKpawnBaHWNA

Mpn nccnegoBaHUM CpaBHUBASIUCH Pe3y/ibTaTbl OKpallMBaHUA PYYHbIM U aBTOMaTUYECKUM MeTOAO0M, NMPOoBefeHHble KakK C NCMNO/b30BaHNEM
Habopa peareHTOB A9 [OeTeKUUM KEeTOK-MuLlleHel (aHTUreHoB) npu NpOBeAEHUUN WMMMYHOTMCTOXMMUYECKUX WCCNefoBaHuin ans
anarHoctmkm in vitro (Immunochromogenic Reagent), B BapuaHTax WCMNOSHeHUs: (BapuaHT wucnosiHeHusi 1) u VIMMyHOCTelHepa
aBToMaTunyecknm Dartmon AS610 ¢ nNpuHaaseXHoCTaMu, npomsBoacTea LUsHbWK3Hb JapTMOH BalioTtekHonomku Ko., /ITa., Kntain; Tak u c
peareHTamMn 1 Npubopamn CUCTEMbI CpPaBHEHUA: YCTaHOBKa A1 UMMYHOTMCTOXMMWYECKOTO U MMMYHOLMTO/IOMMYECKOTO OKpallnBaHuA
npenapaTtoB Autostainer (BapuaHTbl ucnosHenma: 360, 480S, 720) ¢ npuHagiexHocTaMmn. BapuaHT ncnonHeHus: 720 n Peaktuebl “in vitro™
0N UMMYHOTMCTOXMMUYECKNX nccnegoBaHuii (cm. pasgen «NMEPEYEHb MATEPUWANOB W CNEUMNANBbHBLIX MATEPUAIOB, KOTOPLIE
TPEBYKOTCHA ANA NPOBEAEHNA TECTUPOBAHWA, HO HE COAEPXATCHA B KOMMMEKTE MNMOCTABKU N3AEJINA»);. MNMonyyeHHble
pe3ynbTatbl ANS MONOXUTESNbHbIX N OTpuuaTesibHbIX 06pa3yoB 6GmMomaTepuana C UC/0/b30BaHUEM WUCMNbLITYEMOro M3genus cosnain B
100 % cny4yaes.

KnuHnyeckasa appekTMBHOCTb
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L-IyBCTBl/ITel'II:;HOCTI:>Z

Mo pesynbTaTam uUCCMefOBaHUA MNOSOXUTE bHbIX 00pa3LoB 4YyBCTBUTE/IbHOCTL/COBMNaZeHne pesysibTaToB C AWArHO30M W BO3MOXHbIM
XapakTepHbIM okpawuvBaHuem 100 % (95% AW 88,43-100 %),

CneyndPmnYHOCTb:

Mo pesynbTatam WCCegoBaHUs oTpuuaTesibHbIX 06pas3uoB chneympuyHoCcTb/coBnageHne pesy/bTaToB C AMarHO30M W BO3MOXHbIM
XapakTepHbIM okpawuvBaHuem 100 % (95% AW 88,43-100 %).

Hwmxe npeactaBneHa Tabnuua Cc npumepamv MNOMAOXUTESNIbHOW W OTpuLaTesibHOM OKpacku, NpOBeAEHHO € Mchnonb3oBaHueMm M3pgenvs B
coyeTaHum ¢ Habopom peareHTOB A/19 AeTeKUUN KIETOK-MULLEHEN (AaHTUFeHOB) NMpU NpPoBeAeHNUN UMMYHOIMCTOXMMUYECKNX UCCe[0BaHNMi
ONs AuarHocTukmM in vitro (Immunochromogenic Reagent), B BapuaHTax ucnonHeHus: (BapuaHT MCNO/HEHUs 1) n VIMMyHOCTENHEPOM
aBTOMaTu4yecknm Dartmon AS610 ¢ npuHagaexHocTaMu, nponsBoacTBa LUsHbWKaHb JapTMOH BailioTtekHonomkn Ko., Jitg., Kutaii.

Tabnuua 7: MNpyMepbl OKpalMBaHUA MMMYHOTMCTOXMMUYECKUM METOAOM (A - NPUCYTCTBME KOPUMUYHEBOW OKPACKM TapreTHbIX Y4yacTKOB
yKasblBaeT Ha Ha/InumMe MCKOMOro aHTUreHa, b - OTCyTCTBME KOPUUYHEBOI OKpPacKM TapreTHbIX YYacTKOB YKa3biBaeT Ha OTCYTCTBUE MCKOMOIO

aHTureHa).
AHTUTESO Mpnbop ans Mpymep NONOXMUTENIbHOTO OKpallBaHuA, Mpumep oTpulaTenibHOIoO OKpalLMBaHus,
(npomnsBoguTens) OoKpacku yBenuyeHune 20x yBenunyeHne 20x
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6. MPOBEAEHWVE AHANN3A

HesaBUCMMO OT Bbli6paHHOro MeToZa OKpallMBaHUs (aBTOMATMYECKOro WU PY4YHOro)
nccnegyemMble 06paslbl A0/DKHbI ObITb NOATOTOB/IEHbI A0/MKHLIM 06pPa3oM.

[Ns BbINOMHEHUS aHaNM3a O4HOro c/y4asi, noTpebyeTcs;

1. MopgrotoBuTb 1 cpe3 (B COOTBETCTBUU C UYMC/IOM UCCAeAYyEeMbIX aHa/IMTOB) TONLWMNHOM
He 60/1ee 5 MKM C O4HOro nccriegyemMmoro 6s10ka. Micnonb3yinTe TONbKO OCTPble fIe3BUS
BO n3bexaHue paspblBOB cpe3a, 3aTpyLHSALWNX aHanmns.

2. Pa3mecTuTb NMOArOTOBJIEHHbIN Cpe3 Ha CTEKNO C aAre3nBHbIM MOKPbITUEM.

PasmecTunTb cpe3 KOHTPOJIbHOW TKaHW Ha TO Xe CTeK/O.

4. TIOMeCTUTb CTEKJ/I0 CO Cpe30M B TepMOCTAT BEPTUKASIBHO Ha 14 npu Temnepatype 60°C
WUMN Ha Houb Npu Temnepatype 37°C).

w

6.1. Ona aBToMaTuyeckoro ucnosib3oBaHWA (Hanpumep, nNpuM NOMOLWMK
MMMYHOCTeNHepa aBToMaTuyeckoro cepuun Dartmon AS)

1. YcTaHOBUTEe BCe peareHTbl B UMYHHOCTEWHEp, COrnacHO MHCTPYKLMN Ha Npueop:

 3ady3unTte cTOliKy C HabopoM peareHTOB A/19 AeTeKUUN KeToK-MulleHe (aHTUreHoB) npu
npoBefeHUN MNMMYHOTUCTOXMMUYECKUX WUCCAefoBaHWUi Aas  AUMarHocTUKM  in vitro
(Immunochromogenic Reagent), Agna asTOMaTU3MPOBAHHOINO WCMNOJIb30BaHUA  Ha
MMMYHOCTelHepax aBToMaTtudeckux cepum Dartnron AS, 7 wrT./yn. B CTaHuuwo gns
peareHTOB, Haxo4sAWyCA B npnoope

 T[lepeneiTe nepBUYHble aHTUTeNa, HeObBXoaMMble AN UCCiefOBaHUsA, U3 OPUTrMHAaIbHOM

ynakoBku Bo ®niakoHbl Ansa peareHToB Open Reagent Bottle, nomectuTe dhnakoHbl B CTOMKY
ONs peareHToB U 3adyy3nTe B CTaHUMIO O/19 peareHTOB, HaxogAuwytkcs B rnpubope. Mpu
nepBomM Mcnosib3oBaHUM hslakoHa n/mnn aHTuTesla, HeO6XoAMMO 3aperucTpupoBatb UX B
Mno;

a) OTKpoiTe BKNagKy «YnpaBreHue peareHTaMm» -> «HacTpoiikn peareHToB»

b) Haxmute «[06aBUTb»

Cc) B nosBmBLIEMCSA OKHe 3aMnOJIHUTE cneayrouime napameTpbl:
0 «WmAa peareHTa» - HauMMeHOBaHWe aHTUTena, Hanpumep «SOX10 Dartmon»
(oonyckaeTca Mcnosib3oBaHne KUpuanuybl)

0 «CoOKp. UMA» - COKpalleHHOe HammMeHOoBaHWe aHTuTesna, Hanpumep «SOX10 D» (oHO
oyaeT oTobpaxaTbCHA Ha 3TUKETKe CTeKka)
0 «OkKpawwuBaHune» - Bbloepute «MpoTokon UIX A»
0 «HIER*» - BbIbepute «#HIER 20 MuHyT ¢ ER2 npombiBKo» (ER1 - uutpaTtHbIi 6ydep
pHG6, ER2 - EDTA pH9)

d) Lanee HeobxogMMo 3akpennTb HOBbIA HEUCMNO/b30BaHHbIA KOHTEWHEp Ans

peareHTOB 3a f[aHHbIM aHTUTENIOM, A1 3TOr0 HaxmMute «BBeauTe WTPUX-KOA
peareHTa»

e) OTckaHupyiiTe ANIMHHbIA WTPUX-KOA HA KOHTeHepe
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f) B nosiBMBLUEMCS OKHe BBeAKTe HOMEp /10Ta M CPOK rOAHOCTU, YKa3aHHble Ha POAHOA
KOpo6ke aHTUTena (B kadecTBe [lHA B CpPOKe rogHOCTM ucnonb3lyiite 01) n B none
«ms peareHTa» BblbepuTe N3 CNKUCKa HEO6XOANMMOE HaMMEHOBaHNE aHTUTeNa
n) Haxmute «OK»
NMpumeyaHue: ecnu Bbl NPUOGPEIN HOBYHK YNAKOBKY aHTUTeNna, HeT Heo6XoA4UMOCTK 006aBMATb
HOBbIi peareHT B «HacTpoiikax peareHToB», OAHaKO Heo6X0AMMO WCMNONb30BaTb HOBbIN
dhnakoH Ans peareHTOB, €C/iM 00LWUii pacxodHblii 06beM h/lakoHa AaHHOro aHTUTena AOoCTur
40 ™M, 3aperncTtpupoBaTb €ro u BblbpaTb B «l/IMeHM peareHTa» YxXe cyuwecTBytouee
HanMeHOBaHWe aHTUTena.

« TlepeneiiTte bydep ana gemacknpoBku aHTureHa Nel Antigen Retrieval Birffer (Citrate),
bycep ansa gemackmpoBkn aHTureHa Ne2 Antigen Retrieval Buffer (EDTA), bydep gnsa
penapadguHuzaynn Dewax Solution, Bydep npombiBouHbIi Cleaning Fluid (PBS (10X)),
KOHLeHTpaT B COOTBETCTBYHLUWME OYTbIZIN ANSA peareHTOB U yCTaHOBUTE UX B MOAY/b
oydepHbIX pacTBopoB. 3anonHute 6yTbin DI water n Alcohol (gaHHble peareHTbl He
NoCTaB/SAKTCA C NPMOoOpPOM).

2. CTaHpapTHbIN NpPOTOKON Anda aHTutena SOX10 (3agaeTcs nNpu NePBUYHON perncrpaumm
aHTuTena B Nnpubop);
* #lMNporpeB u YganeHune napadguHa A (pekomeHayemoe)/#YpaneHue napadgpuHa A (Ha
YCMOTPEHUE Nosib3oBaTesns)
» #HIER 20 muHyT ¢ ER2 npombiBkoi (EDTA pH 9)
*  #WUIX npoTokon A
3. Mcnonb3yiiTe nporpaMmmHoe obecnedeHne /19 HACTPOWKM Npoueaypbl OKpawmnBaHUA B
COOTBETCTBMM CO CXEMOW oOKpawmBaHUSA W Ne4vyaTu STUKETOK: 3aperncrpupyiite
nccnepgyemble c/yyanm WM cTekna, pacrnedvartalite aTukeTku. lMpu perncrpaunm crekna
BblOepuTte Mapkep (HaMMeHOBaHWe aHTUTena, 3aperucrpyupoBaHHoe B Cnucke
peareHTOB) U NapamMeTpbl OKPacKu aBTOMaTU4eCKu 3anosIHATCS.

4. HakneliTe aTUKETKY CO LUTPUX-KOAOM Ha nNpeaMeTHOe CTeKrto, MOMecTUTe ero B niaHweTr
ANs npeAMeTHbIX CTeKosl, 3aTeM HaKpoliTe yCTPOMCTBOM ANs 3aWuTbl NpeaMeTHbIX
CTEKON Kaxaoe npeamMeTHoe cTekno. O6paTuTe BHMMaHMe Ha YCTaHOBKY YyCTpolicTBa
OANA 3aluThl NMPeAMEeTHOro cTekna (BbICTynallnii y4acTOK Ha YCTpOICTBE [AOJ/IKEH
coBnagartb C yrny6/seHneM B KOpryce njaHweTa A/ CTeKOos1) M 3arpy3uTe nsaHweT B

MMMYHOCTeHep.
5. Yb6eanTecb, 4UTO BCe HEOOXOAMUMbIE peareHTbl Ha MecTe.
6. 3anycTtuTe npouenypy aBTOMAaTUUYECKOTo OKpalluBaHUA.

MpumeyaHue 1. Moxanyiicta, o6paTUTeCcb K pyKOBOACTBY MO 3KChayaTtaunm MMMyHOCTeliHepa
[ANS1 KOHKPETHbIX TEeCTOBbIX onepauuii.

MpumeyaHne 2: TMpu wncnonb3oBaHUM Ha /060N Apyroli aBTOMaTU4YecKol cucteme
WMYHHOTMCTOXMMUYECKOTO OKpallMBaHWA, NoXxasyicrta, obpaTutecb K pPYyKOBOACTBY MO
akcnayartauum Ha npubop.

6.2. [And vcnosib3oBaHNA PYYHbIM METOLOM
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1. TlpoBepbTe Heob6xoaMMoe 060pyAOBaHME U pacxogHble mMaTepuasnbl ANsi NpoBefeHust
TEeCTUpOBaHUSA, KOTOpble MOryT BaM MNOHaAOOWUTbLCSA: [03aTopbl WM HAKOHEYHUKMW,
NONIOXNTENbHO 3apsi)XeHHble CTeKkna, BoasiHaa 6aHs wuan annapat Aas AeMacKUpPOoBKU,
TaliMep, NHKY6GaTOp UM BNaxHas Kamepa, eMKOCTU A1 peareHToB, CyllKa A/18 CTEKOJT,
CBETOMNOJIbHbIN MUKPOCKON.

2. [aHHbIA aHann3 coBMecTUM Cc «Habopom peareHTOB O/18 AeTeKUUU KNeTOK-MULLEeHeNn
(aHTUreHoB) nNpu NpoBeAEeHUN  UMMYHOTMCTOXMMWYECKUX  unccneposaHwnii  ans
anarHoctukm in vitro (Immunochromogenic Reagent), B BapuaHTax WCMOSHEHUS;
(BapnaHT  wucnonHeHua 2)», a Takke ¢ PeaktnBamu “in  vitro"  gnsa

MMMYHOTUCTOXMMUYECKNX nccnepgoBaHnii (@C3 2010/08079). BbinoAaHUTE HEO6XOAUMYHO

npo6onoAroToBky cpesa (genapadunHusauma N AeMackKMpoBKa) COrnacHO WMHCTPYKUUWN.

JemacknpoBky CTOUT nNpoBoanTb C nomouwbio EDTA pH 9.

NMpyMeyaHne: ganbHelwmre aTanbl aHa/IM3a Takke COBMeCTUMbl «Habopom peareHTOB
ONa AeTekunmn KneTok-MulleHe (aHTUreHoB) Npu NposBegeHn UMMYHOTUCTOXUMUYECKNX
nccnenoBaHnii Ana AMarHocTukuy in vitro (Immunochromogenic Reagent), B BapnaHTax
ucnonHeHua: (BapumaHT wucnosiHeHMs 2)». a Takke ¢ PeaktuBamu “in vitro" pgns
MMMYHOTMCTOXMMUYECKNX mnccnegosaHuii (PC3 2010/08079). Ans MX UCNOSIb30BaHUSA
o6paTnTechb K HernocpeacTBEHHbIM UHCTPYKLUUAM.

3.  [Onsa panbHenwmnx aTanoB MOXeTe BOCMNO/Ib30BaTbCA Habopom peareHTOB ANnd getekymnmn
KJIETOK-MULLIEHE (aHTUreHoB) npu npoBeAeHNN NMMYHOTNCTOXUMUNYECKNX
nccnegoBaHnini gna gunarHoctukuy in vitro (Immunochromogenic Reagent), ona py4Horo
ncnosib3oBaHuda. Dartmon.

