
I4HCTPyrqn,q
uo rrpr4MeHeulrro Hapopa pearenroB An.r unnrraynoSepMeuTHoro orrpeAeJrerrn.r

arrrurrFHa cAl5.3 s cbrBoporxe (nnasue) rponrn
I

i oCA15.3(Ml2)-I4oA>

1. OBrr{Ar T4HOOPMAUHT,

1.1. HasHaqeHr,re.

Ha6op peareHroB Ms rMMyHoQepuenruoro orpeAen el:lrs. aHrr{reHa CAl5.3
(nnasnae) KpoBlr (CA15.3(M12)-uIoA) rpe.qHa3HarreH it u KoruqecrBe'Horo
KoHrleHrpaLil4u aHrLIreHa CAl5.3 B cblBoporKe (nnasnne) KpoBr,r MeroAoM

i

nnauyroQepMeHrnoro anarrrrca. 
i

1.2. Bseaeur{e. 
i

I

CA 15-3 - 6elox 'leloiera, oll)D(orrenrrfi nrapxep orHocprrct

(XEMA>

.C. Jle6elun

2020 r,

B CbrBopoTKe

o[pe.{eneH.nfl,

raep4o$a3uoro

K BLrCOKOMOrreKynf,pHbrM

rna(ouporea'aM Myqu'oBoro rrqa. Kogupyercs re'oM MUcl. B 3AOpOB.M Opra'rcMe Haxoar{rc, Ha
floBep&rocMburrrenza-nrnrx x;rerirx, oco6euuo B opmxax Abrxant,Ir, Mororrcofi xene3e E uarxe. Taxxe
gxcflpecc4pyerc, armsuponannrn{r II EearfltrBl{poBaErrrnrau T-lrur[oqararrar-r. B 6onruux KomqocrBax
B'rAenrercr rcrrer*6.rlr.gnrreJrr,raJrbrl* (p* 

"pyrut, 
nrvnmor) u uee[rfleJr'aJrbrrbD( ouyxo:refi.

Arr,nren MUCI npegcrannder co6ofi nlr{Kotrporerr' rereporeH'oro cocraBa o Mone*yJrrp'otr
rrraccoi 300-450 x,{a, Ypoaenn a{rurena cAr5.3 n xpoBu troBf,rmaerc, rp1a pa1e Moroqroi xere3H
(PlvDK)' Kpoir're PlvDK, noDrmro' { ypo"o a'rfire'a cAr5.3 n xpoBr.r Moxer na6ruo4arrcr rpu pa(e
JIer(Ix<' tI{qHInKoB, [peacrareJlb$ofi xelesrr, mefirul lr.rarru u xerryaorrlro-Kr1[erlgoro rpa1Ta.
flosEtrue'tre coaepxa'l.t aumrenal cAl5.3 l,.toxer pa3BlBar'cr n ,,prr EeKoropr,D( ,qo6poxasecrBe'rr'x
flpoueccax: 4o6poravecrnerntn< oFlxonn( uonowofi xeJre36r r{ rFrHrrKoB, grrgoMerprro3e, rerlarlrre,
qfippo3e neveur, t[n6pos" o"o*':E"p"teHHocrb u Jrarraq]rr rnKxe Moryr [puBoAr{TE r( troBbrrrle'rro
ypornr MUC1.

1.3.,{zaurocrnvecxar ouavurr,rlcrr o[peaeJreuvr.

oupe4eneHr4e KoHueHrparlua i anrureHa C
KarlecrBe BcloMorarerlbHoro Merorla paHHefi Nt I{ocrr.rKr{, Morrlrropr4rifpg sO

ii ipaKa MOJIOYHOft )KgnesrT- T';trc Rcex nrirrnn rrqrrArrA''rr l-lnnnranr. ll i\

i il .1, .1.. , )i' ., i:, i,","r ti;:li_j0l-it{Ll



i 2,XAPAKTEPTICTKIKVIHAEOPA

2'l'Ha6op peareHroB (cAl5.3(Ml D-ua',A,) paccrrnrau Fra 96 oupe4 eterum7r,,

2.2. KOIuIIIJIEKTHOTb: 
I

BKrroqar KoHTpOnv.

SORB MTP

CALI -5

CONTROL

flnanruer. 9 6-nyHo vHrrfi
l roJl t4 crr4porroBbr R, crpul rnpon aHHrtfi , Ha BHyrp eHsei

N OBEPXHO CTH NYHOK TIJIAHI.IIETA HUUO 6I{J]H3OB AH'I
MEIIIIHHbIE MOHOKJIOHIUIbHbIE AHTI,ITCJIA Tt CA 1 5,3

qEJTOBEKA. |OTOB K HCNONI!3r)RAHI,TI.r

1 urr,

5 Qnaronoe
(no 0,8 rvrn)

Karra6poBoqHbre npo6br

KoHrpolr Has cbr Boporr(a

Ha ocHoBe $oc$arHoro 6y$epa, coAepx(aqae
r43BecrHbre KoJtr{qecrBa aHTHFeHa CAl5.3 _ C1:
C2; C3; C4; C5 Ep/wur, KoHrIeHrp arllnunr"..ru

CA15.3 n raaa6poBoqHbrx upo6ax yKZBaHa B
aHilrraTr.rqecKoM nacnopTe H Ha 3THKeTKaX

Qraxonoe, rcaln6poBorrHbre npo6u C2_C5 _

npo3paqHbre oKpaueHHbre )KT.TAKOCTU (qner
KOMrroHeHTa yKa3aH B aHaJrr.{TI4qecKoM nacuopre),
, rcuu6poBoqHar npo6a Cl - npo3parrHarr

6ecqeerHax x'Axoc*, roroBbl K'rcrroJrb3oBaH'Io
AHAKTHBHpOBaHa, Ha ocHoBe csrBopoTKH KpOBI4
r{eJIoBeKa c r43BeCTHbrM coAep)Ka}rHeM aHTHreHa

CA I 5.3, npospairHar 6ecqnernarr ntllAKocrb
I-OTOR2 I{ lrcrlr\rIL2r\Daurrrn

I Qraxon
(0,8 rr,u)

CONJ HRP KoHrrorar
rpo3paqHafl oKpaueHHar )KHAKocrr (qner

KoMnoHeHTa yKa3aH B aHanrvrnqecKoM nacnopre),
|OTOB K I4CNOJIb3OBAHHIO,

I Snaxou
(14 ur)

DIL HOA-EySep
[po3par{Har oKpaueHHaq xuAKocrr (uner

KOMTTO HeHTa yKa3aH B aHaJrr,tTr4qecKoM nacnopre),
|OTOB K HCITOJIb3OBAHHIO.

