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Iro nprrMeEerrflro Ha6opa pearenton,qrx lo{}{yno{epMerrrlroro orrpeaeneHfft

CAl25 s crnoporre (nnasue) rponr.r

(CAl25-I4OAD

r. oExlA-f, UHooPMAIIIZ-f,.

1 .1 . HarsaqeHr.re.

Ha6op pemeuror gnrrnr.rlr,Iyno{epMemxoFo oupoAeJreu tr CA125 s cbrBoporKe (nla:Irle) Igouu

<CA125-lliDA> upeAga3Haqeg Ar.r KoJrr{secrBeugoro onpe.qenerrz Korrqenlparlrdtr CA125 n oblBoporre

(u:rarrue) rporu verogorra rnopgorfaruoro nruyroQepMelrnroro auam,Ba.

1.2. Bneaesre.

CA125 npegcrasncfl co6oft aurrtrret pacfio3HaBaeMrrft MorroKIroHaJIrHlIM],I aHT[TeJIaMrI K

olpeAeJIeI{I{EtM grlrlTonaM Il accoqu[poBaHrrbrfi c aAeHoKapqtHoMaMu rnql{EKoB, HeKoropbrM}r ApyruMrr

onyxoJrrMrr. Snrnonrr CAl25 o6napyxuBarcrcr Ha Myrryrre MUC16 c uapua6elrnofi volorylrpnofi

uaccofi n,&ra[a3oHe or 200.000 ao 1.000,000,{a. B. nucorou npoqelrre clr;'.laeB coAepxauue CA125

rroBLrruaeTcr npE aJleEo(apqsHoMd< .mrrH[KoB, 3a uoKllloqeHller'r rrryqrnrosuoft u rpaHynBoKnsrosHofi

mcmloruqeoxoft rfopvn. Kporlre roro, CA125 o6napyxorraercr B HeKoropED( euSpnouannnror rran.n<

H HeKoropED( TKaHrx B3pocJloro opraHll3Ma - B grrxrerrfir ifannonuenro< rpy6, n ano4plurorux rloroBbD(

)r(eJresd(, MonotrEEDa xeJre3ru(, eHAoMerpur{, floslrnenue KoHrIeIrrpa$M CAl25 s cblBoporKe

Ha6rnoAaercs y 6onrnmncrba 66ninro< c aAerro(aprlu HoMaMlI rnrlHrrKoB - B ToM'flrcre, Ha fiepBofi

cTa,turlt,

1.3.,{xarnoc, nveoKar 3naq}IMoorb oupeAeneflut.

Onpe4eleuue Kouqeurpaqfiu CA125 s cbrBoporKe (nra:ue) KpoBtr ncnonmyerct B KallecrBe

BcrroMorareJrbxoro Mero,ua , panuei $zarnocrrrrulr, Moxrlroplfira olyxorefi .f,firtr{rrroB E oqeIrRI'I

er[t[errnrnooru nporo4uruofi repannu, Ars Bcex fpyrttr HaceJreuur.

1.4. Ha6op [peAHsBHar{eH Anfl, rvarnocrr4Krr uH 6umpo.

1.5. O6racrb rrpr,rMeuemnfl. - rsrrlHr{qgcKrur fla6oparop ?:
ii

2. XAPAKTEPI4CTIdKI4 HA ffi:, N U i" I i.

2.LHa6op peareHroB <CA125-HOA> BblnycKaercs s2 r,ap oMrrreK

Kounnem 1 pacc.rurarr Ha 96 oupegerrenvrir., BKJIIoq€u Kg,HTpgflF; i: , , - 
.

Konannerr 5 paccurarau 480 olpeAen envrir, BKJlroqa.fl KoHTpe[_u. ''-

VoF*ru



2.2. KOMNJIEKTHOCTb:

2.3, flpurul,Ilr pa6orrr fla6opa.

Onpegeneuue C,Al25 ooHosaHo Ha [crroJrr3oBaHxn (c3r{.qBlrqn-BaptaHra rnepAoQaruoro

uurrryno$eprr,rerrqoro asanrua- Ha nxytpeuuefi noBepxHocTr{ nyrroK rrJlar treTa lI]wO6lfiUSOSanEr

MLruarrBre MoHoKrroHaJrEHrJe i asrureJra r CA125 rreroBeKa. B nyuxax rulzrHllrera, npu Ao6annesuu

lrccJreAyeMoro o6pasqa, rrpolrcxoAar cBr3brBaHue CAl25, co.qepxanrerocr B uccneAyeMoM o6pasqe, c

aHT[TeJraMu na rrep4oft (fase, O6paronanwrficr KoMrrrerc BEurBJrrror c noMoqblo Kolrllorara

Mrrtrrrrnr,D( MoHoKJroHaJrErrbD<, anTnreJr x CA125 rreJroBeKa c nepor<cuganofi xpena. B peynbrare

o6pasyercr csrcarnbrft c rrJracr{KoM (co}rABr.rq)), co,qepxaqgi fleporcnAasy. Bo nperra-r unry6aquu c

cy6crparumr pacrBopoM terpalrerzn6enszgru{a (TMB) rpolcxoAnT oKpau[roarfie pacrBopoB B

rrynrax. I4nrencrBHocrr oKpacrn rrprMo npouopquorraJrtrra Kor{qe, Hrpaqrff CAtr25 s EccleAye}ioM

Cocrae
Koraqecrso

96
AHUIJIH3OB

480
AHAJIH3OB

SORB MTP
flnasurer

96-nynocHnI

nonHcTr4poJroBblfi , crpH[r4poBaHHbrr, Ha

BHyrpoHHeft nonepxxocTr{ nyHoK ruraHuleTa

I{MM 06 LINH3 O B AH6I M bI TII I4HbI E M O HO KII OfIAJI bHbIE

aHrrETeJIa R cAl25 qeJroBeKa) foroB K

ucnoJIb30BaHI,!rc.