4. TpuroToBbTe pacTBoOp And okpawwmBaHusa (DAB). Cmewainnte OAB xpomoreH (A) - DAB
Substrate ¢ bydepom ansa passegeHus DAB (B) - DAB Buffer Solution (B) B nponopuunu
1:25

5.  BnokupoBka: HaHecuTe pacTBoOp A/19 6/10KMpOBKM nepokcuaasbl - Peroxide Blocker 100
MK/ N MHKYOUpPYNTe B TedyeHUe 5 MUHYT. MpomoiTe B NpoMbIBOYHOM Oydepe ana UIrx
COr/lTa0OHO UHCTPYKUMK Ha 6ydep.

6. HaHeceHune nepBMYHOro aHTuTtena: HaHecuTe nepBnyHoe aHTUTeno 100 MKN Ha cpes,
MHKYOupyiite B TedeHne 30-60 MUHYT.

7. TlpomoiTe B MpombliBOYHOM Oychepe ana WX cornacHo UWHCTPyKumMu Ha 6ydhep.
KonuyecTtBo JIPOMbBIBOYHOIO oydepa, Heobxognmoe ans MOCTaHOBKU
VMMYHOTMCTOXUMMUYECKON  peakuun, onpegesisetcd BHYTPEHHUMW MPOTOKOaMu,
Ba/IMAMPOBaHHbLIX B KOHKPEeTHOl nabopatopuu, a Takke MOXEeT OT/IMYaTbCA B pasHbIX
nabopatopusax. CpepgHee pacxogyemMoe KO/IMYecTBO MPOMbIBOYHOro  6ydiepa,
Heob6xoaMmMoe ANs MOCTaHOBKU OAHOW MMMYHOTMCTOXMMWYECKONW peakuum, cocTaBisieT
0KOoJ10 20 MJ1, 0gHaKO MOXET OT/InYaTbCA B pa3HbIX nabopaTopusax.

8. HaHeceHVe BTOPUYHbLIX aHTUTE:

HaHecuTe Ycnnutenb NPOHMKHOBEHUA nonmmepa - Post Primary 100 MK U MHKy6upyiiTe
B TeyeHune 20 MuHyT. [lpomoiiTe B npombiBOHYHOM Oychepe gna WX cornacHo
MHCTPYKUUN Ha bydiep

HaHecnTe BTOpU4YHble aHTUTENAa, KOHbIOrMpoBaHHble C NosiMmepom - Polymer 100 mkn
N MHKYyOupyihTe B TedyeHue 20 MUHYT [lpomMoiiTe B NpomMbiBOYHOM 6yc{iope ans UIX
COr1acHO MHCTPYKUUK Ha 6ydiep.
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9. Bwusyanusayua aHtureHa: HaHeceTe pacTtBop gnsa okpawwusaHus (DAB) (cm.n.6) - 100
MK/ N UHKYBUpyiiTe B TeueHne 5-8 MUHyT. [NpopuoiTe oUuneHHOA BOAON

10. KoHTpokpawmnBaHue: lobaBbTe NemaTokcuanH - Hematoxylin 100 Mk u MHKY6upyiTe B
TedeHne 8-5 MUHYT. NMpPoOMONTE OUNLLEHHO BOAOW

MpnumevaHne: B 3aBUCMMOCTM OT OKpaluuBallLller crnocobHOCTM [emaToOKCUnHA -
Hematoxylin n BpemMeHn MHKyb6aumm Npu cpaBHEHUW pe3ynbTaTOB OKpawumBaHUsA UBET
uMTonnasmMbl BapbMpyeTcs OT CBET/1I0-roNly60ro Ao TeMHO-CUMHero. B To e Bpems Kak
ype3MepHoe TakK W HeaoCcTaTOYHOEe KOHTpOKpalwunBaHMe MOXeT MNOBJiedyb 3a COOO
OWKNBOYHBbIN pe3ynbTar.

11. J[eroapaTtaums n 3ak/0UeHne cpesa nog NOKPOBHOE CTEKO UMK MNNEHKY:

MocnepgoBatenbHO NOMeECTUTe cTekna B Oartapeto cnmptoB 70%, 85% un 95% wu
BbIAEPXNTE MO 2 MUHYTbI B KXA0M

ABaxabl NOMecTUTe B 6€3BOAHbIV CNUPT Ha 2 MUHYTbI U ABaXAbl B KCUI0 Ha 2 MUHYTHI

MomecTuTe cpes nog I'IO(*)OBHOE CTEK/10 NN MNEHKY.

KOHTpO/Ib KayecTBa

1. TonoXnUTenbHbI KOHTPO/Ib

Kaxpgoe cTekno cC TecTMpyembiM o06pas3uomM [AO/DKHO  cofgep)XxaTb  o6pasel,
NOMIOXUTENbHOW KOHTPOJIbHOW TKaHU. Mcnofib3yemMas B KaudeCTBe KOHTPOJIA TKaHb MOXeT
cofepxaTb Kak NO3UTUBHO, TakK N HeraTuBHO OdhalimBatloLmecs KAeTkn Nian KOMNOHeHTbI. Takas
TKaHb MOXEeT UCMOoJ/Ib30BaTbCA B KayeCTBE U MOJIOXUTE/ILHOIO, U OTpUuaTesibHOro TKaHEBOTO
KOHTpPONs. B KauecTBe KOTPOA crefyeT NCNOMb30BaTb CBEXUe 06pasubl TKaAHEW, NOyUYEeHHbIe
B Xo4e BCPbITNA, GUONCUN Nam XMpypruiyecknx onepaunini. KoHtponu crnegyet noarotToBUTb No
TOYHO TaKoW Xe npoueaype, YTo UCMOJb3YyeTCcA A1 uccnegyemMbix 06pasLoB.

3aBelOMO MOMIOXUTESIbHbIE KOHTPO/IM criegyeT WUCMNO0J/Ib30BaTb TO/IbLKO A1 MPOBEpPKU
NpaBUIbHOCTN caMoii Npoueaypbl oawmBaHna 06padboTaHHbIX TKaHel 1 KayecTBa peakTUBOB,
HO He A/17 NOCTaHOBKN KOH(PETHOro gnarHo3a Ha OCHOBaHWM Uccrenyemblx 06pa3uoB. Ecnm B
Kakor-nnbo napTum npenapaTtoB He HabMloAaeTCAa NOMIOXUTENBbHOINo odallmnBaHnsa 3aBeomMo
NOMIOXNTENbHbLIX CTPYKTYP TKaHel, pe3ysbTaTbl OKpalwMBaHWA AaHHOW MapTum mnccrenyemblx
o6pasuoB crefyeT cunTaTb He4OCTOBEPHbLIMU.

2. OTpuuaTefibHbl KOHTPO/Ib:

Ona oTpnuaTesibHOro TKAHEBOIO KOHTPOAA MOXET MCMNOJ/Ib30BaTbCA Ta Xe TKaHb, YTO U
015 MONOXUTENIbHOIO KOHTPOJIA. BOMbLWMHCTBO TKaHel cofepxaT LWWMPOKWiA Habop TuNoB
KNEeTOK N KOMIMOHEHTOB, HEKOTOPbIE U3 KOTOPbIX MOTYT CNYXUTb BHYTPEHHUMN OTpULaTENbHbLIMN
KOHTposiAMU. O4HaKO MNoJib30Baresib A0J/DKEH B KaXAOM KOHKPETHOM criyyae ya0CTOBEpPUTbCA
B NPMMEHMMOCTN TKAHN B KayecTBe OTpuULAaTesSIbHOro KOHTPO/1A. KOMMNOHEHTbI TKaHU, KOTOpble
cnyXxatr B KayeCcTBe OTpuUUATE/IbHOTO KOHTPONA, [AOJ/DKHbl MNOKasblBaTb OTCYTCTBUE
creunuryeckoro okpawuvBaHuUsa, NUMes Npu 3TOM MNpU3HaKM Hecneumpmnyeckoro doHOBOrO
OdrawmBaHna. EC/M  KOMMNOHEHTbI TKaHW, WCMOJ/Ib3yeMble B KayecTBe OTpuuUaTesibHOro
KOHTPO/A, MOKa3blBalOT MOJIOXUTE/IbHOE chneumdunyeckoe oOKpalivBaHue, pesynbTaTbl
oKpawmBaHUA 06pa3yoB TKaHel naunmeHTa cnegyeTt cuutTaTb HELOCTOBEPHbIMU.

6.3 Ko/nmyecTBO TeCTOB, KOTOPOE MOXET 6bITh BbINMO/IHEHO C UCNOJ/Ib30BaHNEM
peareHTa
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KonnyecTBo TEeCTOB, KOTOPOE MOXET ObITb BbIMO/IHEHO C UCMONb30BaHWEM peareHTa, 3aBUCUT
OT cnocoba NcnosbL30BaHUA peareHTa:
Ona aBToMaTM4yecKOro WuCNo/sib3oBaHuUA (Hanpumep, nNpyM MNOMOLWM WMMYHOCTelHepa
aBToOMaTmyeckoro cepum Dartmon AS) cpefHee KONMYeCTBO TECTOB 3aBUCUT OT KOJ/IMYecTBa
peareHTa, KOTOpoOe A03MpyeT UMMYHOCTelHep. AN UMMYHOCTeliHepa aBTOMaTU4YeCKoro cepum
Dartmon AS cocTaB/iseT:

. Ana BapunaHT ncnonHeHusa 1(dgpnakoH 3 ms) - 25 TecToB.

. Oons BapnaHT ucnosHeHua 2 (dpsiakoH 6 mn) - 50 TecToB.

. Aons BapuaHT ucnosnHeHua 3 (dpsiakoH 10 mn) - 83 TecTa.

ANs uncnonb3oBaHUSA pPy4YHbIM METOAOM pacxof peareHTa 3aBUCUT OT BHYTPEHHUX
NPOTOKO/IOB, Ba/IMANPOBAHHbIX B KOHKPETHOI NnabopaTtopun, a TakKe OH MOXeT OT/InyaTbCs B
pasHbIX 1abopaTopusix

7. UHTEPMNPETAUNA PE3Y/NIbTATOB

1. KnuHnyeckan WHTepnpeTauusa Haanumsa N6oro  oKpawuBaHUS WM OTCYTCTBUSA
OKpawuBaHUA [0/KHA ObiTb AOMOSIHEHA MOPO/IOTMYECKMMN UCCNeA0BaHUAMMN TKaHU U
OLLEHKOW Hapj/exalimx KOHTPOJibHbIX 06pa3uoB. Pe3ynbTaT crnefyet paccmatpuBaTb B
KOHTEKCTE UCTOpUM 60M1E3HN NMauneHTa u ApYrux AnarHoCTUYeCcKMX TECTOB, OLEHNBaAEMbIX
KBa/IMPNLUMPOBaHHbIM NAaTOMOPC//IOTOM.

2. Mpy okpalWwunBaHUM npenapata C WUCMO/Ib30BaHMEM WMMYHOTMCTOXUMUYECKUX MeToAuK
HabnofaeTcsa BbiNajeHVe OKpalleHHOro ocajka B MecTax JioKasin3auum aHTUreHa,
06HApPY)XEHHOro MNepBUYHbLIM  aHTUTesIoM. [N OnucaHusi OXWUAaeMol  peakuuu
OKpawunBaHUs 06paTUTECb K UHCTPYKUUSIM, NMpH4MaraemMbiX K COOTBETCTBYHOWEMY Habopy
BU3yanusaymm n NePBUYHOMY  aHTUTENy. Mepen  OUEHKOW pe3ynbTaToB
KBaNIMPULMPOBAHHBbI natomopgosnoT, NMetoLL Nt onbIT B npoBeeHNN
NMMYHOTMCTOXUMNYECKOTO aHanm3a, [AO0/DKEH U3yuuTb 06pasubl MNOMOXUTEIbHOIO U
oTpuLUATEe/IbHOTO KOHTPOIS.

3. XapakTep oKkpalwmnBaHUSA KNETOK aHTUTENIOM:

e TepBUYHbIE KPO/INYbM MOHOK/IOHa/bHbIe aHTUTeNna ANsa obHapyxeHusa 6enka SOX-
10 - AapgepHbIii

Tab6nuua 8: npumMepbl NOJTOXXUTESTbHOIO 1 oTpmnuaTesibHOro OKpaLLII/IBaHI/IVI

AHTnTEN Mpumep NosIoXUTENTBHOIO OKpallBaHUA Mpumep oTpuLaTe/IbHOIO OKpallnBaHUs
o (MenaHoma Koxwu), yBenimyeHue 20x. (HemHBa3nBHas nanunnsapHasa ypoTtenvanbHas
KapuvHoma), yeenuyeHue 20x.
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1 NMMYHOTMCTOXMMNYECKOE WCCMefoBaHNE — 3TO MHOroatanHasi fguarHocTuyeckas
npoueaypa, Kotopas TpebyeT crneymanbHOW NOArOTOBKM U NMpaBU/IbHOTO noa6opa peakTUBOB,
a TakKXXe KOHTPO/Isi BbINMOJ/IHEHUS peakumun. MNpoToKo/1bl MOTyT BapbUpoBaTbCSA B 3aBUCMMOCTU OT
3aa4 UccnefoBaHUs M UCMNOMIb3yeMbIX aHTUTeN. OnpepgeneHve ONTUMasibHbIX YC/10BUIA
ABMsieTcs 0653aHHOCTbIO KOHEYHOro Nosib3oBaTesnis.

2. TonumMHa uccneayemoro o6pasua Aos/kHa 6biTb He 60/1ee 5 MKM.

3. OkKpacka TKaHel 3aBMUCUT OT NPO6ONOAroTOBKA TKaHW nepen UMMYHOTMCTOXUMUYECKUM
ochawmBaHueM. HenpaBW/bHOE NpoBeAeHWE MNpoLecca BbIPE3KKU, uKcaummn, NPOBOAKM,
NPOMbIBKMX, 3a/IMBKW, MUKPOTOMUMU, CYLIKAM CPe30B, a TakxXe 3arpsi3HeHue obpasua Apyrumu
TKaHSIMU WKW XUAKOCTSIMU MOXEeT MPMBECTU K apTedaktaM WM owunboYHbIM pesyribTatam
oKpalwmBaHus.

4. N36bITOYHOE WM HEMOJIHOE KOHTP-OKpalwWBaHWE MOXET 3aTpyAHUTb NpaBU/IbHYHO
NHTepnpeTayuio pe3ybTaToB

5. AHTUTeNna sIBNSATCA FOTOBbIMU K MPUMEHEHUIO U MOCTaB/AOTCA B ONTUMasibHOM A1
NCMNO/SIb30BaHUA pasBefeHnn. J1lobble OTK/IOHEHUSI OT PeKOMeHAYEMbIX MeTOAUK NMPOoBeAeHUs
nccnenoBaHUst MOryT O6ecUeHUTb OXuaaemble pe3ynbTaTbl. [O/IKHbI  UCNO/b30BaTbCS
HaZasexawme KOHTPONM, 4YTO TakKXe [OO/DKHO  PerncTpMpoBaTbCs  AOKYMeHTaslbHO.
MNMonb3oBaTenu, AornyckawuiMe OTK/IOHEHUS OT pPeKOMeHAYEMbIX MeTOAUK MNPOBeAeHUs
nccnefoBaHus, [OJ/DKHbI  HECTU OTBETCTBEHHOCTb 3a WHTepnpeTauuMio  pes3ynbTaTtos,
NoJTyYEHHbIX Ha o6pasyax TKaHW nayueHTa

6. [aHHbIli NPOAYKT He NpeAHAa3HaYeH A1 NPUMEHEHUSI B MPOTOYHOW LUTOMETPUMN.

7. |_|pl/| OoKpawmnBaHNM AaHHbIMUN peareHtamMmu TKaHen, KOTOpPbIE paHee He
aHann3npoBasiUCb, MOTYT BO3HUKHYTb HenpeaBuaeHHble peakyun. B cBA3u C 6uonornyeckon
Bapl/la6efleOCTbl-O JQKCIMpeccnn aHTUreHoB B OMyXOJieEBbIX 06pasoBavax N MHbIX NaTo/10TnAX
TKaHel Henb3s MOMHOCTbH NUCKTHOUYNTL BO3MOXXHOCTb Heﬂpep,yCMOTpeHHOIz PeakTUBHOCTU AaxXe
ana t1ex TKaHeln, Ha KOTOPbIX AaHHblIE peareHTbl y)Xe TeECTNPOBa/INCb.