I Qlaxon
(14 ur)

SUBS TMB Cy6crparurrfi pacrrop:
rerpaMerzl6eHgaAHHa 

; 
(TME )

npo3paqHa.r OecqnerHar ncuAKocrb.
TOTOB K LTCIIONb3OBAHI4IO.

1 $nanou
(14 vn)BUF WASH

26X
:.KouqerrrpaT orMrrBo.nioro -
pacTBopa 

,

npo3paqHar 6ecqnerHaq )KHAKocrb.
26-rcparHufi xourleHTpar

I Qnar<oH
(22 utr\

STOP npo3paqHax OeoqnerHafl, )KHAKocrb,

- 
|OTOB K I4CIIOJIb3OBAHI,ITO.

I Qlarcon
(14 r"u)

N003
Eyrraara AIr 3aKrre HBa;rrvrl
NIIAHIIIETA 

' 2 :lur.

I rur.
K226I I4ncryyrqarr ro npHMeHeHHlo

K226rQ flacnopr KoHTpoJn KaqocrBa
(aualurvrqecrufi nacnopr) I urr.

2.3. Ilpzuqm pa6oru Ha6opd.

onpe4enenle arlrure'a cAl5.3 oc'oBa'o Ha [c[oJrE3oBaHrrrr (cgrrABrrr)FBapuar{Ta

raep4oQarnoro nurvrynoQepuenrgofo aHaJrrra. Ha ruyrperuefi uoBepxHocrrr D/EoK rrnag]uera
lluuo6unusonar$r MbImI'IHhre Molrornouantl{ble arlTureJra x cA15.3 qenoBeKa. B nynxax rura'rrrerat
upr,r 4o6anneuuu [ccre,qyeMoro !o6pa:qa, [po[cxoAr_rr cBr3brBa''e CA15.3, coAepxarqeroc, B
IrccJreAyeMoM o6pasqe, c nHTr'ITenFMn Ea rBepaofi (!aae. o6paroraeruuftcg r<ovnnerc BbrrBJrrror c
loMorrlrro Kortrorara Mbrrru.rt6D{ MouoxrouarrnbD(_ SgLsJq{- rc C_A!S-J_ fr,
xpena. B peynbrare o6pasyerc.a cp.rrauurrd c rrlacrnr(oM Ltrt1,6 

'',f%oh" 
o

BpeM'fl I{HKy6aIILrv c cy6crparHblM pacrBopoM rerpaMer rldegtgA{aua (TME) rrpoacx
pacrBopoB B nyrr(ax. I4nrencrasuocrb oxpacrta F flporyo. ptr4eranb4a ,cffigpaq *d_."""

: r.-N | .lt



CA15.3 B r.rccneAyeMoM o6paslte. Kouqeurparlr.rrc aHrrrceHa CA15.3
o[peAex.flIor IIo xanu6ponovnov$r rpa{uxy 3aBr,rcr,rMocTr{ onru.Iecroft
aurr,rreHa CAl5.3 s xaruz6poso.rrdrx npo6a><.

I

s. aHarzr^rPcKr4E r,r .U4ArHocTr4rIEcKr4E xApAKTEpLrcrr4KLI
3. l. AsaJr[rusecxar cneqll$lrvnocrr.

flpz recruporanrrr recrosd"o rryJra cLrBoporor( c ugnecrnofi ronrlenrpaquefi cAr5.3 nyr€u
Ao6an:renr,rc rryJra c u3Becr'"^l co4epxa"ueM rrpe.qfloJrafaeMbD( r,rurepQepnpl,roqrx aeqecrB c
uoMorrlbro Ha6opa <CA15.3(M1?)-I4OA, Hrr o,qrra rlil qcrrbrragurrx npo6 ne no(a3arra sanu.ue
IlepeKpecTHofi peaKTr{BHO CTr.r.

B r4ccneAyeMLrx o6parqax

IJTOTHOCTI OT COAepXaHr{t

I,I TOM X(E

rrpeBbrrrraeT

3.2.Bocuporr3Bo4r,rMocrb. 
i

KoeQQnIII4eHr Bapvarrr4rr p$ynbraroB orrpe.qenelus. coAepxaHr4s CAl5.3 B oAHoM
o6pasqe cbrBoporKr (una3Mbl) Kpotstr c rrcfrorrb3oBarrr{eM Ha6opa (cAl5.3(Ml2)-I4oA> ne
8,0 Yo.

3.3. JlunefiHocrr, 
i

3anucmaocrb KoHrIeHrparImiCAl 5.3 e o6pasqax chrBoporKr{
,1.'. i

cblBoporKofi (nnasuofi) xponr.r, Hp coAepxarqefi cAl5.3, r{Meer

KoHrlenrparlufi C2-C5 r cocraBnreT 90-l l0%.

