MHCTPYKUWMA
no, MPUMEHEH U0
Habopa peareHTOB ANSA onpegeneHns ypoBHsa pparmeHtauumn JHK
crnepmMaTo3ongoB yesoBeka «bawTon»

HASHAYEHWE

Habop peareHTOB A5 onpegesieHms yposBHsA gparmeHTauun AHK cnepmato3ongos 4enoBeka
« JKOron» npegHasHayeH A8 MOJYKONMYECTBEHHOTO OMpefenieHuMs ypoBHA (parmeHTtaumm [blK
CNepmaTo30MA0B YenoBeKa MeTO40M “CBETOBON MUKPOCKOMUWU ANS ANArHOCTMKKU KayecTsa cneprl 7
OLLEHKWN (DepTUNLHOCTU U CriepMaToFreHesa.

dyHKUMOHaNbHOEe Ha3HaYeHMe: BCNOMOraTe/ibHoe CPeAcTBO B in Vitro fuarHoCcTuKe

MonynsaunoHHble W [eMOFpaduyecKne acnekTbl. M3fienme NPUMEHUMO [N OLEHKK
KayecTBa CrepMbl MY>X4YUH (PepTUILHOIO BO3pacTa.

[ns 0f4HOKPaTHOro NpUMeHeHUs Habopa No Ha3HaYeHWHo:

[na KnnHn4Yecko nabopaTtopHO ANArHOCTUKMK in Vitro.

MokasaHMA M NPOTUBOTNOKAa3aHUSA K NPUMEHEHUIO U3aenmns

N3penvie npefHa3HayeHo AN mccnefosaHns 06pasyoB crepmMsl npu;'

-HapyLWeHUn epTuabHOCTN MYXXUUH,

-6ecnnoann napbl WM NPUBLIYHBIX BbIKMAbILAX-B €CTECTBEHHOM PEMPOAYKTUBHOM LMK/e

-Heyjauu npouegyp BCNOMOraTesibHbIX PenpoayKTMBHbLIX TEXHOMOTUIA.

MpoTMBONOKAa3aHWUA He CyLLecTBYeT.

MoTeHUManbHbie NOTPEOUTENN U3LeNNA

NabopaTtopHble nogpasfeneHns nedebHo-NPoPUAAKTUYECKUX YUPEXAEHNIA.

MpodheccMorabHbI YPOBEHb NOTEHLNA/IBHbIX M0/1b30BaTeNen

Bpay KAMHUYECKOI NabopaTopHOM ANArHOCTMKMN, MeAULUHCKUIA NabopaTOPHbIA TEXHUK

OnwucaHue-LeneBoro aHannTa, cBefjeHs 0 ero HayyHo 060CHOBAHHOCTH.

LleneBbIM:-aHaIMTOM ABNSAETCA XPOMATWUH) rO/IOBKM crepmato3omga. B Xxope wuccnefoBaHus
LUTOXMMUYECKUM OKpallMBaHMEM yCTaHaB/IMBAETCA KauyeCTBeHHasd XapaKTepucTuka - Hanauume umm
OTCYTCTBME FOAOBOK CNEepMaTo30M0B C HapYLUEHHON CTPYKTYpOil XpomaTuHa. [,015 HOPMasibHbIX W
MOBPEXAEHHBIX FOI0OBOK CrepMaTo30MoB paccMaTpuBaeTCa Kak MHAeKC @parmeHTauumn AHK (DF1).

LLeNIOE€THOCTL  XpOMaTUHA TONOBKU( CIepMaTO30U40B BaXKHbIN/ ~(hakTop, BAUAIOWMIA Ha
(DYHKUMNOHABbHYI0 KOMMNETEeHTHOCTb crnepmato3onaoB. O6GHapyXeHWe - MOBPeXAeHUs XpoMaTuHa
rONI0BKU~CNEepMaTto3onioB MOXeT ObiTb KJAMHWUYECKM MNOoMe3HbIM “Kak 4acTb 06cnefoBaHus
(hepTUNBHOCTH.

DEL 6onee 30%, koppenupyeTc 6onee HWU3KMM MoOKa3aTe/lieM YCMEWHOCTU €eCTEeCTBEHHOM
6epeMeHHOCTWN, BHYTPUMATOYHOM UHCEMMHALMKN M 3KCTPaKoprnopassHoro onnogoreopeHusa (9KO) a
Tak)Ke 60/1ee BbICOKOW 4aCcTOTON BbIKUAbILLEN.