8. TkaHW  NauMeHToB, WHPUUMPOBAHHLIX BUpPycOM renatuta B, copgepxawue
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NOBEPXHOCTHbIN aHTureH renatnta B (HBsSAQ), MoOryt nokasbiBaTb Hecneuymngunyeckoe
oKpalwunBaHuMe npu obpaboTKe NepoKcMaa3oin xpeHa *

9. B xone 610K/MpylOWMX 3TanoB OKpalwnBaHUs HOpMasibHash CbIBOPOTKA, MOJlyYyeHHasi U3
TOF0 € >XMBOTHOIMO MWCTOYHMKA, 4YTO W BTOPUYHAsE aHTUCbIBOPOTKA, MOXET MpMBECTU K
NOSTYYEHMIO NTOXXHOOTPULATENBHbBIX UM TOXHOMOIOXNTENbHbIX Pe3y/ibTaToB U3-3a Ha/lnuus B
Hell ayToaHTUTEN UMM eCTeCTBEHHbIX aHTUTen *

10.  JIOXHOMOJIOXUTENbHbIE pe3ynbTaThbl MoryT BO3HUKaTb BCNeACTBUE
HEMMMYHO/IOTMYECKOrO CBSI3blBaHUsA Ge/IKOB UAW NPOAYKTOB peakumn B cybcTpaTe. OHU Takxke
MOTyT BbI3blBaTbCsl MNCEBAOMEPOKCUAA3HON aKTUBHOCTbIO  (3pUTPOLMUTbLI), 3HAOrFEeHHOM
nepokcuaasHoii akTMBHOCTbIO (UMTOoXpom C), a TakXe 3HAOreHHbIM 6MOTMHOM (Hanpumep, B
TKaHW MeyeHn, Mo3ra, rpyau, no4yek), B 3aBMCUMOCTM OT WCMOJIb30BaHHbIX MeTOA0B
WMMYHOTMCTOXMMNYECKOrOo OKpallnBaHus *

11. Kak u B criyyae n60ro MMMYHOTMCTOXMMMUYECKOTO MCCief0BaHUs, OTpULATENbHbIN
pe3ynbTaT 0O3Ha4yaeT, UTO aHTUTEeH He O06HapyXeH, a He TOo, YTO aHTUTeH OTCYTCTBYeT B
ncecnenyemMblx KneTkax Uam TKaHsaxX.

12. Wcrionb3oBaHne peareHToB nNpv nomowm MMmyHoCTeliHepa aBTOMaTM4ecKoro cepum
Dartmon AS BO3MOXHO TOJIbKO COr/laCHO MHCTPYKLMKU Ha npubop.

13. KaTteropuuecku 3anpeliaeTcs ucnosib3oBaTb peareHTbl NOC/e AaTbl UCTEYEHUS Cpoka
roAHOCTU, YKa3aHHOM Ha 3TUKeTKax.

14.  Jlto6ble ycnoBus TPaHCMNOPTMPOBKN N XPaHEHUSI peareHToB, OT/INYHbIE OT YKa3aHHbIX Ha
3TUKETKaX U B UHCTPYKLUMAX, HeA0MyCTUMBbI.

15. MepekpecTHOe 3apsA3HEHUE pPeakTUBOB WX 0Opa3L 0B MOXET NPUBECTU K MOJTYUYEHUIO
HeBEpPHbIX Pe3y/bTaToB.

16. Munkpo6bHoe 3adsA3HEHUA peakTUBOB WM 06pasLoB MOXET MPUBECTU K MOSYHEHUIO
OWKNBOYHBbIX pPe3y/ibTaToB.

17. 3anpeuiaetca nuneTupoBaHMe pPTOM, Heo6XxoAMMO TakxXe wusberatb nonagaHus
peakTnBOB 1 06pas3LLOB Ha KOXY N C/IN3UCTble 060/TI0UKMN.

18. KnuHuyeckas nHTepnpeTtaumsa Kaknx-nmbo pesynbTaTtoB TecTa [0/IKHa OblTb OLEeHEHA B
KOHTEKCTe UcTtopum 60ne3HN naumeHTa 1 pesynibTaToB APYIMX AMarHOCTUYECKUX TeCTOB.

JloGble OTK/IOHEHUSI OT PEKOMEHAYEMbIX MEeTOAMK NPOBEAEHUS UCCMefoBaHUSA W
NPOTOKO/I0B MOTYT NPUBECTU B OLUMOGOYHLIM pe3y/ibTatamM UCcref0oBaHuA.

*YKka3aHHble B VIHCTpPyKUMM NO TMNPUMEHEHU OrpaHuUdYeHnUd MeToAda SABMIAKOTCA
ob6uen3BecTHbIMU, OTHOCATCHA B LE/IOM KO BCEM MeTOAUKAM MMMYHOTMCTOXUMUYECKOTO
oKpawwuBaHuUs, npuBefeHbl B MHOFOUYUC/IEHHbIX OTeYeCTBEHHbIX U 3apyb6exHbIX
pyKoBOACTBax, HayuHbIX CTaTbAX, y4HebHO-MeTOANYECKOW nuTtepaTtype, Bkato4vasa (HO He
orpaHnumBascb) (Paszgen «CnpaBoyHasa nntepatypbl» nn. 5-9).

MeTogunka okpawuvBaHuAa, onnucaHHas B UHCTPYKLUUN NO NPUMEHEHUIO, BKOYaeT 3Tan.l,
Heob6XxoAMMbIEe 4719 MUHMMMU3ALUWN pPUCKA NOAYYEHUSA JTOXHOMOMOXNTENBHOIO WIN
NoXHooTpuuatTesibHOro pesysbTaTta. [na OueHKM KayecTBa NPOBefEeHHOW npouenypbl
OKpawunBaHMA npegycMoTpeHa MNOCTaHOBKa MOJIOXUTENIbHOIO U OTpULLaTe/IbHOTO
KOHTpOEi.

9. MEPEYEHbL N OMNCAHNE MATEPNANOB MEANUNHCKOIO U3AENNA,
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BCTYMNAKLWMX B HENOCPEACTBEHHbIV UMN ONOCPEAOBAHHbLIVA KOHTAKT C
OPITAHN3MOM MAUVEHTA

N3penve He cogepXnUT MatepunasioB, BCTyNaroLWmMX B HENOCPeACTBEHHbIV UK onocpeaoBaHHbI
KOHTaKT C OpraHM3MoMm nauymeHTa (Te/sloM YesioBeka).

10. NEPEYEHb MATEPUMANOB U CIMNEUMATIbHbIX MATEPNANOB, KOTOPbIE
TPEBYHKOTCA A/1A NMPOBEAEHUA TECTUPOBAHUWA, HO HE COAEPXATCHA B
KOMIMNEKTE MNMOCTABKW U3AEJINA

Bce pekoMeHAyeMble pacxofHble MaTepuasbl, peareHTbl 1 060pyAoBaHue, NpeayCcMOTPEHHbIE
AN NUCNONb30BaHUA B KOMOWHaAUUM C 3asiB/IEHHbIM MeAULWNHCKAM U3A4eNINeM, OO/IKHbI 6bITb
3aperncTpupoBaHbl B P® B ycTaHOB/IEHHOM MOpsiAKe, Kak MeAuLMHCKNE U3aenus.

Ana npoBegeHna aHanmsa Ha VIMMyHOCTeliHepe aBTomMaTtudyeckom Dartmon AS c
npuHagnexHoCcTAMU, B BapnaHTtax ncrnonHeHus (tabnuua 9):

Ta6nuuya 9.

Ne HawummeHoBaHwue Homep PY

1 NMmMyHOCTelHep aBTOMaTUYEeCKUiA Dartmon AS c P3H 2024/23644
NpUHaaNeXHOCTAMUN, B BapuaHTax UCMO/HEHUS.

2 Ha6op peareHTOB  ASiA aetekuuu knetok-muweHen P3H 2024/23642
(aHTUreHoB) nMpu MNpPoBeAEHUUN  UMMYHOTUCTOXUMUNYECKUX
nccnegoBaHu gns gnarHocTuky in vitro (Immunochromogenic
Reagent), B BapuaHTax ucnosiHeHus; (BapnaHT MNKONHEHUSA

D*
3 Ha6bop BcrnomoratefibHbIX OuYMWAWUX U MPOMbIBOYHbIX P3H 2024/23643
oydepHbIX pacTBOpoOB aons npoBeneHuns

UMMYHOTNCTOXUMUNYECKNX UCCNefoBaHNi ANs AUarHOCTUKM in
vitro ana  aBTOMaTU3MPOBAHHOIO  MCMOJ/Ib30BaHWA  Ha
MMMYHOCTENHepax aBToMaTudeckux cepum Dartmon AS, 4
wT./n

Onsa nposBegeHuWs aHanu3a Ha YcTaHOBKeE A1 MWMMYHOTMCTOXUMWYECKOTO U
MMMYHOLMTOMOTMYECKOTO OoKpalwmBaHus npenapaTtos Autostainer (BapmnaHThbI
ncnonHeHunsa: 360, 480S, 720) c npuHagnexHocTtamm (Taébnuua 10):

Ta6nuuya 10.
1 YcTaHOBKa ans VMMMYHOTNCTOXNMWNYECKOTO n ®C3 2009/04546
MMMYHOLIMTOJIOrMYECKOTO oKpawmBaHuA npenapaTros

Autostainer (BapuaHTbl ucnonHeHus; 360, 480S, 720) c
npuHagnexHoctamu. BapuaHTt ncnonHenus; 720

2 YcTaHOBKa ans MMMYHOTNCTOXNMWNYECKOTO n dC3 2009/04546
MMMYHOLIMTONOTNYECKOro oKpawmBaHuA npenapartos
Autostainer (BapuaHTbl wucnonHeHus; 360, 480S, 720) c
NMPUHaLIEXXHOCTAMMU.
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IV. MpuHagnexHocTu: 11. YCTpOWCTBO AN AeMACKUPOBKU
aHTureHa PT moaynb
PeakTuBbl “in  vitro" pgn4a MMMYHOrMcToxmmmdecknx ®C3 2010/08079
nccnenoBaHWiA.
255. Habop OAB / cybeTpaTt - DAB Substrate Kit - don. (mn.)
1,0/20.0, 3,0/50,0,12,0/200,0. 30,0/500,0.-.KOHTpPO/IbHbIE
cTekna
PeakTuBbl "in  vitro"  onsa MMMYHOrMcToxmmmdecknx ®C3 2010/08079
nccnenoBaHUiA.
235. PeaktuB Peroxide Block - cdn. RTU wmn; 15-200-
1000 .-.KOHTPOJIbHbIE CTEK/A.
PeakTunBbl "in  vitro" ansa MMMYHOTMncToxmmmuyecknx ®C3 2010/08079
nccnepgoBaHuin. 249. Cuctema pAeTeKyum Ha OCHOBe
nepokcugasbl xpeHa - HRP Detection System - don. RTU wm;
50,0; 200,0 - koHTpObHble cTekna. Amplifier for Mouse &
Rabbit
PeakTnBbl "in vitro"  gnsa MMMYHOrnctoxmmmyeckux eC3 2010/08079
nccnepoBaHnii. 249. Cuctema [AeTekUMM Ha OCHOBe
nepokcupgasbl xpeHa - HRP Detection System - cosi. RTU m;
50,0; 200,0.-.koHTpOJIbHbIEe cTekna. HRP Polymer Detector
«FemaTtokcnnmHu» no TY 21.20.23-068-89079081-2022. 12. P3H 2022/18530
FematokcnnmH Maiiepa, 1 n
8 PeakTunBbl “in  wvitro" an4a MMMYHOrnctoxmmmyeckux PC3 2010/08079
nccnenoBaHUiA.
245. PeaktnB TPNC 6ydiep NpomMbIBOYHbI 20X doaTHbIW ANns
Nrx + TBMH20 - 20X TBS IHC Wash Buffer + Tween 20 -
1. KpHU. Ms; 200,0; KOOO.O.-.KOHTPOMNbHbIE CTeKNa.

PeakTnBbl

in vitro" gn4a UMMYHOrncTtoxmmuyeckux @eC3 2010/08079
nccnenoBaHuii.
246. PasbaButenb aHtuTten - Antibody Diluent - don. RTU
m1;50,0; 250,0; 1000.0.-.KOHTPO/IbHbIe CcTekNa.
10 PeakTunBbl in vitro" an« MMMYHOTMctoxmmmyecknx ¢C3 2010/08079
nccnepgoBaHunii. 233. PeakTtuB Trilogy - don. KoHU. mn; 50,0;-
200,0; 240,0 RTU wmn 1000,0; 3786 ml.-.KOKTPONbHbIE
CcTekna.

Mpoune MegnuUHCKUE  nU3[ennda, cpeacrtesa U3MepeHus, ucnbolTaTenbHoe
BCNomoraTtenbHoe o6opyaoBaHue, matepuans! (Tadbnuua 11);

Ta6nnya 11.

ABTOMaT ANA  TUCTOJ/IOTMYECKO/ NpOBOAKW, Hanpumep
1 ABTOMaT Ana rucrosiormdeckon nposogkm Excelsior AS ¢ P3H 2015/2838
NPUHAAIEXXHOCTAMM

CTaHuma ans 3anmMBkKM OGMONOTMYECKNX TKaHel napaduHoMm,
2 Hanpumep CTaHUuMs ANg 3a/IMBKU 6GUONOrMYecknx TKaHen PC3 2012/12127
napacpumnHom HistoStar ¢ npuHagneXxHocTamMmn

Mundockon ansa nabopaTtopHbIX UccnegoBaHuin, ®C3 2008/03131

Hanpumep MundOCkon ansa nabopaTopHbIX WCCegoBaHUi
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AXxio Scope.Al ¢ NpNUHa[/IEXHOCTAMM

CTonuk c 3NeKTponogorpeBOM U BO3MOXHOCTbIO

nognepxaHus  CcTabu/ibHOW TeMmnepaTtypbl MNpu  CYyLIKe
MoOptOSIorM4yecknx  npenapartoB, Hanpumep CTONMUK C
anekTtponoaogeBom M  BO3MOXHOCTbH nogaepxaHua ®CP 2012/13496
CTabunbHOW TemnepaTtypbl MNpU CyLlKe MOPMOSIOrMyeckKnx

npenapatos "MUWKPOCTAT-30/BO’ no TY 9452-003-

48583880-2003

ABTOMAT AJ1A 3akKNlyeHUsa npernapaTtoB MNo4 TMOKPOBHbIE
cTekna, Hanpumep ABTomar A4 3ak/iwudeHuns npenapatoB PC3 2012/12956
noJ NOKpoBHble cTekna CtearVue ¢ nNpuHaaiexHoCTAMN

CTek/nla NOKPOBHbIE A/1 MUKPOCKOMMUYECKUX MCCNeA0BaHNA,
HanpumMep CTekna MOKPOBHbIE [ANA  MuKpockonuyeckux P3H 2015/2953
nccnenoBaHuii. 1. Cteknio NnokpoBHOe 24x50 Mm

5. CTtekno npeameTtHoe 75x25 MM C aare3snBHbIM NOKPbITUEM

PCI, BapuaHTbl WCMOJIHEHNA; C [ABYCTOPOHHEW MaTOBOI

NoMocoil 1 06pe3HOli KPOMKON, C ABYCTOpOHHei matosoii P3H 2015/2954
MosI0CON M WIN(OBAHHOW KPOMKOW, C MaTOBOW MOJIOCOW W”

0Ope3HO KPOMKOW, C MaTOBOI Monocoi n wnndoBaHHOM

KPOMKOW, C 06pe3HON KPOMKOW, CO WntoBaHHOW KPOMKOIA,

C KOJ/IOpUPOBaHHbIM KpaeMm; 6efibiM, ronybbiM, 3e/leHbIM,

NUIOBbIM, OpaHXeBbIM, PO30BbIM, KOPUYHEBLIM, XeMTbIM*

MunkpoTom 5 pPOTaLNOHHBIN, Hanpumep MunkpoTom ©C3 2011/10267
poTaunmoHHbIN cepun HM 300 ¢ npmnHag/ieXXHoOCTAMU
MapaduH gNga rmcTtonorMyeckoin 3a/IMBKN TKaHel, Hanpumep
MapaduH ANs rMcTosIOrMYeckor 3aMBKN TkaHe no TY 9369-
003-89079081-2012 ¢ npuHagnexHoctamu. |. MapadpunH gnsa
rMCTONOIMYECKOW 3a/IMBKN TKaHel, BapuaHTbl WUCMNOTHEHUS.
5. MNapadguH Ana rmcrtonornvyeckonm sanuBku Muctep Bakc
OKCTPA, 1 «r.

®CP 2012/14161

* BapuaHT UCNOJSIHEHNA 2 ANA PYYHOro aHasim3a npuMeHuUM A8 COBMECTHOro MUCMoJib30BaHUA
C nsgennem.

11. NPEAYNPEXAEHNA N MEPbI MPEJOCTOPOXHOCTU

JaHHOe nspgenve ABNseTcs AUarHOCTUYECKMM peareHToM in vitro n He npegHa3HayeHo A4
Apyrux uenei.

DTOT peareHT A0/IKEH NCNOJ/Ib30BaTbCA CTPOro 00y4YeHHbIMU cneuuasincTamu.

Bce Buabl 0TX040B, 06pa3yloLLMXCA B NPOLLEeCCe NCMNOMBb30BaHUA, cneayet yTuausnposaTb
B COOTBETCTBUM C "lpaBusiamm obpaleHns ¢ MeguUMHCKUMN OTXo4amMun”.

