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TonbKo Ans uccnegoBaTenbCKUX Lienen
He Ans ucnonb3oBaHuA B AMArHOCTUYECKUX UMK TepaneBTUYECKUX
npoueaypax

1. HA3HAYEHME UCMNOJIb3OBAHUA

HaHHbIi Habop npegHasHayeH ANS KONMUMYECTBEHHOrO onpefeneHus
yenoseyeckoro IL-12 p 70. Habop npeaHa3HayeH TONbKO AnNsA
nccnefoBaTeNnbCKMX Lened M He [OMKEeH WCnonb3oBaTbCcs B
PYTUHHbIX ANArHOCTUYECKUX npoueaypax.

2. BBEOEHUE

MHTepnenkmH-12 — 3To NNEnNOTPOMNHbIA LUUTOKUH, NPEXHee HasBaHue -
dakTop co3peBaHua UMTOTOKCcMYecknx numdouutoB (CLMF) wnm
dakTop, CTUMYNUpYyLWMIA HaTypanbHble kunnepbl (NKSF), koTopbin B
nepByl0 o4vepedb CUHTE3UPYETCS CTUMYIMPOBaHHLIMWU Makpodaramu.
Bbin ngeHTUnumMpoBaH kak aktop, npoayumpyembli nuHuen B-kneTok,
TpaHcopMUPOBaHHBIX BUpycoM IdnwiTenH-bapp.

Mexgy Tem, nokasaHo, 4Tto IL-12 gaBRseTcsa npoBocnanuTenbHbIM
LUTOKUHOM, CUHTE3UpYEeMbIM daroumtamu, B-knetkamu wu gpyrumm

aHTUreH-NPe3eHTVPYIoLWMU KneTkamu, KoTopble MoaynupyoT
afanTVBHbIA ~ UMMYHHbBIA  OTBET  MPEMMYLLECTBEHHO  CTUMYNMPYS
npogykumto T-xennepoe | Tuna.

IL-12  BnuAeT Ha  pasHoobpasHble  Ouomnorudeckue  ahdeKThl,
nposiBsioLMecs: B YernoBeyecknx T-kneTkax U HaTypanbHbIX Kunnepax.
Kpome  ctumynsiumm  passutua  Th1-kmeTok 1M cnocoBHocTh
aKTUBM3MpOBAaTb  LMTONMUTMYECKYID  aKTMBHOCTb  OH  ornocpeayeT

HekoTopble U3 dusmonornyecknx apdekTos, AENCTBYS B KayecTBe
CUMBbHOTO MHAYKTOpa CuHTe3a uHTepdepoHa ramma (IFNy) n gpyrux
LUTOKUHOB B nepudpepuyeckon kposu T- n NK-knetkamu. IFNy, B cBOtO
oyepenpb, ycunuBaeT CnocoBGHOCTb dharoumToB npogyumpoBath IL-12 u
gpyrve npoBocnanuTenbHble  LUUTOKMHbL.  Takum  obpasom, IL-12
ctumynupyet gdencteve IFNy no mpuHUMny nonoxwuTtenbHow obpaTHow
CBSA3U, KOTOpasi NPEACTaBNSETCS BaXHbIM YCUIIMBAIOLLMM MEXaHU3MOM B
BOCManuTenbLHOM OTBeTe Ha UHMeKLmMK.

Ero ponb (B HanpaBneHun passutuss Th1-Tuna uMMyHHOro oTBeTa
HauMBHbIX T-KNETOK) COCTOWUT B perynsauMM KMMMYHHOro oTBeTa W
npeanonaraeT ero noTeHUuansHoe NCNofb30BaHMe B Tepanun paka.
IL-12 - obnapaeT reTepoAMMEpPHON CTPYKTYpOW, COCTOsALWEN U3 ABYX
cyobeauHuy, Tspkenow 40 k[a (p40) n nerkon 35 k[a (p35), cBA3aHHbIX
Mexagy cobon AvcynbuAHbIMU MOCTUKaMW. Buonornyeckn akTMBHON
dopmon  IL-12  saBnsetcs  Tonbko reTepogumep 70kDa  (p70).
Cy6beauHuua p40 mMoxeT HaxoauTbCcst B hopmMe romMmoanmMepa, KoTopblii
cBsA3bIBaeTca € peuentopom IL-12 n Takum obpasom OencTByeT Kak
aHToroHucT. CybbeauHuua p40 cekpetupyetcs B 60MnbIOM U3GbITKE MO
cpaBHeHuto ¢ p70.