Pe3ynbTaTbl TeCTUPOBaHWA He [O/DKHbI  UCMO/Ib30BaTbCA B KayecTBe €4WMHCTBEHHOrO
OCHOBaHMA AN NOATBEPXAEHUA WAN UCKNHOUYEHUA HapyLeHUA CTPYKTYpPbl XPOMaTWMHA ronosku

cl
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cnepmaro3onga. NMposBefeHne TecTUpoBaHns Ha (pparmeHTaymio AHK cnepmato3ongos HEEEX0AUMO
B C/lyyae ec/nM nepBMyHas [MArHoCTMKa (epTUIbHOCTM He MPOACHUAW MPUYUHBI QTCYTCTBMUA
6epeMeHHOCTN, MY>XUYMHE HasHa4valoT TecT Ha (parmeHTaunio AHK cnepmbl - nNO3BONSHOLWMWIA
BbISIBUTb MPOLEHT CNEepmMaTo30MAoB C HEenoBpeXAeHHOW n nospexaeHHoW OAHK. OneitHbIM nyTem
noKasaHo, YTO YBE/IMYEHME CoAepXKaHnsa crnepmMaTto3onioB ¢ hparmeHTMpoBaHHon AHK- npuBoanT K
OTCYTCTBUIO GepemMeHHOCTU, MPOU3BOILHOMY MPepbiBaHNI0 6epeMeHHOCTMN.

TecT oOCHOBaH Ha aHanuse cneyuuyeckyn 06paboTaHHbIX W NPOKPALWEHHbLIX T0ON0BOK
CNepmaTo3omoB C UCMOb30BaHNEM CBETOBOW MUKpockonuu. Mo pesynbTaTtaM UEEnefoBaHWn Bpay
MOXET Ha3HauYuTb [AOMNONHUTENIbHYIKD Tepanuio, BAUAKOWYK Ha KavecTBO _(pepTUNbHOCTU ¥
crepmMartoreHesa.

COCTAB M KOMNNEKTAUMA HABOPA

Ha6op BbinyckaeTcs B 04HOM 6a30BOM BapuraHTe KOMMeKTanum

Has3BaHMe KOMMOHEHTa OnwucaHue Kon-Bo

Pactsop Ne 1 0,1 H pacTBOp X/10PUCTOBOLOPOLHON KNENOTbI 1 con.

(TMApPONU3VPYIOLW Ui pacTBop) MpospauHas  6ecuBeTHas  XUAKOCTL  6e3 (100 mn)
MeXaHUUYECKNX BK/OUEHWIA

PacTBop Ne 2 (6ychep kpacuTens)  LiMTpaTHo-hoctarTHbIii 6ythepHblii pacteop  1dn. "
Maxwinseiiva (pU 3,5) (50 mn)
Mpo3payHasn becuBeTHas  XWAKOCTb  6e3
MEXAHNUYECKNX BKIHOYEHWI

Pacteop Ne 3 (rnuepun) [Ipo3payHas 6ecuBeTHas YXNAKOCTb 6es 1.
MeXaHUYECKMNX BK/HOUEHNI (50 mn)
PacTBop Ne 4 (KpacuTenb) 1% pacteop ToNyWaNHOBbINA CukMii O 1. I
HenpospauHas  ugkocTk) cuHero  ugeta, (6 W) |
[ONyCKaeTca Hannune HeBOJbLLOTO ocagKa B
CTeK/1o npeaMeTHoe 10 wi. i
WHCTpYyKUMA 1w B
Mpumeyanus. |. Habop BKNOYaeT BCe-peareHTbl, HEOOXOAWMbIE AN MOCTAaHOBKU B
aHaM3a KpoMme, ANCTWN.YMPOBAHHOW BOAbl, /9TaHona 96 %. docthaTHOrO " 6ydepHoro n
pacTeopa pH-7,2 A
2. ‘B- cocTaBe wu3genms  OTCYTCTBYWT .maTepuasbl, BeTynawolwme B
HenocpeLCTFBEHHbIN MM ONOCPefOBaHHbIA KOHTAKT C OpraHn3MoM nayveHTa v nepcoHana.
NCMONb3YIOWEro u3genue, Npu BoINOAHEHUW T peboBaHnM 3KCNayaTauMoHHON AOKYMEeH TaLlmu
(MHCTPYKLWK N0 NPUMEHEHMIO). "
3’ B cocTase wum3genus LOTCYTCTBYOT JIeKapCTBEHHble CpeAcTBa U
(hap.maneBTn4eckme cybcTaHuuu.
KomnoHeHTbl Habopa ynakoBaHbl B- KOPO6KY, B KOPOOKY B/IOXE€HA WHCTPYKLMSA MO KO
MPYMEHEHNID. _
onj
OCHOBHbIE MOTPEBUTE/NIbCKUNE XAPAKTEPNCTUKW
nyi
Ba30BblIii BapMaHT No3BONAET NPQBECTM UccnefoBaHue 10 06pasifoB HEC
6y(j
MeToabl CTepuan3aLmn n3neans
A3nenve He TpebyeT CTEPUNU3AUNIA. HEA
MporpammHoe obecneyveHue paboTbl U3genns
OTcyTcTBYET. AHe
TexHUUYecKoe 06CyXMBaHME U PEMOHT U3aeNus npe
N3nenve He TpebyeT TEXHUUYECKOTO 06CNMYKUBAHUS U He MOANEXUT PEMOHTY. TAX
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MPUHLMN AENCTBUA