He noarsepxofeHO, HAHOCUTCA /N NPOAYKT Ha TKaHW, He 3apuKcupoBaHHble (POPMasIMHOM
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CnepyeT nNpPUHSATb COOTBETCTBYHOLWNE 3alWMTHblE Mepbl, 4YTOObl K36e>KaTb KOHTaKTa
peareHTOB C KOXeW Ui cnn3ncTbiMm o60104kamu. Mocne ncnosib30BaHUs ero HE06XoANMO
CBOEBPEMEHHO U TWATeNbHO YTUAN3MPOBaTb. Mpu cnyyaliHOM KOHTakTe C peareHToOM €ero
cnefyeT BOBPEMS MPOMbITb 60/1bLUIMM KOSTMYECTBOM BOAbI M 06PaTUTLCS K Bpayy.
Moxanyiicta, CTPoOro cnepyiite MHCTPYKUMSAM MO XPaHEHUIO peareHToB, 4YTOObl nlbexaTb
NX Nopun.

Pe3ynbTaTbl, NOJIyYeHHbIE C MOMOLLbI AAHHOTO U3AEeNUs NpegHa3HayeHbl TOMIbKO Ans
K/IMHNYECKOW CMNpaBKM M HE MOTyT UCMO/Ib30BaTbCsl OTAE/IbHO B KauyeCTBE OCHOBbI A/
NOATBEPXAEHNST WM UCK/IKOYEHUS aAMarHosa; pesysibTaTbl TECTOB [OJ/KHblI  6OblTb
BCECTOPOHHE NpoaHa/IM3MpPoBaHbl B COYETAHUN C KITMHUYECKMMW NPOSBAEHUSAMU U APYTMU
MeToZamMn TECTUPOBAHMSI.

12. CBEAEHWA O MAPKNPOBKE MEANLUNHCKOIO N3AENUA

MapKUpoBKa n3aesnins MoXxeT cofepXaTb crieflytoline CUMBO/IbI:
Tabnuuya 12: CMMBO/IbI HA MAapKUPOBKE, KOTOPbIe MOXET CoAepXaTb 1U3aesne:

CunmBon 3HayeHue

lot | Homep naptuu

JaTta nsrortoBsieHnsd

ref| Homep no KaTanory
2 Mcnonb3oBaTb A0
T TemnepaTtypHbIi gnanasoH

C:€ CumBon CE

O6paTUTECh K UHCTPYKLUUM MO NPUMEHEHUIO WU K MHCTPYKLUUKX MO
NPUMEHEHUIO B 3N1IEKTPOHHOM BUAE

Bunonornyeckne puckm

| ivd | MeguumHCcKoe nsaenve ansa AMarHocTuUKy in vitro

m J M3roToBuTEb

He gonyckaTb BO3A4eNCTBUSA CO/THEYHOrO CBeTa
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He gonyckaTb BO3[eNCTBUS Bfaru

f Xpynkoe, o6pallatbCsi 0CTOPOXHO

MNMpumeyaHue* Ha pycCKOA3bIYHOW MapKUMpoBKe MeAWLMHCKOro wu3genns pasmelleH
crneynanbHbii QR-KOA, NMpy HaBeAeHUM Ha KOTOPbI OTKPOETCS MHCTPYKUUS MO NPUMEHEHUID
AAHHOTO N3aenns B 3a/1IEKTPOHHOM dhopmare.

KOHTpO/Qb NepBOro BCKpblITUA BHELIHEN ynakKoBKW:

BHewHAA ynakoBka u3genusa cofepxaT chneunasibHYH Hakelky, pasMeleHHY Ha ABYX
rpaHax Kopobkm ¢ Hagnucbto Q C PASSED (Qualrty Control Passed - KOHTpoO/sib KadecTBa
npovaeH). dTUKeTKaA MMEET K/IeEeBYH OCHOBY, G/iarogaps KOTOPOI MPUKpennsieTcsa K KOpooOke.
Ee HeBO3MOXHO BOCCTaHOBUTb WM MNpUKIenTb o06paTtHO. [1OBTOpPHOE WCMNONIb30BaHue
WUCK/IIOYEeHO. OTOo obecneuvuBaeT rapaHTUIO - KOHTPIO/Ib MEPBOro BCKPbITUA /19 NOTpebutens.

13. NOPALOK UycnoBua YTUNNIALWNN n YHUUTOXEHNA N3LENNSA

n3penwne H€O6XO[I,I/IMO yTnnn3npoeaTtb B COOTBETCTBUN C MECTHbIM 3aKOHOA4ATE/IbCTBOM.

Mopafok ytunusayun [OJDKEeH OCYWeCcTBNATbCA B cootBetcTBMM C CaHluH 2.1.3684-21
KCaHNTaApHO-aNNAEMMNONOINNYECKME TPEOOBaHUA K COOEPXaHUIO TEPPUTOPUA TOPOACKUX W
CeNbCKMX MOCesieHniA, K BOAHbIM 00beKTaM, NMUTbLEBOW BOAE N NMUTbEBOMY BOAOCHaOGXEHMUIO,
aTMocdepHOMY BO34yXy, NO4YBaM, XW/bIM NOMELLEHUSAM, 3KCnayaTaynm npousBOACTBEHHbIX,
OOLWEeCTBEHHbIX MOMELLEHWI, OpraHn3aynum n NPoBeAEHNIO CAHNTa™KO-NPOTUBO3NUAEMNYECKNX
(npodhunakTnyecknx) meponpuaTnii» ot 28.01.2021 .

YTunusayua onacHbIX MeauULMHCKMX OTXOA0B BK/KOYaeT B cebs cneayrouime atanbl:

- cbop BHYTpU OpraHm3aLnmn, OCyLLeCTBASAOWEN MeANLNHCKYO AeATENbHOCTb;

- nepemMmeweHne un3 nogpasfeneHnii M BpPEMEHHOe XpaHeHue Ha Tepputopumn
opraHusauuu;

- [Ae3uHekumna obeszapaxunBaHne/obesBpexmBaHne MeguUUHCKNX OTXOA40B;

- TpaHCNOpPTUPOBaHVE C TEPPUTOPUN OpraHn3alunm;

- 3aXOpPOHEeHUe WU YHUUTOXEeHNEe MeAULUNHCKUX OTXOA0B.

Mpu obpauleHNN Ha TeppuTopum Poccuinickoih Pegepaynm;

Vicnonb3oBaHHbIE U HEWCNOoJsiIb30BaHHble MegUUWHCKMEe u3aenusa, a TakXke pacxofHble
MaTepuanbl U o06pa3ubl ONyX0/eBOW TKaHU YTUIM3BMPYIOTCA Kak oTxoAabl kKnacca b
(anagemuyeckn onacHble), B cootBeTcTBUM € CaHllnH 2.1.3684-21 «CaHuUTapHo-
anuaemMunosiornyeckmne TpeboBaHmA K obpalleHnto ¢ MegULUUHCKUMN OTXO4aMN».

NMocne uWCTeYEHMS CpoKa FOAHOCTM KapTOHHAs Kopo6Ka W WHCTPYKUUS MO MNPUMEHEHUIO
YTUIN3UPYIOTCS KaK 0TXoAbl Knacca A (anngemMmumyeckn 6esonacHble), B cooTBeTcTBMU ¢ CaHMnH
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2.1.3684-21 «CaHunTapHo-anugemMmumosiornyeckne TpeboBaHusa K oopal,eHnto ¢ MeguLUHCKUMN
oTX04amm)».

14, TH®OPMAULUUNA OB OBCTOATENBbCTBAX, NMPN KOTOPbLIX MOTPEBUTE/b
OOJIXXKEH NMPOKOHCYNBbTUPOBATLCA C MEANUVWHCKNM PABOTHUNKOM

O6CcTOATENBLCTBA, npwu KOTOpPbIX OMbITHBbI cCoTpyaHUK  na6opatopuu [OJIKEH
NMPOKOHCY/NIbTUPOBATLCS C MeAUUMHCKUM paboTHMKOM, OTCYTCTBYIOT, Tak Kak annapaTr He
OKa3blBaeT HENOCPEeACTBEHHOIO B/IMSIHASA HA MOCTAHOBKY AMarHo3a nauueHTam.

15. OMWCAHWE YC/TOBUA TPAHCMOPTUPOBAHUA

JonycTnmble Cpoku TpaHCNOpPTUPOBaHUA COCTaBAAT 14 gHen, Npyu co6MOAEeHUN YCNOBUIA:
TemnepaTtypa TPaHCNOPTUPOBKU: OT 2 po 8 "C. He ponyckaTb BO34eACTBUA COMTHEYHOrO
cBeTa; He gonyckaTb BO34eNCTBMA Bnarn; Xpynkoe, obpaliaTbCs OCTOPOXHO.

16. CPOKrogHocTtu n YC/IOBUA XPAHEHUA

CpoOK rogHocTu usgenus: 18 mecsues.

CpokK rogHoctn wu3genunsa nocsie BCKPbITUA BHyTpeHHer/I YNakKOBKM COOTBETCTBYET CpPOKY
rogHoCTn mn3genns.

FapaHTUIHbIN CPOK XpaHEeHUsl paBeH CPOKY FroOAHOCTW.

N3penve crieayeT xpaHuTb npu Temnepatype 2X’' - 8°C. He ponyckaTb BO3aelicTBus
COJIHEYHOrO CBeTa; He AonyckaTb BO34eiCcTBUSA Bnarn; Xpynkoe, o6palaTtbCs 0CTOPOXHO.

YcnoBuAa XxpaHeHUa NocJsie NepBOro BCKPbITUA NU3AENNA aHaNOrMYHbl YC/I0BUSAM XpPaHeHUs.

XpaHuTe nsgenue B OpI/IFVIHEU'IbHOI‘/II YnakoOBKe.

Mocne npuMmeHeHUs (*)J'IaKOH C aHTUTEeNIOM cnieayeTt HemMengNeHHO BEPHYTb B XOJ/IOOU/TbHUK Ha
2-8

17. yCnoBunda SKCNNYATALNN

TemnepaTtypa akcnnyartauuu: ot 18 °C pgo 25
JonycTumas BnaxHocTb: A0 80% (6e3 KoHAeHcauunn).

Mocne NpUMeHeHUs P/IAKOH C aHTUTENOM c/eyeT HEMeA/IEHHO BEPHYTb B XO/1I04UNbHUK Ha
2-8
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18. MEPEYEHb MPUMEHNMbIX CTAHOAPTOB

1) ISO 13485:2016 (FOCT ISO 13485-2017) MW3penua wmeguumHckme. CuUCTEMbI
MeHe)XMeHTa KayecTBa. TpeboBaHMA oN4a Lenen perympoBaHus.

2) ISO 14971:2019 (FOCT ISO 14971-2021) W3penuna meguuuHckme. TpumeHeHune
MEeHeI)XMeHTa puUcka K MeAULMHCKUM N3OeNNAM.

3) ISO 23640:2011 (TOCT P NCO 23640-2015) N3pgenunsa meanumHckme ans ANarHoCTUKn
in vitro. OyeHKa cTabu/IbHOCTU peareHToB 4/15 ANarHOCTUKN in Vitro.

4) ISO 15223-1:2021 (FOCT P NCO 15223-1-2023) N3genna megnuymHckme. CUMBOSIbI,

npuMeHsaeMble 0N nepejayn nHdopmauumm, npegoctaBnsemMon marotosutenem. Yactb 1.
OcHoBHble TpeboBaHuA.

5) ISO 18113-1:2009 (FrOCT P MNCO 18113-1-2015) MepguumHckue wusgenusa ansd
AnarHoctukm in vitro. VIHthopmauums, npegoctaBngemas usrotosutesnem (MapkmpoBka). YacTb
1. TepMuHbI, onpegeneHnsa n obuwue TpeboBaHuA.

6) ISO 18113-2:2009 (rOCT P WNCO 18113-2-2015) MepguuuHckue wusgenusa ans
OuarHocTuku in vitro. Hdopmauuna, npegoctaBrisgsemas usrotoemtenem(mMapkmpoBka).yactb
2. PeareHTbl An1a gnarHOCTUKK in vitro ans npoeccnoHanbHOro nNpMMeHeHms.

19. MEPEYEHb MATEPUAJIOB XXVBOTHOIO NMPOUCXOXAEHUSA C YKA3AHNEM
CBEAEHWNN OB X BUONOTMUYECKOWN BE3OMACHOCTW

N3penve codepXnT B CBOEM COCTaBE UMMYHOI/100Y/IMHbI KPOsiMKa M 6blunii CbIBOPOTOUHbIN
anbbyMuH. KayecTBo 1 6€30MacHOCTb MaTepranioB NOATBEPXAEHbI aHA/IM30M GMOIOTMYECKOIA
6e30MacHOCTM, NpeaoCcTaBAsseMbIM NPON3BOANTENEM.

20. CBEAEHWNA O NEKAPCTBEHHbBIX CPEACTBAX ANA MEANWUWHCKOTIO
MPNMEHEHNA, COAEPXAWNXCA B MEANUVMHCKOM U3AENNN

B cocTaB u3aenus He BXOAST /leKapCTBEHHbIe NpenapaTtbl U oapMaleBTUUYECKME Cy6CTaHUMN

21. OMMNCAHWE METOAA CTEPUNN3ALNN, CBEOAEHNA O METOOAX BAAVWOALUWVN B
OTHOWEHWWN MPOLECCA CTEPUTN3ALNN

N3penve noctaBnsieTcsi HECTEPU/IbHBIM N HE MOAJIEXUT CTepuansaunm nepen npMMeHeHUeM.

22. OUWATHOCTWKA N YCTPAHEHUWE HEWCNPABHOCTEMN
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1. Ecnv nony4eHHOe OKpalvBaHWe NONOXUTENbHOrO XOHTPONLHOrO obpasua cnabee
OXMAAEMOro, CneayeT NPoBepuTh ApYrue NONOXMTENbHBIE KOHTPONW, OKpaLLeHHbIE BO BpeMs
TOro Xxe noaxoaa, YtoBul onpeaenNnTb, ABNSETCS NN NPUYIUHON NEPBUYHOE AaHTUTENO UNKU OAWH
W3 BTOPUYHEIX PeareHTos.

2. Ecnn nonoXutenoHblA KOHTPONMb NOKasan oTpuuartenbHLIA pesynbTaT, cneayert
NPOBEPUTL APYrue NONOXUTENbHbIE KOHTPONK, OKPalLeHHble BO BpeMA TOro Xe uccnesosaHus,
yTob6bl ONpeaenuTb, ABNAETCA N NPUHUHON NEePBUYHOE aHTUTENO WUNU OQWH U3 peareHToB.
MpuuuHoit MoxeT ObiTb HenpaBunbHbIN OTOOP, ukcauus, genapadpuHusaums unm
Aemackupoeka oGpaasua.

3. OpuumHO Ype3mepHOro (POHOBOrO OKpaWWBAHUA MOXET ObiTb BLICOKMA YPOBEHb
3HQOreHHoro 6uotnHa. B aaHHbIX cAyYasx cneayeT BKNIOYUTL atan 6nokmposkn 6uoTuHa, ecnu
He wucnonb3yetcsi Ge3buoTUHOBAA cucTeMa, ANA UCKNIOMEHUA BO3MOXHOrO BO3AENCTBUA
6uoTuHa Ha poHOBOE OKpalLMBaHUWe.

4, Ecnu npu4ynHOU OTCYTCTBMS OKpalLUBaHUA SBNSETCH HeNnonHoe ypanesue napadgwuHa,
cnegyet NOBTOPUTHL 3Tan AenapadguH3auun.
5. Ecnu o6pasey CMbIBAETCA C NPeaMeTHOro cTekna, Heobxoaumo ybeanThes, 4TO cTekna

NONOXUTENLHO 3apPAXKeHbl. [pyriMu BOSMOXHBIMK NPUYMHAMIN HENPABUNLHOTO OKpaWWnBaHUA
MOryT SBMATLCA HEAOCTATONHOE BbICYWMBAHWe Cpe3a TKaHW Ha npenapave nepen
oKpalmBaHMem, N ukcauus 8 HeQOCTaTOYHO 3abydepeHHOM dopmanuHe.

6. TonuuHa cpe3a TKaHW TakKke MOXET OKasbiBaTb BO3AEWCTBMe Ha XapakTtep
oKpaluMBaHusa.

[Ipumeyarue: npu  603HUKHOBEHUU  6OMpPOCO8 CBAXUMEeCb C  YNOSIHOMOYEeHHLIM
npedcmasumenem OO0 "BuoBumpym” no adpecy anexmpo

23. BUONOMYECKWHA PEQEPEHTHBIN UHTEPBAT

HenpumeHumo.

24. NTHOOPMALIUA OB OFPAHUYEHUAX, CBA3SAHHBIX C NPOBOW, KOTOPBIE
MOTYT NOBMUATE HA PE3YINbTAT UCCITEQROBAHUA

B 4acTu OrpaHn4eHnn, CBA3aHHbIX C BO3MOXHOCTLIO Hecneyunieckoro okpaiunsaHmusa
npu oBpabotke nepokcupason xpeHa (HRP) Tkanewn nauveHTos, WUHPULIMPOBaHHLIX
BUPYCOM renatuta B v coaepxaliux NOBEPXHOCTHLIA aHTured renatuta B (HBsAg)
(nyHxT 8 OrpaHuserui), HeobxoQuMo 0TMETUTb cnegylowee.