3.4. To.rHocrb. "

[annrrfi a*urLlT**Iecxzfi napaMerp ,,poBepf, Tc.f, TecroM Ha ((orKpbrrr4e)) coorBercrBrre
rBMepeHHofi KoErlerrrpaqm cAl5.p upe,urucannofi, norqzvenuofi nyreu cMemr.rBaHr,rr paBirux o6:rerMoe
KoHrponbHofi chlBoporr<pr14 KaJru6poBorlHoft upo6u C3, Ilpoqenr ((orKphrrr4.f,)) cocraBJr.rrer g0-ll0%.

3. 5. rlyncrBrreJrbHocrb.

Musunaalbuaf, AocroBepHo onpeAerrtret{an Haooponr (cAI 5.3QvIl2)-I,IoA) KoHrIeHrp arr4n
CA15.3 a crrnoporre (una.:rue) r<pcipa re upesErraer 0,75 Ea/rar.

3'6' I4urepceur - 3lraqeHlrt tonqernpaqufi CA15.3 @a/rvra), [pr,r Korop'rx coornoruenue BlBcs
coolrrercrnyer 200/0, 50Vo u 75%. tlpeaenrr yra3au6r B auaJrtrTrrqecKoM flacnopr€.

3 .7 . Llurep(bepeH r\un .

Ha pe3yirbrarrr aluu4sa

forrapr{Ha v rIHTpaTa HATpkrfl,, a [aKiKe npuc

6uwrpy6una v o6ulero 6e;rrca ,i KoHrr

3Haqellvf, i

(uasurr) rponu rrpu prBBeAeHr{H r,rx

Irr,rHefiHbrfi xapaKTep B Ar{aliBoHe

He oKa3brBailo

cAl9-9



3.8. PeQepenrHoe 3Haqeur.re.

B cootnaemcmeuu c npasuiaMu GLp (Good Laboratory practice, uadnecrat4an Jla6opamopuan
npakmuKa)' pexouendyemcx rcaxdgi na60panopuu ymouHumb napauempw peQepe,rwo,, uHmep.cua,
xapaktnepHbte dna odcnedyeuoi nonytn4uu.

Ilpu*teuauue. 3na're'r.[ rolruenrpauuft cAr5.3 s rccneAyeMEx o6parqax, HaxoArtrrfiecs Hr-rxe
rpa'ml'r qyBcrB'rer*Hocrrz Hadopa (0,75 Er/u:t), a raKxe npeBhrrtriuoque 3'aqeule Bepx'etr
xaru6porovnofi upo6sr (c5 E4ft"'r) cae^yer [puBoAzrE a cae4yrorqefi (popue: n EccneAyeMoM o6parqe
X xorqenrpaqur CAl5.3 nuxe 0,7i En/rrll a.nr.r nultre C5 Eq/r.fir.

3.9. Xyr<-s<pQexr.

Beporruocrr Xyr-es$errp trccreaoBanacL [yreM recrr,rponauzr o6pasrlon c sbrcoxoft
K.Eqe'Tpaqueft cA15'3 r'r ux pa3EeAeE e, He na6nro,qanr,rc' orprrrlaren'rr're psynsTarbr rra
sepa3BeAeHH'D( O6pasqax no cpaBffer ,rc C 60ree pa3BeAeHrr'rM' o6pasqanru. HAeirrruocrr
P*YJIETATOB, IIEPA3BEACIIHED( I,I PANBEAEHIIED( O6PASrlOr YKA3'IBAET HA OTCYTCTB',E XYr-SQQCXTA 4O
xosqenrparEi.i 2 5 oo E q/Mr.

3'10' Metporoflrqecrar uplclexrBaeMocrb ocyulecrBruuracb, corJracHo focT Iso 17511-2011
c zcnor*sona'iielu ' peftepemnrnl MeroAqK. rlpu ncno:*soaa'[r,r B na60pa,ropuux ycJroB'urx

PCKOMEEAYETC' IIPOBEOTI{ BAIITA4qI.IK} C I{CIIOJIb3OBZIHU EM KOIEqECTBEHHO OXAPAICTEPU3OBAHIIbD(

o6parqor,

i 4. MEPbr IPEAOCTOPOXHOCTH.
4.1. rloreHrlr{arrbHhrfi pr{cK rrpl4MeHe rius.Ha6opa - Krracc 26.
4'2' o6pasqu cbIBoporKLI KpoBH rIeJIoBeKa, rrcrroJrb3yeMble np.r npknoroBJleHr'll

cblBoporKl{' I{HaKTI'IBI'IpoBaHbI 14 He coAepxar aHTvrera K Bl{pycy rerrarr.tra C, anu4TeJra

aHrrlreHa p24 BuLr-L, LraKlKe aHrHFeH Br{pyca rerarvra B (HBsAg).

4.3.lfa6op [peAHaj]HaqeH rorrEKo AJr,fl rpoQeccrrognrrbHoro HcrroJrl3oBaurcr.

4'4'Bce KoMrIoHeHTbI Ha6opa'n HcrIoJIb3yeMbIX KoHrIeHTp arruflxsBfisrorc.rl HeroKcrrrrr'hrMr4.
4'5' llpu pa6ore c Ha6opoM Heo6xoAHMo l4cnoJlb3oBarb r.r'AnBr4AyairbHhre cpe.{crBa 3arrllrrbr:

KOHrpOnbHofi

K BI,Iq I,2 u

ble oqKI{

ATb KAKarp



4.6. Bce orubrBorrHlre pacrBopbr cneAyer co6uparb B

,uesun0rarlr4pyrourrrMr,r cpe4crna{ru, pa3per[eHHbrMr4 AJrs.

ycraHoBJreHHoM rop,rAKe 
i

4'7 ' Ira1opnopryb uocy4y Mrroropa3oBoro [cuoJr63oBaHrrr u pacxo,qrrre Marepzurrr,
KOHTAKMpyroq[e c trccneAyeMbrMlr I,r KoHTpoJrBrrLrMr,r o6paaqarr,ru, cJreAyer o6essapaxrnarr c
ucloil*oBal .IeM aesuuonqr'pyxio.sx cpeacrD, He coAgpx(auxx aKTrBHErfi Kr{cnopoA r,r xnop,
oKa3blBaJorqqx Herarr,IBroe Bo3aefictgue ga raqectso hOA.

