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BHumaHue: ocHogol nrpu nposedeHUU aHanusa sensgemcsi opuauHan
UHCMPYKYUU Ha aHen. 3bIKe.

1.BBEAEHUE

1.1 NpepHasHavyeHue

Habop DRG TGF-f1 ELISA - uMMyHOdEepMeHTHbI aHanua Aang
KONMWYEeCTBEHHOIO AnarHocTuyeckoro onpegeneHum in vitro TGF B-1 B
CbIBOPOTKE, Mna3me 1 cynepHaTaHTe KynbTypbl KMeTKu.

1.2 Kpatkoe onucaHue n o6bsicHeHue

TpaHcopmupytowmini daktop pocta B-1 (TPPB-1) romogumep, 25 kfa,
coctosawmn un3 2 cybbeamHuy (12,5 k[a kaxpas), CBA3aHHbIX
ancyneuaHeiMm - ceasaMu. TOP  B-1  MynbTUNOTEHTHbIM  LIMTOKMH ¢
KMEeTOYHON 1 40303aBNCMMON aKTUBHOCTbIO. OTa Monekyna npogyumpyercs
OonMbLIMM  KOMMYECTBOM  KIMETOK W TUNamu TKaHew, K npumepy,
TpombounTamm, KOCTHOW TKaHbI, MraueHToW M noykamu. IOToT LiMTokumH
MoAynupyeT ambpuoHanbHoe pa3BuTue, opMMpoBaHME KOCTEN, pasBuUTne
MOMOYHbIX Xenes, 3aKWBMeHWe paH, reMatonoas, LMKINYeckoe passuTune
KNeToK W Npogykuuilo  aKCTpauennonspHoro marpukca. OH  Takke
nHrmbmpyetr T- un  B-kneTouHylo nponudepaumo ©n  OeAcTByeT  Kak
aHTMBOCNanUTerNbHbIA areHT Kak “in vivo”, Tak u "in vitro”. TOP B-1
MHIMObUpyeT [03peBaHne U aKkTMBHOCTb MakpodparoB. OH Tawke yrHetaer
aKTUBHOCTb MPUPOXAEHHBIX KUNNEPOB U KIETKU-KUMNepbl, akTMBUPOBAHHbIE
numdokuHamu; BrnokupyeT NPoAYKLMIO LIUTOKUHOB.

2. MPUHUUN AHANTU3A

Habop DRG T®P -1 ELISA 6asupyertcst Ha npuHUMne “coHaBMYa”.

Mepen aHanusom o6pasubl NaumeHTa passoasaTca B Oydepe, nogaatoTtcs
aungndumkaumm HCI, a notom HewnTpanusauun NaOH. lMocne aToro B nyHkw,
NoKpbITble aHTUTenamu, Ao6aBnslTCA CTaHA4apTbl U HEWTpanvM3oBaHHbIe
obpasupl.

Mocne nepBon NHKybaLun HecBs3aHHbIe MaTepuansl obpasLla BbIMbIBalOTCS
pa3BefeHHbIM  MoLWwyM  pacTBopoM. [lo6aBnsloTCA  MOHOKIOHanbHoe
MbIWKHOE  aHTU-T®P  B-1-aHTuUTENno, OGUOTUHONOBOE  aHTUMbILIVHOE
aHTuTeno knacca IlgG u komnnekc CtpentasugmH-HRP ®epmeHTta 1 nyHkn
onATb  UHKYGupyloTca.  PopMmupyeTcss MMMYHOMPEPMEHTHbIA  KOMMNEKC.
HecBsidaHHbIA KOHbOraT BbiMbIBAETCA MNpoMbiBaHMeM. [locnepgoBaTenbHO
nobaensetca pacteop CybecTpaTa. [Mocne HEKOTOPOro BPEMEHW pasBuUTUA
LBeTa fobaBnsaeTca CTon pacTBOP M U3MepsieTcs BenuinHa abcopbumm npm
450 HM. MHTeHCMBHOCTb LiBeTa MpsiMO MPOMOpLMOHanibHa KOHLEeHTpaumm
TOP B-1 B obpasue.

3. NIPEOOCTEPEXEHUA

1. [nsa guarHocTuvku in vitro.