ABTOpbl opurHanbHo# cratbn [Omata M. et al., 1980] uccneposanun obpasusl TkaHu
neveHn, copepxaliue nNOBEepXHOCTHbIN aHTureH renatuta B (HBsAg), n onucanu
deHoMeH HeumMmyHororyeckoro B3aumogencTsnsa HRP ¢ renatounTamu nauneHTosB,
ceponoanTueHelX HBSAQ, Npu OTCYTCTBMU TaKOBOTO Yy CepOHeraTMBHbIX NauneHTos. B
TO >X€ BpEeMA, COMOCTaBMAAA MONyYeHHble pes3ynbTarel C AaHHbIMA - [pYrux
uccneposaTtenen, aBTOpPbl WCCMeaoBaHWA OTMEMaloT, uTO HenMMYyHonoruveckoe
CBA3bIBaHME He BCErna BOCMPOM3BOAVUMO, BO3MOXHO NOTOMY, MTO CROCOGHOCTL
cBA3biBaHMA oTAENbHLIX NpenapaTtos HRP moxeT 6uite pasnuunon [Omata M. et al.,
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1980, p. 631: The nonimmunologic binding is not always reproducible, perhaps because
the linkage capacity of particular HRP preparations may be variable]. Tem He meHee,
NOCKOJIbKY AaHHOe opaHu4YeHue ykKazaHO B MHCTPYKUUW MO MPUMEHEeHUI, OHO byaeT
MPUHATO BO BHWMaHWe BpayoM-naTtosioroaHaToOMOM MNPU MNOJIYYEHUU HeOoXUAaHHbIX
pe3ynbTaToOB OKpawunBaHMA TKaHel nayueHTOB, B CbIBOPOTKE KOTOPbIX Obl/1 O6HapyXeH
HBsAg.

B yactm odaHuuyeHuli, CBA3aHHbIX C 3TanoOM OGJ/IOKUPOBKU (NYHKT 9 OrpaHuyeHuin),
Heo6X0A4MMO OTMETUTb, YTO MNPU MPUMEHEHUU [AHHOTO MEAULUWHCKOro U3Aenns Ha
[AaHHOM 3Tane He UCNOJ/Ib3yeTCsl CbIBOPOTKA, NOJIy4YeHHasi OT XMBOTHOTO TOTO Xe BuUAa,
4YTO U BTOPUYHbIE aHTUTeNa (Ko3bM).

B vactu OdaHnuveHunii, cBA3aHHbIX C NOSTYYEHUEM JIOXXHOMOMTOXUTEIbHbLIX pPe3ynbTaToB
(NyHKT 10 OdpaHnYeHnn), HeOB6XOANMO OTMETUTb, UTO NPU MPOBEAEHNN OKpallnBaHUS
C NpPUMEHeHWEeM [AaHHOro MeOULMHCKOro u3geniusa npegycMoTpeH 3Tan OG/I0KUPOBKMU
3HAOTEeHHbIX nepokcupgas (pasgen «lpoBegeHme aHanusa»  WUHCTPYKUMW MO
npUMeHeHNO). MeToa OKpawuBaHUS KakK Npuv UCMNO/Ab30BaHUN AaHHOT0 MeAULUHCKOTOo
n3genua ABnsieTcd He6UOTMHOBBLIM, MNO3TOMY 3HAOrEHHbIA 6MOTUH He BWAET Ha
pe3ynbTaT NpoOBOANMOMN Npouenypbl.

25. TAPAHTVMNHbLIE OBA3ATE/IbCTBA NMPOVU3BOANTENA N MPABUNA NPUEMA
PEK/TAMALMUIA

MpeanpuaTMe-N3roToBUTE b rapaHTUPYET COOTBETCTBUE TEXHNUECKMX XapakTepPUCTUK N3aenns
BCEM TpeboBaHMAM MPUMEHUMbIX HaLMOHa/IbHbIX U MeXAYHapoAHbIX CTaHO4AapTOB B TeYeHue
BCEro rapaHTMAHOIO CcpokKa npu CcoGAAeHUN NOTPeGUTENIEM YC/IOBUIA  3KcnlyaTauuu,
TPaHCNOPTUPOBAaHUSA U XPaHEHUS.

Mo Bcem BoMpocaMm, CBsI3aHHbIM C oGpalleHneM MeAULMHCKOTO U3aenusi Ha Tepputopumn PO,
Heo6x04MMO 06PaTUTLCS K YNOSTHOMOYEHHOMY NpeACcTaBUTEN0 NPOU3BOAUTENS;

OO6LecTBO C OrpaHNYeHHOW OTBETCTBEHHOCTbLIO «BUoBUTpym»
00O «bnoButpym»

199106, r. CaHkT-lMeTepbypr, Bonbwon np. B O. gom 68 nut.A
Ten.;+7 (812) 305-06-06

e-mail: otk@biovitrum.ru
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8. TeopeTnyeckme OCHOBbI U NpaKTUYecKoe NMpUMeHeHne MeTO40B UMMYHOTUCTOXUMUNN:
pykoBoacTteo / [.3. KopxeBckuii, O.B. Knpuk, M.H. KapneHko [u ap.]; nog pea. 4.2.
KopxeBckoro. — 2-e un3g., ucnp. n gon. — CaHkt-lMNeTepbypr : Cneylurt, 2014. — 119
c.— ISBN 978-5-299-00596-7.

9. babunyeHko W.N., KoBaAsnH B.A. HoBble MeTOAbl UWMMYHOTUMCTOXUMUYECKON
OVarHoCTUKKM ONyxosieBoro pocrta: Yue6. nocobue. - M.: PYAH, 2008. - 109 c.
MeToaonka okpawuBaHUA, onMcaHHas B MHCTPYKLUKU MO NPUMEHEHWNIO, BKNOYAET aTanbl,
Heo6xoAMMblEe AONA MWHUMMU3ALUWN pPUCKA MNOAYYEHUA NOXHOMONOXUTENTBHOIO WK
NoXHooTpuuaTesnbHOro pesysbTtata. [na OueHKM KadecTBa NMpPOBeAeHHOW npouenypsbl
oKpawmBaHuUA npeaycMoTpeHa MNOCTaHOBKa MNOJIOXUTENIBHOIO W OTpULLaTE/IbHOTIO
KOHTpOei.

31

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



Cartmc™n

NHCTPYKLUMSA MONBb3OBATE/A MO NPUMEHEHWIO MEAULIMHCKOTO
N3NENNSA

MepBUYHbIE KPOJSIMYbU MOHOK/IOHa/IbHble aHTuTena pAna oO6HapyXeHus
oenka SOX-10 MMMYHOTMCTOXMMNYECKUM METOLOM B AMaraocTuke in vitro
ONA PYYHOro wuamMm aBToMaTmyeckoro wucnosibsoBaHuma (SOX-10 Antibody
Reagent), B BapnaHTax UCNOJIHEHUA

Bepcusa 1.1
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1. HammeHoBaHUe, KOMMNJJEKT NOCTaBKU

MepBuYHbIE KPOJ/IN4bMN MOHOK/IOHa/IbHbl€ aHTUTena  AnA OBHapyXxeHuns 6enka SOX-10
VUMMYHOTMCTOXMMUYECKUM METOAOM B [AMArHOCTUKe in Vitro ANns pYyYHOro WM aBTOMAaTUYECKOro
ncnonb3oBaHusa (SOX-10 Antibody Reagent), B BapuaHTax UCNOJSIHEHUN?;

BapuaHT ucnosiHeHus 1: MepBUYHbIE KPON bW MOHOK/IOH&/IbHbIE aHTUTeNa ANns obHapyxeHnsa 6enka SOX-10
VMMYHOTMCTOXMMNYECKUM MEeTOAO0M B AMarHOCTUKe in vitro ana py4ltOrO nin aBTOMaTtnyeckoro WUCnosib30BaHus
(SOX-10 An1l™oay Reagent), oniakoH 3 M1, rOTOBbIE K MPUMEHEHUIO - 1 LT

BapuaHT ucnosiHeHus 2: MNMepBUYHbIE KPO/IMYbN MOHOK/IOH&/IbHbIE aHTUTEeNa A5 06HapyxeHusa 6enka SO X-10
VMMYHOTMCTOXUMUYECKUM METOAOM B AMArHOCTUKe in Vitro A8 py4yHOro uav aBToMaTuU4yeCcKoro UCnosib30BaHus
(SO X-10 Antibody Reagent), dosiakoH 6 M/, FOTOBbIE K MPUMEHEHUIO - 1 LUT:

BapunaHT ucnosiHeHus 3: MNepBUYHbIE KPOSIMYbN MOHOK/IOH&/IbHbIE aHTUTeNna A5 o6HapyxeHusa 6enka SO X-10
WMMYHOTMCTOXMMKMECKUM METOAO0M B ANArHOCTUKe in Vitro 418 py4yHOro hjw aBTOMaTU4eCKOro UCro/ib30BaHNUsA
(SOX-10 Antibody Reagent), dosiakoH 10 M, roToBble K MPUMEHEHUIO - 1 WIT.

KomnnellT nocTaBKU:

1 MNMepBUYHbIE KPOINYBN MOHOK/TIOH&/IbHbIE aHTUTEeNa A1 O6Hapy>eHus 6enka SOX-10 UMMYHOTMCTOXUMNYECKUM
MeTOA0M B IMArHOCTUKE in Vitro ANa pyyHOro uinm aBTomMaTM4ecKoro ucrnonb3osaHus (SOX-10 Antibody Reagent),
B BapmaHTax MCMOJTHEHWS.

2. VIHCTpyKuMs nosib3oBaTesisi Mo NPUMeHEHN0 MeANLVHCKOrO n3genus -1 wr.

3. VIHCTpYKUUS MO MPUMEHEHUIO NNEAULMHCKOTO M3aennst (AocTynHa ¢ nomouwbio OK-loga. pa3MeleHHOro Ha
MapKMpPOBKE; MC»KET NOCTaB/SITLCSA MO 3anpocy notpeébutens) - 1 W

2. HasHaueHue

Ana npuMmeHeHUsa Npy UMMYHOTMCTOXMMUYECKOM UCCMef0BaHUM C Leslbio KaueCTBEHHOro onpegeneHunss 6esnka
SOX-10 B cpe3ax TKaHeW 4enoBeka, (PUKCMPOBaHHbIX B hOpMa/inHe U 3a/IMTbiX B napaduH, B Ka4vecTBe
BCNOMOraTesIbHOro cpegcTBa A/19 ANAarHOCTUKM N Vitro OHKOSTIOrMYecknx 3aboneBaHunii. Misgenne npuMeHUMO Kak
ONS PYYHOro, Tak 1 4719 aBTOMaTMYeCKOro OKpallBaHUs.

3. CUMBO/bI HA MApPKUPOBKE MeANLUNHCKOTO u3genuns

MapKupoBKa n3fesninsi MOXeT cofepXaTtb ClefytoLline CUMBO/IbI:
Ta6nuuya 1: CMMBOJIbI HA MAapKMPOBKE, KOTOPbIE MOXET COZepXaTb U3aesue:

CumBon 3HaueHune CumBon 3HayeHue

LOT Homep naptumn Buonornyeckne pucku

MeauumHckoe nsgenve gns GUarHoCTUKK

. aTa M3roToB/IeHUs! o
d . A IVD in vitro
REF Homep no katanory i J N3rotoBuTENb

He gonyckaTb BO34eiCTBUS COMTHEUHOTO

Vicnonb3oBaTb A0
A cBeTa

TemriopaTypHbIit AnanasoH He ponyckaTb BO3feicTBMA Bnaru

O6paTuTecb K WHCTPYKUUU
No TMpPUMMEHEHUID WUMN K
NHCTPYKLUUN no
NPUMEHEHUIO B
3NEKTPOHHOM BUAe

Xpynkoe, 06paliaTtbCs OCTOPOXHO

CumBon CE
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4. Heob6xoaumble o6opyaoBaHne n matepuarlsbl

Bce

pekomMeHayeMble

pacxofgHble MaTepuasibl, peareHTbl

B YCTAaHOB/IEHHOM MOpPsiAKe, Kak MeguLMHCKNE U3nenus.

[na npoBefeHus aHanusa Ha VIMMyHOCTeliHepe aBToMaTuuyeckoMm Dartmon AS c npuHagfexHoCcTaAMHU, B

BapuaHTax ncnosnHeHus (tabnuua 2):

Tabnuua 2.

No

Onsa npoBefeHMA aHanu3a Ha YcTaHOBKe A1 MMMYHOTMCTOXMMMUWUYECKOTO U MMMYHOLMTO/IOTMYECKOTO
OKpawmBaHus npenapatoB Autostainer (BapuaHTbl ncnosHeHus: 360, 480S, 720) ¢ npuHaLAEXHOCTAMN

HanmeHoBaHune

NmmyHocTeliHep aBTOMaTtuyeckuii Darthx>n AS ¢ npuHeanexHoCTAMMU.
BapuaHTax UCMOJIHEHUA.

Habop peareHTOB ANA [OeTeKuMn KIeTOK-MUHIOHEeN (aHTUTeHOoB) mnpwu
npoBefeHNN MMMYHOTMCTOXUMNYECKNX UCCNefoBaHUi NS AUarHOCTUKM in
vitro (Immunochromogenic Reagent), B BapuaHTax ncnonHeHus: (BapnaHt
MUCNoJIHEeHUA 1Y

n obopygoBaHue,

Habop BcnomorarenbHbIX OYULAKLWWUX W MNPOMbIBOYHBIX OYyepHbIX
pacTBOPOB A5 NPOBeAeHNS UMMYHOTMCTOXMMUYECKMX UCCNenoBaHnin ons
OVarHoCTUKM in Vvitro Ana aBTOMAaTU3MPOBAHHOINO WCMNO/b30BaHUA Ha
MMMYHOCTeliHepax aBToMaTunyeckmx cepum Dartmon AS, 4 wTTyn

(tabnuua 3):

Tabnuua 3.

1

10

YcTtaHoBKa A1 UMMYHOTMCTOXUMUYECKOTO U UMMYHOLIMTOJ/IOTMYECKOro
OKpawunBaHua npenapaToB Autostainer (BapuaHTbl UcrionHeHua: 360,
480S. 720) c npuHagnexHocTaMmun. BapuaHT ncnonHenus: 720
YcTtaHoBKa A1 UMMYHOTUCTOXUMUYECKOTO M UMMYHOLMTOIOMMYECKOro
OoKpawunBaHuMs npenapatoB Autostainer (BapuaHTbl ucnosHeHus: 360,
480S, 720) c NpnHagIEeXHOCTAMMU.

IV- MpuHagnexHocTn: 11. YCTPOWCTBO A1 AEMACKMPOBKM aHTUreHa PT
MoAay/b

PeaktnBbl 1n vitro" Ass NMMYHOIMCTOXMMUYECKUX UCCNef0BaHWIA.

255. Habop AAB / cybeTpaTt - DAB Substrate Kit - ¢on (mn.) 1,0/20,0,
3,0/50,0,12,0/200,0. 30.0/500.0.-.KOHTPONbHbIE CTEK/A

PeaktnBbl "in vitro" 419 NMMYHOTMCTOXMMUYECKUX UCCNeA0BaHWIA.

235. PeaktuB Peroxide Block - dosi. RTU m; 15-200-1000 .-.KOHTPO/IbHbIE
cTekna.

PeakTuBbl "in vitro" 0A8 MMMYHOTMCTOXMMUWYECKUX UCCefoBaHnii. 249.
CuncTtema pgeTekuumun Ha OCHOBe repokcupaasbl xpeHa - HRP Detection
System - don. RTU mn; 50,0; 200,0.-.koHTpOsibHbIE cTekna. Amplifier for
Mouse & Rabbit

PeaktyBbl "in vitro" gns MMMYHOTMCTOXMMWYECKUX MCCNefoBaHuin. 249.
Cuctema peTekumm Ha OCHOBe rnepokcuaasbl xpeHa - HRP Detection
System - ¢on. RTU mn; 50,0; 200,0.-.KOHTpO/IbHbIE cTekna. HRP Polymer
Detector

«"emMaToKCUNNH» no TY
FematokcnnuH Maiiepa, 151
PeakTtmBbl "in vitro" gns UMMYHOTMCTOXUMMUYECKUX NCCe0BaHWIA.

245. PeaktuB TPUNC 6ydep NpoMbIBOYHBLIN 20X KpaTHbIA gna UIMX +
TBWH20 - 20X TBS IHC Wash Buffer + Tween 20 - dn. koHL. mn: 200,0;
1000,0.-.KOHTPO/IbHbIE CTEKNA.

PeakTmBbl In vitro” gnst UMMYHOTUCTOXMMUNYECKNX NCCIe40BaHNIA.

246. PaszbaButenb aHTuTen - Antibody Diluent - dn. RTU mn:50,0; 250.0;
1000,0.-.KOKTpPO/IbHblE CTEKNA.

PeakTuBbI "in vitro* 4na MMMYHOTMCTOXMMWYECKNX UCCefoBaHnii. 233.