4.8. Irpa pa6ore cneqyejr co6rro,qao rpe6oaaur.rx focr p 52905 (Iso 15190:2003)
<Jla6opampuu veguqnucxze Tpe6osaHu, 6esoflacHocrn).

4'9' I4ucrpyntentu, o6opyfqonarue, a rarxe pa6ovze fioBepxgocru croaon neo6xoruuo
npmnpara 70%o pacrBopoM grr,rJro{oro cuupa.

410' flpu ucuonrso"anu{ co.rac'o lr'crpyKrlr,Ir [o [prrMeue'r.rro u3AeJrtre ,BJrrero{
6esouacHblM (ne necer Qrst.recK,r+, gxoJroruqecrc.rx lr r-rurn< pacxon).

4.12. Ha6op rcA15.3(MI2'.H@A> se coaepxLrr JreKapcrBeHHLD( cpeAcrB 4nx MeAtrrlr.r'cKoro
IrpIlMeEeEr{t.

cnequaJlbHbrft KorrrefiHep n o6pa6arrraarr

rrpHMeHeHr{rr Ha reppHropkrrr Po B

4.13. floxaraun.s K

HA3HAqEHLTEM.

rIpI'IMerreHI{Io MeAI{III,THCKOTO Ll.J.ilenvfl: rrp}rMeH.rrrb B COOTBeTCTIJHVT C

4'14' flporrarouoKa3a'l'rr x hpuueneunro MeAarl'"c*oro n3*e Esi npor?rBorroKara'r{fi B paM*ax
ycTaHoBneHrroro Ha3HatreHE He Un{eer:. He upmr,renrT6 Ee rro rra3EaqeHr,Ilo.

. ;r1. 5. OEOryy.{OBAHI4E, MATEPI{AJIbI Lt PEAIEHTbI,

IIEOExO4,rMbrE [rpr4 pABoTE C HABOpOM:

- $ororrterp PepT,{IiaJEEoro c{tmpoaarur, nogBorfiotru.rfi rtMepsr6 om}rqecKyro uJror'ocrL
coAepxlrMoro nlrrox nniu rrera npr.l 4rnnre noarrr 450 uu;

- op6rra'nrnrfr mefirep (rcrpn<r'rnarern) 4ra r',rmpo,,JraHrrrer, cKopocrb 600-g00 o6./uwn,
..- 

'(o3aropBr co cMerrEbrMn naxoneiruzxaun, rlo3BoJrrroq[e Ao34pOBarB O6teMH S qrarazone 25_250
MKJI; 

i

- qnnuH,qp Mepgrfr sDrecrzl(ocuro 11000 rran:

- BOAa Ar{cTr{JrnHpoBaHH€Ur;

- neprlaTK}I p $LIHOBbI€ I{JIIi [JIaCTrltK OBbre :

- 6yrvrara Qnnrrpo BaJrbnafl..

6. AHAJTH3UPyEMbIE OBPA3Ubr.

B ra'recrBe aHuul[3l'IpyeMoroio6pEBrIa rrcrrolrmyerc.fl csrBoporKa (rrna3naa) xponra.

6. I , flporleAypa nonyqeH afr. arl,antsr{pyeMo

C6op o6pasqoB KpoBrd .reroiexa rpoBo

BeHetryHKUr{[, co6mogaa craHAapTHbre

H epail B e.{€unyro cbrB opoTKy (rna3na y) xp o n z.



6.2. floArorosxa alrams[pybMrx o6pasrlor,

Bu6op npo6zpor grre uoriyrenux cbrBopor*rr r{Jrr4 rrJr.3M6r, rroAroroBKy, qenrpz(lyruponaaue,
xpa'e'rle 

'n lpa'crioprnpoB[y o6pasqa [po]BBOAnrb g.Drao'o [pa.BrrJraM lpoBeAe'r'
npea''ur'Tfiqec*oro graua, 

4bepxaeunr'u qrx ra60paropur,. perouergyeuoe eoorHom€Hrre
arrru KoaxyJrrrrrra u 

'viouarepllu4 
a rar(xe cnoco6' rroaroroBKz o6pasqa u pextrMBr

qe'rpfiqlyrnpoqaH[r oluca'Er B 
{rcrp}r<ua" no npnMeHeHuro upo6upor, r.rcnoarsyeM'rx nao.paropr,rsfi.

6.2.1. Ilony.reHrie aralr-rsrap5lerr.rrrx o6paaqon crrnoporoK KpoBrr [aq[eHToB.
Kponr oro6parr BeHellyHtcquefi, AarE noJrHOCTbrO ' cBepHyrbc.fl, orAenHTb

qeHrp n $ yrrpo B aur{ eM rrp}r K oMnaruofr reMrreparyp e.

6'2'2' fI o-rryren vle a*a'rkr3rlp y€ MErx o 6p as q oB rr Jra3M6r r aur4 eHTo B.

c6op rponu cneAyer rrpoBoAr'rrb n upo6apxn, ooAepr@que arrrr.rKoaryJrrr{Tbr, corJracHo
yrBepxAe'soi nporleAype c6{pa rrJra3Mbr, nocJre c60pa qerrpn Qyruponars. B raqecrse
arrrtr(oaxyJrrrrron ucnoar:ogarr 3flTA, renapun n q[rpar rrarprrr.

