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r. oErrIr4E cBEreHr4rr

1. <Ha6op Nts na6oparopnofi AlrarHocrraKr{ 6eurencrna MeroAoM

nnarvryHoQnyopecqeHrluu).

2. B cocraa na6opa BxoA{T:
- Snyopecqupyloqnfi arurupa6uqecxnfi rno6ynnH((DAl) - 6 arvrnyn (uo 0,5 "r');- KoHrponrHrrfi Qrryopecqupyrorqufi mo6ynnu (KOf), - 2 avlrrytrr (uo 0,5 cu3);
- aurupalr,rqecxr.rfi ruo6ynzn (Anf) -2 avrrytu (no 0,5 crra3).

3. flo nneruHeMy elaAy (DAf, KOf rpeAcraBJr{ror co6ofi cyxyrc ropprcryro
Maccy or cBerno-xeJrroro Ao xeJrroBaro-opaHxeBoro rlBera, Auf - cyxyro
lopucrylo Maccy or ceporo Ao 6enoro IIBera, pacrBopuMbre B AkrcryrJr:rtr4poaaunofi
BoAe B TerreHr,re 1-3 rvrr.rn;

4. @Af, KOf n AnI pacsaconblBaror B aMrrynbr no 0,5 c*' . yKa3aHr,reM Ha

STnKerKe HaI{MeHOBaHVfl, OpraH}I3aIILrH-rrpOpr3BO.(HTeJrg, HAHMeHOBaH[Lf,

KoMrroHeHTa, Koflr{rrecrBa ero B aM[yne ("r'), HoMepa cepkrv t4 KoHT'poJrr,
pa6overo pa3BeAeHrlfl, cpoKa roAHocrLr; yKna1brBaror B KaproHHhre Kopo6ru c
pa3AenrIreJIbHbIMu rleperopoAKaMla no |OCT 12301-2006. Ha 3rrlKerKe xopo6ra
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AOJIXHO Offff yKa3aHO: HaIIMeHOBaH-I,le l4 'luraPflbrn srt<LA' t Pr @rrxrJ('r{['-

rrpor{3BoAureJrfl, Ha[MeHoBaHue Ha6opa, HoMep cepuu, HoMep KoHTpont, pa6oqee

pa3BeAeHr{e KoM[oHeHToB Ha6opa, KoJrl{qecrBo K€DK,4oro KoMrIoHeHTa (an'ruyn) n

*opo6re, KoJII,IqecTBo llpe[apaTa B aMIryJIe, AATaLI3ToToBJIela:afl (rvrecxq, roA), cpoK

roAHOcTlI, ycIoBI,I-s xpaHeHIIs kl o6osHaqeH[e Ty. B xopo6ry BKJIaA6IBaTT

r4HCTpyKIIrIrc IIO [prMeHeHI',IIO Ha6opa.

oAf c KoHTpOJrbHbrMr,r rpe[apaTaMl'I pacctII,ITaH Ha [poBeAeHI{e

uccneAoB alilfl.5O upo6 (200 rraa:roB I'IJIu M€I3KoB-oTlet{aTKoB).

5. AruuylH c OAf, KOf lr AHI- xpaHJrr B cyxoM reMHoM Mecre rIpH

reMleparyp e or 2 Ao 100C. Cpor roAHocrrr Ha6opa 24 vrec c Aarbl H3roroBJIeHVfl..

flpu usr"reHeHrrrr rlBera KoMrroHeHToB Ha6opa, KoHcHcreHIIurI rlnu [noxofi

pacTBopuMocTrr [puMeHeHUe efo rrpeKpaqaloT. AUrrylu c flpenapaToM,

coAepxaIIIHe IIOCTOpOHHUe Ilpl',tMecu, c HapymeHIIeM IIeJIOCTHOCTUL' A TaKXe C

r,rcTeKIIIlIM cpoKoM roAHocTH 6paryror. Eparconannge [peflapaTbl [oAJlexar

yrunr{3arln}r aBroKJraBr,rpoBaHr.on ttp, 1,0-1,5 atra. (120'127 oC), rerIeHI'Ie 1 q.