dochatHble rpynnel AHK cnepmaTto3omfoB B Afpax C HapyuweHuem uenoctHoctn AHK
CK/NOHHbI K CBfA3bIBAHUIO C OCHOBHbIMW KpacuTensMu Takumu, Kak O TONyWAWMHOBBIA CUHMIA. [Mpu
CBETOBOW MWKpOCKONWUW crnepmato3ongbl ¢ nospexaeHHon AHK okpalweHbl B TEMHO(WUONETOBbIN
BeT, a crnepmaro3omabl 6e3 nosBpexaeHwin 6negHo-rony6oi. MonyKonn4yecTBeHHas Mepa OLEHKMU
aHa/nM3a, KOTopyt 00603Ha4aloT Kak MHAekc ¢gparmeHTaumm OHK, npeactaBnset.co6oi OTHOLWEHMe
KOMM4yecTBa cnepmaTo3onioB ¢ nospexaéHHon AHK K 06wemy KonmyecTBy CnepmMaTo30MzoB.

AHANNTUYECKUWE N AMNAEHOCTUNYECKUWE XAPAKTFEPNCTUKN

Habop peareHToB «BntoTon» fomkeH BbiasAdaTs DFI (nHgekc pparmeHtaunn AHK) > 30% Bo Bcex
o6pasuax c BbICOKMM MHAekcom ¢parmeHraumm AHK n DFI nHtepsane 15> 30 % B 06pasuax co
CpefHUM MHAeKcoM (parmeHTaumumn AHK cTaHfapTHON naHenn npegnpudiva (Cr)
(uyBcTBUTENBHOCTL - 100 %), 1 He AaBaTh' IOXHOMOMOXNTENbHBIX pe3ynbTaToB (DF1 >15%) npw
nccnegoBaHMm 06pasLoB TOM XKe CTaHZAPTHOW NaHenn, ¢ HU3KUM MHAeKcoM tparmeHTaumm AHK
(cneymduyHocTb - 100 %).

NHpekc gparmeHTaummn AHK, onpegeneHHblin ¢ noMoLblo Habopa B o6pasyax CIIM ¢ n3BeCTHbIM
ypoBHeMm (parmeHTauuv AHK, He fO/DKEH OT/IMYATLCA OT MAacnopTHOro 3HavyeHus 6osee YeM Ha

% .

[vnarHoctuyeckrie xapakTepucTuKu.
[unarHocTunyeckas 4yBCTBUTENIBHOCTb Habopa peareHToB; 98,51% - 100% (c LOBepUTENbHON
BEPOATHOCTLIO 95%).

[vnarHocTuyeckas cneynpuyHocTs Habopa peareHToB: 98,51% - 100% (c goBepuTenbHOW
BEPOATHOCTbLIO 95%).

Bocnpoun3soanmocTb pesynstatos coctasnaet 100%.

MoTeHUManbHO MHTeP(hEPUPYIOLLME BELLECTBA 3PUTPOLUTHI, NEKOLUTLI, KNETKA cCnepMaToreHesa,
3NUTENNS He 0Ka3blBAlOT BANAHMS Ha pe3y/bTaT aHa/u3a.

NCCJ/IEAYEMbIE OBPA3LbI

WccnepoBaHue NpoBOAUTCA Ha HATUMBHBIX 06pasuax cnepmbl (3AKYNAT).