6'3' Ectt.' a'aJrr'3 rrpoBo.qr'r"d" H" a A.HL B3rrr,rr, o6pa:qrr chrBoporKrr, rrJra3M'r KpoBr, cJrerryer
xpa'r{rB flpn reMneparype +2-8'crne 60ree 7 cyror uafi qpu reMrreparype -200c ne 60nee 2 uecrrlen.
,{onycraerc.r olgrorparrroe pa3Mopfxraanze/rauopaxuranne o6pasqon.

rorropnoe sauopa:rqnanr,re-drraunarze o6parrlor c'rBopor*r{ (unasurr) rporz He Aorryo(aercr.
6.4, Llcrugo,raercr ucn:oJrE3oBaHr.re NrL afiurt&a o6pagqos chrBoporKlr (n:rasrvrr) rcpoau ruo4efi,

non) {aBmrrx B IIeJTD( .4rlarHocrt4lc'r wtl Tepaflu lpe[apaTbr, B cocr:tB KoropLD( BXOATT MBIIIrrrHbre
AHTI.ITEJIA. 

,

6'5' o6parqu c revorl'lsorr,r, H.rrrepJrunnAeMr{efi urr,r ovenu4nuu 6arrepua.n'*na npopocroM
I{ccneAoBaH[Io Ee loAnexar, a raKxe I'IccJIeayeMLIe o6pa:qu, coAep)xarqtre ,.3fia 

''urpua 
B KarrecrBe

KOHCepBaHTa. . ..

6'6' flepe4 [poBeAe'ueM a*aJrw3a [ccneAyeMLre o6parqu cErBoporKrr (nnasrv*r) KpoBz! cJreAyer
BrrAepxarl [pr.r Kornnaruofi rerrlnepprype +1g_25oC ue uesee 30 rr,run,

7. TIOA|oTOBKA PEA|EHTOB AIUI AHAJIA3A.
7'1' flepe4 rrpoBeAerrrreM au{n"so KoMrroHeET'r Ha6opa n uccneAyeM.re o6parqu cbrBopor*u

(nra:rr,ru) KpoBr{ cneAyer 
""r4ep*{t" npn xounarnofi reMneparype +lg _25oC ue venee 30 ulur.

7.2. IloAroronxa rrJraHtrrera. i

Bcxprnr [arer c nJraurueroM l.r ycraHoBr.rrr na pauxy Heo6xo.4ruoe RorutrecrBo crpzrloB.
ocraguuecl HeucnonrsosaHlirlMlr crpurrhr ueo6xo.4luo rrrlarerhrro 3aKrrer,rr6 6warou 

^'3aKJrerBaHvr mla'urera, vro6rr npe4.TBparr.rrb Bo3AeftcrB[e Ha Er4x BJrar[ Bo BpeM, xpa'err[r.

7 .3. tlpuroroBJreHlre orMBrBoqHofo pacrBo

chrBopoTr(y

Co4epNraMoe QnaKoHa c KoHrleHTparoM

*:-i 
t-l

'i{

qr.rnr4Hlp BMecrrrMocr6ro 1000 Mr, AO6aBHTE



rlepeMeltrarb' B cayvae apobnom l'rcuo'rcoBauur Ha6opa cne,ryer orooparL neo6xo,4,rvoe KoJrr,rqecrBo
KoHqeFrpara orMhBo'nroro pacrnppa I{ pa3lecrr.I .qr't crtrmrlrponanuoft no gofi t 26 pa3 (1 u.n xouqenrpa,ra
orMrrBoqnoro pacrBopa + 25 Mn Ar.rcraJrltrtpoBannofi no4u).

7 '4' Ectttt upegnonaiaevax KoHrleHTpaqat CAl5.3 n [ccJreAyeMoM o6parqe upemllaer c5 E4lrrtn,
ero cneAyer AorroJrHETenEHo prBpecrr,r, acrroJr63yr I,I<DA-Ey$ep. I4cnonrsoranze 4pyrrx oylpepor u
pearemoB Anr p436anneurr o6pas[oB Moxer vcxaDKarl peyJrbrarrr onpe4enenzr!

Irpuuevaaue. .{nr nor'rreu*r Ha,[e)Krr*x p*yJrr,TaroB peKoMe'Ayercr ucrroJrb3oBarb HecKoJrE(o
[ocJreAoBareJrbHbD( pa3BeAeuffi ucjcneAyeMoro o6pa:qa cunoporrcu (nna:urr) xporz,

i 8. NPOBE,4EHI4E AIIAJII{3A.
8 l ' flovecrzrc n parrary neodxo.4'rMoe Korr,rqecrBo crpanou 

'na 
5 ra:ru6ponourrn< npo6, 1 upo6rr

rourpo;rrnofi crrroporKn rr Jryrrtr,r An uccne,qyeMrrx o6parqon.

8.2. Bnecr,rre so sce Jryr c{ unaurrre,ra no 50 vt<.lr ZcDA_Eyqlepa,

8'3' Bnecurc n ooorrercrnjro*I4 e JI)'HXII no 50 u*n rana6ponovnoft npo6rr u Ko'Tponr'oi
oElBoporKr4. B ocra:rruue Jlyrrxr,r EHecure no 50 unn EccneAyeMbrx o6pasrlor cBrBoporKr.r ([ra3M!,r)
xporz' Buecerae rann6porovlr*x npo6, rourponrnofi c'rBopor*r,r r{ rccJreAyeMbrx obpasqon
neo6xogluo npornBecrl{ B Teqeuu{ 15 rrrr.ruyr.

8.4. Axxyparno nepeueuafire coAepxr,rMoe rura'rrrora KpyroBEIM, ,{BfixeHueutr 
',oropusoumnrroft troBepxlrocrrl, saxirerire rrrarsluer byuarofi AJrr 3aKJretrBulr rr rrJrar rrera. Lluxy6upy re

uJIaHIIrer B rgqegue 30 rrauryt npz irerrmeparype +lg_25oC n rlocrorngoM BcrprxIaBagltll co cKopocrLro
600-800 o6/vuu.