21.20.23-068-89079081-2022. 12.
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Homep PY
P3H 202473644

P3H 2024/23642

P3H 2024/23643

®C3 2009/04546

PC3 2009/04546

®C32010/08079

$C3 2010/08079

®C3 2010/08079

$C3 2010/08079

P3H 2022/18530

$®C3 2010/08079

$C3 2010/08079

®C32010/08079

NpeaycMOTPeHHble  O/isi
NCNONb30OHUA B KOMBUHALMW C 3asiBNIEHHBIM MEANLMHCKUM M3/ /MeM. A0/KHbI GbiTb 3apPeErMcTpupoBaHbl B PO
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PeaicTMB Trilogy - ¢n. kKoHu. mn; 50,0;-200,0; 240,0 RTU mn 1000,0,3786
T1.--1COHTPO/IbHbIE CTEKNA.

Mpoune MeguUUUHCKNE U3[eNUs, cpeacTBa W3MEPEHUsl, WUCNblTaTelbHOE W  BCNOMoOraTesibHOe
obopynoBaHue, matepuansl (Tabnuua 4);

Tabnuua 4.

ABTOMAaT AJ/1s TMCTO/MIOTMYECKO MPOBOAKM, HanpuMep ABTOMaT Ans

o . P3H 2015/2838
rMCTOIOrMYecKoii NpoBoakn Excelsior AS ¢ NpuUHaA/IeXXHOCTSIMU

CTaHumsa gnsa 3a/iMBKKU GMONOMMYECKMX TKaHel napaduHOM Hanpumep
CTaHuusa ANS 3a/IMBKM BMOMOrNYecknx TkaHel napadumHom HistoStar ¢ ®C3 2012/12127
NPUHaANEXHOCTAMMN

Mukpockon ans 1abopaTopHbIX UCCNEAOBaHUA,

Hanpumep Mukpockon A/ nabopaTopHbIX uccnegoBaHuii Axk> Scope.Al ®C3 2008/03131
C NPUHAaANEXHOCTAMM

CTONMMK C  2NeKTponoAorpeBOoM U BO3MOXHOCTBIO  MogfepxaHus

CTabunbHOM TemnepaTypbl Mpu Cylwke MOPEON0rMyeckux npenapartos,

Hanpumep CTONMK C  3JIEKTPONOAOrPEBOM M BO3MOXHOCTbO ®CP 2012/13496
noggepXaHus cTabunbHOW TemnepaTypbl MNPy CyLKe MOPKOSIOrMYeckmnx

npenapatoB "MWKPOCTAT-30/80" no TY 9452-003-48583880-2003

ABTOMaT [ONA  3aK/Il0YEHUA Mp>enaparoB MNof MOKPOBHblE CTekna,
HanpumMmep ABTOMAaT A1 3ak/10UYeHUs rpernapaTtoB Mnof NOKPoBHble ®C3 2012/12956
ctekna ClearVue ¢ npyHaanexxHocTamm

CTek/sla NOKPOBHbIE NS MUKPOCKOMNUYECKNX WUCCNenoBaHuii, Hanpumep
CTek/la NOKPOBHbIE 4151 MUKPOCKOMUYECKMX NCC/1e0BaHUIA. 1
CT1ekno nokposHoe 24x50 Mm P3H 2015/2953

5. Ctekno npegmetHoe 75x25 MM C afre3mBHbIM TKXpbiTem PCI,
6 BapuaHTbl UCMOJTHEHUA: C ABYCTOPOHHE MaTOBOW MOJIOCOM U 06Pe3HON p3H 2015/2954
KPOMKOW, C ABYCTOPOHHE MaTOBOW NOM0COW U WANOBAHHOW KPOMKOA,
C MartoBOW Moslocoii M 06pe3HO KPOMKOW, C MaToBOW MNOSI0CON U
WwncoBaHHOM KPOMKOMA, C OOpPEe3HOW KPOMKOW, €O LW/Md)OBaHHOM
KPOMKOI, C KONMOPUPOBAHHbIM Kpaem: O6enbiM, ronyobbiM, 3eneHbiM,
JINNIOBbIM, OPaHXeBbIM, PO30BbIM, KOPUYHEBbLIM, XeNTbIM*

MUVKpPOTOM POTALMOHHBINA, HanpvMep MWKPOTOM pPOTAUMOHHLIA cepun

HM 300 c npuHagnexHocTammn ®C3 2011/10267

MapacmH gNsa rMCTONOIMYECKO 3anMBKM TKaHeW, Hanpumep MapaduH
ONS TMCTONOTMYECKOl 3a/IMBKN TKaHelr no TY 9369-003-89079081-2012
8 C npuHagnexHoctamu. | MapaduH [na ructonornyeckon 3anueskm PCP 2012/14161
TKaHel, BapwaHTbl ucnonHeHusa. 5. MapaduH AN1S TMCTONOrMYECKOw
3anuBkn Muctep Bakc SKCTPA, 1 kr.

* BapuaHT UCMNOJTHEHNSA 2 pn4a PYy4YHOro aHain3a npmMmeHnm gns CoOBMeCTHOro McrnoJjib3oBaHuA C nusgesimnem.

5. Ob6pauweHne u xpaHeHune

Cpok rogHoCcTu usgenusa: 18 mecaues.

CpOK rogHOCTN U3AeNns Mocsie BCKPbITUA BHYTPEHHEN YNakoBKW COOTBETCTBYET CPOKY FOAHOCTU U3AeNus.
MapaHTUliHbIfi CPOK XpaHeHNsA paBeH CPOKY FOAHOCTMU.

N3penve cnepgyet xpaHnTb npu Temnepatype oT 2@C o 8®C B xonoawsbHuke. He gonyckaTb BO34eACTBUSA
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COJIHEYHOro cBeTa: He gonyckaTb BO34eicTBUS Biarn; Xpyrnkoe, o6pauatbCsi OCTOPOXHO.
YCcroBus XpaHeHUs Nnocsie NepBoro BCKPbITUS N3AeNnsi aHaslornyHbl YC/IOBUSIM XPaHeH s,

JonycTnmblie CpOKM TpaHCNOPTUPOBaHUA cocTaBnAlT 14 aHer, npu cobnwgeHun ycnosuidi: TemnepaTtypa
TpaHcnopTupoBkM: oT 2 “C go 8 °C. He gonyckaTb BO34eNCTBMS COJSTHEYHOrO cBeTa; He gonyckaTb BO3faelicTBMSA
BNaru; Xpynkoe, obpaliaTtbCa OCTOPOXHO.

XpaHuTe nsgenve B OPUTMHa/ILHOW yNakoBKe.

Temnepatypa akcnnyartauun: ot 18 go 25 °C

Jonyctumas BnaxHocTbLo 80% (6e3 KoHAaeHcauum).

Mocne npymMeHeHUs dh1akoH € aHTUTENIOM cneayeT HeMeAJ/1IeHHO BEPHYTb B XONIOAU/TbHUK Ha 2-8

6. YTunnsauunda

N3penve cnepyeT yTWAM3NPOBaATb KakK MOTEHLMas/IbHO OMacHble OTXoAbl B COOTBETCTBMW C TpeboBaHUSMU
3aKoHogaTeslbCTBa 06 OXpaHe OKpyXalollei cpefbl WM MHOTO 3aKOHOAATENIbCTBA COOTBETCTBYHOLLEN CTpaHbl.
[ns o6ecrneyeHnsi COOTBETCTBUS PEKOMEHAYETCs 06PaTUTLCS] B MECTHbIe FroCyAapCTBEHHbIe opraHusaumm n/knu
aKKpeaMTOBaHHbIE KOMMAHMK MO YTUAN3ALUN OTXOA0B A1 NOSTyHEHUS MHOPMaLUN.

7. MpepynpexaeHma n Mmepbl NPeaoCTOPOXHOCTU

JaHHoe nsgenve sBNseTca ANarHOCTUYECKMM peareHToOM in vitro n He npegHa3sHavyeHo A1 ApYrnX Lenen.

<t NOT peareHT LO/DKEH UCMNOJb30BaTbCA CTPOro 06yyeHrmam cneymanuctamMmu.

<¢ Bce BuUAbl OTXO[0B, 06pa3ylOLLMXCA B MPOLEcce MCNoJib30BaHWA, criefyeT YyTUIU3MpoBaTb B COOTBETCTBUU C
MpaBnnamun obpalleHns ¢ MegULMHCKAMU OTXcaamun' .

<s He noatBepxaeHO, HAHOCUTCSA /TN MPOAYKT Ha TKaHW, He 3athnuKCUpoBaHHble POPMasIMHOM.

*> CnepyeT NPUHSATbL COOTBETCTBYHOLIME 3aWUTHblE Mepbl, YTOObl 367 KaTb KOHTaKTa peareHTOB C KOXell unm
CMM3NCTbIMN 060/104KaMK. ocne NCcnonNbL30BaHMA ero Heo6XxoAMMO CBOEBPEMEHHO U TUaTeIbHO YTUIU3NPOBaTb.
Mpwn cny4valiHOM KOHTaKTe C peareHTOM ero cnefyeT BOBPEMS MNPOMbITb 60bLUNM KOIMYECTBOM BOAbI M 06paTUThCS
K Bpauyy.

MoxanyiicTa, CTPOro c/ae/MTe MHCTPYKUMUSAM MO XPaHEHUIO peareHToB, YTo6bl n3bexarb nopyu.

e Pe3ynbTaTbl, NO/YYEHHbIE C MOMOLLbIO AHHOIO N3aenus npegHasHadeHbl TOMIbKO AN KIMHUYECKOM cnpaBku 1 He
MOTYT MCMNOJ/1b30BaTbCA OTAE/IbHO B KAYeCTBE OCHOBbI [/TH NOATBEPXAEHUA NN UCKTHOYEHUA AMarHo3a; pesynbtarbl
TECTOB [0/DKHbI ObITb BCECTOPOHHE NPOaHa/IM3MpoBaHbl B COYETaHUN C KITMHUYECKMMU NPOSB/IEHUSAMU U OPYTUMUN
MeToAamMn TECTUPOBaHUA.

8. MpoBeaeHue aHannsa

HezaBUCMMO OT BbIGPAHHOIO MeTOAa OKpLWMBaHUSA (AaBTOMATUUYECKOrO WM PYYHOro) uccredyemble
06pasubl AO/MKHbI GbITb NOATOTOB/IEHLI AO/MHKHLIM 06Pa3oM.

[AnAa BbINONHEHUA aHanM3a O4HOro cryyad, I'IOTpe6yeTCF|Z

1. NoaroToBuTb 1 cpe3 (B COOTBETCTBUU C YNC/IOM UCCNEAYEMbIX aHaIMTOB) TO/WMHON He 6osiee 5 MKM C
ofHOro mnccnegyemoro 6s10ka. Micnonb3ylite TONIbKO OCTpble /Ie3BUS BO M3bexaHne paspbliBOB cCpesa,
3aTpyLHALWNX aHaIn3.

2. Pa3MecTUTb NOAFOTOB/IEHHbIV CPe3 Ha CTEeK/10 C aAre3vBHbIM MOKPbITUEM.

PasmecTUTb cpes3 KOHTPOJIbHOWN TKaHW Ha TO Xe CTeK/0.

4. TloMecTUTb CTEK/10 CO CPe30M B TeEpMOCTAT BEPTUKa/IbHO Ha 14 npu Temnepatype 60°C wan Ha HOYb Npu
TemnepaTtype 37°C).

Ona aBTOMaTM4ecKOro WUCMNOMb30BaHUA (Hanpumep, nMpuM MNOMOWW MMMYHOCTeliHepa

aBTomMaTtmueckoro cepum Dartmon AS)

w

1. YcTaHOBUTE BCe peareHTbl B UMYHHOCTEeMep, COrNacHO MHCTPYKUMKN Ha nprubop:

e 3adysuTte cToiiky ¢ Habopom peareHTOB AN OETEKUUN KIETOK-MULIEHEN (aHTUreHOB) Mpu MNpOBeAEHUn
MMMYHOIMCTOXMMUYECKUX WCCeAOBaHMA ANst guarHocTuky in vitro (Immunochromogenic Reagent), ans
aBTOMaTU3NPOBAHHOIO MCMOJ/1b30BaHUSA HA UMMYHOCTEiHepax aBToMaTu4decknx cepum Dartmon AS, 7 wt7yn.
B CTaHUMIO ANS peareHToB, Haxoaslycsa B npubope

e T[lepeneiiTe nepBuYHbIE aHTUTeENla, HEOGXOAUMbIE A1 UCCNeAOBaHUs, U3 OPUTMHA/ILHOW YMakoBKN BO
®dnakoHbl ansa peareHToB Open Reagent Bottle, nomectute thnakoHbl B CTOlKY 15 peareHTOB 1 3adyy3nTe
B CTaHuuMO ANs peareHToOB, Maxoswykis B npubope. MNpu nepBOoM WCMNONbL30BaHUM hiakoHa wnnum
aHTUTena, Heob6xoAnMMO 3aperncTpmpoBaTb ux B MO:
a) OTkpoliTe BKIagKky «YnpaB/ieHMe peareHTaMu» -> «HacTpoWku peareHToB»
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b) Haxmute «[06aBUTb»

c) B nosBuBM>emcs OkHe 3anonHUTe cneayto n” napameTpbl:
o «Wwma peareHTa» - HauMMmeHOBaHWe aHTuTena, Hanpumep «30X10 Daitmon» (gonyckaetcs
MCNoNb30BaHNe KUpUINuLbI)
0 «COKp. UMs» - COKpalleHHoe na”™eHoBaHue aHTUTeNa, Hanpumep «30X10 D» (oHO ByaeT oTobpaxarbcs
Ha 3TUKEeTKe CTeKna)
o «OkpawuBaHue» - BblibepeTe «MpoTokon UTX Ax»
0 «HIER*» - Bblbepute «#HIER 20 MuHyT ¢ ER2 npombiBkoii» (ERL - unTp3THbIG 6ychep pH6, ER2 - EDTA
PH9)

d) [Oanee Heob6XoAMMO 3aKpenUTb HOBbIi HEMCMNONb30BaHHbI KOHTENHEP ANs peareHTOB 3a AaHHbIM
aHTUTENIOM, /151 3TOr0 HAXMUTE «BBeanTe WITPUX-KOA peareHTa»
e) OTckaHMpyWTe OJ/INHHBINA WTPUX-KOA Ha KOHTelHepe
f) B nosiBMBLUEMCS OKHEe BBeAMTE HOMEp /l0Ta M CPOK FOAHOCTW, yKa3aHHble Ha POAHOM KOpObKe
aHTMTena (B kayecTse [JHA B CPOKe rogHOCTM 1Mcnosnb3yite 01) n B none «/iMa peareHTa» BblbepuTte
13 CNmncka Heo6xo4nMoe HanMeHoBaHne aHTuTena
n) Haxmute «OK»
MpumMeyaHune: ecnu Bbl NPUOBPEN HOBYIO YNAaKOBKY aHTUTes1a, HET HEO6XO4MMOCTUN [,06aBNATE HOBbLIV peaTerrt B
«HacTpoiikax peareHTOB», OfHAKO HE06X0AMMO WCMOJSIb30BaTb HOBbIA (p/1akOH ONS1 peareHToB, ec/in 06w
pacxogHbiii 06beM dhnlakoHa AAaHHOro aHTuTena gocTtur 40 M/, 3aperucTpvpoBatb ero u Bbibpatb B «MmeHn
peareHTa» yxe CyllecTBylOLLee HaMeHOBaHne aHTuTena.

. Mepeneiite Bbydep pns pemackupoBknm aHTureHa Nel Antigen Retrieval Buffer (Citrate), Bydep ans
nemacknpoBku aHTureHa Ne2 Antigen Retrieval Buffer (EDTA), bydep ana genapaduHusaunm Dewax
3olution, Bydep npombiBouHbIi Cleaning Fluid (PBS (10X)), KOHueHTpaT B COOTBETCTBYHOLWME BYTbIIN AR
peareHTOB U YyCTaHOBUTE UX B MOAY/b 6ydepHbIX pacTBOpoB. 3anosnHute 6yteinu DI water un Alcohol (aaHHble
peareHTbl He NOCTaBASAKTCA C NPUGOPOM).

2. CtaHgapTHbIli npoTokon ana aHTutesna 30X10 (3agaetca Npu NEPBUYHON perncTpauum aHTuTesna B
npmnbop):
e #MNporpeB n YpaneHune napapunHa A (pekomeruiyemoe)/#YpaneHme napadpuHa A (Ha YCMOTpeHMe
NOTH330BarTesisl)

#HIER 20 muHyT ¢ ER2 npombiBkoii (EDTA pH 9)

e #WI'X npoTtokon A
3.  Wcnonb3yiite npodpaMMHoe obecrnieveHne A8 HACTPOKUNpoLUeaypbl OKpallnBaHNA BCOOTBETCTBUM co
CXeMOW oOKpalmBaHMUSA W NedyaTtn ITUMKETOK: 3aperncrpupyintenccnegyembie cry4vau ncTekna,
pacrnevyartaiTe 3TUKeTKU. [pu pernctpaymm cTeksa BblibepuTe Mapkep (HauMeHoBaHWe aHTuTena,
3aperucTpupoBaHHoe B CNMCKe peareHTOB) U NapamMeTpbl OKPacKym aBTOMaTUYeCKM 3anosIHATCS.

