
uo IIpr{MgHeHUrO

I .1. Ha6op peareHroB

cbrBoporKe (nlasrvre) KpoBtr (
KOHqeHTp A\HH Tr,rpeoTpo[Horo

rnepao(f eurroro r{MMyrro Qepuenrrr

1.2. Tupeorponusrfi ropuo

cer(perr{pyercs flepeAnefi ,qo-uefi r
noJrnrrenrr,rAubix qeneft: o- n p-c

onpeAerrrer ero B -cy6re4ranurla:

rrrpoKcr{Ha (T+) u tpnfioArr.rponrr

KpoBr{ ceKperlus TTf unrvr6u

rnuoSuse yBem,rrrrdBaercfl nnr6poc

fopMoHoB rrlr.rToBufttoitt xeresrr. c
arpo(faroft e HoqHoe npertrr. H

CyroqHrre Korebannq He3Ha

KJrr{Hr{qecrofi Kaprr,[He r{

analrvr3a. lloxasaHrrff K oflpe

I ) 4uarnocrnKa Hapyrrreur,r

2) rznorupeo3 (yponenr

o6ulero r cno6oAHoro rupoKcr.rHa

ypoBHI4 Tt u T+ n upeAenax HopM

3) runorupeo3 (cunres z

Tep arrHr,r Trrp oKcLrH oM ;

4) crpHHHHr BpoxAeHHoro

rrf,THe KpoBr,r Ha SnnrtpoBilJrrHo

poxAer{Hu (ao 35 rnrME/rr), o4narco

TaK r{ y.uenouer).

fenepalr

. Jle6e4uu

2018 r.

14HCTP)TKIIU'

p a peareHToB AJrr Lr MMyn o $ eprvrenTx oro onpeAen ennr,

oro ropMoHa B cbrBoporKe (nrrarnre) xponn

(TT|-I,IOA)

1. HA3HAqEHI4E.

urvrvrynoifepMenTHoro orpeAenemal rr.rpeorponnoro ropMoHa B

'f-I4oA)) npeArra3HaqeH Nrfl, KoJrrrqecrBeguoro orperen envrs,

oHa (TTf) B cbrBoporKe (uasnae) KpoBH qeroBeKa MeroAoM

ro aHuurr{3a.

(TTf) - HrHKonporeHH c MoJreKynrpnofi naaccof oKoJro 30 rcla,

o$usa, Mo;reryra TTf cocrorrr ug AByx HeKoBa.JreHTHo cBr3aHHbrx

HI{IIbI. CnequorarrHocrb u 6nolorFrecKyro aKTr,rBHocrb ropMoHa

TTf BBr3brBaer npoAyKrluro u BbrAenegr,re qzroengHofi xeresofi

1fl). flpn yBerr,rEreHrrn KoHrIeHTparInn :.rux ropMoHoB B cbrBoporKe

; nao6opor, KorAa ypoBeub rr{peolrAHbrx ropMorroB yrlreHrrtr aercfr. B

TTf vr, cneAoBaTeJrbHo, yBena.rnBaercq [por{3BoAcrBo n nrr6poc

TTf rro,{rr}rHrercs rlupK4AHrn"r (oxofi ocyroqnrnra) pr,rrMaN4 c

rurzft ypoBeHr TTf Ha6nroAaercr B yrpeHHue rracu (6 vacor).

HbI, OAHaKO, eCJrr,I [OnrreHHbre pe3yn6TaTbr He cooTBeTcTByroT

Apyrrx nccneAoB auuit, peKoMeH 4ye-tcs. rroBropHoe npoBeAeH}re

Iqprro Br,rAno[ xele3bl ;

rlo Bllruaercfl . [uaruo : tr oATB ep xAaeTcr Hlr3Kr{MLr KoHrIeHTp a:rr4flMrr

rpnfi o4u,IpoHI,IHa. llpu cy6rrnnr{qecKoM nerKoM rlrrrorr{peose, KorAa

orpelenenr.re TTf flBrrflercfl peluarcrl1llM) ;

Kperlr,rf, TTf rro4aBxerru); orIeHKa aAeKBarHogrr,r 3aMecrr{Telnnoft

H

e rponra). Ypo



Kourlenrpa\us TTf
fopMoHa HaoJrro.qaeTct nocJre

BO BpeM-rr oepeueuHocrr.r. rlonuruerrHoe coAepxaHHe

$usuuecK'x Harpy3or(. flonrnueHHoe AaBJreHr,re u uoHr{xeHHa,
TeMleparypa TaK )r(e cTr{Mynfip ceKperluro TTf. flosllxeHHoe coAepxanne TTf qacro Ha6moraercs
y [oxunbrx Jrlo.{efi, npu lcofi uo'reqnofi HeAocrarorrHocr[, Iluppo3e neqeHlr, 3aMOAJToHHOM

IoJIOBOM ptr]BI{Tr{IA, BTOpH.IHOft opee, cprrrApoMe Kyfiuura, aKpoMer€uuu . IJrs (GaxBara> TTf na
rroBepxHocrrr MarponJraHrrrer

cy6re4uHr,rrlbr. Csgsal[ruftcs

Byercf, MoHoKJTOHa^nbHoe aHTr,rreno xTB 1, cneqnsnvnoe An p-

oH rrporBrrf,ercr KoHbrorupoBaHrrbrM c seprr,reHrou (Fab2)-

QparnrenToM MoHoKJroH€IrIbHoro a nporLrB Apyrofo err{rorra p-cy6tear.rH}rrlbr (xTB2). .{anHoe
COqETAHIC AHTI,TTEJI IIO3BOJUTCT K Mr{H}rMyMy rrepeKpecrHbre peaKrlr{H c lpyrptMr,r rrlrroSusapururau
ropMoHElMr{ H Ap)rrue noxHolloJrox peaKrII,IH.

I .3. lzarnocrfiqecKar 3Haqu ocTb orrpeAeJrelJktfl.