8'5' flo oxonqanlc{ wttxylauw yAarnnre coAepxr,rMoe nyrror acnzpaq{efi (nanpurraep, c rroMorrlr,ro
BoAocrpyftHofo uacoca) r'rrm AeKdHTrrpoBaH[eM r,r onr.rofire nyuru 3 paza. rrpu KaxAor onr,rbrBKe

4o6arrre Bo Bce JryHKrr uo 250 IMKJI orM.rBoitr{oro pacrBopa, Bcrp{x',rre lJrar rrer KpyroBErMtr

ABrrxeuwrMra rro ropu:rorrritJrEnofi nonepxaocu c nocneAyroqefi acuupaur.refi wm .qe(arrrupoBar{veM.
3aAepxra npu orMbrB*e (sartra.uinanue nynox) ne rpe6yerc.a. frpr,r raxqou aeKaHrrrpoBarr[E
ueo6xo,4nuo rqa:rerrgo yAzurtrr octrarxlt xl,IA(ocrr,r rl3 nJ.rroK.

8.6. Bnecure no nce nyrxN uo :100 tr,tr<tr rconrrorara.

8'7' 3ar'nefire [JIaHIIrer 6paanofi AJrt 3aKJreI,IBaHtf, rrJragrrrera u ranr<y6zpyfire ero s r€qegze 30
MI'IIryr rlpa reMneparype +18-25oC 4 noctoauuorr,r BcrprxvBaur.rlr co cKopocrbrc 600-g00 o6lvzn.

8.8. flo oronrranuu uuxy6u1nfi yguurr,rre coAepxr.rMoe JryrroK n orMotrre.uyuxr,r 5 pat,
8'9' Buecnrc Bo Bce nyHKE u! 100 r,,rrur cy6crparuoro pacrBopa rerpaueru.n6energrua (TME).

Bnecegue cy6ctparnoro pacrBopa rlerpalrerz:r6ens Nrrra B nysxr.r neo6xo,q*ro [porr3Bec' B TeqeHr.re

t -i



8'10' BHecure Bo Bce ryrlKrr c rofi xe cKopocrbro n B ro' xe
cy6crpaturtft pacrBop TerpaMeru.rr6eHs vrpr*a,uo I 00 MKJr crofl-peareHra,
oKpam,rBaerc.fl B ;rpKo-xenruft IIBeT.

8' 1 1' I4sueprre sena'rz'y j orrr"recroli rJrorHocrr.r (OD coAepxuMoro JryHoK rrJranrrrera Ha
sorortrerpe BepTI'rK€uIbHofo cKaHr,Ipo Ba'vs, 

',pLr 
AJrLrHe

NYHOK TIJIAHIIICTA TTCO6XOALIMO NPOI,I3BECTII B TEqEHIIC

Qoronaerpa BEroraB tsitre no ranndpoBorrHofi upo6e cl.

'

; 9. YTIET PBynbTATOB pEAKrIZI,t.
9'l' rlocrpofire n rnnefiqrx KoopAr'ruar.x r<anu6ponovnrrfi rpa$ur: ocr a6cqzcc (x) -Ko'r{errrpaqqr cA15.3 s Kar,n6pTo'rHED( npo6ax @.q/Dflr), ocb opAr,rrrar (y) - onruvecxax rrJror'ocrb

rannopono''rux npo6 (oII +so lurr,r;. .{"nx amoparr,aa o6cvera (annporcrnraqr,rz) (ar[6poBo.r'oro
rpaQara ucnornsyfire unrepransHrrfi (rycovuo_nr.urefixnfr, ((or roqKr,r r rovre>) MEro.q llnu qerbrDex
napiuerpr{qec(ufi cnrtaft n.

9,2. OnpeAenr.rre no xaat6pdrowouy rpa0rr<y coAepxaur.re CAl5.3 r [ccJreAyeMLD( o6pasqax.
Eca,r uccnegyeurrfi o6paseq [pe.qpPBoaum, wnoNrre fiony*e'E'ru pesy.n*ar na lpaxrop pa3BeAerrrur.

I 10. O|PAHI TIEHT,IE METOAA.
10'1' IIpn ucrIoJIb3oBaHI'II' ripoopa am npoBeAe'r,rr HecKoJrbKEx rre3aBscr.rMbrx cep,n[ a'artr3oB

cneAyer l4Merb B Br4ay, rITo .qr{ rDkAoro He3aB}IcLlMoro olpeAenetrrt Heo6xoAr,tMo nocrpoeErre HoBoro
ra:rr6poaounoro rpa$uxa; 

"porj "ro"o, 
peroMeHrysrc, onpeAene,1re Ko'rlerrrparlz' cAl5.3 n

ronrpoaruofi ihnoporxe. 
:

10.2. Ha6op peareuToB (CA15.3(M12)-14(DA> npe.qua3gaqerr Arg Ar.ramocrgqecruD( ueretr.
oAEaKo oxo'rraTeisriLrfr a,narnos He aoJrxe' oc'oBbrBar'cr ronbKo Ha p*yn'Tarrx A.EHOTO recra.

10.3. ,{zaruos AoDr(eH 6rrrr trocraBJrerr
io6cneAoeaHus uarllreHTa. i

BpaqoM rrocJre froJrHofo KJrrlrHurqecKoro v na1)paTopHofo

1 1. YCNOBI4JI TPAHCIIOPTI,IPOBKLI,

XPAI{EHI4JI 14 3KCffIyATAUr4r.t HAEOPA.
llu@opuarylr, o6 oco6eHnodTtx rpa'crroprrapoBa'rr AoJrxua )ArrrrErBarbc, BceMx Jrrrrr*a.

yqacTByroquME B xpaEeHr,ru, IIepeBcEKe I{ ],rr,frr43arp[l (yuz.rroxeuuz) sTOfO 
'I3.qenllr.I l. L Tpancuopruporanue.