OokaszaHa BaxHenwass ponb IL-12 B naToreHese pasnuUyHbIX
3aboneBaHuii. MNoBbIlLEHHAst KOHLIEHTpauUus Obina HangeHa y nauueHToB
C Henponoruvyeckumn  pacctporctBamu. u1047  3HauuTenbHoe
noBbilLeHVe BbINo 3aperncTpMpoBaHo y nul, CTpagaroLmx ayTusmMom u
pacCcesHHbIM CKNEepo3oM, a Takke Y NauMeHTOB C ayTOMMMYHHbIMU
3a00MeBaHNsIMM N XPOHWYECKMMW  BOCMANUTENbHLIMU  peakuusamm,
Hanpumep, B CUHOBMAIbHOM XXUAKOCTWM MaLUMEHTOB C OCTE0apTpUTOM,
peBMaToMaHbIM apTPUTOM U CepOHeraTMBHOW CrMoHAunoapTponaTuen; y
naumeHToB ¢ cuHapomom LlerpeHa n atepockneposom. Jkcnpeccus IL-
12 wMeHsleTca npu pa3HoOOpasHbiX GakTepmanbHbIX W BUPYCHBIX
MHMEKUMSX, Takux Kak OOCTPYKTMBHAs >XenTyxa, CenTUYEeCKUA LUOK,
nHpuumposaHue Mycobacterium tuberculosis, BUY. WHTepnenkuH-12
TaKkKe WrpaeT KpUTUYECKYl0 ponb B OTTOPXKEHUM TpaHCcnnaHTata u
BOCManuTernbHOM MOPaXXeHUN KOXU B HEKOTOPbIX CIy4asiX.
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3. NMPUHUUN TECTA

AHTUTENa, cneundunyHble K IL-12 Cop6upoBaHHble f4enkn

p70, copbupoBaHbl B s4elikax ]
nnaHweTa.
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II- MOHOKITOHarbHble aHTUTENA
Yenoseuvecknn IL-12  p70 B MepBas HKyGaLms
obpasue unu cTaHgapTe
CBA3bIBAETCS C aHTUTENaMu B
Averikax nnaHwerta.

[o6aBnsemblin KOHblOraT BUOTUH-
MOHOKIOHanbHble aHTu- IL-12 p70
aHTUTEena cesasbiBatoT IL-12 p70,
3axBayeHHbIN nepBbIMU
aHTUTEenamw.
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- - BUOTMHOBBIV KOHblOraT

Mocne vHky6aLmmn 1 NPOMbIBKM 13 Bropas uHkyGauus
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CrtpentaBugnH-HPR

Mocne BTOpOM WHKYGauum un TpeTbs UHKyGauus
NPOMBIBKM U3 S4eeK yaanseTcs He

CBSA3ABLUMIACH CTPEnTaBUAMHOBHIN e 1 o
KOHblOrar, " B AYEnKn -El}
pobaensietcs cybcTpaTHbIn
pacTBop, KOTOPpbIN ‘T"
B3aVMOAEeNCTBYeT C (PEPMEHTHBIM
KOMnnekcoMm ¢ obpasoBaHVeM
OKpaLleHHOro pacTeopa.