Onpe4ereHr.re rr,rpeorporrH ropMoHa (TTf) B chrBoporKe (nnasrvre) KpoBn rrcnoJrb3 yercc, Nrs
Krr.rHr.rrrecxofi na6oparopuofi IHarH flarorro rEfi rquronu4H ofi xteJre36r pa3 flLrrrHofi grLr ororuH.

1.4. Ha6op npoAHrtsHaqeH An Ar,rafHocTr{Ktr uH 6umpo.

1.5. O6nacrr [pr.rMeHeuus. - qecKrrr na6oparopHiur Ar{arHocrr{Ka.

2.1. Ha6op pearerrroB (TTf.
2 . XAPAKTEP I4C TI/IKVI HAE O PA

OA) BbrlycKaeTcf, r 2 rouuJreKTax:

Kouulekr l: paccqr,rraH Ha

6 rcanu6poBoqHhrx upo6 z 1 npo6u

Konanlerr 5: paccqnTaH Ha

rrpoBeAeHr.re aHurusa B Ay6nurarax 41 nccneAyeMbrx o6pasqon,

Tponbuoft crrnoporKLt (ncero 96 onpe4enenuft).

30 rzuru6ponbvHux upo6 u 5 npo6

Cocran ua6opa:

npoBeAeHrre aHarhr3a n gy6nraKaT€x 205 HCCJreAyeMbrx o6paeqon,

KoHrponurofi chrBoporrcn (ncero 480 oupeAerreHufi).

NOHCHT 96 analugos

F l-e n e paf iurlYo 
" 

p
Ile6enL1H l-0pNrZ Bnq

480 analr,r3oB

il crpunuponaHnrrfi,

CAL 1-6

KanH6poBor{Hbre

Qoc$arnoro 6yQt
KOJIITqECTBA TII
C3;C4; C5; C6, la

bI*, Ha ocHoBe

coAepxauHe r43BecTHbre

fopMoHa - CI; C2;
Cl - I Q. (2,0 Mn),

C2-C6 - 5 0. (0,8 rvrr)

Cl-5 Q. (2,0 r',rn),

C2-C6-25 Q. (0,8 rvur)

UTV

Cl - 1 0. (10 r'rn)
C2-C6-5 6. (4 v-rr

KorrpolbHalr cbr
cbrBopoTKH KpOBr{

co4ep)KaHneu TTf,

*, Ha ocHoBe
KA C I{3BECTHbIM

K ITCIOJIHOBAIIHIO

I QnarcoH (0,8 un)
5 Qnaxonon (0,8 urr)

IlI]trLI

1 t|laxou (4,0 l,u)

KoHrrcrar, roroB K

TerpaMerut6enswguwa

HCTIOJIb3OBAHI{IO.

I Qraxou (14 rr,u)

I tpnarcou (14 vrn)

2 dnarona (30 nan

SUBS TMB
2 QnarcoHa (30 vn)

X SyBE

N003 Eyuara 4nr ruIAHlIIETA



cy6crparHhM pacrBopoM

nyHKrD(. l4wrensuBHoerb (

o6pasqe. Kosqenrpaqnro l
3 ABNCI,IMO CTI,I O-IITI{qCCXO ft N

3. AHAJI

3 . 1 . AuarLITr,IqecKaiI

flpn " Tecrnpo Bankru

Ao6aereHus [yna c u3B€

rroMorubro Ha6op'a (TTf-

r{3Mepr{Myro rep erp6ctnyo

3 .2. Anurrrrl{qecKas rly

MnsuuarbHiul AocroBepuo

0,04 nrME/n.

3.3. Bocupol{3BoAuMocrb.

Kos$SuqucHr BapI,IaIIuu

o6pasqe cblBoporrn (nrrarnru) rcpo

tT oKpallLtBaEr4e pacrBopoB B

Hrparlru TTf B uccne4yeMoM

r no rcarz6poBoqHoMy rpaQrary

rtrHbrX npo60<.

(APAKTEPI4CT14KI,I

tit KoHlleHrpaqnefi TTf nyr€nt

nurepSepupyrcuux BeIrIecrB c

IIpoAeMoHorprrpoBarla

orrpeAenfleMatr- Ha6oporr,r KoHrleHrparlnfl, TTf He rrpeBbrmaer

JrbraroB oIIpeAoneHHf coAep6aHl{t TTf B oIHoM Lr ToM ltre

3.4. IIusefinocrr.

3asucuN,rosrb K

e coAepxaulefi T o

"XEMA"
l-e H e pan bH br fr A14 pe Kro p

TTf r o6pasqu*lr"tuo*O asnru) rx

'H0

a
J

Cnlrsor HEHT 96 auannsos 480 anann3oB

K2OlI h.tpy qnr ro rpur EHCH}IIO lrur I urr

K20lQ flacnoprKorrrpoJlr K

nacuopr) :

,tlecrB a (auarnrrurrecnnfi
I rur lmr

* MerporornqecKas [pocn

grerflorrHoro o6pasua c usbecrHbrM I

2.2. llpuHrtr,m pa6oru Ha6c

OnpegeneHr{e ocHoBauo

urr,rrvryuo([epMerlTnoro antnusa. b

MbIIMIIbIE MOHOKJTOHAITbHbIE AHTI{'

r,rccJreAyeMofo o6pasqa, flponcxo.n

rrepAofi $age. O6pasonantruitcs,

MbIIII,IHbIX MOHOKIIOH€IIIbHbIX AHW.

o6pasyerc.f, cBfl3alruuft c rrnacrl,IK

)KEBaeMOCTb OCyqeCTBJ

oAepxaHr,rervr TTf (code

)4.