2. OTHOCUTENBHO MHGOPMaLMM NO 6e30MacHOCTW, KOTOPble BKMHOYEHbI
B Habop, cnegyinTe NUCTY AaHHbIX No 6e30nacHoCTw.

3. 3ToT Habop MOXeT coaepxaTb peareHTbl, MPUroTOBMEHHblE W©3
YenoBeYeCcKon CbIBOPOTKM Unu nna3ma. icnonb3oBaHHble CbIBOPOTKA
W1 nnasma aHanuM3npoBanucb MeTodoM, yTBepxAeHHbiM FDA, n
HaWgeHo, YTO OHM He copepxaTt aHTuten k BUY-1/2, HCV n HBsAg.
TeM He MeHee, Tak Kak He CyllecTByeT MeToaa, OaloLLero NomnHyw
rapaHTuio otcytcteus BUY, HCV, Bupyca renatuta B unu kakux-nn6o
OpYrMX WHAEKUMOHHBIX areHToB, TO C AaHHbIMW peareHTamu Hago

obpawatbCss  kak €  noTeHuuanbHO  MHAEKLUMOHHO-ONACHbIM
Matepuanom.

4. M3berante KOHTaKTOB C KWUCMOTOM CTOM pacTeopa. OTO MOXeT
NPUBECTU K pa3apaXKeHUIo KOXN 1 oxXoram.

5. He nuneTtupynte ptom M unsberavite KOHTaKTa KOXW U CAU3UCTBIX C
peareHTamm.

6. He kypuTe, He newTe, He eWwbTe U He MPUMEHSINTE KOCMETUKY B

MecTax paboTbl C peareHTamu.
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7. Vcnonb3yite  ogHOpa3oBble nepyaTtkn npu  obpalieHnmn c

obpasuamn n peareHTamn. Mwukpobuonornyeckoe 3sarpssHeHune

peareHToB nnn o6pa3|_|os MOXET BNUATb Ha pe3ynbTaTthbl.

OO6palanTech C peareHTamu cCorfacHo npasunamM 6e3onacHocTw.

He I/ICI'IOJ'Ib3yI7ITe peareHTbl Nocne Ucrte4eHnsa cpoka npurogHocTun.

0. HeobxogMmo npuaepxmBatbCsi BCeX 0O6bLEMOB, OMUCaHHbIX B
NHCTPYyKUNN. OnTumanbHble aHanun3oBble pe3ynbTaTbl npu
ncnonb3oBaHUn KaI'II/I6pI/Ip0BaHHbIX NMUNEeTOK.

11. He cmewmBaiiTe  KOMMOHEHTbl  pa3Hbix  Habopo. He
pekomMmeHayeTCA MeHATb MeCTaMU NYHKU pa3HblX NaHWeToK AaXe
OT ofgHoro Habopa. Habopbl MoOryT TpaHCnoOpTMPOBaTLCS Pa3HbiMMU
crnocobamu, NO3TOMY [,0NyCKaeTCsl HE3HAYUTENbHOE pasnuune.

12.  Xumukanuu um NpuroToBMEHHbIE WM UCNONb30BaHHbIE peareHTbl
Heobxogumo  obpabatbiBaTb cornacHo TpeboBaHuaM
6esonacHocTu.

13.  Jluct gaHHbIX 6e3onacHOCTM A4OCTYNEH No TpeboBaHuIo.

0>

4. PEATEHTbI

4.1 NocTaBnsieMble peareHTbl

1. MMKpPOTUTPAUMOHHbIE MNYHKM C npuBUTEIMKM aHTU-TGF  B-1
aHTUTEenamu, 96 NyHoK.

2. CraHpapt (UcxopHbin ctaHpapT), 2 mn, 600 nr/mn TGF B-1, 2 mn.
(Cmotpute «pUroToBneHne peareHToB»)

3. Pab6ouumn 6ydep (10 x koHu.). 0 nr/mn TGF B-1, 10 mn

4.  AHMCbLIBOPOTKA, MOHOKIOHaNbHOe MbllnHoe aHTn- TGF B-1
aHTuTeno, 11 mn.

5. ®epMeHTHbIN KOHBbIOraT, KOHblOraT: aHTUMbIWKHBIN |gG GUOTWH,
11 Mn., FOTOBBLIN K NCMONb30BaAHMIO.