MuHuMansHelh  00bEM  3KynATa Ang  aHanamsa 500 MKA, MWHUMaJIbHas fonycTumas
KOHLUeHTpauusa cnepmato3ongos He meHee 5 xHO M.

McxogHas KOHLEHTpauus cnepMaTo3ouioB NoACHMTbLIBAETCS B Kamepe, ‘ApefHa3HaYeHHON Ans
onpefeneHns KoANYecTBa 1 napaMmeTpoB MOABUXKHOCTY CNepmMaTo30UA0B.

Mony4yeHne paboyeil KOHUEHTpauuu.-_cnepmato3ongos (0Kono KNeTok/Mn) npoBoaAat
nyTemM OCAXAEHWUA LeHTpUyruposaHnems B QochatHoMm OydepHoOM( /pacTBope pH 7,2., npu
Heo6XoAUMOCT pa3baBnAldT [0 HY)XXHOW KOHUEHTpauun [o6aBNeHMeM CBeXero ¢ocgaTHOoro
6ydepHOFo pacTBopa pH 7,2.

O6pasubl cnepmbl AONyCKaeTCs,-XpaHUTb npu +4"C He 6onee-cytok, npu -20°C He 6onee
Hefenu-JlonycKaeTcs TONbKO OLHOKPATHOE pasMopaxXunsaHue.

SaKynaT, cobmparoT nyTeM mactypbaunu B CTEPUSIbHbLIA NNACTUKOBBIN KOHTelHep nocne 3-5
[OHER-N0M0BOr0 BO3fepXXaHus. HakaHyHe He06X04MMO UCKAYNTL-RPUEM aIKOT0/1sl, NIEKApCTBEHHbIX
npenapatoB (MO COrfacoBaHWID C BpayoMm), noceweHne 6aHWU/cayHbl, XenaTenbHO WCKNOYUTH
TSHKenble (hU3nYecKre N NCUX0OrnNYecKne HarpysKku.

O6pawatbecs co BceMn obpasyaMm He0OX04MMO, KaK C NOTEHUNANbHO MHULMPOBAHHbLIMU.
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CnefyeT npuHUMaTb Heob6XoAuMmble Mepbl 3alWUTbl, YTOOblI M36exaTb MPAMOro (KOHTakTa C
obpasuamu. B cnyyae  cnyyalHOro  KOHTakTa  Heo6XOAMMO  CBOEBPEMEHHO.. " MPOBECTU
Le3NH(EeKLMOHHYI0 06paboTKy M MPUHATL COOTBETCTBYHOLME Mepbl.

MEPbI MPEAOCTOPOXHOCTW
MoTeHUManbHbI PUCK NPUMEHEHUS Habopa - Knacc 26.

Mepbl NpefoCTOPOXHOCTU Npu paboTe ¢ Habopamu peareHToB «BAOTOA» - 3TO COOMOAEHME
npasun "MHCTPYKLMM MO MepaM MPOMNaKTUKN PacnpocTpaHeHUs WHMEeKKUOHHbIX 3a60/1eBaHul
npu  paboTe B  K/MHWMKO-AMArHOCTUYECKMX  nabopatopusax  Jie4ebHO-NpophmnnakTMyeckmx
yupexgeHuin" (¥Y18. MuH 3gpaBom CCCP 17 gauBaps 1991 r.), TOCF.. P 52905-2007 (LUCO
15190:2003).

PaboTy ¢ Habopom OCYLEeCTBMAKT B 3alUTHbIX O4YKax W nepyaTkax. [pu paboTe C
KOMMOHeHTamn Habopa cnefyeT He AOMyCKaTb MonajaHUs peareHTOB.Ha KOXY W CAU3UCTble; MNpu
nonagaHum HeMeLNeHHO MPOMbITb MOPaXEHHOe MeCTO OO0/bLWMM KOJMYECTBOM MPOTOYHON BOAbI, |
Mpy npornatbiBaHWUW CnefyeT 06paTUTHES 3a MELULMHCKON NMOMOLLbIO. i

Habop O6wuonornyeckn 6e3onaceH, OAHaKO C wuccnegyeMbiMu obpasyamy Heobxogumoe”
obpalatbCqd Kak C NOTEHLMaNbHO UH(ULMPOBaHHLIM MaTepuasiom, CTPOro BbINONHAA TpeboBaHua
6e30MmacHOCTV Mpu UCCNefoBaHNAX/MaTepnanos, NOTEHLMNANbHO NHPULMPOBAHHBLIX BO36YAUTENSMU
Il rpynn natoreHHoctn (BWY, rematutel) CanluH 3.3686-21. "CaHMTapHO-3NMAEMNOIOTNYECKNE'
Tpe6oBaHNA MO NPOUNaKTUKE UHPEKLMOHHBIX 60N1e3Hel".