HA HCTIOIIb3OBAH}I]

a, rnyrpeNHeft [oBepx

eJIa K F-qenu TTf tIeJIo

rr cBfl3brBaHre TTf. cc

KOMTIJIEKC B6If,BJI'IOT (

teJI K P-IIenz TTf .Ierr

fM (C3HABIltg)), CO,{epX(E

Lfl.Jracb c [cloJIb3oBaHI{eM MexAyHapoAHoro

81/565), corrlacHo |OCT ISO 17511-2011.

r (csHABr.rq)FB apualdiTa rBepAo(ba3Horo

r{ocru nyHoK nJIaHIIrera uvrnao6ulu3oBanbl

BeKa. B nyuxar rlJlaHrrrera, trpla .{o6asneul,Iu

).{ep}Kalrlerocfl n o6pasqe, c uulTrTerauftl Ha

] roMourrro KoHblorara (Fab2) Sparnaeura

)BeKa c repoKcurazoit xpeHa. B pesynbrare

urJnft repoKcl44a3y. Bo npeu n nnxy1a\mv c

rM TeTpzltv

b oKpacKr

oTTfs
,ft uroutoc

AJMTI4II]

KUUI Cilequl

TT4U TECTO

t3BCCTI{bIM

T|-I,IOA)

:rrn6eHguqlaHa (TME) rporcxo4ar oKpan

lprMo llponopquoHeulbHa KoHII€HTpAr\Yrrr

ccneAyeMnx o6pasuax orrpeAerlflror no KaII

'r1r or coAep)r(aHras TTf n ralu6poBotlHbrx np(

CKI4E Vr Al4AfHO CTI4TIECKI4E XAPAKTI

uqHocTb.

oro rryJra cbrBoporoK c llsnecrnofi KoHIIe

coAepxaHl{eM rrpeArlonaraeMblx vurepSep

IJVL OAHa ITCIbITaHHbIX KOHIIeIrtpaJlrlIl,) He

}HOCTb.

Ana TI'TT flepexpecruaq peaKlluq,

X 0,0 oh

JI 0,0 0h

o 0,0 Yo

q I{TEJIbHOCTb.

cunopotrofi (nnasr*,rofr) rPonu,

fle6e.q[4H FOpml;l t-enaHoB14r{ 2



KOHTpOJTbHOft CbIBOpOTKI'I pr

90-l l0%.

3.6. I4urepcerlr - 3Ha

KoHrlerrrpa\utrr C2-C6 uMEin n

3.5. To.IHocrb.

,{anurrfi amaJrr4Tkrqecxufi

90-rr0%.

oKtBbrBarlo BlruflHtts. ucuoJlb3oBaHue aHTI,IKoaryJItHToB 9rqTA'

rrpoBepsercff TecroM Ha (orKpblTraeD TTf - coorBercrBrle

r{3MepeHuofi roHlleHrpauuu TTf peArIr,ICaHHOfi, [OnfleHuOfi nyteM CMeur:aBannz, paBHbIX o6teuon

fr upo6rr C3 uME/n. llpoqenr ((orKpEITIiIq) cocraBJlser

coorBercrByer 20Yo, 50% u 7 5o/o.

KoHrleurpaIlufi TTf (uME/n), rIpH Koropblx coorHollroHkIe B/Bco

peAeJIbI yKa3 aHbI B aHUUrr,ITrIqecKoM rlaclopTe.

3.7 .l4urepQepeu\us.

Ha pe3ynbrarbl aHaJII{3a H

reuapuH Lr III4Tpar HATpVrfl,, a

6ulupy6rtrHa) o6ulero 6enra B

3HAIICHI,I.JI.

3.8. PeQepeHrHoe 3HarIeHI4t.

flprrcyrcrBl,Ie reMoffIo6urra, TplrrnEIIepr'IAoB, xonecrepvrHa)

HrleHTpaqIlflx, He IIpeBbIIIIarc[IIHX HOpMUUIbHbIe KII{HUqeCK]Ie

B coomgemcmguu c aMu GLP (Good Laboratory Practice, Xopouan Jla6opamopHan

nparcmurca), peKoMeHdyemcn K u na1opamopuu ymottHumb nopaMempbl peQepeumHozo

uHmepn ano, xapctKm epuut e dnn edyeuoil nonynnquu.

3uaqenufl, KoHUeHrp a\utrt B r{CCneAyeMbIX O6pasqax, H4l(OAtuI?IeCf, HI,tXe fpaHI'IIIbI

rryBcrBlarenbHocrtl Ha6opa (0,04

npo6u (C6 vrME/u) cJleAyer

n), a TaK)Ke npeBblluziloult,re 3HaqeHI,Ie BepxHofi rczurn6pOnouHofi

pr,rBoAurb B cne4yroqefi (poprrae: B HccneAyeMoM o6pasqe X

KoHrleHTpaurt TTf HI{}Ke 0,04 u Jr LIJrI BbIrIre C6 rvrMEin.

4. 1 . flotenlll4uulbnrrfi plrcK

MEPbI IIPEAOCTOPOXHOCTI{.

praMerreHw,Ha6opa - xlacc l.

4.2. Cstsoporrll KpoBLI qen BeKa, ncloJrb3yeMbre flpu [puroroBJIeHI{H KoHTpOnbHofi cbIBoporKI'I,

LIHaKTnBI4poBaIIbI I{ He coAep}I(aT K Br4pycy reuargTa C, anrnreJra K BI4rI 1,2 u aurureua p24

BI4rI-1, aHTI{reH Brlpyca rerlarl{Ta (HBsAg).

bKo Antr npoQeccuoH zIJIbHof o rlclro JIb3oBaHI4lI.4.3. Ha6op rpeAHut3HarreH

4.4. Bce rouroHeurbl 3a [cKJIIoqeH]IeM cToll-peareHTa (5,0yo pacTBop cepnofr

rncnorst), B I,ICIIOJIb3yeMBIX KO HTpaqI,If,X flBnflIuTcfl, HeToKcI4qHbIMI'I. Pacrnop CepUOft K[cIIoTbI

obraAaer pa3Apilt(arcIul4M Ae cTBIreM. I4s6erarr pas6purTnBanns. v fiorlaAaHufl' Ha KoXy pI

cJrr{3rrcrhle. flpn [orIaAaHIrI'r H KOICy \4 nufi cneAyeT rIpoMbITb

6orsurnu KoruqecrBoM [PororIH ft eoArt.