6. ®PepMeHTHbIN KOMNMEKC CTpenTaBuamnH-nepokcmaassl, 11 mn.

7. PactBop cybeTpaTa (TMB), 14 Mn, roToBbIf K MCNOMNBb30BaHUIO.

8. Cron-pactBop, 0,5 M H,SO4, 14 Mn, roToBbIA K MCNONBb30BaHMIO.
WM3berante KOHTaKTa € HAM, NOCKOIMbKY 3TO MOXET Bbl3BaTb OXOT.

9. PactBop Ansa npombiBaHus (40x), 30 mn

10. 1 N HCI pgna okvucneHus o6pasuoB, 3 M, TrOTOBbIA K

MCNONb30BaHMIO
11. 1 N NaOH gns HeviTpanusaumu, 3 M, roToBbIf K UCMOMb30BaHMI0.
lpumeyaHue: dononHumernsHbIl — paboyuli  6ychep onsa

pasbasneHus obpa3syos docmyreH no 3anpocy.

4.2 Heo6xoauMble, HO He NoCcTaBnsieMble MaTepuansbl:

. 1,5 Mn peakuMOoHHbIN eMKOocTM (Hanmp. JnneHpopda) ANns
NpUroToBNeHNs 0bpasLIoB (OKUCIEHNA UNW HENTpanu3aumn),

. MuKponnaHLeTHbIA  cYMTbIBaTENb, CMNOCOGHBLIN  MPOBOAUTL
nameperusi npu (450 HM £ 10 HM).

. OTkannbpoBaHHble MUKPOMUMETKN Pa3HOW TOYHOCTMU.

e  AbGcopbupyrollas bymara.

. OuctunnupoBaHHas Boga

. YHuBepcanbHas nHgmkaTtopHas bymara

. Tanvep

. Monynorapudmuyeckas rpadonocTpoutenbHas bymara wnu
MO ans 06paboTKM AaHHbIX.

4.3 YcnoBus xpaHeHus

Mpw xpaHeHun npu 2-8°C HenoBpexaeHHble peareHTbl ByayT COXpaHsTh
CBOI0 aKTMBHOCTb [0 OKOHYaHWs cpoka rogHocTu. He wucnonb3ynte
peareHTbl Mocre 3Toro cpoka.

BekpbiThlie peareHTbl nomKeH XpaHuTbLCA npun 2-8°C.
MuKkpoTUTpoBanbHble MYHKM XpPaHWUTb Mpu 2-8°C. TMocne OTKPbITUA
YNaKoBKW HY)XHO NMOTHO 3aKpbiTh €e CHOBA.

HepasbaBneHHbI MCXOAHBLIN CTaHAAPT MOXET XPaHUTCS PaBHbIMU
yacTsmm npu —20°C B TeueHun Gonee ANUTENbLHOMO BpeMeHn (Goree 6
Heqdenb).

BckpbiTble Habopbl COXpaHAT aKTUBHOCTb B TeyeHwn 6 Hegenb npu
XPaHW Kak yKasaHo BblLLIE.

4.4 NoproToBKa peareHToB
MpuBeanTe Bce peareHTbl U CTPUMbI K KOMHATHOW TeMnepaType.

Pa6ouunn dydep:

Pasbasbte 10 Mn KoHUeHTpupoBaHHOro pabodyero 6Gydepa 90 mn
ONCTUNNMPOBaAHHON BoAbl, 4TOObI AOCTUYL OKOHYaTENbHOro obbema
paboyero pactsopa 100 mn.

CTaHpapThbl:
CepuitHoe pasbasneHne ncxogHoro ctaHgapTa (600 nr/mn):

OnucaHue KoHueHTpauus
nr/mn
CrtaHpapTt A 600
CraHpaptB 1 mn Crana. A+ 1 mn Bydepa 300



CraHpaptC 1 wmn CraHa. B + 1 mn 6ycepa 150
CraHpaptD 1 mn Crang. C + 1 mn 6ycdepa 75
CraHpapTE 1 mn Crang. D + 1 mn 6ycepa 38
CraHpapTtF 1 mn CraHa. E + 1 mn Bydepa 19
CraHpapt G 2 mn 6ycepa 0

XpaHeHue: pa3BefeHHble CTaHAapTbl CTabunbHbI B TedeHun 1 Hegenu npu
2-8°C. [Mpu 6Gonee ANUTENbHOM XpaHEHUWN 3aMOPO3UTb MpPK -20°C.