II. ilPrc{I-U4il METOAA

6. IIpunqLI[ MeroAa uMMyHoQrryopecqeHIII{H ocHoBaH Ha Bu3y€ubHoM f{ere
crerIHOI,Ir".*o.o B3allMoAeitcrsrafl, Qnyopecq[pyloqux aHTnpa6uqecK]Ix aHTI{reJI

c roMoJIo[IIIHbIM pa6uuecrl,IM aHT[IreHoM. O6pasyrorqnftcs [pI4 sToM KoMIIJIeKc

6urr HAIIMCHOBAHIIE TOBapHbrfi opraHu3aIIUU-

"aHT[reH-a""rterO", MeqeHHOe QrryopOxpOMOM, o6napyx6BAeT9fl'

xapaKTepHoMy cBeIIeH[Io B BLIAuMbIx Quoletooo-cllH]Ix
JrroMI,tHecIIeHTHOrO MHKpOCKOTIa.

7. B KoHTponbHbIx 11pe1rapaT€ur II3 Mo3roBofi rKaHI'I, coAepxalqux Bqpyc

6eurencrsa, o6pa6oraHHbrx [ocneAoBareJlbHo A:r1r:apal:gIqecKl4M ruO6ynuHoM, a

3areM iflyopecqupyloql,IM aHrl'Ipa6ruecKuM Ino6ynI{HoM crequQ1auecKoe

cBeqeHue AOJIXHO 6rrrr loAaBneHo (peaxqnr noAaBJIeHI',Ifl

HMMyHo0JryoPecqeHIII4I{). B rpenaparax, o6pa6orauurrx KOHTpOnbHbIM

Qrryopecqrpylolql'IM
orcyrcrBoBarb.

rno6yJIrIHOM, cueqnsuqecKoe cBerIeHI{e AOnXHO

III. IIOPTAOK fIPI4MEI{ErMfl

g. Ha6op Als. na6oparopnofi Ar.rarHocrplKr 6eruencrsa MeroAoM

r{MMyHoOJryopecqeHIII,tI{ rpeAHa3HatIeH AIIfl o6napyxeuux aHrureHa Brpyaa

6eurescrBa B oT[errarKax c poroBlrrlbl rJIa3, B rIaTOJIOrUqecKoM MaTepl{ane -

roJroBHoM MO3re rroAo3peBaeMbrx Ha 3a6oneBaHl{e 6eruencrsoNd.

9. flo.qroroBKa LIccJIeAyeMoro Marepuarla K pa6ore'

Ot6op yr HalpaBneHl4e naToJIOrI{IIecKoIo MaTep}Iana [poBoA'T corJlacHo

AeficrByroqr.rM caHr,rrapHbrM lr BereplrHapHblM npaBI,IJIaM (cII 3.1.096-96 H BfI

13.3.1103-96). fipt yuarHocruKr,r 6erueHcrsa rpHroraBnrlBalor orreqarK[ prlrr4

IIo
Jrrrax



Ma3KU I43 pa3JII{aIHbIX TIaCTKOB CBeXefO [Jrrr CBeXe3aMOpOXeHHOfO TOJTOBHO|O

Mo3ra (arvrrraonorbr pora, Mo3xerroK, Kopa 6omruux [onyuapuft, upogorrosarrrfi
Mo3r r,r Ap.) Ha rrrlareJrbHo o6esxnpeHHbrx rpeAMerHbrx creKJrax. C KaxAoro

)rracrKa Mo3ra AenaroT He MeHee AByx oT[eqaTKoB r{JrH Mzr3KoB Ha upeAMeTHbrx

CTEKJIAX.

1 0. flpuroroBJreHlre orrreqarKoB.
Hs suueyKa3aHHbrx orAenoB Mo3ra Bbrpe3alor KycorIKI,I TKaHII H KJIaAyr Ha

Qunrrponarrbrryro 6yrvrary, cnoxeHlryrc s 4-6 cJroeB. K nonepxnocrH cpesa 3-4
pa3a rlplrKacaroTcfl rIpeAMeTHbIM cTeKJroM, cJrefKa HaAaBnI,IBixf, ero, Ao lloJrrreHufl.
HA CTEKJIE TOHKOTO OTIEqATKA.

1 1. flpnroroBJreHue Ma3KoB.