I1.1.1. TpancnoprrpoBagrre l[a6opa peareuror <CAI5.3(M12)-I4OA) ,{oJrxHo trpor{3Bo,rrrrrEc,
BCeMtr Br{AaMr,r KpETTOTO TpaHclopTa B COOTBeToTB

Ha AaHHOM BHAe TpaHcrropTa, npv TeMrrepa

[ocne.4oBaTeJIbHOCTI4, KaK Ir

rrpr{ eToM COAepxI,IMOe JryHoK

BoJrHbr 450 nnr. HsrraepeHr.re OfI coAep)Kr,rMoro

l5 rvrzH rrocJre BHeceHu.s crorr-peareHTa. EnaHx

cyroK. He



l1'1 2. Tpancuoprraporanza n:4enrfi [p]r reMneparypax, rpe.yronp'x co6mo4earx ,,xono.[oBofi

qenr'", o6ecnevanarorqefi coxpaHHocr' TeMrreparypHoro perflrMa, aonxHo ocyrqecrBJurrbc, B
TepMo(o'TefrHepax oaHopa3.Boro [on*oBa'r]rr, co.qepxaqrx xJra,4.gJIeMeHThr, un^ B
repvoronrefruepax ulroroxparuofo ,'ptrMe'enlrf, c aBroMarr,rqecKr,I rroAgepxr.rBaeMofi rerrnreparypoi
um r arropeQpnxeparopax c ncnbnreosaunelr repMor,rnAr{KaropoB.

11 '7 '3 ' krzgetmt', rpancnoprxposa'rrbro c Hapy[er{r4eM reMneparyp'oro pexsrMa, upr,rMe'e'uro Eerornexar. 
I

1 1.2. Xpauerue.

Xpaueurne as(errufi, z/nu r<gunonenroB rrpr{ reMfleparytr e or +2__goC Aonxgo ocyrqecrBJUrrbc, B
xojloAlrJr6rrbx KaMep&( trrrll B XOJIOAT{JIBrIIIKaX, o6ecnevnrarolqnx pgrnaMeHTUpOBaHHbE

TeMfieparyp'Erfi pextM c exeguebuofi perzcrpaqzefi TeM[eparypBr. Xpanenre cBemrryBcrB[reJ*EEx
usge;l,uit uluw xoM[orerrroB Aonx{no ocyrqecrerrrrcs B TeMEoM Mecre.

lI'2.1. Ha6op peareHros (CAl5.3(M|2)-I4AA) AoDKeH xpaHr,rrbcf, B

rl3roroBr,rrelrfl rrpn TeMleparype +2_goc B TeqeHHe Bcero cpoKa roAnocrt4.
Ha6opa rpkr reMreparype Ao +25"C He 6onee 15 cyroK. He AorycKaercq
Ha6opa. i

rl'2'2' B clyvae qpo6noro izcnornsona'n'tr Ha6opa xor.ruoneurbr cJreAyer xpa'rrrb cJreayroqr.rM
o6pa:olr:

- ocraBlr[lect neu cno.nrgondHHhrMu crpltrrEl neo6xoArtuo rrrlareJlbHo 3aKJrellrb 6yrr.rarofi gnr
3a*Jre'Ba'r{r nJra'rrrela E xp:lHurr irpu teuneparype +2-g"c s reqeHve Bcefo cpo*a ro.ryocru Ha60pa;

- Ko''rqxar' Iu[@A-By(lrep, oy6crpa'*rd pacrBop rerpaMerun6ensz4uua (TME), crou-peareur
uocJle BcKpbrrl'It Qaarouon cleIyed xpauurs upll reMneparype +2-8oC s reqenre Bcero cpoKa ro.u{ocrr,r
Ha6opa;

- xaru6ponovx'e npo6rr ,n r(oHlpoJr'rrFo cbrBopor*y rrocJre BcKpbrr,r.r lpraronon cne[yer
xpaHlrrb [pI'I T€Mleparype +2-8oC ne 6onee 2 Irtecrqee, .{onycraercx oArroKparnoe 3aMopaxorBaHr.re

ra:ru6pono.rnsrx upo6 z rcon,rpolrnofi cunoporxz n uruKBorax flpu rervrneparype -20.C;

- ocraBl*icr ueucnornsorafin.rM KOHqeHTpar orM'rB.rrtoro pacrBopa c,reayer xpa'rrE qprr
reMneparype +2-8oC s reqerfie scerio cpora ro4xooru Ha6opa;

- npuroroBnengtrfi onnrnovnprft pacrBop xpaHxrl npr{ reMtreparyp e +2_gC ne 6onee 45 cpor,
AolycKaercr xparregr,re fipu KoMHar4ofi reuneparype +l g_25.C ne 6onee l5 cyror;

Irpuaeuauue' rlocae nononrboBar'rr peare'ra HeMeAne'rro 3aKpb'afiTe KpBItrrKy (pnaroua.
3arprrnafire xaxArrft Slarou cBoefi KpbrrrKofi.

1 | .2.3 . Ils4eru.fi, xpanr4Brrrr{ec.fl c HapyneHrreM

IOAJICXaT. 
i

11.2.4. Cpor rorHocru Ha6opa peareHro

ylaKoBKe rrpeAllpvrsTufl,-

lonycraercf, xpaHeHr4e

3aMopax{HBaHr,re qenoro

pernaMeHTl{poBaHHofo pexLIMa, npI{MeHeHI{ro He



I1.3. Srcnnyara\r4s..