MpombIBOUHBLIN pacTBOp:

[lobaBbTe AenoHusmpoBaHHOMW Bodbl K 40X KOHLEHTpaTy MPOMbIBOYHOIO
pacTBopa.

Pa3baBbTe 30 MM KOHLEHTPMpOBaHHOrO Motowero pactsopa 1170 mn
OEVOHNM3NPOBaHHON BOAbl A0 KOHeYHoro oobema 1200 mn. Pa3baBneHHbI
NPOMbIBOYHBLIA PacTBOP MOXET XpaHUTbCA 2 Hedenu npu KOMHAaTHOMN
Temnepartype.

4.5 Ynu3sauusa Habopa

YHU4YTOXKEHME Ha6opa AOOMKHO npoBOAMTBCA COornacHo HaunoHanbHbIM
TpeboBaHuaM no 6esonacHocT. CneumanbHas MHbOpPMaUUa ykasaHa B
MacnopTe 6e3onacHocTu (cm. Pasgen 13).

4.6 NoBpexaeHHHbIe Habopbl

Mpu noepexaeHun HaGopa HeobXxooMMO yBeAOMWUTb MpPoOM3BOAMTENS B
TeYeHUM OfHOW Hedenw mnocrne nonyvyeHuss Habopa. [loBpexaeHHble
KOMMOHEHTbl He [OMKHbl MCMoMb3oBaTbCs B aHanmse. OHW  JOMKHbI
XpPaHUTBLCA Noka pacTBop He ByaeT 3aMeHeH.

5. OBPA3LbI

5.1 Coop o6pasuoB

CbIBOpOTKa

Cobepute KpoOBb BeHENyHKUMEW, [alTe BO3MOXHOCTb CryCTUTbCS W
oTAEenuTe CbIBOPOTKY LIEHTPUGYrMpoBaHWEeM Npu KOMHaTHON TemnepaType.
[OOIMKHbI MOCTOSATL NMPU KOMHATHOW TemnepaTtype.

Mnasma

HyxHO B kayecTBe aHTMKoarynsHTa ucnonb3dosatb JATA unu HaTpua
untpaT. He wucnomb3yinte ANsS aHanu3a CUMbHO FEMOMM3NPOBaHHbIE W
nvnemunyeckne obpasLbl.

5.2 XpaHeHue o6pasuoB

O6pasubl HYXHO XpaHWTb 3aKpbITbIMKU MpK 2-8°C no 24 yvacos nepeq
nccnegosaHueMm. [lpu 6Gonee ANUTENBHOM  XpaHEHUW AOMKHbI  ObITh
3aMOpOXeHbl Mepen  MccrnegoBaHWeEM TOMbKO OAWMH  pa3 Ao —20°C.
PasmopoxeHHble 06pa3ubl HE06X0ANMO NepeBepHYTb HECKONBKO pa3 nepes
uccrnenoBaHneM.

5.3 Pa36aBneHue o6pasuos
5.3.1 CbiBOpOTKa M Nnasma
O6pa3ubl CbIBOPOTKM M Nna3mbl HYXHO pa3secTu 1:50 nepen aHanusom
paboumm 6ydpepom.
3ameTbTe: pe3ynbTarhbl AOMKHbI BbiTb YMHOXEHbI Ha hakTop passegeHus
(x 50).
Mpumep:
Pasbasnenue 1:50: 10 mkn cbiBopoTkM + 490 mkn paboyero 6ydepa
(TWwaTenbHO NepemeluaiTe).