I urr 5 rur

CAL I Karn6poeoqHbre npo6br
Ha ocHoBe Tp[c-6y0epa, coAepxaulHe H3BecrHEIe

KorrnqecrBa CAl25 - CL: C2: C3; C4; C5; C6
E.u/un, KoHIIeHTpaIIHfl CA 125 s KanI{6poBotIHLIX

flpo6ax yr(a3aHa B aHar/JyrrhErecKoM nacnopre I,I Ha
gTHKerKax Snar<oHon, Kanu6p o BoqHbI e np o6rr C2 -

C6 - nporpaqHble oKpaueHHble iKI,IAKocrH (IIBer
KOM n O He HTa yKa3aH B aHaJIITTI'ILIeCKOM naonopTe),

Kirnu6poBoqHar npo6a Cl - npo3paqHat
6ecuserHat xI,IAKocrb, roroBbl K ncnoJIE3oB aH l,to

1 Qnarcon
(6,0 rr,rr)

5 Snarconon (6,0 rral)

KIJIVI

I Srraxon (30 tvtl)

CAL2.6
5 Qrraronoe

(0,8 rtal)

25 Qnarouon (0,8 rran

t4Irvl

5 Snaxonoa (4,0 rvrn)

CONTROL
KoHrponrHafl cbrBoporxa

I,IHaKTI{BI,Ip OBaHa, Ha OCHOBe CblBOp OTKn Kp OB 14

qeloBeKa c rBBecrHbrM coAepxaHueM cA 125,

npo3paqHas oecuBerHafl xLInKocTb foroBa K

14CIIOJIb30BaH 14tO

I Qnaxou
(0,8 tru)

5 ipnaroHon (0,8 r,al)

VTV

1 r[naxon (4,0 ul)

CONJ HRP KoHrrorar
npo3paqHaff oKpaueHHat xHAKocrb

(qeer KoMnoHeHTa yKa3aH B aHuIJrI4THr{ecKoM

nacnopre), foToB K l,Icnonb30BaH[rc.

I QnaroH
(7,0 ur)

5 tpnaronon (7,0 r'rn)

VJIII

I ftnaxos (35 r',tl)

SUBS TMB
Cy6crparHufi pacrnop
TeTpaMeTr4r6eugHIusa
(TMB)

npo3paqHar 6ec qnernat xnAKocrb,
TOTOB K I4CNOJIL3OBAHHIO.

I QnanoH
(14 ur)

2 QraxoHa
(30 w)

BUF WASH
26X

KoH4eurpar
OTMbI BOI{HOIO D ACTBODA

npo3paqHas 6ecqeerHas )KHAKocrb,

26-rparurtfi nosqenrpar
1 Qnarou
Q2 un)

2 Qnaxona
(50 rral)

STOP
Cron-pearenr npo3paqHar 6ecquerHaf, xLIAKocrb,

rOTOB K I4CNOJTBOBAHI4K).

1 QraroH
(14 ur)

2 Qnaxoua
(30 ur)

N003
Eyuara AJrfl 3axneloanr4.f,

nJIaHlueTa
2un l0 ur

K2221
HHcrpyxuraa no
nprrMeHeHr,[o

I urr I urr

K222Q
llacnopr KoHTpoJu :

ravecraa(aualyrnuecxn fi
nacnopr)

lur lur

3aBrdcHMocrrr ourr4qecKofi rrJroTHocrlr or coAeplKanus. cAl25 sitarrnopoBoyrrbrx r{po6ar(.



3' AHAIIZTI4IIECKHE I4 AI,IA| HOCTI4IIECKI4E XAPAKTEPI4CT}IKI4
3.1. Axairnrlrsecxax cner4u{u.*rocrr.

He o6uapyxexo ueperqpecrnoi pea*Ilu,n c aqrr.rre't."u: KOA n ronqernpaqnn 60 m/r'rn, CAl9,9
B KonqeHrpaqru 3000 EgiMr! CA15-3 n rouqenrpaquu 3000 E4/ul.

3,2. Bocnpor.renorrrMocrl.

Kostb0ruui:'*r Baprraq'''n pe3ylrbraroB oupeAere'sf, coAepxaHu, cAr25 n or'oM ]r roM xe
o6pasqe cnroporxr.r (nna.auu) r<ponll c [cloJrE3oBaHueru Ha6opa <CA125_I4@A> ne nperrnnaer g,0 oZ.

3.3. Jlrnefrnocrn.

3aurczMocrr KonqeHTpar$[ cAl25 s o6pasqax clrBoporrs,r (uaa:vr,r) KpoBn 11pr pa3BeAegrrr{ Lrx
cunoporrofi (nnasruofi) Kpo'rr' He coAopxaqei cA125, uueer ruEetrHLM xapaxrep B.ryarra3.rre
rcouqeurpaqufi C2-C6 E+/utly cocraBncEr 90_ll0%.

3.4. TosHocrb,

,{auuruT aHa:rxrqqecKr.rfi flapaMerp trpoBeprorcr recroM Ha (or(pbrrrren - ooorBercrare
nsvepeurofi r(o'rle'rpaqtru cA125 upegmcanuoft, uoryvertrofi nyreu cMeu,'rBd',n' parulo< o6teuon
rorrpo;rsnofi cblBoporKu x ramt6ponouuoft npo6u C3 E4lun. flpoqenr (or1p6rrrrn) cocral[ser 90-
1t0%.