4.5. flpn pa6ore c Ha6o M Heo6xoAI,IMo iacuonrygS brHAIlBll

x€urar, roJloBl{ofi y6op, pe3raHoBbl

l-eHe panbH bt il [i? pe KTop
I1e6e,.qilH [0[rl+u", f' ?!]aHoBhq

EAunuqrr, uME/vrn

34oponrre AoH

"XEMA"



n
vnl4 TTIHTOK), TaK KaK 06

floTeHrlr,rarrbHo r.rH0HrIHpoBaHHbrft

4.6. Bce orubrBorrHbre

,uesnHQuuup)4orqr{Mr,r cpeA

ycTaHoBneHIIoM [opff,{Ke.

4.7. Jla6oparopHyro nocy

KOHTaKTrIpyrcrqv e c Hccne

r{crroJrb3oBaH}reM 4esuu$uqupyro

oKa3brBuuoq[x HeraTHBHoe Bo3Ae

4.8. Pa6ory cneAyer npoBo

pa6ore c Ha6opona rpe6yerce co6

zHQerquoHHbrx sa6orenaHzfi np

npo Sznarcu{qecKrrx frpe}r(Ae nuit>>

(HCO 1 5 1 90:2003) <Jla6oparopun

4.9. LlucrpyrvreHrbr, o6opy

nporr{pars 7 0o/o pacrBopoM 3rr,rJr

4.10. He co4ep)Kr,rr KaKrrrx-

4.ll , flpu ucrroJrb3 oBaHuH

(ue Hecet Qr,rsn.recKllx, gKoJlorrtqec

4 .12. llpornnorroKa3aH utrr. s

- iporornrerp Beprlaftarusoro

coAepxl,IMofo nyHoK rlnaHlxeTa

- TepMocTaT, rloA,uepxuBa

- AO3aTOpbr CO CMeH

25-250 MKrI:

- qr{nr4HAp MepHrrfi slaectlt

- BOAa Ar{OTrrJurrrpoBaHHafl ;

- [eprIaTKPI pBI'IHOBbIe LIJII{

- 6yrraara QramrpoBarrbuaf, .

B raqecrse aulurfi3l{pyeMoro

6. I . IlporreAypa roryqeHr.Irl

C6op o6pagqos KpoBLr qero

BeHo[yHKIII{[, co6nroAas cranAa

cblBopoTKr,r nilv IrJruBMEr KpoBI,I CneAyeT paccMaTpuBaTE KaK

r.roMaTepr.raJr.

cneAyer co6uparr r
p€BperleHHbrMr,r Ans

cneuuanrurrft r<onreftn ep 14 o6pa6arnBar6

npr,rMeHeHr,rrr Ha Teppr{Topur{ PO B

Mlrofopa3oBoro ucrroJrb3oBaHHs vt pacxoAHhre MarepH€urbr,

14 vr KoHTponbHbrMr,r o6pasqaun, cneAyer o6essapaxfiBarb c

cpe,qcrB, He coAepxarqux arrzsHrrfi Kr.rcnopoA kr xJrop,

Ha Kaqecrso ZOA.

Tb B cnerlutumno o6opyAoBaHHoM rroMerrleHr,rlr na6oparopula. flpra

<Irlucrpyruruo ro MepaM npoQanarurKr.r pacrpocrpaHeuvtfl

pa6ore B KJTHHHKo-AuarHocrurrecKr4x rra6oparopurx reqe6no-

yrB. MnnsspaBoM CCCP 17 xunapt I99l roAa; |OCT P 52905

eruqr,rHcrue. Tpe 6osanws 6esonacHocrr{ ).

oB€tlrrle, a raK]Ke pa6ovue floBopxHocrrr croJroB neo6xoAruo

fo cnrrpra.

rI eKap crB eHHbrx cpeAcrB AJrf, M eIr,rIIHH cKoro npr,rMeH eHH.n.

JIacH o r{HcrpyKrlur,r il o [praMeH eHr{}o H3AeJrI,Ie .f, B JI.r grct 6eso n acnrtn,t

\
r{ I{Hbrx pucron).

Kax ycTaHoBneHHoro Hil3HaqeHr{t He LIMeer.

5. OEO YAOBAHI,IE, MATEPI,IAJIbI I,I PEA|EHTbI,

HEOE oAr4MbIE rrPI4 PASOTE C HAEOPOM:

BAHVrg,, IIO3BOJIf,IOIqIU I43Meprrb OnrI,IqeCKyIO IIJIOTHOCTb

14 NrvrHe BonHbI 450 nrra;

TeMneparypy +37 o C +3 oC 
;

HaKOHeqH[KtlMIrt, IIO3BOJUIIOUUO or6uparr o6reuu B Ar,Ia[a3oHe

ro 1000 nan;

ACTIKOBbIC:

6. AHAJII43I,IPYEMbIE OEPA3UbI.

pa:lqa ficfionrcy ercs cblBoporxa (nnasnaa) rpouu rIeJIoBeKa.

3rrpyeMoro utepuulm;K O nJflfi , ts E P H
IIpOBO.UUTB lB COOTBeTCTBI{U C

l-lonnrcu

I-e n e panbl?lt#T],,pe Kro p
fie6eENFr !-Ops+r:+ [. enaHoBytr{



H ep a3BeAeuuyro cbrB op orKy (unasnry) KpoBn qeJroBexa

6 .2 . f Io xro ro B Ka aH aniltsurp ye ri,r rx o 6parq o u .