Habop  peareHTOB, B~ cooTBetrcTBMM Cc  CaHlluHom  2.1.3684-21 "CaHuTapHo- B
3ANUAEMMONOTMYECKNe TpeOOBaHNSA K COLEPXXaHUIO TePPUTOPUIATOPOLCKUX U CENbCKUX MOCENEHNIA, K T
BOAHbIM 00bEKTam, MUTbEBOIA, BOAE W MUTLEBOMY BOLOCHA0XEHMWIO HaceneHus, aTtMochepHoOMy
BO34YXY, MOYBaM, >XWU/bIM--OMELLEHNAM, 3KCNayaTalu -~ NPON3BOLCTBEHHbIX, 0OLECTBEHHbIX
NOMELLEHNA, opraHuzayuu n NPoBeAEHUIO CaHMTapHO-NPOTMBO3NUAEMUNYECKNX

(NMpohmnakTUYeckmx) MeponpuATMIA™ OTHOCMTCA K Knaccy b (anmaeMmnonornyeckn onacHble 0TX0Abl) L
- WH(MUUPOBAHHbIE U MOTEHUWaNbHO WH(MUUUPOBAHHbLIE OTXOAbl, MaTepuanbl U WHCTPYMEHTHI,
npeameTbl, 3arpA3HEeHHBIE’ KPOBLIO U/MAN APYTUMU BUOROTUYECKUMN XXULKOCTAMMN.

YTUnnsayuo AN~ YHUUTOXEHME, Le3NH(eKLMI- HAabopoB peareHTOB CNeAyeTNPOBOAUTL B [0
coorBetctBue ¢ CaulunH 2.1.3684-21  "CaHWTapHO-3NUAEMUONIOrMYecKme ¢ TpeboBaHUa K pa

COAepXXaHUI0 TEePPUTOPUIA TOPOACKUX W CENbCKMX TIOCENEHUN, K BOAHbIM 06beKTaM; MUTLEBOW BOfe
W NUTbEBOMY BOAOCHAOXEHW, aTMOC(epHOMY BO34yXY, MOYBaM, >KWUABIM MOMeLWeHnsm. A
aKcnayaTauum nPOM3BOACTBEHHbLIX, OOLLECTBEHHbIX MOMELLEHWIA, OpraHM3alum W NpPOBeAEHUIO
CaHWTapHO- NPOTMBO3NUAEMUYECKUX (NpodwmaakTMYecKMX) Meponpuatuid!’ n MY 287-113
"MeToauyeckme=ykasaHma Mo [e3nH(peKuun, NpeacTepuIn3aunoHHOn OYUCTKE U CTepuamnsauum XO.
n3genmin Me4UUNHCKOro HasHayeHusa".

[na peareHTOB C MCTEKWMUM CPOKOM' TFOAHOCTM TakXe [AONYCTMM MeTOf TepMUYEeCKOM
YyTUAN3aUMIA WYHNUTOXeHUA npyu Temnepatype 100 C.

Criocob NMNPMMEHEHWMA (Pa
MI1

O6opyfoBaHune 1 matepuans! (He BXOAAT-B HAbop)
[l03aT0pbl NUNeToYHble (MUNETKN NOoAYaBTOMAaTUYeCKne OfHOKaHa/kHble NepeMeHHOro o6bema) C Aac
MOrpewiHOCTLI0 A03MPOBaHMA He 60aee 5 %;
HaKOHeYyHVKN NoNMNpPonunieHoBbIe-04HOPa30Bble 415 [03aTOPOB ANTMETOUHbIX; 06p
CBeT0BOIN MUKpocKoN ¢ yBenmyenHuem xtOOO (Mmmepcus); BblA
Kamepa gna nogcyéra KneTok.
CueTumnk nabopaTopHbliA Ana NoacyéTa KNeTok. BO(

LleHTpudyra nabopaTopHas;
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3JT1aHon 96 %;

dochaTHbIn 6ydepHbIi pacTBop pH 7,2
AvcTtunnnpoBaHHas BOfAa;

J1oTOK And oKpawmBaHus.
X0noAnNbLHWK ObITOBOA

Yawkun Metpu

MoarotoBKa K aHanusy.