3.5.9yncruutelrnocrr,

MuHraMaarnas AocroBep'o orrpeAenreMair Ha6opov (CA125-H@AD Ko'rle'rpaqu, cAl25 s
cErBopor(e (masrue) KpoB[ rre rrpeB;rm aer O,2S Ealutr,

3,6. I4urepcem - 3HaqeHr{, Kourlerrrparlufi CAl25 @a/rr,m), rpu (oropbrx coo,nronresse Bcr/Bce. j,:.

coorrercrryer 20%, 50%o u 7 5vo. flpeaenu yxa3alr6r B ar*lJurrqecroM racnoDte.
3.7 . LlnrepQepen\un,

Ha prryn"rut", auunza

refiapr{Ha u rlaTpaTa ];.ATpnflj

6unwpy6wna u' o6rqero 6elxa

3HAYEHIIT'.

3. 8. PeSepeHTHoe 3HaqeHr,re.

B coomeemcm,uu c np *'orr,
npaKmuKa), percomerdyemcn rcaacdoil na6opamopuu ymoqHum nffiifi,Iumpo, fifuipen{rroi

He oKa3bIBUlJIO BIrr4sHLrs. I4crron63oBaHr,re aHTrrKoafyJrrHToB 3ATA,
a TaKxe [pPlcyrcrBue reMoruIo6una, Tpnrnr{qeprrrAoB, xoJrecrepvrqa,

B KOTIIIeHTpaTIT'I'X, He npeBbllrrarculux HopMarrbnbre KJruHlrqecKr{e

xapaKmepuue dna o 6cne dyemoil nonyflnr4uu,



Ilpuueuauue. 3Hasesur KoHrlesrpaqrlft CA125 a {coneAygMlD( o6pasqax, HaxoArrquec, u}rxe

fpaHlrqhl {yBcrBl{reJlbHocrlr Ha6opa (0,25 Ey/utr), a rarxe rrpeBErrxarcrqre 3gatresr4e nepxuefi
Kanu6poBor{Hoi flpo6br (c6 EA/ran) cne.qyer uprBoAr.rrb n cne4yroqefi $opue: n uccneAyeMoM obpasqe
X rouqerrpaqlx CA125 usxe 0,25 Eqirar lr.run sEtule C6 Earrr,rn.

3.9. Xyr-eg$err.

Beporruocrr Xyr-eft$erta [ccJle.qoBaIracb rr],reM recrrrlronanrax o6pasqon c sbrcoxofi

r<onqoutpaqr'refi CAl25 u ux pa3BeIIeHIts. He na6nroga;rrrcL orpurlarenEHEre pe3ynLrarbr Ea

Hepa3BeAeIIHErx o6parqax IIo cpaBHeI ,IKt g pa3neAeunbrMrr o6pasqarrtr. I{aenruqrocrs pg3yJrbraroB

EEPAIBEAOHHED( I,I PA3BEIEHIIbIX O6PA3IIOB YKA36IBAET IIA OTCYTCTBEE XYX-S(IQErTA AO (OHqEIIIPAqUT

10000 En/ur.

3.10. MerponorrrrecKat npocJrexc.IBaeMocrb ocyqecrBrsracE, corJracEo rOCT ISO l75l l-2011
c uc[oJrb3.Bar reu pe$eperrxux MeroAr{K, flpu ucnormoraH[r' B na60paropurx ycnoBr,rrx

peKoMeHIyerct rlpoBecrr'r Banr.Lqaqrco c [cnoJIL3OBaEIleM roJrr,IqocrBeHuo oxaDaroeprr3oBaHHbD(

o6parqor.

4. MEPbI TIPEAOCTOPOXHOCTI4.

4,1. IloreuqxalurErft pncK rrpnMeuennr }Ia6opa - xmsc 26.

4.2. Cunoporru KpoBI'I qenoBeka, I,rcrloJrrgyeMbre rrpu qpuroroBJreurn Korrrponbrrofi curoporrz,
uHaKTItBIlpOBarIbI u He coAep)I(ar aHTr4TeJra r( Bnpycy rerrarr,rra c, anrurela r BVIq 1, 2 u anr.wesa p24

BZ9-1, anrnren Bnpyca rerarlrra ! (lIBsAg).

4.3 Ha6op upe4urBHaqerr ronLxo AJrr npo$eccaonannnoro uctroJrE3oBar u.
4'4' Bce rounoneutur Fla6opa n ucnoJIByeMbD( KoHrlenrpar{[rx rBrsrorcr HeroKcr,rqg6rM[.

4.5. IIpu pa6ore c Ha6oporr,r neo6xoauuo rrcnoJrb3oBarr r.rrrAr4BnAyarJrrgr,re cpeAcrBa 3arrlrlTbr:

xalat, rolornofi y66p, pesznonue r'rJlu [JratcrrroBrle rrepqarrur, cleqlanbEyrc o6yB6, 3allr4THhre oqKu

ZTTT,T qT,TTOX), TAK ItdK O6PASqrr CEIBOPOTKI' I,IJII,I IIJIZI3MII KPOBU CJIEAYET PACCMATPUBAT6 KAK

rroreuquarbno,r,tnQuqzpoaanurfr 6zouarepzal.

4.6. Bce orMLIBortrrLIe paorBopLl cne4ycr co6uparr n oueqzamnnfi rconreftuep n o6pa6arunarr

.qesrHQuqupyoqlMu cpeAcrBaMr,r, pa3perueHHbrMr,r &rDr qpr.Me He:f{:ftr- Ea repprrropru p@ n

ycTalsoBneHHoM rrop{AKe.

4'7' Jla6oparopHyro flocyAy Mnoropa3oBofo racrroJrB3oBaHrrr u pacxoAHHe MareprnajrEr,

KoHTaxrnpyro[$,re c EccneAyeMEIMr{ I,{ (ourpolrrgbrMr o6parqarrlr.r, cneaygT o6essapaxunam c
IICrrOjrE3oBaHr{eM 4esrn$vqupyroqux cpeacrB, rre coAepxaqux axr[sEbfr Kr,rcnopoA n xnop,
o(a36rBaroqux EerarraBHoe ros4eficrnue na rca.recrBo I4@A.