MasKu Aen€uor rr3 Tex xe fracrKoB ronoBHoro Mo3ra. ,{4x eroro KycoueK

Mo3ra pacrr,rpiuor n Qapr[oposofi cryrrKe uecrl{KoM 4o o6pasoBaHl{., rouoreunofi
Maccbr, Ir3 Koropofi 4pyroBbrMrr ABlrxeHlr{Mrr [ecrHKoM AeJIaIor roHK[Ie Ma:]Ku Ha

lpeAMeTHbrx cTeKJIix.
I 2. flo.qroroBKa KoHTponbHbrx [peflaparoB.

fipt KoHTpon-f, AeJrarcT MIxlKU ytlttr orr]eqarKrr H3 Mo3ra 3AopoBblx He

6oresur,D( 6eruencrsoM u He BaKrlr,rHupoBaHHhrx rIporI,IB 6erueHctsa 6elrx
uuruefi, KaK orrucano B uu. 10 u 11.

flocle [puroroBrreHr{f, Ma3Kr,r vutv orrrerlarKl{ Bblcyml{B{lror Ha Bo3,{yxe,

$urcr,rpyror B oxJrax,qeHHoM arleroHe npr,r *4"C B TerIeHrIe 4-x ,t HJII{ rrpu -20oC s
TeqeHlre 1 u, uoclte qero H3BJIeKaror H3 alleroHa H BrIcyIlI,IBaror Ha Bo3Ayxe,

oTMeqaroT r-paHr,r(y HccneAyeMofo MaTepuala Ha cTeKrIe BocKoBbrM KapaHAaruoM.

13. floruoroBKa peareHroB
IlpurorouleHl{e 0,01M @ocQauro-6y$epnoro pacrBopa (IDEP), pH 7,4*0,2:

Ocnosuofi pacrnop 1. 10 r gny3aMerrleHHoro $ocQopHoKl{cJloro Harpvrs.

(NazFIP0+x12HzO), 1 r oAno3aMerrleHHoro QocSopnoKucrloro K€IrIr-f, (KH2P04)

pacrBopflIor B 1000 cr'.4rctrnnl{poBaHnofi noAu.- 
Ocrosnofi pacrnop 2. 8,5 r xJroprrcror-o Harpu, pacrBopflIor B 1000 cu3

AprcrkrilnvposaHHofi BoAbI n Qrurrpylor.
CN{eurusarcr 180.r'o.roBHoro pacrBopa 1 n 900 ctn'ocHoBHoro pacrBopa

2; pH rroJrfreHHoro pacrBopa AonxHo 6urr 7,4+0,2. flpn neo6xo4rauocrz pH
KoppeKTprpyror .qo6aereHuerra 0,1M pacraopa KOH nnn HCl. fIpnroroBJIeHHEIe
pacrBopbr l, 2 u 0,01M OEP rrpuMeH.sror n pa6ore B retIeHLIe 2-x rr,rec npu
reMreparype xpaHeHtIfl, Hx 5+2"C. 0,01M @EP, pH 7,2-7,4, trcrtotrb3ylor Anfl
pa3Be.qeHu{ KoMrroHeHToB ua6op a r4 rrpoMbrB anurfi. creKoJI rIocJIe oKpaIuI4B aHlzs,.

Cyxue (DAf, KOf rE AHf pacrBopf,rcr B crepanbHoir AncrwtrnponauHofi
BoAe, o6reu pacrBopa .qoBoA-f,T Ao yKa3aHHoro Ha gruKerKe aMlynbl
nepBoHaqirJrbHoro o6reua ta ucrroJrb3yror a pa6o:re B TeqeHue AB]A HeAenb rrpu
TeM[eparype xpaHeHsa J*2oC. Heo6xoAr.rMoe Anr r{ccneAoBankrfl KoJII{qecrBo

pacrBopeHHoro OAf, KOf n Anf AorlonHllrenbHo pa3BoAflr 0,01M @EP, pH
7,4*0,2, .(o pa6overo pa3BeAeHrrf,, yKa3aHHoro Ha grLIKerKe aMIIyJIbI, vr

Hcrronb3yroT B AeHb npl{roroB lreHufl,
flo4roronKa rrpeAMerHblx creKoJI.



flpenaparu u3 rrccneAyeMoro Marepr,rirJra rpuroraBJr[Baror Ha

o6esxupeHHbrx [pe4\derHbrx creKJrax.
Hosrre rpeAMerHbre creKJra 3aJrrrBaror cMecbr) cnl,tpra-grbrpa (1:1) na 10

MI{H., IpOTI{p{UOT MapJIeBbIM TaMTTOHOM, He Kacarrcb nOBepXHOCTH rr€rrrbrlElMr,r, I,I

oronacKr,rBzuor B l-2 rropuunx csexefi cMecr{ clr{pra-3$upa H xpaH.,rr B
yKa3aHHofi cuecu. flepe4 I{cloJrb3oBaHrreM creKJra BbrHr{Mzrror rr BbrcyruuBaror Ha
BO3Ayxe.