I

Bo us6eNalrne reMoJII{3a neopxoAr{Mo KaK Mo)KEo 6ncrpee orAeJMTb [rra3My or 3pr{Tpour,rroB r,rJrr4

cllBoporKy or crycrKa. Br,t6op $po6upox Ars flonfreuur cbrBoporrcr raJru rrJrzl3Mhr, [oAroroBKy,

qenrpralpyr?IpoBaHrre, xpaHeHr,re

rrpoBeAeH[fl flpeaHarrlrTrdrrecKoro

rpaHcroprupoBKy o6pa:qa rrpori3Boryrb coulacHo rIpaBLrnaIvI

, yrBepxAeHHbrM Arx la6oparopr{u.

6.2.I. llpuroroBrreHlre pyeMbrx o6pasrloB chrBoporoK KpoBr.r naqr{eHroB.

Kpoer oro6parr BeHorry ofr, Aarb rroJrnocrblo cBepHyrbct, orAeJIlITb cblBoporKy

ueHrpn$yrapoBaHr,IeM rrpu rcounarfroft revneparype.

6.2.2. flpuroroBJreHue auarudupyeMbrx o6pasuoB rJr€BMbr narlpreHron. C6op KpoBLI rIpoI{3BoAI,ITb B

npo6upxr,r, coAepx(arqre aHTI{K I{ HeMeAneHHo nocJle c6opa qeHrpu(pyrllpoBarb. B rca.recrse

AHTI{KOAIVJIf,HTOB I'TCIIOJIb3OBATb ATA, rerrapraH 14 rlr4Tpar Harpl{s. PexoueuAyeMoe coorHoIIIeHLIe

aHTIrKoaryJUrHTa n 6uonaarepw

r.teHTpr{$yrr,rpoBaHlrs orucaHbr

na6oparopuefi.

6.3. Ecnr4 anaJfi43 rpoBoALIn

xpaHrrrb rpLt reMnepalype

p n3 Mop axHs aHH e\s aMo p axu B aHI{ e

a raKxe cuoco6rr [oAroroBKI,I o6pasqa n pexldMbl

riHcrpyKrlr{pr uo rrpr,IMeHeHl4ro upo6Hpor, ]IcnoJIb3yeMbIX

fl He B AeHb B3grr4fl, o6pa-:qu cblBoporKlit, fIJI€[tMbI KpoBI,I, cJleAyer

2-8"C He 6onee 7 cyroK, AorycKaercs oAHoKparHoe

rIoB rrpn reMrreparype -20'C ne 6olee 2 Mecqqen.

6,4. llcrnroqaercr ucnorsrgnaHn e MA aftarvsa o6paruoe cbrBoporKu (nna3Mbl) KpoBu nloAefi,
I

npenapaTbr! B cocTaB KoTopED( BxoAtT MbIIIIIIHLIe

i nnn 6arcrepuamnhrM npopocroM rrccJleAoBatulo

xau[e a3ua HaTpnt B (aqecrBe KoHcepBaHTa'

6.6. llepeA rrpoBeAeHHeM ull:,a vrccreAyeMble o6pasUrt cblBopoTxn (urta:rvtrr) xpoBLI, cJle.4yer

BbrAepxarb rrpn KoMHarHofr rerrlu arype +18-25"C ne MeHee 30 uuu.

7. fIO

7 .1, flepea rpoBeAeHr.reM

oToBKA PEA|EHTOB ArIA AHAJII43A.

Nrv3a KoMrroHeHrbI I{a6opa uccneAyeMble o6pasUu cblBoporKll

(unasurr) rponIE cneAyer BrIA rrplr KoMnarHofi reMreparype +18-25"C He Menee 30 rvrnn.

7 .2. flpuroroBrleHl4e uJIaHIIT

Bcrpmrn rraKer c rlnaHluero rr ycraHoBr4Tb Ha paMKy Heo6xogltMoe KortuqecrBo crpplrloB.

Ocraeruuecr Hel{cnoJlb3o HIIMTI cTpLIrIbI, qro6u [peAorBparl{Tb no:4efictBl,Ie Ha HI4x BJIafI{,

BO BpeMJr XpaHeHI,Is HeO6XOAI,IMO Ho 3aKJlewr:n 1ytv,arofi Arfl 3aKJleuBanvrfl, nIraHlrlera.

7,3 . llpuroroBJleHlle orM KOT'|_VIff BEPHA
Cne4yer oro6parr neo6xo MOE KOJIUqECTBO KO OTMbI 14p

I
I

I

I

(1 nar KoHrIeHrp
OTBETCTBE H HOCTbIO

r-e n e panbliiYi:, p e Kro p
fl e6erq[{H f-O$rtr:;:,, :rnaHcB14Ll

Ar,rcrr.rJrnr{poBaHHofi noAofi s 26
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Ar.rcrnnnr,rpoBarrHofi eoAbl), rularen o [epeMerrraTb.

8.1 . flouecrure B, putMKy

8. IIPOBEAEHI,IE AHAn43A.

6xo4unaoe KoJrr{qecrBo crpr,rfloB - r.rccJreAyeMsre o6paequ B

2 nonropex n 14 rrynor< an-q BoqHbrx npo6 r,r KonTpolrsofi cbrBoporKr{.

8.2. Ecnr4 [peAlo"naraeMalr qeHrpaqrr TTf B r.rscneAyeMoM o6parqe rpeBblrraer C6 uMEh,

efo cJreAyeT AouoJrHr{TeJrbHo , racnoJrb3yr KaJrr{6poeouHyro upo6y Cl.

IrlcuomsoBaHr{e Apyrrx

pe3ynbrarbr orrpeAerennx !