4.8. flpr.r pa6o're cne4yer co6nrogau rpe6onauua focr p 52905 (ISo r5190:2003)
< Jla6oparopnr MeAHrrr{HcKLr e Tp e6o nanus 6eg o racHo cr

:i4.9. tr{ncrpyvreHTbr, o6opyaoBaHr{e, a raKxe rroBepxHocrI4 Izlho
| '':t, .t-

: . .... i-i

4

IlpoTrpaTt 7 }Yo paCTBopoM srrrrroBoro crr{pra.



4'10' flpz [c[oJrb3eBarrur cofJrac'o rr'crpyrslr4[ ,,o qpzMerre'r,rrc u3aenne aBr*erc,
6esonaunnr (ne necer $usrvecrrrx, gr(olrorlnecrrrx n [r{6rx pr4cr(oB;.

4'12' Ha6op (cAr2s-HoA) He coAepxr.rr JreKapcrBerr'r,D( cpeAcrB Arur MearrqzrrcKoro
rlpr,rMeHeHl,rt.

4'13' floxaragfit x]upnruenenr.'o Mealrqfirlcxoro usAenns.: np,.MeHrr' B coorBercrBr,rLI c
Ha3HaqeHI{eM.

4'14' flporunonoKa3anu t K np[MeHeHrIIo MeAr.rrltrHcl(oro ruAenrur; trporuBorroKa3a'fifi B paMKax
ycraHoBnellnoro Ha3gatrel{u, I{e rrMeer, He npurvreuxrb Hg tlo fl&tnaueHflro.

5. OEOPyAOBAHT4E, MATEPI.{AIbI I,I PEA|EHTBI,
HEOEXOMMbIE npI.I PAEOTE C FTABOpOM;

- $ororraerp BeprtrKaJlbnoro cxaurrpoBarur, r,o3BonfioIql,r r{3MeprrB om6recKyro rrJror'ocrL
coAepx[Moro nyr{oK rrJraHrrrera rlprr IJrr, {e eoJ[ru 450 HM;

- repMocrar, [o,qAepxzraloqr.rfi reuue,paTypy +3ZoC +2,0oC.

- Ao3aropb.r co oMoHH6IMIT HaKOHeqHI'IRaMIl, UOSrOlrroulne or6upars o6reurr n 4uanagone 25-250 rr,rxl:

- qLUMsAp MepHrrf BMecrr.rMocrbro 1000 rrtn;

- BO,qa ALrCTLrnJrr4poBzlHEllr;

- flepqaftrr pe3[HoBbre Im{ rDlacTlrKoBEre:

- 6lrrlara QrurrrpoBanErrajr.

6. AHAJ[43r4PyEMbIE OBPA3IIbI.
B xaqecree aHarrigrpyeMoro o6pasqa ucuorlsyercf, orrBoporKa (u;ra-:rua) xponu.

6.1 , IlporiJlypa noJryqelrrf, arra:rr3tpyeMoro Marepu afia,

c6op o6paruon xpoBn rreJroBe*a rrpoBoAr,rrb B coorBercrBtrr{ c reryqefi npa,"nrxoft MeroaoM
BeHerlygKlrir{, co6m6rri"s crarrAaprHEre na60paropnrre qporleAypbr. lsa anwrusa uclor*3oBarE
Eepa3BeA€uuyro cbrBoporr(y (ularuy) rcpoau.

6.2. flo4rombra aHarM3r4 pyeMbrx o6pasqon.

Bo rs6exatrue rgMoJru3a neo6xo4zlvro Ka( MoxHo 6rrcrpee orreJMTE uJr€ulMy or gpr'rpoqvroB uJ,,r
cblBoporry or crycrKa' Brr6op npo6r'rpoK ant rlon)ryesn,r cbrBoporKn rrJur rrJr€BM6r, rroAroroBKy,
qenrprQyrzponau[e, xpaueur.re u 'rp4ncuopr]rposry o6pa3qa nporr3BoAr{TL corJracHo [palBr.rnaM
rlpoBeAe'rur upea'arrurnqec*oro srarra, yrBepxAe'HbrM Nr,- ra60paropur. perouengyeuoe

coorHorrreHtre aHTlKoaryrrrrra r'r 6uoua'repua.na, a raKxe cnoco6rr rroAroroBKr,r o6parqa R peNlrM'r
qerrpu$ynrponarulx orMcarrbr B l{Hcrpynql,Il{ Iro rlpzMereuno npo6npoK, [clorE3yeM'rx na60paroprei.

6.2,1, flpuroronneur,re auzrJrr,r3rpyeMrn o6parqoa cErBoporor KpoBr{ raq[egroB,
Kpo* om6pans aenen,nrxqr.reft, Aarb floJr'ocr'ro cBeprryrEcr, orAeJrr,trL cbrBoporKy

qenrpuQyruporaufieM trpr,r KoMHarHofi reuueparypel

5 .2,2. flpz ro ro B ne Hr.r e alaJrr4srnp y eMbrx o 6p ar
 'uoop KpoBr.r rpoH3BoAHTb a npo6upKr.r, coAep o px4euuo[



nporleAype c60pa nJr€BMbr, rocJre c60pa ueurpnoyrzpoBarb.
r{cnoJrr3oBarb 3ATA, rerrapr,rH ra uurpar Harpr,rr.