I 4. flpoaeAeHue rrccneAoB arrilA

fipa uccleAoBaHl{f, 6epyt Mt}3K}r r{Jrr{ ornerrarKlr, [oMerrluuor Bo BJraxrryro
KaMepy (nanpuuep, qamI(y flerpn I.TJII{ KroBer c yBJruDKHeHHhrrra 4uou). 3arerra

HaHocrr or 0,05cu3go 0,1 cr'OAI n pa6oveM piBBeAeHr,ru paBHoMepHo Ha Bcro
rloBepxHocTb Ma3Ka r{JrH oTnerrarKa IIpu [oMorru{ uuIIeTKH, 3aKpblBaroT KaMepy c
lpe[aparaMr{, rroMerrlarcT B TepMocrar rrpla 37+l"C s txrAopxlrBzlror 30 unu.
flapamenbHo oKparuuBaror KoHTponbHbre [pe[aparbr.

15. fipx KoHTpoJUI cneqn$nqHocrrr cBeqeHE, KoMrrJreKca "aHTureH-
aHTIftTeJIo" Ha QnxcnponaHHble [peilapaThr, [pEroroBJreHHbre rr3 I{ccneAyeMblx

)AracrKoB roJroBHoro Mo3ra, HaHocf,T rrpu rroMorru,r [rr[erKr{ AHf n pa6ouervr

pilrBeAeHrzvr, yKa3aHHoM Ha 3TuKerKe, BrrAepxuBaror rrx B Teqenue 30 Mr.rH Bo

sraxHofi KaMepe B TepMocrare trpu 37+l"C.3areu rperaparhr oroJracKr,rBaK)T

Ar4crvnrrurponauuofi noAofi r,r [poMbrBarcT rpexKparHo, rorpyxas. vrx xax4ufi pa:
Ha 10 uun B cocyA c 0,01M @EP, pH 7,4+0,2, tocte qero Bbrcyur.rBaror Ha

Bo3Ayxe rd ofparrurBiuor Qnyopecqlrpyroqr,rM aarupa1nqecKr,rM mo6ynuuoM, KaK

orrr{caHo s u. 14.

16. Ntr KoHTpoJrf, cnequQuqHocrr{ KoM[rreKca'oaHTureH-aHTr,rre[o" Ha

QurcnpoBaHHbre npe[aparbr, [p[roroBrreHHbre rr3 r{ccne.qyeMbrx fracrKoB
roJroBHoro Mo3ra, HaHocrr flpu [oMorrlr{ rrunerru K@f n pa6oueM pa3BeAenyryt)

yKa3aHHoM Ha gruKerKe, BbrAepxr4BarcT Bo BJraxHofi rauepe B TepMocrare rrpu
37*loC n reqenue 30 MrlrH.

17. flocre oKoHqaHr{, oKparur,rBamnfl. creKJra orroJracKuBilror

Ar{crunnr{ponannofi nogofi H npoMbrBaror rpexKparHo, rolpyxa{ rx xax4rrfi paa

na 10 Mr,rH B cocyA c 0,01M (DEP, pH7,4+0,2.3areu rperaparbr orroJracKuBaror

Avtcrktrrilupoaannofi aoAofi yt BbrcyuuBaror Ha Bo3Ayxe B BeprrIKuInbHoM

IIOJIOXEHI4I{.

18. JLorranHecrleHTrryrc MrdKpocKonr.rrc [poBoArr B AeHb oKpacK[ Ma3KoB rroA

r,rMMepcuosuofi cucreuofi rpr yBenvrteunvr l00x c rroMolqblo MuKpocKora Nikon
urvt aHa[oruqHbrM MuKpocKo[oM gpyroft MapK[, yKoM[neKToBaHHhrM Anfl
rrpoBeAeHrnr SnyopecrleHTHbrx HccneAo saHufa.