Bce xou[JIeKTbI [Pe&rasHageHEr Ans prfiofi uocrauoBKn Lr NrflrrocTa'oBKrr Ha ABTOMATI,IIICCKI{X
alraJrl'Baropax am nvlrynoQepve'T'Or. a'aJra3a or(pErrofo rrrrra c Bo3MOXEOCTbro, KaK gpo6noro
Hc'oJlb3oBa*ufrnnaHlrreTa (na6opa), rar H Nw[ocra'oBKr4 rleJroro rrJraHrrrera (Ha6opa).

llorenquamnrrfr norpe6tareJrr) BpaLIE KJrr4Hr4Ko-IHarHocTr{seCKr.rX la6Oparo pufi.
rlpoQeccuonanrrar ruanrtfr'rxaqr.ronuar rpyrma "Bpa,ru r,r uponasoprr,, ncex yponuefi @pnxar Jr,l!526 or06.08.2007 r <<06 yrnepNsensa npoQeccroH.urbrrbrx'*d;;;;'#"'#;;#;
lrepquucxr-rx z rpaprr,raqerrrveclork pa6onrrrou).

MeAur{uncxrd flepco'zlJr ' **"*o-or*"ocrrrqecrs4 x ra60paropzfi ,qoJD(eH r.rMerB
Ao(yMerrrupoB't'rroe no.qreep)tq"4ze qpoBeAell'oro o6yreuzr, cBr3a'rroro c [ore'rl'al]rb.b' pEcKoM,
correrarol[xr{cr c pa60mfi c no6rnrf ue'r.rquncxru (xnzrmuecronv) na6.paropnb' ycrpoftcrsor\,r.

I 1'3 
' l ' rlpz 

""ttoo""o"**, {a6opa neo6xo4nvro [pr'ep)KuBar'cr crreAyroryx qpaB'n:
- He rrcrroJlr3oEarl Ha6op nocle orosqarrn.r cpoKa roAHocrri;
_ He r{cuoJrb3oBau Ha6op pe.arerroB, ecJrr,r ylaKoBKa rroBpexAerra;

- He cMerrrr,rBarr, xoMncjueHTrr Ha6opon pa3r{brx cepufr, KpoMe ynzQv qnponannrn<
xecuequQzvecxrax pearerrroB (ro'qeHTpar orMLIBOrrHoro paorBopa, cron-pezlre'Ta, cy6crparrrni
pacrBop rerptuerr{l6en:v4una (TME);

- Trr{aTen6Ho uepeueull,rnar! peareHThr qpu rroAroToBKe ],r npoBeAeHlru aEanrBa;
- rrcuoJrb30Bar6 .*Jrr uprfoToBneHr.rs peareHTOB XlrMurrec*r,r r*cryro [ocyay, o6pa60raurryro

,urrcrrrlrJrr,rpoBaHr{oft no4oft ;

IrcrlQrrb3 oBaTb ToJIbKo o6opyaoB aHLIe, [porueArrree Merpororr{qecKyro
IzcKJlroqrzrB npsMoe BosAeficrBI4e corHeqH6rx nfrefi Ha [JraHruer

I{CCJIe.qoBaHl,dfl;

- He ,qonycKaTb [p[cyTcTBrre IIAPOB ICPEK}ICI,I BOAOPOAA VI XNOPA B IIOMCIIIEH"VI ,IPH IPOBEACHPII,I
r{MMyHOoepMeHTHOfo aHaJrr.r3 a.

11.3.2. Bce xounoHeHrbl Ha6opa peareuroB

AaHHofi I,IHcrpyr<u[u craOalrnu B reqeHue Bcero

BHerxHeft cTopoHe y[aKoBKI4.

1 1.3.3. Heupau{rrbHoe o6pauleHr{e c o6pasqanrn

Moryr roBru,rrb Ha pe3ynbrarbr. iAo" ronyqeHr4f,
I

c o druoAe Hne VIH crpyKrlr4 ?r rro rpr,rM eireurrc.
I

11.3.4. He zcrroJrmyfire KoMroHeHrbr r.r3 Apyrux Ha6opoB.

noBepKy;

BO BpeMr npoBeAeHH.{

(cA 1 5 . 3 (M 1 2)-kra.fu> rpn co 6nroAeHr.rn rpe6oBanr4fr

cpoKa roAHoCTA. cpox TOIHOCTr Ha1opa yKa3aH Ha

H [r3MeHeHrre [por{eAypEr [ocTaHOBKH AHAnL,aA

HaAexHbrx pe3yrrbraroB Heo6xoArEMO CTporoe

lpeMoHry 
kr

i

I

I

n
l0



11.4. Yrunnsarrnfi.

11.4.1. Vspenut,

roAHocT-[rrrloAtre.xaf,yl

11.4.2. Me,ryqnficrcae

rpeSonafiur rc'o6rp c

11.4.3. Yrunu3airrws.

B EeIIpIIIO4rogT_B) g toM lqlr4aile B cBrslr o IrcT.GqgrrtraM cpoKa

rcnaQca E, vznnnsaqwro Hrrw yflr{rrroxeHl{e Ha60p0B pearglrToB

,Kr{Mr[ olxorannu> u MV-297-113 <Mero.wfrecKr{e Jrxas4lurs uo
OTIXIgfi(E I{ STEPUJII{3 AIITIfr, UEAETTId MEAHIII4IICKOIO HA}EAqEH Vfl,>>,

euerikalilrsr4poBarlH$rna oprasrr3arulsD{rd, KoTopbI€ RrvreroT

cKr4X OTXOAO*B.

a TaruKe

ycloeuft

JIHIIEH9ITIO HA IIPAB9 YIaNI43AIME

Ilp.rolprnsrr{e-.r{i} roroBRTeJrb raparrrr{pyer cra6rnsnoorr KoMuonerrroB ,u Ha6opa,
coorBercrBzet Ha6"-opa Texml.reorcttx ycrorrafi qpu eo6rnoaerrnu
rpaHcrropTrilp asffivfi , {palrerola n

Ifo BonpocctM, Kaqecm*a Hadopa peaaeHmor ccCAI J,S(MI 2)_II@AI, cnedye,m
o6pau4ambc.n B OOO <XEMA> no

s I0-57-07.
: 105264, Mocxaa, stn 9-an lr.apkaeaa, d. .48, met/eaxc: (49s)
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