6 3' Ecm'r a'a''3 [iroBoa'Tcr He B AeHb raxrux, o'pasqrr c'IBopor*n, [na3MEI KpoBU, cJleAyer
xpaHlrrb flpn reMueparype +2-8'c xe 60nee 7 cTrox utu npu reMrreparype -200c se 60nee 2 uecrqer,
.{onycraercr ognoxparnoe tpasuopaxrtanue/sauopaxr.raanr.re 

o6parqon,

flortoplrog sauopaxLr Banue-orraleaaue o6pasqor cbrBoporg.r (u.narurr) (poBrr He Aonyc1aeror,
6'4' llcrnrotrasrct r'IcloJlb3oBaHlre Art aHarrlna o6pasqon cf,rBoporrrr (nna:rrlu) (poBr,t rroAetr,

IIorysaBlIIIx B uer.sx ar'raxEocrlrKr,t r,rJrE TeparrHlr npenapaTbr, B cocraB (orop6D( BXO,ryr M6rrrrl{HBre

AHTI,ITEJIA.

6'5. o6pa-:r{Br c reMoJrE3oM, r'nepJrum.raeMr,refi um,r oveu.r4nrnu 6arrepuarrrr6rM trpopocroM
rlccneAoBarluro He IloAnoxar, a raftxo looJreayeMbre o6parqu, coaepxaque a3r,rA sarpu, B Kaqecrtse
I(oHcepBaHTa.

6.6. flepe,q npoBeAerrlreM auau3a rocJre,ryeuue o6pasqr,r cBrBoporru (nnaaurr) KpoB,l, cneayer
BbrAepxarb trpr Kouuanroft rerrlneparype +19_25"C se uesee 30 rr,u.nr.

7, TIOA|OTOBKA PEAIEHTOB,4JI, AHAJII,I3A.
7'l' Ilepe4 npoBgAeIrI{€M aHaJI}r3a (oMlolrenTbr Ha6opa u [ccneryeMrre ooparqu chrBoporKr.r

(nna.:uu) KpoBr,r cneAyer BLrAepxarL npn rorvruaruoft revneparypo *1g_25oC ue lvrexeo 30 ruqx.
7,2, IlplIroroueune uJlaHrrrera.

Bcttpsrrr 
''a(er 

c [Jra'IueroM I.I ycra'oBr4TE Ha pauxy ueo6xo4uMoe KoJlr{qecrBo crpnrloB.
oc, astrIuec-s HeqcrroJrL3oBaHIrLIMq crplrrlEr, vto6rr upegotoparurr nos4efictnue Ea rr&x BJra1.1I, Bo

BpeMt xpaHeliith xeo6xoaluo rularenLHo 3aKneI{Tr 6yrraaroE gar sarJreriBarr}rr rrJrzrgrrlera.

7.3. IlprroroueHr.re orMErBorrHoro pacrBopa.

cogepxurvroe {rarona c KorrrleHlparoM orMbrBortr{ofo pacl'opa Q2 'tr), 
,,elreHec' B MepE'rtr

qIIN}IHAP BMECTI,IMOCTBIO l OOO Ir,M, 4O6ArNrr 550 rr,rrr AIICTZ DIIIPOBAIIEOft UOP1 1a TIIIATEJIEHO

rlepeMeltrarh' B cll)^me apo6noro lrcnorb3oBnnl,rt Ha6opa cle,qyer oro6parr neo6xo.qnuoe KorrxqecrBo
KoHIIeHrpara oTMLIBoTIHOTO pacrBopa I{ pa3Becrl,r Au crannrponanuofi nopoit t 26 pw (1 un r<onrlerrpara
orMhlBolrnoro pacrBopa + 25 Mn AlrcrltJrJrupoBannoft rogu).

7.4. Ecnu rpeArronaraeMa.fl KoHrIeHrp arlilx CAI 25 n rccneAyeMoM o6pasqe rpeBbrru aer C6
ero cnelyer AonorlHrreJrbHo pa3Becrvr, ncYronb3yf, Kanl{6poBorrHylo [po6y C1. tr{cuoJr63oBaH?re

6y@epon n peareHToB ArI.tI pa36aBnenl{.tr o6pasqoB Mo)Ker LrcKa)r(arb pe3ynbrarbr orpeAen e'vrfl!
llpuueuanue, lpa nolyteuul HaaexH'rx p€3yJrbraroB pe*oMeHAyercg rcrloJrL3oBarh HecKoJr'Ko

rlocneAoBareJrhurrx pa3BeAeH[fi r4ccneAyeMoro o6pa:qa cr,rooporxu (nnaaurr) rpoau,

8. TTPOBEAEHI4E AHAJIH3A.
8'1' llouecrl'Ire B paMKy Heo6xoAIIMoe Konr{qecrB_o-c-Tp,r.rnoB Anfl 6 xana6poBoqHbrx npo6,

i
Ko Hrpo n6Ho fi chrB op o rKr4 r,r JryHK W rrrfl. Lrcc ne EyeMbrx p 6p as q o n,

I

8'2' Bsecute B coorBercrByloure nynKx ror50 MKn lerrn6ponounofi,h onLuofi

B Kaqecrtse aHTrrKoaryJrrHToB

E4/ur,

Apyrzx

1 npo6u

cblBoporKl{. B ocrulJ[bHble TIyHKH BHecHTe no 50 rraxn ilccne5yeMbrr o6pa3qeB €brBo .u'(nnlsnrr)
- 

'1 :



KpoBr'r. Bnecenue r<zura6poBoqHbrx npo6, KonTponrnoft cbrBoporKrr u
ueo6xoAr4Mo [pora3Becrrr B TeqeHr,re l5 uuuw

vccrre,yeMbrx o6pasqon

8,3. Bnecure ro rce nyura no 50 L,rrrt xosuorara.
8'4 3ar<'refire [JraHmer 6yvarofi Ars 3axreuBanur rrJraHruera ra znxy6rpyfire ero r reqenue 60

Muuyr rrpr,r reMneparype +37.C.