5.3.2 O6pasubl KynbTypbl KNeTok
LleHTpndyrnpynte obpasupl KynbTypbl KneTok. Passegute cynepHaTaHT
pabounm GydepomM, COOTBETCTBEHHO C OXWAaeMbIMN KOHLEHTpaumsam TGF
B-1, k npumepy, 1:10, ecnu oXugaerca BbICOKas KOHLIEHTpauus.
PesynbTaThl 4OMKHBI BbITb YMHOXEHBI Ha (DaKTop pa3BedeHus.
Mpumep:
PasbaBnenve 1:10: 10 mkn obpasua + 90 mkn paboyero 6ydepa
(TlwaTenbHO NepemeluaTe).

Ecnn B HavanbHOM aHanmu3e oOkas3anocb, 4YTO obpasupl UMelT
KOHLEHTpauuio Gonblue Yem camblil BbICOKUI CTaHAapT, OHW MOryT ObiTb
pa3baeneHbl paboumm Oydepom KU MNOBTOPHO MpPOaHanM3npoBaHbl Kak
onucaHo B npoueaype aHanuaa.

0Ona  BblMUCNEHUS  KOHUEHTpauun  Heobxogumo
AOMNOMHUTENbHbIV KO PULINEHT pa3baBneHns

yuunTbiBaTh 9TOT

5.4 OkucneHue U HenTpanusauusa o6pasLoB U CTaHAapPTOB
1. HobasbTe 200 mkn passegeHHoro obpasua unu ctaHa4apToB (He
pa3BefeHHbIX) B eMKOCTU (K MpuMepy, eMKocTu dnneHgopda).
3ameTbTe: CTaHAapTbl, KoTOopble OblNM  MPUrOTOBMEHbI  CEPUIAHBIM
pasBeneHvem, Takke A0MmkHbI BbiTb 06paboTaHbl, Kak ONMcaHo HUXe.
2. [o6asbTe 20 mkn 1 N HCI Bo Bce eMKoCTHM.

3. BakpomTte  emkoCTH, XOpoWwo  cMewante  (BUXPeBbIMU
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OBWKEHNsIMW) 1 ocTaBbTe Ha 15 MUHYT.

4. [Oobasbte 20 mkn 1IN NaOH pansa HewTpanu3aumm u
TLWaTenbHO NepemMellanTe.

5. TMocne HeWTpanusaumn obpasLbl AOMKHbI UMETb 3HaveHns pH
mexay 7 n 8. Tak 4To, noxanywncra, nposepbTe 3Ha4yeHne pH
YHusepcanbHon NHavkaTopHow Bymaron.

6. MNMPOLEQOYPA AHAJIU3A

6.1 O6wume 3amevaHus

. Mepen wcnonb3oBaHWem
KOMHaTHOW Temneparype.
peareHTbl 1 obpasupbl
obpa3oBaHus NeHbI.

. Mocne Hayana aHanusa Bce 3Tanbl HYXXHO BbINOMHATL 6e3
nepepbIBOB.

. Vicnonb3ynTe Kaxabln pa3 HOBble NUNETKK, a AnsA AobaBneHus
cybcTtpata M CcTOn pacTBOpa He WCNOonb3ywte MnUNeTkM ¢
MeTannM4yecknMm Yactsimu.

e B obwem, depmeHTHas peakuus 3aBUCUT JIMHENHO OT
BpemMeHn u Temnepatypbl. [purotoBbTe BCE Heobxoaumoe
nepen Hayanom aHanusa, 4tobbl He TpaTUTb BPEMSA BO BpeMs
camoro aHanuaa.

. NPUHATO cuYUTaTb, 4YTO EepMeHTaTMBHas peakuus npsmo
nponopunoHanbHa BpeMeHU 1 Temneparype.

npueeguTe BCe peareHTbl K
TwaTtensHo nepemellanTe Bce
nepeg  ucnonb3oBaHnem  6e3

6.2 MpoueaypHble 3aMeyaHusa
Kaxpasa npouenypa oomkHa BKNoYaTb KannbpoBOYHYIO KPUBYHO.

1.

2.

Noo

11.

13.

14.
15.
16.
17.

3akpenuTe Tpebyemoe KOMUYECTBO MUKPOTUTPALMOHHBIX NYHOK B
Aepxartene pamku.