4. HaknenTte aTUKETKY CO LUTPUX-KOA40M Ha NpeaMeTHOe CTEK/10, MOMECTUTE ero B NJiaHWweT AN npegMeTHbOC
CTeKO/1, 3aTEM HaKpOWTe YCTPOWCTBOM A/1A 3aliuTbl NpeAMETHb(X CTEKO/T KaXAoe NpeaMETHOE CTEK/O.
O6paTuTe BHUMaHME Ha YCTaHOBKY YCTpOWACTBa AN 3aWuTbl NpeaMeTHOro crekna (BbICTynarouwini
y4yacTOK Ha YCTPOICTBE AO/DKEH COBMajaThb C yrny6eHeM B KOPNyCe N/iaHweTa ass cTekos) v 3ady3nte
naaHWweT B UMMYHOCTEHep.

5. Y6egutecb, UTO BCe HEOOXOAUMbIE [fareHTbl Ha MecTe.

3anycTtuTte npoueaypy aBTOMaTU4eCKOro oKpallmBaHus.

MpumeyaHune 1: MNoxanyiicta, o6paTuTecb K PyKOBOACTBY MO 3KchayaTtauum UMMYHOCTEHepa A/151 KOHKPETHbIX
TECTOBbIX Ornepauyuii.

MpumeyvaHue 2: Mpun MCMNoNb30BaHUM Ha NOOOW ApPYroii aBToOMaTUYecKo CUCTEME WMMYHHOIMCTOXMMMUYECKOrO
OoKpaluvBaHus, NoXxasyncra, obpartutecb K pykoBOACTBY MO aKCMiyataymm Ha npnoop.

[Ons ncnonb3oBaHWsA PyYHbIM METOAOM

1. MpoBepbTe Heo6GxoaMmoe 0GOpyAOBaHMe U pacxogHble MaTepuanbl ANs NMPOBeAEeHUs TeCTUPOBaHMS,
KOTOpble MOryT BaM MOHaA06UTbCS: A403aTOpPbl W HAKOHEUYHUKN, MOXIOXUTE/IbHO 3apsiKeHHble CTek/a,
BoAsiHas 6aHA unuv annapat 4715 AeMackMpoBKMY, TaliMep, NHKyGaTop WUn BfaxHas kaMmepa, eMKOCTU A
peareHToB, CyLlKa [i/19 CTEKO/1, CBETOMNO/IbHbIi MUKPOCKOTT.
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2. [aHHblA aHann3 coBmecTUM «HabopoM peareHToB A1 AeTeKUUU KNeTOK-Mullenen (aHTUreHOB) Npwu
npoBeAeHNN UMMYHOIMCTOXVIUITYECKUX WCCMeA0oBaHuii ANnsa AuMarHoCTuKM in vitro (Tnrrlrrocbrotopenic
Reagent), B BapnaHTax McnonHeHus: (BapuaHT UCMOMHEHMA 2)», a Takxe ¢ PeakTnBamu vitro” ans
UMMYHOTNCTOXUMNYECKNX nccnepoBaHui (PC3 2010/08073). BbinonHute Heob6XxoANMYIO
npob6onoarotoBky cpesa (genapaduHusauma U AeMackupoBKa) COr/1acHO WMHCTPyKUMKW. [leMacKUpoBKY
CTOUT NPOBOANTL C nomoLbo EDTA pW 9.

MpumeyaHne: ganbHelilwne atanbl aHanmM3a Takxe COBMeCTUMbl «Habopom peareHTOB A8 AeTeKuuu
K/1eTOK-MUUIOHEel  (aHTUreHOB) nNpu  NpPoOBeAeHMN UMMYHOTMCTOXMMUYECKUX WUccnegoBaHuii  ons
AunarHocTtukn in vitro (Brnturiocbrotogento Reagent), B BapnaHTax UCrtosiHeHus: (BapnaHT MCMNonHeHus
2)*. a Takke ¢ PeaktmBamu 1n vitro" gns MMMYHOTMCTOXMMUYECKUX MccnegoBaHuii (PC3 2010/08079).
[na nx ncrionb3oBaHns obpaTuTech K HEMOCPELCTBEHHBIM UHCTPYKUMAM.

3. [Ansa panbHeliwnx 3TanoB MOXeTe BOCr0/1b30BaTbCsl Habopom peareHTOB A1 AeTeKUMN KNeTOK-MULLeHel
(aHTMreHoB) nNpv NpPOBeAEHUN WMMYHOIMCTOXUMUYECKNX WCCAeA0oBaHWn A1 ANAarHOCTUMKM in  vitro
(Immunochromogenic Reagent), Ansa py”»ro ucrtosib3oBaHus, Dartmon.

4. MpurotoBbTe pacTBop AN okpawwmBaHus (DAB). Cmewaiite JAB xpomoreH (A) - DAB Substrate ¢
Bydepom ans passegeHna DAB (B) - DAB Buffer Solution (B) B nponopuumn 1:25

5. BnokupoBka; HaHecuTe pacTtBOp ANns O6NOKMPOBKM ropokcnpasbl - Peroxide Blocker 100 mkn wm
WHKYb6UpyliTe B TeueHne 5 MyHyT. NpomoiiTe B NpoOMbIBOYHOM Bydiepe Ansa UIMX corfacHo MHCTPYKUUK Ha
6ydep.

6. HaHeceHve nepBUWYHOro aHTMTena: HaHecuTe nepBuMyHOe aHTUTesI0 100 MKN Ha cpes, MHKybupyiite B

TeyeHune 30-60 MUHYT.

7. MpomoiiTe B npombiBOYHOM Oychepe ansa WX cornacHo WHCTpyKuum Ha 6ydep. KonmuecTBo
NPOMbIBOYHOIO 6ydiepa, Heobxogumoe A9 MOCTAHOBKM  MMMYHOTMCTOXMMWYECKOW  peakuumu,
onpepenseTca BHYTPEHHMMMU MPOTOKO/MaMW, Ba/IMAMPOBaHHbIX B KOHKPETHOW nabopaTopuu, a Takxke
MOXeT OT/In4aTbCs B pasHbix nabopatopusax. CpegHee pacxofyemMoOe KOJIMYECTBO MPOMbIBOYHOIO
o6ydepa, Heob6xoaAnMOoe A5 MOCTAaHOBKU OAHON MMMYHOIMCTOXMMUYECKOW peakuum, cocTaBnsieT okoso 20
MJ1, OIHAKO MOXEeT OT/IM4aTbCA B pasHbIX slabopartopusx.

8. HaHeceHVe BTOPUYHbIX aHTUTEN;

<e HaHecuTe Ycunutenb NPOHMKHOBEHUA nonmumepa - Post Primary 100 MK 1 MHKyOupyinTe B TedeHne 20
MUHYT. MpoMoOiiTe B NPOMbIBOYHOM Gydpepe ansa NIX cornacHo MHCTPyKUuK Ha 6ydep

HaHecuTe BTOpUYHble aHTUTENa, KOHBLIOTMPOBaHHbIe C nosinMmepoM - Polymer 100 Mkn v UHKY6upyiiTe B
TeueHue 20 MuHyT. NpomoiiTe B NPOMbIBOYHOM Bydiepe ansa UIMX cornacHo MHCTPyKUMn Ha 6ydep.

9. Busyanusaunsa aHtureHa: HaHecuTe pacTtBop Ans okpawmBaHmsa (DAB) (cm.n.6) -100 MK U MHKY6upyiiTe
BTeuyeHune 5-8 MuHyT. NMpomoiiTe ounLeHHOM BOJOA

10. KoHTpokpawwvBaHue: [Jo6aBbTe ematokcunumH - Hematoxylin 100 Mkn u UHKy6upyiTe B TeudeHue 3-5
MWUHYT. FNpomMoliTe OUMLLEHHOW BOAOW

MpumeyaHue: B 3aBMCMMOCTM OT OKpallMBatoLe cnocobHocTM MemaTokcunmHa - Hematoxylin u BpemeHun
MHKyGauMn nNpu CpaBHEHUM pe3y/ibTaToOB OKpallMBaHMA UBET UMTOoN/a3Mbl BapbUpyeTcss OT CBeT/Oo-
rony6oro Ao TeMHO-CUHEro. B To e Bpemsi Kak Ype3aMepHOe TaK U HeAO0CTaTOYHOEe KOHTpOKpaluBaHue
MOXXET NoB/ieYb 3a CO60I OWNOOYUHbIN pe3ynbTar.

11. Jerngpartauua n 3ak/tovyeHne cpesa rnog noKPoOBHOE CTEK/10 WU/ MNJIEHKY:

MocnepoBartenibHO NoMecTuTe cTekna B 6arapeto cnuptoB 70%, 85% un 95% U1 BbigepXUTe MO 2 MUHYTHI
B KaXX0M

[Baxabl NoMecTuTe B 6e3BOAHbIN CAMPT Ha 2 MUHYTbI U ABaXAbl B KCUTHO/T HA 2 MUHYTbI

MomecTuTe cpe3 Mo, NoKPOBHOE CTEK/IO UMW MIIEHKY.
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9. KOHTpOJIb KavecTBa
1 MOoTXNTENbLT.*N KoHTpONL

Kaxzoe cTek/io ¢ TeCcTUpyeMbiM 06pa3LoM AO/MKHO cofepxaTb o6pasel, MosIOXUTENIbHOW KOHTPOJIbHOU TKaHW.
Ncnonb3yemasi B KAUECTBE KOHTPO/IS TKAHb MOXET COZepXaTb Kak MO3UTUBHO, TakK U HEraTUBHO OKpalluBarLLnecs
KNIETKWN W/ KOMTHOHEHTBI. Takasi TKaHb MOXET UCMOJ/Ib30BaTbCs B KAUECTBE U MOJIOXKUTENBHOIO, Y OTPULATE/TbBHOTO
TKaHeBOro KOHTPOssi B kauecTBe KOHTPO/IA CliefyeT UCMO/Ib30BaTb CBEXME 06pasLbl TKAHEW, MNO/TyUYeHHble B X04e
BCKPbITUS, GUOMCUN WM XUPYPrUYEeckux onepauumii. Korrtponu criegyeT NOATOTOBWTL MO TOUHO TaKoW Xe
npoueaype, 4To UCNoOsib3yeTcs A5l UCCrefyeMbix 06pa3LoB.

3aBegoMO MOJIOXKUTE/IbHblE KOHTPONW crlieAyeT WCMOo/b30BaTb TOJIbKO A/18 MPOBEPKN MNPaBUSIbHOCTU
camoii npoueaypbl OKpawunBaHWs O6PabOTCKHHbLIX TKaHeik W KauyecTBa peakTUTB. HO He A/ MOCTaHOBKU
KOHKPETHOIo AMarHo3a Ha OCXKTB3HUM McCredyeMbix 06pasuoB. Ecnm B Kakoii-nn6o napTuy npenapatoB He
HabntogaeTcss MOMOXKUTENIBHOTO OchallMBaHnsl 3aBeA0MO  MOJSIOXKUTESIbHBLIX CTPYHOYpP TKaHel, pesy/nbTaTbl
OKpallBaHUS AaHHOW NapTun uccneayembix 06pasLoB c/eAyeT CUNTaTb HEOCTOBEPHbIMMU.

MoNoXUTeNbHbIN KOHTPO/Ib Koxa

Tonctasa kuwka/anneHauke (LLBaHHOBCKME KIETKUN)
KnetoyHas nokanunsaymsa Aapo
2. OTpuuaTesnibHbIA KOHTPO/Ib:

Ons oTpuuaTeNbHOrO0 TKAHEBOro KOHTPOJIS MOXET WCMOJ/Ib30BaThCs Ta Xe TKaHb, YTO U A1 MONOXUTETbHOTo
KOHTPO/1S. BOMbLIMHCTBO TKaHE coaepXaT WMPOKMIA HaBop TUMOB K/IETOK U KOMMOHEHTOB, HEKOTOPbIE N3 KOTOPbIX
MOIYT CMYXWUTb BHYTPEHHMMW OTpuUaTeSIbHbIMU KOHTpOAsiMu. OJHaKo MNo/sb30BaTe/lb OO/MKEH B KaXAOM
KOHKPETHOM C/lyyae yI0CTOBEPUTLCH B MPUMEHNMOCTU TKaHM B KAYUECTBE OTPMLIATENIbHOIO KOHTPO/1S. KOMMNOHEHTI
TKaHW, KOTOpble C/y)XaT B Ka4ecTBe OTpuLaTesIbHOIro KOHTPO/IS!, A0/HKHbI NMOKa3biBaTb OTCYTCTBUE CreygnUecKoro
OoKpalVBaHUs, UMesi NPy 3TOM NPU3HaKM Hecneundguyeckoro oOHOBOro OKpalnBaHUs. ECIM KOMMOHEHTbI TKaHMU,
MUcnosib3yeMble B KauyecTBe OTPULATE/IbHOTO KOHTPOJIs, MNOKasbiBaldT MOMOXUTENIbHOE crheuuduyeckoe
OKpallunBaHue, pesy/ibTaTbl OKpallnBaHUSA 06pasLIOB TKaHel nauueHTa cfelyeT cCUMTaTb HEAOCTOBEPHbLIMU.

10. HTepnpeTayumna pesynbTtaTtoB

1. KnuHunyeckas uHTeprnpeTayns Hanmumsa n60ro okpawmBaHUA WUAN OTCYTCTBUS OKpallMBaHUsS O0/KHA
ObITb AOMNO/IHEHA MOPKONOrMYECKAMU UCCe0BaHNAMM TKaHMN N OLEHKOM Haaexal,ux KOHTPOIbHbIX 06pa3LoB.
PesynbTart cnenyeT paccMaTpuBaTth B KOHTEKCTE NCTOPUM 60M1e3HM NauueHTa U Apyrmx 4MarHoCTUYEeCKMX TeCTOB,
OLEHMBAEMbIX KBaIMPULMPOBaHHbIM NaTOMOPd0/10roM.

2. Mpn okpawwmnBaHMW npenapata C WCMNOMb30BaHUEM MMMYHOIMCTOXUMUYECKUX MeTOoAWK Habntoaaetcs
BbiNageHNe OKpalleHHOro ocajka B MecTax JloKasiM3auun aHTureHa, O6Hapy>XeHHOro NepBUYHbIM aHTUTESIOM.
Ona onucaHus oxuaaemol peakumum OKpawmBaHWa 06patuTecb K  UHCTPYKUMAM, npuiaraeMbiX K
COOTBETCTBYIOWEMY Habopy Busyaimsaymn U THOPBUYHOMY aHTUTeny. [lepen OUEHKOl pe3ynbTaTtoB
KBaIMPUUMPOBaHHbLIA NatoMopdo1or, VMMEKLWWA onbiT B NPOBEAEHUN WMMYHOTMCTOXMMUYECKOrO aHasim3aa,
[OJIKEH N3YyUNTb 06pa3Lbl NOIOXUTENBLHOIO Y OTpULATENIBHOIO KOHTPONS.

3. XapakTep OKpawuBaHUS KNEeTOK A1 MNepPBUYHbIX KPOSIMUbUX MOHOK/IOH&/IbHbLIX aHTUTen Ans
OGHapyxeHunsa 6enika SOX-10 - 51aepHblii

11. OchbaHn4eHUd

1. /IMMYHOIMCTOXMMWYECKOE WCCefoBaHMe — 3TO MHOroaTanHas AuarHocTuuyeckasl npoueaypa, Kotopas
TpebyeT crneuuasibHOM MNOAFOTOBKM M MPaBW/IBHOIO MoAGOpa PeakTMBOB, a Takke KOHTPOJsIS BbINOJIHEHUS
peakuuun. [MpOTOKOMbI MOryT BapbUpOBATbCS B 3aBUCMMOCTM OT 3a4ay WCCMef0BaHUSI M MCMOJSb3yeMbIX
aHTUTen. OnpegeneHne oNTUMasIbHbIX YC/I0BUi ABSeTCS 06AaHHOCTLI0 KOHEYHOro Nosib30BaTesis.

2. TonwwmHa nccnegyemoro o6pasua AoskHa GbiTb He 60/1ee 5 MKM.

3. OKpacka TKaHeil 3aBMCUT OT NPO6GOMNOAroTOBKM TKaHM nepeg MMMYHOTMCTOXMMUYECKMM OKpallvBaHUEM.
HenpaBunbHOe MNpoBefeHne npouecca Bbipesky, uMkcaumm, NpPoBOAKW, MPOMbIBKUA, 3a/IMBKU, MUKPOTOMUW,
CYLWIKM Cpe30B, a TakKke 3arpsis3HeHWe ob6pasua ApYrMMy TKaHSMWU WM XUAKOCTSMW MOXEeT MNpUBEecTU K
apTedakTam Unu oWnGoYHbIM pe3y/ibTaTam OKpalluBaHus.