8'5' flo oxo''ra'LrLr Lr*r<y'aryu yaarlire coAspxlrMoe ny'oK n orMofrre nynrcr 5 pas. rlp,r rax4ofi
otMlrexe ao6aBlre Bo Bce JryEKu 

''o 
250 vxn orMEIBoqHoro pacrBopa, Bcrprxrrure rrJra'r]rer KpymBbrM'

ABuxeEYrtMa no ropril3oHTarr6nofi nonepxnocrz c uocneAyrollefi acuNpaqr.reft r.rJrr,r AeKaHrxpoBagr eM.
3aqepxr<a fiprr orM'rBKe (sauavurauue nynor) ne rpe6yerce. flpu rax4ov Aexa'rvpoB.Er,r[
neo6xogurvo rqareJrblro yl.u'rb ocrarK[ xolAKocrlt llr JryHoI( [ocryK:IBaHIreM ruraHllrera B
nepeBepnyroM loJroxenuri uo Qnasrpora.nrnoi 6yuare.

8 6' Bnecrzre Bo Bce ny'Kn no 100 rvrrn oy6crparnoro pacrBopa re'paruerzr6eussau ua (TME).
Bnecente cy6crparuoro pacrBopa rerpauvrun6eusar1,1fla B .1114rKr4 neo6xogr.rruo npor,BBecrr,r B reqegrre
2-3 *run' Hnny6upyftrc IrJraHruer B reMEore npr,r KoMI{arHoi reMneparype (+lg-25.c) s re.reHne 10-20
MI4HyT B 3aBT,ICUMOCTU OT CTerreIIu pa3BrrTlrrl cl.rHero oKpEuuLIBaH[,I.

8'7' Bnecr'rre Bo Bce ryHKI'I o rofi xe cKopocrf,rc n B Tofi xe fiocneAoBareJrb'ocrr,r, KaK ri
cy6crparurd pacrnop rerpavenur6 e*3uw*,-uo 100 urur crorr-peareHra, npr.r gToM coAepxnMoe JryHoK
oxpafiuBaercr s.f,pKo-r(emErft qser.

8'8' llsr'reprre Benr'FrnHy onruqecroft rrJror'ocrn (oft) co4epNr,nuoro Jryso* rna'ruera Ha
lpOrOUerpe BeprIlKa['HOrO CKarIUpoBaHr,rr npr,r AntrEe nonnrr 450 nv, zsuepenue ofl co4epxurrloro
nyEoK llnalrlljef* xeo6xoanuo npou3Becrl{ B TeqeHI{e 15 unn nocne Brrece'ar cron-peareura, Eraux
lporouerpa nrroraanrftre no ra.nr6pono.moft npo6e C 1 ,

9. yrIET pE3yJrbTATOB pEAKIIr4t4.

91' flocrpoire n nvneftnux Koopar,r'arax xa.nra6ponovnrrfi rpa(pur: ocr a6cqr,rcc (x) -
KOEqeHrparI[r cA125 n xann6poaovnrx upo6ax (E,a/u:r), ocb opArcrrar (y) - onrvqecKa, ruror*rocrE
xana6ponovuux npo6 (o'' 450 nn), ,ftrr amopunraa o6c,rem launporcrrr,raqur) xaru6porovnoro
rpaQura ucuornryftre znr:epranrHrfr (xycowro-runefiHLrfi, (OT TOrrK{ K rovxe>) uero,q ,nrr qerbrDex
lapaMerpu rrecx[ft cruaft n.

9'2' onpe4emare no ram'r6ponounouy rpa$nr<y coAep)KaHr,re cAl25 s [ocre4yeMbrx o6pasqax.
Ecnu uccleayeuuft o6paseq npegpa:|Bo,(r'IJlt't, yMHoxEre lonyqe'HEr' p*y[6rar na $arrop pa:ne4eru.r.

I O. OIPAHI{TIEHI4E METO,4A.
101' flpr ucuon'3oBttr ru Ha6opa gn" npoBeAe'r,rr HecKoJrbKrx He3aBr{cuM6D( cep i a'anr43oB

cneAyer I'IMerb B BI'l'4y' trro AiuI Kaxloro I{e3aBI'IcuMoro onpeAenelut neo6xo.qnro nocrpoegrre HoBoro
ranr6ponouroro rpa$ura; (poMe ororo, peKoMe 

... orpeAeJreu[e Kour{er{Tpaqru{ CA125 a
KOHTpoJrbHoft cbrBopoTKe.

i

i
: -1 ! r-

10.2. Ha6op peareHroB (CAI25-I4OA) npei4ua:HarreH rns aprarnocnra.{eo(Lr
oKoHqarenbHblfi .qrlarHo3 He .4onxeH ocHoBblBarscq rair+xo Ha pFyJrrtatak .qaHHo

L

i

oEHaKO
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10.3',{zarnos 4olNeu 6rrrr [ocraBJIeE BpaqoM rrocJre [oJrrroro KrrrHr,rqecKoro r;ra6oparopnoro

o6cre4onanur naqr,reula.

i I I. yCJIOBI,IT TPAHCIIOPTI,TPOBKUT,

XPAHEHI4' I4 SKCTIJryATAIII4I4 HASOPA.

Iln$oprraaqul, o6 oco6enqocrtx rpallcfloprlt poBarrur aoJDrura ] trrrbrBarbc{ BceM{ n}rqaMn,

r{acrlyroqr-rMlr B xparrenzn, DepeBo3Ke n yrunr,Bar[ru (yuavroxenuz) rroro ns4ernrr.

1 l. l. Tpaucnopraponaur,re.

11.1.1' TpancnoprrrpoBagr.re Ha6opa pearerrroa <cAl25-z@A> gorxuo rpo[3BoAnrr,cc BceMn

BI'IAaMI'I r(phrrofo rpaHclopra B coorBercrBl.I[ c rpe6oranu-nrlr,r t,t [paBnJlaMrr, ycranoBneuHbrMl{ I{a

AarrHoM BrrAe rpancrropra, upr,r reMrleparype +2_8oC.