P - Cybcrpat

MHTeHcMBHOCTD oKpackw,

M3MepeHHas Ha AnnHe BoMHbI 450 — E "51‘" ,
HM, MpsIMO  MpornopuVoHanbHa

KOHLleHTpaumm IL-12 p70, $ $ \]/
npucyTcTBylolero B obpasuax. 3
KoHueHTpauns IL-12 p70 B ™= - MpopearnpoBaBLLnii
obpasuax  onpegenseTcs  no cyberpar
cTaHgapTHOM KpUBOWN,

NOCTPOEHHOM no 7

NPUroTOBMEHHBIM  pa3BefeHUsiM

cTaHpapTa.

4. NOCTABNAEMbIE PEATEHTbI
4.1 PeareHTbl B Habope YenoBeueckun IL-12 p70 ELISA BMS238 (96
TecToB)

MukponnaHuierT, NOKPbIThIN MOHOKIOHanbHbIMK 1 NnaHweT
aHTUTEenamu K yenoseyeckomy IL-12 p70

KoHbloraT MOHOKNOHanbHbIX aHTu— IL-12 p70 aHTuTten 1 dnakoH
1 6noTtuHa, 100 mkn

KoHblorat cTtpentaBuavHa ¢ nepokcuaason xpeHa, 1 cprakoH
150 mkn

CraHpgapT, nnocdunumanpoBaHHbIv, 400 nr/mn 2 cpnakoHa
BbICOKMIA KOHTPOIb, NMMOMUNN3NPOBAHHbIN 1 donakoH
Hu3Kui KOHTPONb, NMOMUIN3NPOBAHHbII 1 cbnakoH
Pa36aBuTtenb o6pasuos, 12 mn 1 donakoH

MpumevaHue: B Hekomopbix pedKux cry4asx, Hepacmeopumbili 0cadok
cmabunusupyroue2o benka Obln 3amevyeH 6 amrynax. dmom ocadoK He
Mewaem 8 /moboM criyyae nposedeHUd mecma U, makum obpasoMm, Moxem
6bIMmb NPOUSHOPUPOBAH.

KoHueHTpaTt Pabouero 6ydepa 20x (PBS ¢ 1% 1 conakoH
Tween 20 n 10 % BSA), 5 mn

MpombiBatowmn pacTeop, koHueHTpart 20x (PBS ¢ 1 donakoH
1% Tween 20), 50 mn

Cy6ecTpaTtHbin pactBop (TMB), 15 mMn 1 conakoH
Cron-pactBop (1M doccopHas knucnota), 15 mn 1 domakoH
Fony6on kpacutens, 0,4 mn 1 conakoH
3enéHbin kpacutenb, 0,4 mn 1 conakoH
KpacHbiin kpacutensb, 0,4 mn 1 donakoH

MnéHku Ansa 3akneMBaHUA CTPUNOB 4



4.2 PeareHTbl B Habope YenoBeueckun IL-12 p70 ELISA BMS238
TEN (10 x 96 TecToB)

MOHOKMOHanbHbIMM 10
niaHweToB

MukponnaHuer, NOKPbITHIN
aHTUTEenamu kK Yyenoseveckomy IL-12 p70

KoHbrorat MOHOKNOHanNbHbIX aHTU— IL-12 p70 aHTuTEN
1 6unotmnHa, 100 mkn

KoHbloraT cTpentaBuaMHa C NepoKkcupa3on XpeHa,
150 mkn

CraHpapT, NnodunmanposBaHHbii, 400 nr/mn
BbICOKUI KOHTPOIb, NMMOPUNN3NPOBAHHbIN

HU3KNI KOHTPOSb, MMOPUNN3NPOBAHHBI 10 dnakoHos
Pas6aBuTtenb o6pasuoB, 12 mn 10 conakoHoB
MpumeyaHue: B Hekomopbix peoKux cry4asix, Hepacmeopumbili 0cadok
cmabunusupyrowezo bernka 6bi1 3aMeveH 8 amrynax. dmom o0cadoK He
mewaem 8 nobom crny4dae nposeOeHwo mecma u, makum oﬁpasoM, MoXxXem
6bIMb MPOUSHOPUPOBEH.