Munetkon BHecute 100 MKN NPUrOTOBMEHHOTNO CTaHAapTa,
KOHTPONA M 06pa3LoB HOBbIMW OOHOPA30BbIMU HAKOHEYHUKaMU B
COOTBETCTBYIOLUME MYHKM.

HakponiTe mnaHweTky n WHKYbupyiTe 4vepes Hoyb (8-16 4vacoB)
npun 4°C vnn, kak BMPUaHT, 3 4aca Npu KOMHaTHON Temneparype.
Pe3ko BbITpAXHUTE codepkumoe nyHoK. MNpomoiiTe pasBefeHHbIM
NPOMbIBOYHBIM pacTBOpoM Tpu pa3a (300 mkn Ha nyHKy). Pesko
BCTPAXHUTE MNaHwWeTky Hag abcopbupylowen OGymaron wu
NPOMOKHWUTE oCTaTKu Bnaru.

BaxxHoe 3amMe4aHue: 4yBCTBUTENbHOCTb M TOYHOCTb 3aBUCUT OT
npoLienypbl NPOMbIBaHWS.

[o6asbTe 100 MKN aHMUCLIBOPOMKU BO BCE NYHKM.

MHKyBupy#iTe 2 yaca npu KOMHaTHOM Temneparype.

Pe3ko BbITpAXHUTE codepkumoe nyHoK. MNpomoiiTe pasBefeHHbIM
NPOMbIBOYHBIM pPacTBOpoM Tpu pasa (300 mkn Ha nyHKy). Pesko

BCTPAXHUTE NMaHWeTKy Hag dunbTpoBanbHOM Bymaron wu
NPOMOKHWUTE OCTaTKu BRaru.
[OobasbTe 100 Mkn pacTBopa (EPMEHTHOrO KOHbtorata

(aHTUMBILLMHOTO BUOTUHA) B KaXKAYIO NYHKY.

MHKy6upyiiTe 45 MUHYT Npyn KOMHaTHOM TemnepaTtype.

Pe3ko BbITpAXHUTE codepkumoe nyHoK. MNpomoiiTe pasBefeHHbIM
NPOMbIBOYHBIM pPacTBOpPoM Tpu pa3a (300 mkn Ha nyHKy). Pesko
BCTPAXHUTE NMaHWeTKy Hag dunbTpoBanbHOM 6Gymaron wu
NPOMOKHWUTE OCTaTKu BRaru.

[o6aBbTe 100 MKN hepMEHTHOIrO KOMMIIEKCa B KaXXA Y0 NYHKY.
WHKy6upyiiTe 45 MUHYT Npyn KOMHaTHOM TemnepaTtype.

Pe3ko BbITpAXHUTE codepkumoe nyHoK. MNpomoiiTe pasBefeHHbIM
NPOMbIBOYHBIM pacTBopoM Tpu pa3a (300 mkn Ha nyHKy). Pesko
BCTPAXHUTE NMaHWeTKy Hag dunbTpoBanbHOM 6Gymaron wu
NPOMOKHWUTE OCTaTKu BRaru.

[o6asbTe 100 Mkn pacteopa cybeTpaTa (TMB) B KaXAyto fyHKY.
MHKy6upy#iTe 15 MUHYT Npyn KOMHaTHOM TemnepaTtype.

[obasbTe 50 MKN CTOM-pacTBOpPa B KAXAYH NYHKY.

M3amepbTe onTMYecKylo MAOTHOCTb Kaxaon nyHku npu 450 Hmx10
HM Ha npoTshkeHun 10 MUHYT nocne AobaBrneHns cTon pacTBopa.

6.3 BbluucneHune pesynbtaToB

1.

2.

BbluMcnute 3HadeHus cpenHern abcopbuum ona kaxgoro Habopa
cTaHagapTa, KOHTponew n obpasLoB NaUMeHTOoB.

MocTponTe cTaHOapTHYK KpWBYK, OTKnagbliBas cpefHol
abcopbumio Ha ocK Y, NONyYEHHy ANS KaXA0ro cTaHaapTa npoTus
€ro KoHLUeHTpauun Ha ocu X.