Mepen npoBefeHWEM aHanus3a, Npu xpaHeHUW Habopa npu TemnepaTtype OT+5 po +18"C, Bce
KOMMOHEHTbI Habopa Bblgep>KaTb NPV KOMHATHON TeMmnepaType.

MoaroToBKa mnccneayeMoro obpasua

[na nonyyeHns 60nee TOYHbIX PE3y/IbTaTOB CPOK MeXAy Moay4vyeHVem u aHanm3oMm obpasua
CreflyeT CBeCTM K MUHUMYMY, O[HaKO, AOMyCKaeTcs 6onee ONUTENIbHOE XpaHeHue 3akynata (CM.
pasgen «Mccnepgyemble 06pasLbl»)

CBexXuin agkynaT padxvxaT npu'37°C B TeyeHne 30 MUH.

Pa3XMXEHHbIA  39KYNAT  NpoMbIBatlOT  (DOCHATHO-CONEBbIM =~ Bypepom  (pM  7,2) u
ueHTpudyrupytoT npn 800g B TeveHMe 10 MUH.

lMOBTOPHO CYCMeHAUPYWT 0CafoK B (ochaTHO-coieBOM Oydepe ¥ LOBOAAT [0
nNpubAN3NTENbHON KoHLeHTpaummn 20-x 10" KneTok/mn.

[enatoT TOHKW/ Ma30K Ha MpefMeTHOoe cTekne (BXOAUT B.cOCTaB Habopa), a 3aTem cyllaT Ha
Bo3ayxe B TeueHue 30 MUHYT. “FipeAMeTHOe CTEKNO A0 HAHEceHus uccnefyemoro obpasua He
TpebyeT AOMONHUTENLHON 06pabOTKN.

Bbicoxiwimnii Ma3ok UKCUpYT (cnupT 96%) MHKYOmnpysa B TedeHne 30 MUHYT, a 3aTeM cyllat
Ha BO3[yXe [0 BbICbIXaHWa obpa3ua.

dukcuposannble npenapaT MO>XKHO XyanuTb [0 OKyaulnBauus B TeMHOTE NpW KOMHATHOA
Temnepcunype, ne BAuAA na pesynbTaThbl B TeYeHne Hefenw.

MpuroToBneHne GythepHoro pacTeopa KpacuTens

Cwmewatb 0.5 mn Kpacutena (Pactsop Ned) c 4,75 mn 6ydepa kpacutensd (Pactsop Ne2) u
po6asutb 4,75 mn rnuyepuHa (PactBop Ne3). TuwaTeabHO nepemellaTb MOMYYEHHbIR), 6ydepHbI
pacTBop.

lMpuroTosnexHne peareHTOB

PactBop No. 1/ (rmaponv3vpyrowmnin pacTBep) rotoB K MPUMeEHEeHUIo, oxXAaxaarT fo +4*C B
X0/04MNbHNKE Nnepes NpoBefeHEM aHanmsa.

MNpoBefeHne aHannsa.

MpeLMeTHOe CTEKNO C 00pasyoM LOLpy>XatT B OXJTaXAEHHbIN [MMAPoONnu3syowWwmii pactTsop
(PactBop Nel), ucnonb3ys 4awky MeTpu gAas O4HOro CTekna, MHKYO6Upy+T npu +4%C B TeyeHue 5
MWH. TlocAe 3TOro nMpefMeTHOe CTEKNO MNOrpyXarT 3-KpaTHOg =B TeyeHMe 2 MUHYT B
OVCTUNIUPOBAHHYIO BOAY W BbICYLUNBAKT.

MPUTOTOBMIEHHbIA  Oy(epHbI “pacTBOP KpacuTens HaHocAT Ha [lpeAMeTHOe CTeKno ¢
o6bpa3yomM, paBHOMepPHO pacnpejenss’ pacTBOpP KpacuTens Mo BCe MNOBepXHOCTM Mpenapara, WU
BblAep>XnBatoT 10 MUHYT NpU KOMHATHOW TemmnepaTtype.

[Janee CTeKNo ¢ OKpaweHHbIM 06pa3oM KpaTKOBPEMEHHO OMO0AaCKMBalOT B ANCTUNNPOBAHHO
BOJE M CyLUIAT Ha BO3AyXe.
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Ha cBeToBOM MuKpockone ¢ yBenumyeHmem X 1000 (Mmmepcus) NOACYUTLIBAKGT B 06LUEN
cnoxHoctu 200-300 cnepMaTo30MA0B B pasHbIX MOAAX 3peHus.