10 cpnakoHoB
10 cpnakoHoB

10 cpnakoHoB
10 cpnakoHoB

KoHueHTpaTt Pabouero 6ydepa 20x (PBS c 1% 2 hnakoHa
Tween 20 n 10 % BSA), 5 mn
MpombiBalowmm pacTeop, KoHueHTpaT 20x (PBS ¢ 5 dpnakoHos

1% Tween 20), 50 mn
Cy6cTpaTtHbin pactBop (TMB), 15 mn
Cron-pactBop (1M cdoccopHas kucnota), 15 mn

10 cpnakoHoB
10 chnakoHoB

Fony6omu kpacutens, 0,4 mn 6 dpnakoHoB
3enéHbin kpacutens, 0,4 mn 6 dpnakoHoB
KpacHbI kpacuTensb, 0,4 mn 6 conakoHoB
MnéHku ans 3akneMBaHUs CTPUNOB 20

5. MHCTPYKUUU NO XPAHEHUIO — HABOP UD®A

Xpanute KOMMOHEHTbI Habopa npu Temneparype 2-8°C.

JInocpunusmpoBaHHble KoHTponu xpaHute npu -20°C. Cpasdy nocne
MCMNOMb30BaHNsi BEPHUTE peareHTbl B XONOAUNbHUK. XpaHuTe OO0 AaThl,
yKasaHHOW Ha ynakoBKe peareHToB.

Tonbko Npy COOTBETCTBYIOLLEM XPaAHEHUU U UCKIHOYEHUN KOHTaMUHaLMK
BO Bpemsl npeabiaylwero UuCnonb3oBaHWs Habopa rapaHTupyetcs
KayecTBeHHas paboTa peareHToB.

6. 3ABOP U XPAHEHUE OBPA3LA

CynepHaTaHT KynbTyp KIeTOK, 4eroBeyeckas CbIBOPOTKa M nnasma
(OOTK, umTpaTtHas, renapvHoBas) nnasma MoryT ObiTb MCMOMb30BaHbI
Ans aHanusa AaHHbIM MeToAoM. [lpyrne buonornyeckme obpasubl Takke
MoryT ObiTb ucnonb3oBaHbl. OTAenuTe CbIBOPOTKY UMM nnasMmy oT
CrycTka Unv apuTpoLMTOB Kak MOXHO BbicTpee.

O6pasupl, cogepxalume BUANMBIN npeuunuTar, Heobxoanmo
LueHTpudyrupoBaTe ANs OTAeNeHus npeuunutata Ao aHanusa. He
MCMOMb3yNTe CUMBHO rEMONU3NPOBaHHbIE UMW NUNEMUYHBbIE 06pa3Lbl.
Ecnu obpasubl He OyayT npoTecTMpoBaHbl B AeHb cbopa, TO MX
Heo6X04MMO 3aMOPO3NTL 1 XPaHUTb Npu Temnepatype -20 °C unu Huxe,
4yTobOblI MpenoTBpaTUTL NoTepto BuoakTuBHocTM VE-kagrepuHa. Ecnu
aHanu3 6ygeT BbINONHEH B Onwkanwwuwe 24 yvaca, obpasubl MoryT
XpaHuTbes npu 2-8 °C.
M3berante MOBTOPHbIX
obpasLosB.