Mcnonb3ysa cpegHioto  abcopbuuio Ans KaXgoro obpasua
onpefennTe COOTBETCTBYIOLLYIO KOHLEHTpaUM CO CTaHAapTHOM
KpuBon. MoOXXHO ucnonb3oBaTte Apyrine MeToabl 06paboTku AaHHbIX.
ABTOMaTUYECKUN MeTon: KOMMbIOTEpPHbIe nporpamMmmel,

ucnonb3yowne Kybuyeckme cnnuHel, 4 [T wnn  nuHenHo-
norapudmMn4eckyo.

KoHueHTpauma obpasuoB MOXET CYMTbIBaTbCS npsMo co
CTaH4apTHOM  KPWBOW. YMHOXbTe HavyanbHoe pasbaBneHue




obpasuoB Ha 50.
O6pa3ubl C KOHUEHTpauWen Bbille HauBbiCLLEro craHgapta Heobxogmmo

panbwe pasbaBuTb paboumm Gydepom. Ons BbIMMCNEHUSA KOHLEHTpaumu,
HeobxoAMMO yunTbiBaTb 3TOT hakTop pasbaBneHus.

7. OKUOAEMbIE 3HAYEHUA HOPMbI

PekomeHayeTcs, 4To 6 kaxgas nabopatopusi ycTaHaBnuBana cobCcTBeHHble
HOpMarbHbl€ 1 NaTONOrM4yeckne 3Ha4yeHus.

[aHHble foCTYNHbI MO 3anpocy.

8. KOHTPOIb KAYECTBA

PekomeHayeTcs MCMoOnNb30BaTb KOHTPOMWM COMMacHO rocyAapCTBEHHbIM U
degepanbHblM npasunam. Mcnonb3oBaHne KOHTPOMsS AaeT BO3MOXHOCTb
NMOBCEAHEBHON  OLIEHKU [0CTOBEpPHOCT pesynbTatoB. Mcnonbaynte
KOHTPOMW 1 HOPMarbHOrO YPOBHS, U MaTONOrMYECKOro.

KoHTponu u cootBeTcTBylOlMe pe3ynbTatel QC nabopaTtopun ykasaHbl B
QC cepTudumkare, 4To noctasnseTcs ¢ Habopom. BennuumHbl, ykazaHHble B
OaHHOM  cepTudumkaTte COOTBETCTBYWT NOTYy Habopa W [OOMKHbI
MCMONb30BaTbCA ANA CPaBHEHUSI pe3ynbTaToB.

Takke pekomeHAyeTCH MCNONb3oBaTh HalMOHamnbHble U MEeXAyHapoaHble
nporpammbl  OLEHKM KayecTBa AnNs NOATBEPXAEHWS AOCTOBEPHOCTW
pe3ynbTaTos.

VMicnonb3ynTe COOTBETCTBYIOLUMIA CTATUCTUYMECKUA MeTod ANna  aHanusa
BENMYMH KOHTponsa. Ecnu  pesynbTatel aHanu3a He nonagawT B
YCTaHOBMEHHbIE rPaHNLbl MaTepuanoB KOHTPOMS, pe3ynbTaTbl SABNATCA He
[OCTOBEPHbIMM.

B Takom cnyyae npoBepbTe crneaylowme AdaHHble:  YCTpoWcTBa
NMNETUPOBaHUS U U3MepPeHUs BpemMeHM; (DOTOMETP; AaTbl NPUrogHOCTH
peareHToB, YCNOBUSA XpaHeHUs W UWHKybauuwn, MeToabl acnupaumn u
NPOMbIBaHWS.

Ecnun He obHapyxxeHo owwmnbkn, obpatntech k Bawemy nocTaBLUKKY.

9. PABOYUE XAPAKTEPUCTUKU
9.1 InHaMun4eckMin guanasoH aHanu3sa
[wnana3oH aHanu3a B npegenax 1,9-600 nr/mn.

9.2 CneundUYHOCTL aHTUTEN (NepeKpecTHas PeakTMBHOCTDL)
MepekpecTHble peakumm ¢ TGF B-2 n TGF B-3 He onpegeneHsb.
MepekpecTHas peakumsa ¢ TGF B-1 kpbicbl: 98%.