19. Y.rer il oqeHKa pe3yJrbraroB peaKrlut4.

B orparueHHhrx lpe[aparax Mo3roBas rKaHb cBerurc{ TycKJrbrM, cepoBaro-
xeJrrhrM krlrv 3ereHoBarblM rIBeroM. Anrureu BLrpyca 6emeHcrsa BblrlBJrrerc-f, B

HefipoHax r{ BHe KJreroK B BHAe {pKr{x xeJrroBaro-3eJreHbrx rpaHyn pa:ruuuofi
Soplau u BeJrurrlrHbr - or eABa 3aMerHbrx Ao r{Merculux 15-20 uxrra B AuaMerpe.
lIHor4a orMerraercx 6onuuoe KonuqecrBo MeJIKrdx {pKux xeJrro-3eJreHhrx qacrl,Iq
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(pa^:naepoM Ao 1 rrarna) o4pyrnofi u oBarrbHofi Sopurr. Y.{er pe3ynbraroB rpoBoA.,rr
lo lIHTeHcrIBHocru cBeqeHn-f, rro tlerbrpex6anrnofi cnctervre B Kpecrax:.H+ - spKoe, cBepKaroqee xeJrro-3eJreHoe cBeqeHue;.# - orrlerJrr'IBo-BblpzDreHHoe AocraroqHo rpKoe xeJrro-3eneHoe cBetreHr,re;# - HerpKoe cBeqeHne xenro-3eJreHoro rlBera;
+ - cna6oe cBeqeHr{e, o6napyxr,rBaeMoe B KpyrrHhrx BKJrroqeHrirf,x

3eJreHo-ceporo rlBera;
orcyrcrBr,re c[eq[Quuecxoro cBerreH]r_f, .

flpo6y cquralor rloJloxprrenruofi, ecJu4 B HecKoJIbKr4x rroJurx 3peHr,r,
Ml{KpocKoua o6napyxHBalor AocraroqHoe Konr,rqecrBo (ne nreuee l0) ,r.rrrr"r"
rpaHyn c rIHTeHclIBHocrbK) cBeqeHrr, 3-4 xpecra. B roH,rpoJrbHbrx [pelaparax (n
M€BKax rIJIU orflellarKax I,I3 Mo3ra 3AopoBbrx ne 6olenruzx 6erueHcrBoM 6enux
uuurefi, oKparrTeHnrrx (DAI u B llccne,qyeMblx [penaparax, o4parueHHhrx K(Df, a
TaKxe B rlccneAyeMbrx rperaparux, rpeABapfiTenbHo o6pa6oraHH6rx Auf v
o{parneHurx (DAf) uo4o6Hrx o6pa:osaHr,rfi He AonxHo 6rrrr.

flpu orcyrcrBl{I{ roJloxuremuofi QnyopecqeHrlu}r craBrr 6nonpo6y
coHracHo cyu{ecrByloqeMy IOCTy 26075-2013. Mosr or uorn6urnx urrruefi
rlccneru/ror Mero.qoM aulrynoQnyopecqeHrlr{v, ]r.rryt
rzpycnefi TpaJrrr3arluu.

pearqrefi

IV. MEPbI Jtr4qHOTZ TPOOI4IIAKTHKI4

20- B rIoApBAeJIeHHtx, rAe [poBoAurcs paOora c rraroJrorr{lrecKuM
MarepI'IiuIoM or rloAo3peBaeMblx na sa6oreBaHr4e 6erueHcrsoM, flepcoHurrr.qonxeH
6rrtr BaKIII{HI4poBaH [poruB 6eruescrna u o6xzaH Bo BpeMrr pa6oru HaAeBarb
crerloAexAYr P$zHoBbIe neptlarKlI (2 naprr), AB)xcnofitryro MapneByro [oBr3Ky
r'InH 3alqilTHyrc MacKy, 3alrlr{THhre oqKrt n cneqo6ynr. Ogexly, MarepgaJrbr u
nocyAy, coAepxerr(rle Bllpyc 6eruencrna, aBTorJraBupyror B TeqeHlre I .r npu 1,5
ATM.

21. fiuarnocrltllecK]Ifi ua6op xpaHurb B Mecrax, HeAocrynHbrx Ars 4erefi.

I,IHcrpyrqur pa:pa6oraua orBHy <(Degepanrnnfi rIeHTp
ToKcl4KoJloruvecxofi, paAllaqlaonuofi Lt 6uolorrqecrofi 6esonacHocrr.r)>,
rorrroBbrfi a4pec: 420075, r.Kaeanr, Haytmrfi ropo4ox - 2.

Opraunsaqa.f, -rpor.r3BoArrrenb (DfEHy (OI_[[PE-BHI,IB[I>

C yrBepxAeHLIeM nactoxrqeil I{HcrpyKrlrrr4 crruTarb yrparnnruefi cr41ry
r{HcrpyKrlr,rrc, yrBepxreHHyrc Poccelrxo3HaA3opoM or 04.03 .200g r.
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