LUMKINOB  3aMOpakuBaHUA-pasMopa>KuBaHUA

7. TPEBYEMBbIE, HO HE NOCTABJIAEMbIE MATEPUATNbI

. KannbpoBaHHble nuneTkn Ha 5 mn n 10 mn

. KannbpoBaHHble NMNeTkn ogHoKaHarnbHble NepemMeHHoro obbema c
O[lHOPa30BbIMU HaKoHeYHUKamm Ha 5 — 1000 mkn

e MHorokaHanbHble NUNETKN C O4HOPa30BbIMW HAKOHEYHUKaMKn Ha 50
— 300 mkn

e  BaHHOYKa Ans peareHTOB AN UCMOMb30BAHWSA C MHOrOKaHanbHOW
nuneTkown

e  KanunbposaHHble CTakaHbl
NPUroTOBMNEHNS PEaKTUBOB

e  PyyHoe unv aBTOMaTU4eCcKkoe NPOoMbIBaloLLee YCTPOMNCTBO

. MukponnaHweTHbln  pugep ¢ dunbtpom Ha 450 HM w©n, no
BO3MOXHOCTU, (PUNBTPOM CpaBHEHUSA = 620 HM

e [ucTvnnupoBaHHas Unv AevoHU3NpoBaHHas Boda

e  MwunnumetpoBas 6ymara wnu nporpammHoe obecnedveHne Ans
06paboTkn pe3ynbTaToB (NMMHENHas perpeccust)

n  unnnHapebl, Heobxoaumble Ans

8. NMPEAOCTEPEXEHUA NO UCNOJNIb3OBAHUIO

1 Bce xumMmukaTbl cuMTaTh NoTeHUMarnbHO onacHelMuU. PekoMmeHayeTcs
MCMNOSb30BaHME OaHHbIX PEeareHTOB TOMbKO KBanUUUUPOBAHHbLIM
nepcoHanoM B nabopaTopHbIX ycrnoBusx. cnonb3oBaTh 3aLLUUTHYIO
opexay, o4kv 1 nepyatku. M3beraTb KOHTaKTa C rmasamu U KOXemn.
B cnyyae koHTakTa, NpOMbITb C 6OMbLIMM KONMYECTBOM BOAbI.

2. Habop npegHasHayeH TOMbKO AN UCCreaoBaTeNbCKux Lienen u He
OOMKEH  WUCMOMb30BaTbCA B PYTUHHBIX  AWArHOCTUYECKMX
npotenypax.

3. He cmelumBanTe pasHble NOTbl M peareHTbl U3 pasHbIX IO0TOB.
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He ucnonb3yinTe peareHTbl C UCTEKLLIMM CPOKOM XPaHEHUS.
M3berannTe obnyyeHns peareHTOB CUMbHbIM WCTOYHWMKOM CBETa BO
BpPeMsi XpaHeHWs 1 MHKy6aLuum.

6. He nuneTtnpyinte pTom.

7. Henb3s ecTb unu KypuTb B MeCTe, A€ XPaHATCA peareHTbl U
obpa3subl Unn B MecTe, rAe NPOBOANTCA aHanms.

8. W3beravite KOHTaKTa peareHTOB C KOXeN 1 CAU3NCTbIMU.

9. Tlpy pyyHom wMeTode aHanu3a MOMb3yWTecb NATEKCHbIMU
nepyaTkamu Ans 3awmTbl pyK.

10. W3beranmte koHTakTa cCybGCTpaTHOro pacTtBopa C MeTannamum u
OKUCTIUTENAMM.

11. WasGeraite pa3dpbi3rnBaHus 1 obpa3oBaHUst aspo3oneit.

12. Yt06bl M36EXaTb MUKPOOHOro 3arps3HeHUs Wunu  3arpsi3HeHust
peakTBamMu W TMNOMyYeHUs B  pe3ynbTate HeOOCTOBEPHbIX
pe3ynbTaToB, NONb3yNTECh OAHOPA30BLIMU HAKOHEYHNKaMW.

13. Wcnonb3ynTe 4ncTylo, cneuvanbHO BbIAENEHHY Mocyay Ans
KOHBIOraToB 1 cybcTpaTHOro pacteopa.

14. 3arpsisHeHue KUCIOTON MHaAKTUBUPYET KOHblorarT.

15. [Ons NpuroToBreHWs1 peakTUBOB WCMOMb3yWTe AUCTUNNNPOBAHHYIO
UM AEVNOHN3NPOBAHHYIO BOAY.