9.3 YyBcTBMTENLHOCTL

AHanuTnyeckasa 4yBCTBUTENbHOCTb Oblna onpegeneHa w3 cpegHero
3HayeHMs MMIC ABYX CTaHAApTHbIX OTkNoHeHun 20 pennukatos 0O
cTaHaapTa. [NonyyeHHbIn pesynbTar coctaenset 1,9 nr/mn.

9.4 Bocnpon3BogumocTtb

CbIBOpOTKa K-Bo KB, %
BHyTpun aHanusa 8 1,0
Mexay aHanumsamm 12 75

9.5 BoccTtaHoBneHne
BocctaHoBneHue: 92,5% (k-Bo=2). 3TO 3Ha4UT, 4To Okono 93% WCXOAHOro
obpasua onpeaeneHo B 4aHHOM UCCNEAoBaHUN.

9.6 JluHenHoCTL
O6pasupl Nnasmel 6biny pas3dbasneHsbl paboynm Gydepom.

EIA-1864, TGF-B1 ELISA

Pa36aBneHue MonyyeHHas KOHLeHTpauus (nr/mn)
1:30 48,73
1:40 55,19
1:50 56,33
1:60 58,00

10. OrPAHUEYEHME NCNONb30OBAHUA
HenpasunbHoe obpalyeHne ¢ obpasuamu unu mogndukaums aHanusa
MOXeT BNUsSiTb Ha pe3ynbTaTbl.

10.1 Bnusirowme BellecTBa
[laHHble BO3MOXHO NOMy4YuTb MO 3anpocy.

10.2 BnusiHMe nekapcTBEeHHbIX NpenapaToB
[laHHble OTCYTCTBYIOT.

10.3 «Xyk-3cpcpekT™» BbICOKOM AO03bI
[laHHble BO3MOXHO MOMy4YuTb MO 3anpocy.

11. NTPABOBbIE ACMNEKTbI

11.1 locTOBEPHOCTb pe3ynbTaToB

AHanu3 AOMKeH MPOBOAUTLCA TOYHO C MHCTPYKUMEW NPOM3BOAMTENS.
Takke nonb3oBaTerb AOOMKeH cnenoBatb HauMOHalbHbIM CTaHO4apTam
N 3aKoHam. 3TO OCOBEHHO OTHOCMTLCS K MCMOMb30BAHWUIO KOHTPOIEN.
OyeHb BaxHO BCeraa BKYaTb B aHanNnmM3 OOoCTaToOYHOEe Konn4ectBoO
KOHTpOMnen Ans OUEHKN [ OCTOBEPHOCTM M TOYHOCTM aHanuaa.
AHanunsoBble pe3ynbTatbl OOCTOBEpPHble TOMbKO ecnn  KOHTponun
nonafalT B YyKasaHHble rpaHuLUbl W ecrnu Bce ApyrMe napameTpsbl
COOTBETCTBYIOT CrieLudmkaLmm.

9.2 TepaneBTUYECKME 3aKIMIOYEHUA

TepaneBTUYECKOE 3aKOYeHMEe HUKOrga He AOMKHO OCHOBbLIBATbCSA Ha
pesynbTatax nabopaTopHbix uccnenoBaHuii. OHO [OMKHO YYuUTbIBaTb
NOSMHOCTbLIO BCHO KIMHWUYECKYIO KapTUHY NaumeHTa.

AHanunsoBble pe3ynbTaTbl HE AOMKHbI ObiTb €AMHCTBEHHBIM (DakTOpoM,
Ha OCHOBE KOTOPOro CTaBUTCA TepaneBTUYECKOe 3aKIoveHne.

11.3 OTBEe TCTBEHHOCTb

Jliobble M3MeHeHMa Habopa W/unM CMeELIMBaHUSA KOMMOHEHTOB pa3sHblX
I0TOB MOryT oTpULiaTenbHO BNUSATL Ha pe3ynbTaTthl aHanm3a.

Takve mogmdmkaummn He MmoryT BbITb NPUYMHON A4NS 3aMeHbl Habopa.
JTiobble noBpexaeHnsa Npu TpaHCMOPTUPOBKE Habopa He ABnseTca nop
OTBETCTBEHHOCTbIO MPON3BOAMUTENS.
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