[orrycxaercr rpasctroprr4poBxa Ha6opa rrp' reMneparype .qo +25'c ne 6olee 15 cyrox. He

AorrycKaercr.3iMoptDKnBztr{ue rleJroro Ha6opa.

11.1.2. TpancuoprrrpoBagr,re usAerui flpn reMfieparypax, rpe6yroqrx co6mo.qenur ,'Xonoaonofi

r{emn", o6ecne'maaroqefi coxpaFqocr6 reMrreparypHoro pexr,rMa, AoJrxuo ocjm{ecrBJrrrbcr B

TepMoKoHTE[HepaX oAHopa3oBofo troJrb3oBarlllr, coaepxa4lrx xJraAoSJIeMeHTEI, rrltu B

repMoKouTeftHepax Mrroforpargoro npqMeHeuulr c aBroMarzrrec(s noAAepxr,rBaeMoft relneparypofi
ruu n anropeQpuxeparop ( c uc[onL3oBaHr.reM TepMor.n{AuKaropoB.

1 I .1 .3. Zs4e.rrn, TpancrloprlrpoBalrnrre o fiapy[reHr{eM TeMrreparypnoro pex} ,(4 rrpr{Merrenr4ro He

IIO.IIJIEXAT.

I 1.2. Xpaaenne.
;'1,

Xpaxerule usgolnft u/nns rouuonegroB rrpll TeMrreparype or +2-8"C aonxHo ocyqecrBJrrrEcr B

xoJIoMJIBHbrx KaMepax l4llu B xoJlo.qv JIbEuKax, o6ecnevunarolqux pefJlaMeHTr,rponanurrfi

reuneparypnilfi pexliv c exe4nenuofi perucrpaqnefi TeMrreparyprr. Xpanerne cBero{yBctBr.rrenbE6x

rcaelrft dEM roluuouexroB .qonxuo ocyuecruurBcr B TeMrroM uecre. Xpaxewre ur4e.t;1ti uu1(e OoC

Aonxl{o ocyqecrB nerE cs. B Mopo3rlJrrlrtm ax, o6ecnevuaaror:qux perraMeHTrrponalrurui rwnepalypnui
pexr,IM c exeAueBuofi perucTparlaeft rervmeparyptr.

11.2.1. Ha6op pearerrroB (cA125-l'IoA)) Aonxes xpaHr{rbc.E B ynaxoB*e fipelr'tpr4".r r-
rBroroBr.rrenr npr,r reMueparlpe +2=8oC B rerrenve Bcero cpoKa foAtocru. ,{onycraerc.a xpageHr{e

Ha6opa npu reMneparype Ad + 25"c ne 6olee 15 cFox. He ,qorrycraerc.a 3ruoprDxr{Barrfie qenoro

Ha6opa.

11.2.2. B cry'ra€ apo6noro r4 ctroJll3oBaHl{r Ha6opa KoM[oHer{TBr cneryer xpaErrrL cJreAyrcqrrM

o6pasou:

- ocraBlllnect HeEclonb3oBaHHBMIr orpllnEr aeo6xognuo rtrIareJrbHo 3arcrelrrb 6yrrraroft 4lr
3.rKJIo[BaIrr4f, rrnatruera r4 xpzurr4rb npr,r reMneparyp 9€.8 reqesue Bcero cpoKa roAgocSu_ Ha6opa.

- KOHbrOraT, cy6cTpaTHErrl pacTBop TeTpaMeT r6ensugzua- 1'TME),'efrb i

cplaroHoB crleAyer xpaHHrb npld reMrreparype +2-86C n reFienue Bpero cpoft4iro w{6;
riairr'r6poBoqHble npo6sI vr KoHrponBHyIo irnoporKy - rrocJre ncxprqur S arogp! r sneAyer



xpasrrrb fipu reMneparype +2-8'c B rerrer'rEr,r Bcero cpoKa foArrocrr{. ,{ouycraerca oAnoKparHoe

3zlMoptl)Kl{BaHHe (-20"c) r<au6poBorrHbD( [po6 E KorrlpoJrLHofi cLrBoporKE B aJrr.rKBorax.

- ocraBltrI{fict HeEcnolb3oBaHHbIM KoI lenTpar orMbrBotrHoro pacrBopa cJreAyer xpagarb npr,r

reMlepaType +2-8oC s reqeh1ae scero cpoKa roArrocrra Ha6opa.

- [puroroBJreEHrui oTMHsoqsbrfi pacrBop xparrErb IIpIr TeMrre arype +2-g"c Ee 6onee 45 cyror,
Ao[ycr€ercr xpasenrae nprl roMnatnofi Tevueparype +18-25.C ne 6olee 15 cyror.

Ilpu.tt'tetauue.. Ilocne racnorrrsoBarrfit peateuTa HeMeAJreHHo sarprmafire KpFrrr(y Qnarona.
3arprraarire xax,6ui rpnaron cnoeft xpr,uur<oft .

11,2.3' l'lsvemx, xpanuBlrluect c H4pymeHI,IeM pernauelrrtrpoBarrsorc pexnM4 rrp[Merreguro ]re

IIOIJIEXAT.

I I .2.4. Cpox ro4nocrn Ha6opa pear€HroB (CA125-|4OA> - 1g recgqen.