16. CybcTpaTHbIl pacTBOp OOMKEH WMMETb KOMHATHYK TemnepaTtypy
nepe ncnonb3oBaHueMm

17. O6es3apaxwuBavite nocne paboTbl 06pasupbl, Tak Kak OHW MOryT

6bITb MHMLMPOBAHBLI, NMPEANOYTUTENBHO aBTOKNABUPOBAHWEM He

o

MeHee 1 4aca npu 121.5 C

18. 2Kupgkve oTxogpl, He cogepxallne KUCMOTY, N HeWTpanuM3oBaHHbIE
HeobXxoaMMO cMellaTb C PacTBOPOM TUMOXMOPUTA HaTpUs Takum
obpasom, 4Tobbl monyuunca B utore 1% pacTBOp rMnoxnopuTa.
OcTaBbTe nonyyeHHy cmecb Ha 30 MUHYT Ans 3ddEKTUBHOrO
obeszapaxuBaHua. XKuakme OTXoAbl, CcoAepXaliMe KWCMOTY,
HeobxoaMMo HenTpanu3oBaTb [0 00e33apaxuBaHUsi pPacTBOPOM
rMnoxnoputa HaTpusi.

ok~

9. NOArOoTOBKA PEATEHTOB

BydepHble KOHUeHTpaTbl MPUWBECTM K KOMHaTHOW TemnepaType u
pasBecTu nepe Ha4yanom aHanusa.

Ecnn B BydepHbIx KOHUeHTpaTax obpa3oBanucb
aKKypaTHO NOAOrpeTb UX 0 MOSHOMO PaCcTBOPEHWSI.

Kpuctannsol,

9.1 MpomebiBatowmn pacteop (1 x)

Pas6asbte 50 Mn KOHUEeHTpaTa  AUCTUASIMPOBAHHON unm
[OEVOHM3NPOBaHHON BOAON B MEPHOM UMAMHAPE A0 KOHEeYHOro obbéma
1,0 n. NepemeLwarite, n3beras BCrieHNBaHWS.

XpanuTe NpombiBatoLLmMii pacTBOp Npu 2-2500. MpombiBatownii pacTeop
ctabvnen 30 gHen.

MpombiBatowmin pacteop (1 x) Takke MOXeT OblTb NPUrOTOBMEH COrMacHo
cnegywollen tabnuue:

Konuuecteo mcnones- | Konoentpat Iposer- | JuctHanHpoBaHHad
3VeMBIX CTPHIOB EAIIIETD PACTEOPA, MI BOIA, MI

1-6 25 475

1-12 50 950

9.2 Pa6ouun 6ydep (1 x)

XopoLuo nepemellanTe KoHUueHTpaT Paboyero 6ydepa. PasbasbTe 5,0
MIT KOHUEeHTpaTa AWUCTUINUPOBAHHON BOAOW B MEPHOM UMNMHApPE [0
KOHeuHoro obvéma 100,0 mn. MNepemelante, usberas BCNEHWBAHUSA.
Xpanute Pasbasutens obpasuos npu 2-8 °C. PasbasuTens obpasuos
ctabuneH 30 gHen.

Pabounn 6ydep (1 x) Takke MoOxeT ObiTb NPUrOTOBMEH COrMAacHO
cnegywollen Tabnuue:

Kommuecteo memone- | Kommemtpar Paszoasutena | Iuctunmupopan-
IVEMEIX CIPHIIOR 06pasIoB, M HA" BOIA, M

1-6 2.5 475

1-12 3.0 93,0

9.3 KoHblorat 6uoTtuHa
3ameTbTe, UTO KOHBIOrat 6MOTUHA OOMXKeH ObITb UCNONb3OBaH B
TeyeHune 30 MUHYT nocne pa3BeAeHUs.

MpurotoBbTe HeobGXoaMMoe KONMYecTBO OWOTUMHOBOrO KOHBbIOraTa,
pa3Beass 6uoTMHOBLIM koHbloraT B 100 pa3 paboumum Bydepom
HEMoOCPEeACTBEHHO nepen MUCMONb30BaHWEM B YUCTOW  MIACTUKOBOW
nocyge, cornacHo tabnuue:

Kon-eo ctpunos KonmenTtpar KoHEBOTaTa, MIT Pabo=mit Bydep, ma

1-6 0.03 297

1-12 0.06 5.94




9.4 CrpentaBuguH-HRP

3ameTtbTe, 4To CTpentaBUANH-HRP pomkeH ObiTb UCNonb3oBaH B
TeyeHune 30 MUHYT nocne pa3BeAeHUs.

Pas6aBbTe koHueHTpaT KoHblorata Pabounm 6ycdepom B COOTHOLLIEHNUM
1:200 B YncTom nocyae.
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OuoTuHa:
KOHbloraTa

2. KoHwbrorart
61oTMHOBOrO

nepeg pasbaBneHnem
nobaBbTe  3enéHbl  Kpacutenb B
cooTHoweHun 1:100 (cmotpyu Tabnuuy) k Pabouyemy 6ydepy,
ucnonbdyemMoMmy  Ans  pasbaBneHusi  KOHbloraTa,  OKpalleHHbIV
OUOTMHOBBIVI KOHBIOraT NCMOMb3YWTE COrMacHO MHCTPYKLWN.

KOHLEeHTpaTa

Kon-Bo ctpunos CrpentaBngui-HRP (mn) | Pabounin 6ycep(1x) (Mn)

1-6 0.03 5.97
1-12 0.06 11.94
9.5 CraHpapt yenoBeuyeckoro IL-12 p70
PactBopute  nuodwmnuanpoBaHHbin  CtaHpapt IL-12 p70 B

OUCTUNNMPOBaHHOM Boge. Heobxooumbin 06bemM [AnNsi pacTBOPEHUsI
ykasaH Ha 9TukeTke chnakoHa, copepxaiiero craHgapt. OCTOpoXHO
nepemMeLlunBanTe A0 MOMHOTO pacTBOpeHusi. KoHeyHasi KOHUeHTpauusi
nony4yeHHoro pactesopa coctasut 400 nr/mn.

[Mocne ucnonb3oBaHWA OCTAaBLUMICS CTaHAAPT HE MOXET XPaHUTbCH U
OOMKeH ObITb BbIOPOLLEH.

Pa3BepeHuss ctaHgapTa MOryT MpOM3BOAMTLCA HEMOCPEACTBEHHO Ha
nnaHwerte (cMm. nyHKT 10Cc) unun anbTepHaTMBHO B Npobupkax (cm. MyHKT
9.5.1)

9.5.1 BHewHee pa3BegeHue CtaHgapTta

MomeTnTb 7 NpoBUpOK, OaHY AN KaXAoW TOYkM cTaHgapTta. S1, S2, S3,
S4, S5, S6, S7.

3arteM noarotoBUTb CepuiHble passefeHuss 1:2 ana  craHgapTHOW
KPUBOW KaK yKa3aHO HIKe:

MunetuposaTtb 225 mkn Pa3basutenst ObpasuoB B kaxayto Npobupky.
MunetupoBaTb 225 MKN BOCCTaHOBMEHHOrO CTaHAapTa (KOHUEeHTpauus
ctaHgapta = 400 nr/mn) B nepByw NpoOMpPKy, MOMeYeHHyl S1, n
nepemMeLuatb (KOHUeHTpauus ctaHgapta 1 = 200 nr/mn).

MunetupoBaTb 225 MkN 3TOro pacTtBopa BO BTOpylD Npobupky,
NoMeyeHHylo S2, u TwaTenbHO MepemMellaTs Mepen cneaylwmm
nepemMeLLeHneM.