L4 peareHToB rxr. par6arleuur o6pasqon Moxer r{cKoKarb

Ilpuuevauue, !ta, roryqe HAAeXHbTX pe3ynbTaToB peKoMeHAyeTcf, ucnoJrb3oBaTb HecKoJIbKo

eAyeMoro o6parua cbrBoporru (nrasuu) rponn.[ocJre.qoBareJrbHbrx pa3BeA e:auit u

8.3. BuecHTe Bo Bce nyrrKrd 100 narclt KoHbrorara.

8.4. BHeclrre B coorBercrBv nyHKH n 4y6nr,rrarax no 50 MKJr KaJrrr6ponounofi npo6rr u

KoHTponruofi cunopomu. B bre nyHKr{ BHecHTe B Ay6ruxarax rro 50 MKJr I,rccJreAyeMbIX

oOpasqon cbrBoporrn (nnarnan) nn. BneceHue xarz6poBorrHbrx upo6, KoHTponrnoft cblBoporKu H

EccneryeMbrx o6pasqon neo6xoAlr o [porr3Becru B Teqenne l5 vrnnyr.

8.5. 3axrrefire ulaHuer 6yvt

60 nnranyr npI,I reMreparype t37"C.

it Ntn 3aKJIeI,IBaHI{t rIJIaHIuera I,I nuxy6npyfire ero B TeqgHLIe

8.6. IIo oKoHrraHr4tr r4H 14 ytrurr4re coAepxl,rMoe nyHoK n oruoftre nyHKI{ 5 pag. llpet raxAofi

onar,me ao6asrre Bo Bce nyrru g{ 250 urn onaunorrnoro pacrBopa, Bcrlrsxx[Te rrJrzu xer KpynoBLIM]I

aBnxerrurMt uo fopxlonTanbnoi fronepxnocln c nocneAylorqefi acrr paqlrefi nnrr ,IeKalrr[rpoBaxneM.

3a4epxxa ttpu orMbIBKe (sarraa.rn e nyuon) He rpe6yercfl.

flpu KaxAoM AeKaHTr,rponanrfu neo6xoAr,rMo rrrlarenbHo yAeurrb ocrarKl,I xl,IAKocrkr u3 nyHoK

fIOCTVK.LIBaHLIeM [naHIIIeTa B yroM rrono)KeHvril no {nnrrponzuturofi 6ylaare.

8.7. Bnecr,rre Bo Bce nyHKr,r rt$ 100 url cy6crparHoro pacTBopa rerpaMeur6ensvrtrnHa. BHeseHHe

cy6crparnoro pzrcrBopa rerpauerft6eus arJ Ha B lyurr,r ueo6xo4nMo rlporxlBecrlr B r€qeHue 2-3 ulas'.

Huriy6npyfire nnauurer r reruirore lnpu rounarnoft reMrreparype (+18-25'C) B rerleHrle 10-20 rr.runyr n

3aBI,ICI{MOCTI{ OT CTe[eH]I pa3BI,ITII.[ oKparlLIBaH.ufl..

8.8. BHecrare Bo Bce nynrr! c rofi xe cKopocrbro v B rofi xe [ocneAoBareJlbHocrl{, KaK v

cy6crparnufi pacrnop rerpaM eH3rI,qLIHa, flo 100 urn crorl-peareHTa, [pI,I groM coAep]KI,IMoe JIyHoK

8.9. I4sueprre Berr,rqr,rHy ofrruvecroft flJrorHocrrt (On) coAepxl,IMoro JIyHoK tIJIaHuIera Ha

$orouerpe BepruKuurbno o craur.r$osanur npu AnfiHe sorHu 450 nu. I4ruepenue OfI co4epxuuoro

nyHoK rrJraHrrrera Heo6xoAl{Mo nprr),Hor( Iurarrtuera neo6xoquuo npjnraecru a reve Enanx

$ororuvrpa nucrannsfire uo xarn{6fono.rtofi uno6" 
I

06u1ecrao c orpanlrvenHotl oroercrB ocrbro

flo4nncu

F t-e H e pa{,i=,iY}ir.' pe Krop
fie6efluit-t l-Opr*i r' 

'; :inaHoB14r{



YI{ET PE3YJIbTATOB PEAKUI4I4.

9.1. llocrpofire s ruHeftHrrx p,uxHarax rarur6poeo.rurrfi rpa$ur: ocr a6cqr,rcc (x) -
KonueHTparlut TTf n x4lH6po rtx npo6ax (uME/n), ocb opAl,Iuar (y) - orrl,IqecKat IIJIorHocrE

rcarrn6poBoqHblx upo6 (Oil 450

rpaQ raxa ucrloJrb3yEre rrurepBarlbH

r"r). Ann anropurMa o6c.Iera (anupoxcl,IMaql,Ild) rzuru6poBotlHoro

(xycouno-rulueftnrtfi, <<ot rorIKLI K ToqKe>) uero4.

9.2. OnpeAenllre uo raln6po HoMy rpa$ury coAepxanue TTf B HccneAyeMbIX o6parqax. Ecnu

LrccrreAyenanft o 6paseq rpeApffi Bo WHoxbre rony.leuuufi pffynbrar Ha tfarrop pffiBeAeHl{fl.

1 O. O|PAHI4IIEHI4E METOAA

10.1. IIpu rcrloJrb3oBarlrtl AJrf, rrpoBeAeulr.rl HecKoJrbKrrx He3aBIdcI{Mbrx ceputrt ztHtLIII{3oB

cneAyeT I{MeTb B BI4Ay, IITO AIq f o He3aBI,IcI{Moro OrrpeAen eHvrfl, neo6xoAl,IMo uocTpoeHl{e HoBoro

xanu6poBoqnoro rpa$ura;

KoHTponrsofi cblBoporKe.

10.2. Ha6op pearenroB ( |-ITIOA)) upegHasHaqeH Nrs, Al{arHocrl{qecK}Ix qerefi, oAHaKo

Tecra. ,{uarHos

o6cleloBanlar,.

oKoHqaremsuft ALIarHo3 He AoJIx ocHoBbIBATbCfl. TOJIbKO Ha p*ynbrarax AaHHofo

AOJTXeH oblTb rIocraBJIeH BpaqoM

IIaulleHTa.

rrocJle rloJrHoro KnLIHI,IqecKoro H na6oparopHoro

I . YCNO BVIfl, TPAHCIIO P TI4POBKI4,

XP

IrIHQopnaar\urfl' o6 oco6enx

yr{acTByloH$tutll B XpaHOHnI4' Ilepe

I 1. 1. TpancuoprrlpoBarrue.