11.3. Sxcnnyaraqnr.

Bce napuarnrr xouuerraqzft Ha6opa npeAHa3Harrerrbr Arrs pyrnofi uocranoBKu n arrr flocragoBKrr

IIa aBToMaTgqec(I{K arratM3aTopa( Anr uuuyuo$epueHTHoro aHaJII,Ba oTxpLlmro TuIIa c Bo3MoxHocrblo,

KaK Apo6Horo [cuoJIBoBaHI'It rlJraumera (ua6opa), rax a AJrr rrocrauoBKz rleroro urranIrrcrA (ua6opa).

rlotrxquanrurrft norpe6nrelr - Bparu KJlr,Iur,IKo-Auarnocrtrqecxffx na6oparopl,Ifi.

flpo{eccuona,rrnar nanr.r{raraquoggaf, rp},rtrra "Bpa.ru u rpoBr.r3op6/' niex yponnefi @purar }{b526 or
06.08.2007 r <06 yroepxaenzu nporfeccuo'aJrb''rx xaa:rntfuraquoru'D( rpym Aonx'ocreft
rue4uqnrcxux u $apMarleBTr.rqecnlrx pa6oruuronl),

Meauquncxr'ri nepcogan K;rr{flr{Ko-A}ramocrrtqecrrtx ra6oparoprfi AoJIxeH r.rMgrb

goxyueuuapoiialfiroe uo4raepN4eure 4poBeAeuuoto o6yrenur, cBrar{Horo c lore]rqrraJr6sbrM pr{cKoM,

correrzuoqr4Mcr c pa60roft c mo6rna ue4,rqancruan (rmanr.r.recxuu) la60paropn6nr ycrpoftcrBoM.

1 1.3,1. Ilprucnonrgonqsuu na6opa neo6xognuo uprrAepxnBarbc, cJreAyuqfix lpaBnn:

- Ee ucrloJrb3oBa'rr Ha6op nocle oKoHqaHHf, cpora toArrocrn;

- He uclonr3oBarr Ha6op pearenToB, ecJrrr FraKoBKa [oBpexAeHa.

- H€ CMerrrr,rBarb KoM[oHeHrbr Ha60pon pa3H6rx cepnft, KpoMe yuur[uqaponanuro<

uecnequtpuvecrnx psareHTob (ronuernpat orMErBotrgoro pacrBopa, crofl-pearegTa, cy6crparnul
pacrBop rerpaMem:r6eurzguua (TME);

- TIIIaTeJTbHO nepgMeIIItBaTb pezrresTEr upu noAfoToBKe E IIpoBeAeHIlIt aHaJrr.I3a.

- ltcrlojls3oBarB Ant upllroroBnellur peaxeHToB xuMuqecftlr qvcryro nooyAy, o6pa6orannyo

Ai crnmupoBarHnofi soAofi .

- [c[oJrb3oBarb ronrxo o6opygoBar{ue, fipottleArrree MerpoJroruqecryro [oBepKy.

- I'IOKJIIOIIIITE npauoe ros4eficrBrre coJIHeqHED( lyvefi na rrJrar rreT Bo BpeMt rrpoBeAeHIE.{

uccJle,{oBaHgt,

- He AorycKarb [pucyrcTBr{e napoB

r.rMMyHo 0 epMeHTHOTO aHaJrr,r3 a.

nepeKnc BoAopoAa r{ xJrbpa-b BeEeHI4I,I{10}4



11.3.2, Bce KoMrro'errrEr Ha6opa pearouron <cAl25-HoA> npu co6nrogenur.r rpe6oaaxuft
gaxnofi Humpyrquz cra6zlrnrr B TeqeHlte Bcero cpora roauocrr]. Cpox rognocru na6opa yxaran na

anemnefi cropore yrlal(oBrdr,

11.3.3. Henpasumnoe o6pauenuo o o6pasqarran u r,BMeHeH[e npoqeaypBr flocrzruoBKr{ afiarv3a
MOryT [OBnrirrB Ha pe3yJrETar6r. .Qu uorryrenNr HaAexHf,,D( pBynEraroB neo6xograuo crporoe

co6:no4erae I4rirpyruIltz rro npr.rMeuerrurc.

11.3.4. He ucnonrs5dre rowoneurrr us gpynrx Ha6opon.

11.3.5, Vsrcl/fds ulwat xolranonenrrr Fla6opa pearenror <CA125-I4OA> peMorrry r rexgrrqecr(oMy

o6cry.nssaHuro se lo4rrexa.T.

I1.4, Vrr,ulrrsamrx,

11,4.1. I4saeJnrr, nplrluea[rr{e B Herrptrro4rocrr, B ToM qtrcJre B cBr3u c I4creqe'ueM cpoKa

ro,(IIocTH, [oajrexaT yTr,IJnf3arluu.

I 1'4.2' MeauqrnrcKIle ofioAbr 'x,racca E. yrurtltsaqurc llnr yxr,rqroxeur.re na6opoe pearegroB

rpe6onauRr r o6paruennro c MeAuTIEHsKrra,rlI orxoAaM[) l NfY-287 -113 <Mero4uvecxze J.Kanadur no
gesr'ru(Derquu, IlpeAcrepunl,tlalluounofi oqucrre u crepruxraqufl t,t:]4enuft ue,qrqzucroro Ea3gaqegtrr)).

1 1.4.3' Yrrrusaqur upono4u'rcx cfleqwurrr34poBauubrMtr opftu BarIrrrMB, r(oropbre uMeror

JII lerl3trIo Ha IIpzlBo ]Tr.rllll3aqr MeAuqnHcKID( ofiOAOB.

flpegnpr'rrrue-rrroroBurerrf, rapanrlrpyet sra6narsocrB roMnoHerrroB u Ha6opa, a rar(xe
coornorornne,, Ha60pa qrc60nannru TexuusecK[x ycnoaufi flpu co6nro4ermr ycnonufi

TpaHcrropTlrpoBatEr.rr, xpageHrrr tr [p[MeHeHI{r.

.: .,"
Iro eonpoccttut, Kqcarcu4uMcn KaqecmBa Ha1opa peazeHmos

e ooo (xEMh) no adpecy: 10J264, Mocn6c, yt. 9-an Ilaprcoean,

i

rcA I 2 5 -I,I@Att, cnedyem o6pat4amacn

d.48, men/fiarcc: (95) 5I0-57-07.
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