4. MN36bITOYHOE WM HEMOJIHOE KOHTP-OKpalMBaHUE MOXeT 3aTPpyAHUTb MNPaBU/IbHYIO MHTeprnpeTauuto
pes3ynbLTaTtoB

5. AHTUTeNa SABMAKOTCA TOTOBbIMU K MPUMEHEHMIO W TMOCTaBASTCS B OITTUMa/IbHOM A1 UCMO/Ib30BaHus
pasBeaeHnn. JIloGble OTKIIOHEHUS OT PeKOMeHAYeMbIX MeTOAVK NPOBEAEHWST UCCieA0BaH! MOryT 06eCLeHUTb
oxugaemble pesyfbTaTbl. [O/MKHbI UCMNOMb30BATLCA Haf/lexaliMe KOHTPO/IM, UTO Takke [A0J/IKHO
perMcTpupoBaTbCs AOKYMeHTa/IbHO. MNofib30BaTeNnu, 4onycKatol e OTKIOHEHUS] OT peKoOMeHAyeMbIX MeToAnK
NPoBeAEHNS UCCNefoBaHUs, OO/MKHbI HECTU OTBETCTBEHHOCTb 3@ MHTeprnpeTauuio pesysibTatoB, MoslyYeHHbIX
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Ha o6pasuax TKaHu naleHTta
6. Aa”blii NPOAYKT He NpeaHasHayeH AN NPUMEHEHNS B NPOTOYHOM LIUTOMETPUMN.

7. Tpun oKpawuvBaHUN AaHHbIMK peareHTamu TKaHeld, KOTopble paHee He aHa/IM3NPOBA/INCL, MOTYT BO3HUKHYTb
HernpeaBuAeHHble peakuun. B cBs3W C 6GUOMOrMYEecKol BapuabenbHOCTBIO 3JKCMPECcCUM aHTUIEeHOB B
ONyX0sIEBbIX 06PA30BAHMAX U WHbIX NATOMOMMSAX TKaHel Henb3si MOJSIHOCTbI WCK/IUUTL BO3MOXHOCTb
HernpenycMOTPEHHOW PeakTUBHOCTU flaxe A5l TEX TKaHel, Ha KOTOpbIX JaHHble peareHTbl y)XXe TECTUPOBa/IUCh.

8. TkaHM naumeHTOB, UHOULMPOBAHHBIX BUPYCOM renatnta B, cogepxalne NoBepxXHOCTHbIV aHTUreH renarnta
B (HBsAg), moryT noka3sbiBaTb necneumuryeckoe okpawmBaHue npu o6paboTke nepokcoaasoli xpeHa *

9. B xope 6}'IOKVIpyIOLIJ,I/IX 3TanoB OKpawnmBaHUA HOpMa/ibHasdA CbIBOPOTKa, NojiydeHHasd U3 TOro e XuUBOTHOIO
NCTOYHUKa, 4TO N BTOPUYHaA aHTUCbIBOPOTKa, MOXET NPMUBECTU K MNOJZIYYHEHUIO JTOXHOOTpUUAaTE/IbHbIX WA
JTOXXHOMONOXUTENMbHbLIX pPe3y/ibTaTtoOB N3-3a HaAJIN4YNA B HeW ayToaHTUTEN WM eCTECTBEHHbIX aHTUTesN.*

10.J/T0XHOMOIOXKNTENbHbIE Pe3y/ibTaTbl MOFYT BO3HMKATb BCMEACTBYE HEMMMYHOJIOTMYECKOTO CBSA3bIBaHWUSI Ge/IKoB
WM NPOAYKTOB pea*wum B cybeTpaTe. OHM Takke MOryT BbI3blBaTbCs NCEBAONEPOKCLAA3HON aKTUBHOCTLIO
(3pUTpPOLNUTBI), 3HAOIEHHO MEpPOKCUAA3HOW aKTUBHOCTbIO (UMTOXPOM C), a Takke 3UuAOoreHHbIM 6UOTUHOM
(Hanpumep, B TKaHW ne4yeHW, Mo3ra, yau, Mo4yek), B 3aBUCUMOCTU OT MCMOSIb30BAHHbIX METOA0B
UMMYHOTMCTOXMMMUYECKOIO OKpalinBaHus *

11.Kak n B cnyyae nboro NMMMYHOIMCTOXNMNYECKOIo nccregqoBaHnA, 0Tpl/|Ll,aTeanbII7l pe3ysnbTaTrt O3Ha4vaeT, YTo
LUTTUTEH HE 06Hapy>KeH, a He TO, UTO aHTUreH OTCYTCTBYET B UCC/ieQyEMbIX KNeTKax UM TKaHAX.

12.Micnonb3oBanne peareHToB Npu nomolwn MiIMmMyHocTeliHepa aBToMartnyeckoro cepun Dartmon AS BO3MOXHO
TOJIbKO COr/1aCHO MHCTPYKUUK Ha npmubop.

13.Kateropuyeckn 3anpeLiaeTcsa NCNOJSIb30BaTb peareHTbl rnocsne Aarbl UCTeYEHNA CpPoKa rogHocCTu, yKa3aHHOI7I Ha
3TUKEeTKax.

14.lto6ble ycnoBusi TPAHCMOPTUPOBKM W XPaHEHUsI peareHToB, OT/INMYHblE OT YKEBAHHbLIX Ha 3TUKETKaxX M B
WHCTPYKUMSX, He4OMYyCTUMbI.

15.MepeKkpecTHOe 3arpsi3HEHNE PEAKTMBOB UM 06Pa3LL0OB MOXET NPMBECTU K MOJTYUYEHUIO HEBEPHbIX Pe3y/ibTaToB.
16.Mukpo6HOe 3arpsA3HEHNs] PEAKTUBOB UM 06pa3L,0B MOXET NPUBECTU K NMOJyUYEeHNI0 OLMBOUYHbIX Pe3y/ibTaToB.

1/ 3anpelwaeTca nuneTnpoBaHue pTOM, HEOOXOAMMO Takxe nsberarb NonagaHns peakTMBOB 1M 06pa3LL0B Ha KOXY
M C/IN3NCTbIE 060JTOUKN.

18.KnnHu4veckaa vHTepnpeTauymsa Kaknx-inbo pe3ynbTatoB TeCcTa O0J/DKHa ObITb OoueHeHa B KOHTEKCTE UCTopun
60nes3Hun nauneHTa N pe3ysnibTatoB ApYyrnx AnarHOCTNYeCKNX TeCToB. Jliob6ble OTK/IOHEHUA OT pekomMmeHayemMbIX
MEeTOAMK npoBegeHNAa wuccnegoBaHnA W NPOTOKOJ/IOB MOIYyT nNpuMBECTU B OWNB60YHbIM pe3ynbTatam
ncenegoBaHuMA.

*Yka3zaHHble B VIHCTPYKUUM MO MPUMEHEHUIO OrpaHNYEHUs MeToda ABNAITCA O6LEeN3BECTHbIMU, OTHOCATCA B
LesIoM KO BCeM MeToAuKaM WMMYHOTMCTOXMMMUYECKOrO OKpallMBaHUA, MNpuBeAeHbl B MHOIMOYUC/IEHHbIX
OTEeYEeCTBEHHbIX N 3apybeXHbIX PYKOBOACTBax, Hay4HbIX CTaTbsx, y4eOHO-MeTOANYECKON nutepaTtype, BKIOYas
(Ho He orpaHnymuBasicb) (Pazgen «CnpaBoyvHas nutepaTypbi» nn. 5-9).

MeToavka oOKpawmBaHWUA, ONUCaHHasA B MHCTPYKUMW MO NPUMEHEHUIO, BK/IHOYaeT 3Tanbl, Heobxoaumble ANs
MUHUMU3aALNM pUCKa MOJSTYHEHUS JIOXKHOMOJIOXUTENTBHOTO WUAN NOXHOOTPULLAaTENbHOIO pesysibTarta. [N OLEeHKN
KayecTBa NpPOBEAEHHOI nMpoueaypbl  OKpawMBaHWA MNpefycMOTpeHa MOCTaHOBKA  MOJSIOXUTE/IbHOMO U
oTpULLaTENBHOIO KOHTPOJIEN.

12. CBepeHus o nponM3BoAnTeENEe N YNOTHOMOYEHHOM NPoOU3BOAUTESNE

Mpoussoantenb nsgenusa: Shenzhen Dartmon Biotechnology Co., Ltd. (LUsHbWK3Hb JapTMOH BaioTekHonomxum
Ko., /1Tq.)

Appec npousBoauntens: Shenzhen Dartmon Biotechnology Co., Ltd. (LLIaHbYwk3aHb JapTMOH BaiioTekHonogxun Ko.,
nta.) 901, BuHding C, Jinweiyuan Industrial Park. Julongshan District, Pingshan. Shenzhen, Guangdong,
P.R.China (9-/1 3tax, kopnyc C, LI3uHbB3lil0aHb MPOMbIWIEHHBLIV Napk. PaiioH L3onyHwaHs, MUHWaHB,
LL3HBbYWK3AHb, NpoBMHLUNA MNyaHayH, KuTtaii)

Homepa Tene”toHOB: +86 755 8616 1828

AJpec 3NeKTPOHHOWM rX>uTbl: www.dartmon.com

YNoAHOMO4YEeHHbI NnpeacTaBuTeNb; O6LWECTBO C OFpaHUYEHHOM OTBETCTBEHHOCTLIO "BrnoButpym”
Appec npeactaeutens: Poccuiickaa ®epepauns, 1991CHO, CaHkT-MNeTepbypr, Bonblwoi npocnekT
BacunbeBckoro octposa, 4. 68, nut. A

Homepa TenedoHoBs: 7 (812) 305 06 06

AZpec 31eKTPOHHOW noyTbl. 01lk@bk>vitrum.ru
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Dartmon

Appec mecTa npou3BoAcTBa:
Shenzhen Dartmon Biotechnology Co., Ltd. (LUaHbwkaHb JapTMOH BaiiotekHoncamkn Ko., MNrta.)
901, Building C, Jinweiyuan Industrial Park, Julongshan District. Pingshan, Shenzhen, Guangdong, P.R.China (9-

NaTax, kopnyc C, [A3nHbBalitoaHb NPOMbILLIEHHbIV Napk. PanoH L3toayMmwaHb, MuHW3Hb, LLISHBbWK3Hb, MPOBUHLMS
lyaHayH, Kutaid)

rapaKTI/IVIHbIe o64a3aTenbcTBa npomnsBoanTend n npasunna npmnema peKnamaumﬁ

MNpeanpuaTUE-U3rOTOBUTENb  FAPAHTUPYET COOTBETCTBME TEXHUUECKMX XapaKTepucTUK W3[enunsl BCEM
TPe6GOoBaHUAM NPUMEHUMbIX HALMOHA/TbHBIX Y MEXAYHAPOAHbIX CTaHAapPTOB B TEHEHMEe BCEK rapaHTUNHOIO cpoka
npu co6aeHnn NoTpeGuTenem ycnoBuii akcnslyaTalplv, TpaHCNoOpTUPOBaHUSA 1 Xp»*eHuns. Mo Bcem Bonpocam,
CBSI3aHHbIM C O6palleHNeM MEeAUUMHCKOTO Wu3fdenva Ha Tepputopun P®, Heo6xoaMMo 06patuTbCs K
YyNO/IHOMOYEeHHOMY NpeACcTaBUTEsi0 NPOU3BOAUTENS:

O6LWecTBO C OrpaHMYeHHOM OTBETCTBEHHOCTbLIO «BrnoButpym», OO0 «BbrnoButpym», 199106, r. CaHkT-MNeTepbypr,
Bonbwown np. B.O. gom 68 nuT.A, Ten.: +7 (812) 305-06-06, e-mail: otk@ biovitmm.ru
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[MepeBoa ¢ annpjuniCKEfeo M KN T aicKOro SM K0 B HapyccKuiif3bl K\

CEPTUNDPUMKAT

CCPIT
(Kntalicknimi KOMUTET COAENCTBUSA Pa3BUTUIO MEXKA>"HAPOJTHOM TOpProBn)

KuTtaiicknii KOMUTET COAeCcTBMA Pa3BUTUIO MEXAYHapOHOW TOProsaun
ManaTa meawyHaponHoi Toprosnu Kuras
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[Ha 6naHke /T'rHMOlicKoro KommTeTa codeiicmeuH passuT uo me>kayHap€}aHon Toprosan”

Kutaicknii KOMUTET COAENCTBUSA Pa3BUTUIO MeacayHapOoAHOM TOpProBn
Manata me>xk\TwpogHoi Toproenun Kmnrtas

CEPTUDPUMKAT

[QR-Kod\
Ne244403A0/054112

HASZTOFlLLl,I/IM YOOCTOBEPAETCHA, UTO: neyatb kKomnaHun «lUIHbUYX3Hb JAPTMOH
BAVMOTEKHONO4XW KO., NTA» (SHEIWZHEN DARTMON BIOTECHNOLOGY CO.,LTD)
Ha npunaraemom JOKYMEHTE aBnsetca noAMMHHOM.

Kutaickmii KOMUTET COAENCTBUS Pa3BUTUIO MeXXAyHapoAHO TOProsnu

[MeyaTs:
KunTalicknii KOMUTET COAENCTBUS PasBUTUIO MEXAYHAPOLHOM TOProBam

Ceptugukauyma CCPIT (24)]

MoAnuch ynonHOMOYeHHOro nuua: lnognucsl
Xy Ha

[ata: 28 okTs6psa 2024 r.

[MeyaTb KwuTailckoro komuTeTa COAEACTBMS passranMio MedXAYHapOAHOW TOProsu,
cepTudmnkauns CCPIM'(24)]

Beb6-caliT 14 Bepudimkaumm ceptudukaTta: http://www.rzccpit.coniValidate.html.

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



[Ha 6samxe xounanuu «lapmuon»)
YTBEPXJAEHO

«l1apoous Jlapraon baliorexnonoxxn Ko., Jira»

(901, Building C, Jinweiyuan Industnal Park,
Julongshan District, Pingshan, Shenzhen,
Guangdong, P_R.China)

Cioii Crounn, INpesnnent

{nodmuce/

(wozwmcs)

Ol amycra 2024y,

(ma13)

[ITevamo xounamu «LLI>ubuxncans lapmuon batiomexnorodxcu Ko., Jimo.»)

[laree caedyem mexcm ooxymenma «Hucmpyxyus no npuMmeHeHUI0 MEOUYUHCKOZO UBOEAUR
.Ilepeuunsie Kpoxuyou MOHOKIOHANLHLIE aumumera Oz oOuapyxcenus bewxa SOX-10

UMMYHOZUCTOXUMUYECKIUM MEMOOOM 6 OUAZHOCMUKE in VIlro OAR PYYHO20 URlU GEMOMAMUYECKO20
ucnoxvioeawus (SOX-10 Antibody Reagent), 6 eapuawmax ucnoanenus”, eepcus 1.1»,
npedcmaerennbiii Ha PyccxoM A3sixe. )
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MepeBog AaHHOro TeKCTa CAenaH MHON, nepeBoAYynkom MaBneHko Bnagncnasom
CTaHucnaBoBUYEM.

noanmch

Poccuitickas depepauns

"opog Mocksa

JeBATHagLaTOro HOA6PA ABe ThicAYN ABafLUATbL YeTBEPTOrO roga

O KsuTko degop AnekcaHaposny, HoTapuyc ropoaa MockBbl, CBUAETENbCTBYI NOANMHHOCTb NOANUCU
nepesojuuka MNaeneHko Bnagncnasa CTaHMcnasoBmya.

Moanuck caenaHa B MOEM MPUCY TCTBUM.

JInyHOCTb NognucasLlero AOKYMeHT yCTaHOB/EHa.

3aperncTpupoBaHo B peecTpe: Ng 62/137°H/77-2024-
YnnaueHo 3a coBeplUeHne HoTapuanbHoro geincTsua: 400 py6. 00 Kon.

noAnnCb

®.A. KBUTKO

CepboBas neyaTb
HoTapuyca r,MocKsbI
KBuTKO ®J1

Bcero npoLwHypoBaHo, NpoHyMepoBaHo
1 CKpenneHo nevyaThbio nmcT(a)(oB)

HoTapuyc

Poccuitckas degepaumns
Foposg MockBa

BATHAafLATOro HoA6GpSA ABe ThiCAYM ABajLaTb YeTBEPTOro roga
, KBuTKO ®egop AnekcaHpoBuy, HoTapuyc ropoga MocKBbl,
CBUAETENbCTBYI0 BEPHOCTb KOMUWU C MPEACTaB/IEHHOr0 MJIC-JOKYMeHTa.
rucTpupoBaHo B peectpe: Ne 62/137-H/77-2024-
HEHO 3a COBEpLUEHME HOTapuanbHOro geicTeusa:'A\17 OC PY6- 00 kon.

mn/ing)

®.A. KBUTKO

npowunTo, MPOHYMEPOBAHO, CKPENJIeHO
Tbto 'tC nwuct(a) (oB)

HoTtapwuyc
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