HEHI,I.fl 14 SKCTIJTYATAUJ/.VI HAEOPA.

TpaHcrIopTI{poBaHI,IrI AOnXHa yqI,ITbIBaTbC.f, BCeMI4 III{IIaMH,

Ke u yrrnu3aqran (ynuqro)KeHlln) sroro n3Aenut.

ll.l.1. TpancnoprnpoBarruelHa6opa peafeHroB (TT|-I4OA) AonxHo npol{3Bo4vrrbcfl BceMI'I

BgAaMfi Kp6rroro rpzgctropra n cfomvrcrnur.r c rpe6onaxuxtuu rl [paBEJraMrI, ycraHoBJIeIrEhIMIr Ea

AaHHOM BHAe TpaHCrIopTa, rIpLI nepaType +2-8oC.,{onycraerc.s rpaHcnoprl{poBKa Ha6opa ilpu

reMreparype lo + 25"C He'6o ee lf cyroK. He 4ouycKaercr 3aMopaxcuBaHue Ilenoro Ha6opa'

ll.l.Z. Tpaucnoprr.rpoBaHHe {,rraelufi upu reMrreparypax, rpe6yrouux co6lloAeHHfl "XoroAosofi

qerru", o6ecneqnnaroulefr co ocTb TeMnepaTypHofo pelKLIMa, AOI)KHO OCyUIeCTBJUITbC' B

t, coaepxaqux XJIaAOO[oMeHT6I' nJfir B

sroro, peKoMeHAyerct onpeAeJIeHLIe KoHrIeHTpa\uu TTf B

f,, uuAgPll(.lull4^ ]!'lJlarylu.t,rervrsll I Drt

aBmMarrr'IecrI fiOA,qepxlrBaeMofi relvmeparypoi

olrIrAnKaropoB.

IIreH[eM TeMrleparypHoFo pexxM4 rIpI',IMeHeHIIn He

I
l

I ne6egnH [OP!i1'-4 i,3naHoBYlY



n,
KOMTIOHCHTOB HI,IX(E O"C A o ocyqecTBJlsTbct B Mopo3HnEHLIKax, o6ecue.rrrearcryx
peHraMeHrlrpo BaHHbrfi TeMrrepaTyp bIfi pexnM c oxeAHeBHofi perilcrparlr4efi TeMrreparypbr. Xpanenne
c B er orryB crBr.ITenL HLrx u3 Ie twit KOMIIOHCHTOB AOJDKHO OCYIIIECTBTSTECg B TEMIIOM MECTE.

lI.2.l. Ha6op peareuroB ttTTf-kroA) AonxeH xpaHr.rrbcfl B yraKoBKe npeArpn swrfl-
r,r3roToBr{Tera npr{ TeMnepaType -8oc B reqeHrre Bcero cpoKa roArrocrrr (24 uec.). ,{ouycraerc,

Ao + 25"C se 6oree 15 cyror. He AonycKaerc.s 3trMopaxvrBaHure
xpaHeHr{e Ha6opa rpu TeMn

rlenoro Ha6opa,

11.2.2. B cnyvae Apo6uoro

o6pasona:

oJrb3oBaH ws Ha6opa KoMroHeHTbr cneAyer xpaHrrrr cneAyroqr{M

OCTABIIII4ECf, HET4C[OJIb3O HbrMI4 CTpr4n6r neo6xoAnrvro TrrlaTenbHo 3aKJrer{Tb 6p,raroft Anfl
3aKJIeIIBaHIin [JIaIIrueTa rr XpaHI{T6 reMreparype +2-8oC B reqeHze Bcero cpoKa roAHocrwHalopa;

KoHbrorar, cydcrpar,

reMneparype +2-8"C s reqeHue

[-peafeHT nocre Bcr(phrrr{r slarcoHon cneAyer xpaHr,rrb rrprd

cpoKa roAHocru Ha6opa;

rzulndpoBoqHbre npo6n

xpaHr,rrb rrpr,r reMrrepaType *2-8 oC

KOHrpOnbHyro cbrBoporKy rocJre Bcr(pbrrr{r Qnarouon cneAyer

e 6olee 2 uecruen.

- ocraBrrruitcs, Her{crroJlb3o M KOHqeHrpaT orMbrBoqHoro pacrBopa cneAyer xpaHr,rrb upr.r

reM[eparype +2-8 oC, B TeqeHrre cpoKa roAHocrz Ha6opa.

- npr,rroroBJreHHrtft oruuBoq rtfi pacrBop cneAyer xpaHlrrb rpu reMrreparype +2-g"c se 6oree
45 cyror<, AonycKaercfl, xpanenrre il H KoMHarnofi reuneparype +18-25oc ne 6oree 15 cyror<.

II pun eu auue. flocJre ucrroJr peareHTa HeMeAneHHo 3aKprreafire KpbrrrrKy sraroHa.
3axprrnaffre raxArrft Snarcon rpumroft.

I1.2.3. flouycKaercr oArr 3aMOp€DKLTBaHUe rzurnopoBorrHbrx npo6 v KoHrponlnofi.: , .

cLrBopoTKrr B aHaJ[ITaX npr,r TeMl -20"C B TerreHr{r{ Bcero cpoKa roAHocru Ha6opa.

| | .2.4. klzgetut, xpaHuBrrru

IIOAJIEXAT.

f, c HapyureHzeM pefJraMeHTr,rpoBarrHoro pe)KurM4 [pr,rMeHeHr,rro He

I 1.3. 3rcnnyararp4fl.