MpoBOAAT  OTAENbHbIA  NOACYET  CNepmaTo3oMpoB €  (parmeHTMpoBaHHon  OHK
(cnepmato3ongbl ¢ thparmeHTupoBaHHo AHK okpawwmsaoTcs B (hMONeTOBbIA, TEMHO-(DMONETOBbIV
LiBeTa) M HOpMmasibHble cnepmaTo3onibl (OKpallnBaTCs B CBETNO-T0Ny60N LBeT).

DF1 (uHpekc dparmeHTauum AHK) paccumTtbiBaeTca no gopmyne:

DFK [Y/ S] X 100, rae

obwee KonuyectBo cnepmarto3omfos (S = X + Y), KONMYECTBO L€NepMaTo30MOB C He
(hparmeHTnpoBaHHo AHK (X), konuyecTBo cnepmaTo3onos ¢ hparmeHTupaBaHHon AHK (Y).

MHTepnpeTauuns pesynbTaTta:

Mpu 3HadeHun DF1 <15 % (Hu3kunii 'DFI) peructpupyetcs Hopma

Mpu 3HaveHun DF1 B uHTepBanes15-30 %: (cpegHuii DF1) -pernctpupyetcs cpeaHss
cTeneHb parmeHTauun AHK

Mpu 3HaueHnn DFI > 30 %: (BbicOkWii DF1) pernctpupyeTcs BbICOKas CTEMeHb (hparMeHTaLnm
OHK, accoummpoBaHHas ¢ MY>XCKON PENpPOLYKTUBHON AUCHYHKLMEN!

()| paHnyenua npy npumMenetyl, Habopa
1 Habop peareHToB «BAlOTON» UCMOML3YIOT TOMbKO ANA OMpefeneHus  YpPOBHS

thparmeHTaumm AHK cnepmaTo30mngoB YenoBeka B UCMbITYeMOM 06pasLe
2. Pe3synbTaTbl TecTa, MPOBeLEHHOro C MOMOLWbLIO Habopa peareHTOB «BOTON» HE [O/HbI
paccmMaTpuBaTbCAd B Ka4yeCTBe. AUHCTBEHHOr0 KpuTepus, LOMAXKHbI OblTb BCECTOPOHHE OLEHEHbI
BpPa4yoM B COYeTaHUM C pesynbTaTtaMmy ApYyrux MeTofoB WUCCHEA0BaHUA (EepTUNbHOCTU, C aHAMHE30M
M KIMHNYECKOW KapTUHON.
CPOKrogHocTwu

Cpok rogHocTu Habopa - 12 mecqaueB. Habop C UCTEKWNM CPOKOM FOAHOCTM MPUMEHEHUIO He
MOAJIEXNT.

XPAHEHVE N TPAHCTTOPTUNPOBAHWE

Xpaiieime

3amopaxunBaHune He [OMYyCKaeTCH.

XpaHeHe ‘HabopoB AO/HKHO OCYLLEeCTBNFTLCA Npu Temnepatype oT -+5(00 +25 C B TeueHue
BCEro cpoka rogHocTu.

[Mocne BEKPbLITUA YMAaKOBOK HEWCMO/1b30BaHHbIe peareHTbl AOMYCKAeTCA XPaHUTb B TJI0THO
3aKpbITbIX  YMaKOBKaxX B  XOJIOAU/IbHBIX “=Kamepax WAN  XONOAW/IbHMUKAX, 06ecneymBaroLLmX
pernaMeHTUPYeMbIil TEMMEPATYPHbIA pexum; npu TemnepaTtype ot +2 o +8 “C 40 UCTeveHUs cpoka
rogHoOCTK, [IpW TeMnepaTtype oT +5 [0 +25%C TeueHune 5 fHei.

TpaucnopTnposaHue

3aMopaxuBaHue He JOMYyCKaeTcH,

CrnieflyeT nepeBO3NTb B OPUTMHAABHOM YnakoBKe MPOW3BOAMTENS, 3alMLiatoLell NPOLYKLMIO
OT BHEWHWX BO3JENCTBUIA, Ha BCex, BUAax TPaHCNOPTa B KPbITbIX> TPAHCMNOPTHbLIX CPeAcTBax B
COOTBETCTBMM C MpaBuMnamu MepeBo30K, [AeNCTBYOLWMMU Ha TPaHCrNopTe [AHHOIO0 BuUAa MM
TempepaTtype ot +5 °C go +25°C B-Je4eHmne BCero cpoka rofHoCTU.