Bce r<ouuerThr [peAHa3Ha hr AJUI py'tnofi llocrtuloBKl{ u .qnt nocraHoBKr,r Ha aBToMar[rrecKrrx

arrilJrrrcaropax Anfl mrrlryuoQeprra ofo aETi,'JTIa3A OT{pbrroro rnfra c Bo3MO}KrrOCTbro, KaK ,4po6noro
ncrronffi oBaHrrfl rrJranrrrera (ua6opa) TaK r,r Arur [ocraHoBKr4 rlenoro nJriururera (na6opa).

floresqzalrusrfi norpe6 Bpaqu Knr4HraKO-Ar4afHOCTr4qeCKHX na60paropuit,
llpoQeccuoHzurbHeur xnannsu oHrrar rpylna "Bpavu u nponusoprr" Bcex yponHefi

(flpuras Ns 526 or 06.08.2007 r 6 yrnepx Aetukr npoQeccuonulJrbHbrx KBaJruQraxaqnoHHbrx rpyrru
AonxHocreft ueAzrlr4HcKr{x r,r

Me1lrquucruft [epcoHan

AOr(WeHTr,rpoB€urHoe IIo

coqeraroqr{Mcr c pa6orofi, c mo6



1 L3.1. flpu ucnom:onanuu np6opa reo6xoarvo uptrepxf,Bartcx c,re,qyotr@( flpaBf,n:

cpoKa roalrocru;

aKoBKa rloBpe)fi,aeEa-

B pa3nbrx ceprfi, rpoMe ysuib[qupoBaHHblx

Horo pttcrBopa (26x), cron-pearenra, oy6orparnrri

pacrBop rerpauenu6eusu,Eltua (TIVIE) ;
I

- TUIaTeJIBIIO neperr,reururarulpeareHT6l npu noaroToBKe I{ IlpoBeAeHllr'l aflajt*r3a'

ucrronb3oBarb ;1ilfl rrpuro+oBJreHns peareHToB xI{MI4qecKIrt rll4crylo nocyAy, o6padotaHrryro

Awcrl?'nrrnp oB aHH o fi no4o fi .

r{crroJlb3oBarb ronbKo 060 yAoBaHHe, IlpollleAlxee MerponorHr{ecKylo rloBepKy.

I4CKJIIOTII,TTE IIPgMOE BO3A ftcrsue coJIHeqHbIX n1nlefi Ha nJIaHIIIeT Bo BpeMs npoBeAeHns

I{CCIe.IIOBAHIdfl,.

He AorlycKarb rrpucyrcT

rrpoBe.(eHl,Iu I,IMMyHOo epMeHTHOro

11.3.2, Bce xourloHeHrbl Ha

IrIncrpyrIIHH cra6l{ilbHbl B TeqeHLI

pearenroB (TT|-I4OA)) npr co6nroAeHllu rpe6oBaHnft Aansofr

Bcero cpoKa rcAHocTI,I. Cpor toAHocTI,I Haoopa yKa3aH Ha BHeIuHefr

cropoHe yrraKoBKH.

1 1 .3.3. HenpanunbHoe 06 eHrre c o6pa3qawr4 vr H3MeHeHr,ro rpoqeAypbl rlocraHoBK[ aHzLIII'I3a

fur ronyqeHllfl HaAexHhIX p$yJIbTaToB Heo6xopMo cTporoeMOryT TIOBJII,I.f,Tb Ha pe3yn6TaT6r.

co6lroAe Hue VlHcrpyKIIH I'I no rIpHM

| | .3 .4 :'l4,nne,Irvr. ul uttu KoMrI

o6clyxr,rBaHulo He rIoAJIe)Kar.

ll .4. Y-ruwrsau;zr..

I 1.4.1. l4sp.erufl,, rIPI{rIreAIx

f oArro crI,I, [o.uIe)KaT yTHnH 3a\I4U -

11.4.2. Me.unquHcKLIe orxo

e B HeIIpLIfoAHocTb, B TOM qHCIe B CBfl3VI C UCTer{eHUeM CpOKa

Knacca E. Yrnlusaqurc fiIIu yHHTIToXeHI'Ie HaoopOB pealeHroB

Tpe6oBanvrfl. K o6paulenurc c MeAI4 cKr,rM[ oTxoAaMyr>> pr My-287-113 <MeroAuqecKl{e yKa3aHa[ ro

IIe3H H oeKUHI{, npe.qcrepl'Inl'I3alllloH ofi oqucrKe lr crepLrnH3aLUAV u34envfi, MeAnIII4HcKoro Ha3HarIeHuflD.

It.4.3. Yrnrul3allu.f, rlpoBo cleq[alI{3I{poBaHHbIMI,I OpraHH3AIILlfl}jt[I4, KOTOpbIe I{MeIOT

HCKHX OTXO.IIOB.nr4IIeH3LIrO Ha npaBo yTHJII'I3aUr4n M

llpeanp nfl TLI e- I,I3 roroBl,ITenb rapaHTr{pyeT cTaoHnbHocTb KoMrroHeHTOB r4 Ha6opa"

coorBercrBl{e Ha6opa rpe6o rrflM Texnu'recKl4x ycnoBl{ii upu coonroAeuuu

KOnmfi,sEPl-fiA

flo4nncs

o6r4ecreo, orpffi,'o.r*
n l-eHepaf bI:|Yf: peKrop
11e6efl[,t iJ l-Op;r;i ' ".inaHoBHq

e rrapoB IlepeKltcl4 BOAOpOAa U Xnopa B fIoMeIIIeHI{pI [pLI

HEUII,T34.

HEHI{IO.

HeHrhI Ha6opa peareHron <TT|-LIOA)) peMonry LI rexHnqecKoMy

A TAKXC

ycloeufi

TpaHcrIopTI,IpO B aHr4fl., XpaHeHI',I r' 14 tr EHEHH'.
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