Mpn nNpoBefeHMM NOrpy3oHMHO0-pasrpy3oyHbIX paboT M TPEHCNOPTUPOBAHUM CrefyeT CTPoro
BEAnonnare Tpe6oBaHWA MaHUMNYASLMOHHbIX 3HAKOB, HAHECEHHBbIX Ha YMNakOBKE W TPaHCMOPTHOM
Tape.

BaxkHo; Mpun Heco604eHNN YCNOBUIA TPAHCMOPTUPOBAHUSA U XPaHEHUS MeAULNHCKOe n3enne
He MOLNEXUT UCMONb30BaHUIO.

Peructpamug MU B Poc3gpaerapzope
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YCNOBNA OTIMYCKA
Ana yupexaeHuii 34paBoOXpaHeHus.
FTAPAHTNN NMPON3BOANTENA

Habop peareHTOB A4/1a onpefeneHns ypoBHA (parmMeHTauun AHK cnepmato30uoB yenoBeka
«bnwoton» cooteetcTByeT TY 20.59.52-001-06227762-2021, HauyuoHanbHbIM cTaHgaptam Pd® u
HOPMaTMBHbIM [OKYMEHTam B 4acTu TpeboBaHMil 6€30NacHOCTU U 3NP(PEKTUBHOCTMY.

Mo BoMpocaM, KacawlWumMca KavecTBa Habopa, cnefyeT obpauwarscsa Mo ajpecy
npon3BoACTBa Habopa peareHTOB;

443001, Poccusa, 1. Camapa, yn. Ykanoed, 4. 72, k. 66. OO0 "MHBNOJIAB", nbio@bk.ru

eHepanbHbIn gupekTop OOO" XanoPYC " .B. BuHorpagos
2021 r.
"COrnNACOBAHO"
eHepanbHbIl gupekTop OO0 «BBEIMMEN-MEALEHTP» M.K. BapHaBuuyc
2021 r.

CMBO/JIbl, NCMOJIb3¥EMbBIE HA ¥YTTAKOBKE U3TUKETKAX

Hdata wrotoEneHna MpumeyvaHmel{ HacToAawmin cumson
conpoEoaarkucsa ykasaHvem natbl N3roTOBAEHUA U3LENNA: MOXET
ApeAcTaBNATbL co60l rog, rog u-Mecsl, UKW rof. Mecsl, U feHb, ecnn
LenecoobpasHo ’

Bepeub OT Bnarv MprmMeyaHye =HacTosALWMIA CUMBON MOXET Takxke
03HayaTb *Co.XpaHsATb B CyXOM'cocToAHLW ! (cm, MCO "000:1989)

Wcnonb3osats A0 ... NpumedaHne - HacToAwini cMMBon
cornpceosiaaeTcs 4aTOM,yKa3blBAOT eil. YTO U3fenne peKObleHATETCA
1CMo/b30BaTh A0 UCTEYEHNA YCTaHOB/IEHHOMO CPOKa; AaTa-MOXeT
NpeacTaBnaTb CO60M rOf, rof U Mecsl, v rof. Mecsi y-feHb, ecnm
LienecoobpasHo
TemnepaTypHbIil Anana3oH MpumeyaHme - BepxHIO ‘W HLUFLLIOK
rpaHuLbl TemneparepHoro AnanasoHa peKOMeHAYeTCA YKa3blBaTb
PALOM C BEPXHEN W-HIOT el ropU30HTaIbHbIMU IMHUAMM
Kog napnn! MpumeyaHue - HacToAwwniA cMwon cenpcBosiaaeTcs
LOT yKa3aH1eM KOfid MapTuu, COOTBETCTBYHOT €70 MapKMpOBaHHOMT
N3LeNnio
Homep no katajiore NMpumeyaHue - HacToAL WIT-CUMBON
REF COMPCEOALLEETCA YKa3aHNeM HOMepa LLUAeNNs. MapKUPCBAHHOTO
[aHHbIM CUMBO/IOM, B KaTasere
V3genve MeauuUMHCKOe AN AnarHoewkn invitro NMpumedaHue -
IVD HacTosuiu’! CLLIEQ1 peKoMeHayeTca Ucno.ab3cears f/1
naeHWdnKauuy TobKO MeALWANHCKUX WAenw! npy guarHocTrke in
Vitro, HOHe M3LenniA, NpeaHasHavYeHHbIX 41 NPArbIEHEHVS B
nabopaTopHbIX YCOBUAX
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