MoBTopWTb cepuiiHble pasBedeHust ewe 5 pas, Takum obGpasom
opMMPYS TOYKMN CTaHAAPTHOM KpnBoM (CM. PUCYHOK HIXE).

PasbaButenb 06pas3uoB CrnyXuT B kayecTse brnaHka.

[MepeHocutb no 225 mkn

S1 S2 S3 S4 - S7
BoccTaHOBMEHHbI Pasbasutenb Ypanutb 225 mkn
CraHgapT YenoBeyeckoro obpasuos
IL-12 p70 225 Mkn

9.6 KoHTponu

PacTtBopute numodunusnmpoBaHHble KOHTponu, AobasmeB no 250 mkn
OVCTUNNUPOBaHHON BOAbl. AKKypaTHO nepemellarite [0 MOMHOro
pacTBopeHusi. AHanu3vpynTe KOHTPONM AaHHLIM METOAOM Takke, Kak u
obpasubl C HEeW3BECTHbIMU KOHUEHTpauusamu. [onycTumbli AnanasoH
yKka3aH Ha aTukeTkax pnakoHoB wnu B cepTudmkate aHanuaa.
AnvKBOTMpPYNTE pPacTBOPEHHblE KOHTpoONM u xpaHute npu -20°C.
M3berante NOBTOPHbIX LMKIIOB 3aMOPaXnBaHNA-0TTanBaHuUs.

9.7 [Jdo6GaBneHue okpalMBalOWMX peareHToB: ronyboro, 3eneHoro
W KpacHoro

Ona  wvcknoveHnss owmnbok B NWNeTMpoBaHWu npu  paboTe C
MMMyHOEpPMeHTHbIMKM Habopamn cmpma Bender MedSystems Tenepb
npeanaraeT LOMOMHUTENbHOE CPeACTBO AJISi KOHTPOSNS NUNETUPOBaHUS
Aaxe o4yeHb MarneHbkux 0OBbEMOB peareHTOB — KaxAablii peareHT OyaeT
oTNNYaTbCs OT APYrMX LBETOM.

OTta npoueaypa Heobs3aTenbHa, OHa He BNUsieT Ha pe3ynbTarhbl
aHanu3a W npegHasHayeHa pAna obnerdyeHns paboTel nabopaHTa,
NO3TOMY MOXHO 3TOT LUAr UHCTPYKLUW NPONYCTUTb (HE BbINOMHSATH).
AnbTepHaTVBHO, MOXHO MCMOMb30BaTb OCHOBHbIE PACTBOPbLI Kpacutenemn
(ronyboi, 3enéHbli, KpacHbi), [obaBnsis WX K COOTBETCTBYHOLLEMY
peareHTy cornacHo npotokony (cmMoTpu Tabnuupbl HUXe).

1. Paz6aBuTtenb obpasuoB: nepes pasbasneHvem obpasLoB AobaBbTe
rony6on Kpacurtenb B cooTHoweHun 1:250 (Cm. Tabnuuy) B pabouui
pactBop Pasb6aButens ob6pasuyoB (1x) U BbINOMHAWTE Janblue
nccnegoBaHue, cneayst MUHCTPYKLUMK.

5 mn Pasbasutens obpasuos 20 mkn Mony6o20 kpacumens

12 mn Pas6aButens o6pasLoB 48 mkn Fony6o20 kpacumensi

50 mn PasbaButens o6pasuos 200 mkn Fony6o20 kpacumensi

3 mn Pabouyero 6ydepa (1 x) 30 mkn 3eneHoz20 kpacumensi

6 mn Pa6oyero 6ydepa (1 x) 60 mkn 3esreHo2o Kpacumens

12 mn Pabouero 6ydepa (1 x) 120 mkn 3enreHo20 Kpacumens

3. Konblorat crtpentaBugmHa: nepen pasbaBneHumem KoHUeHTpaTa
KOHblOraTa cTpenTaBuauHa C Nepokcuaason xpeHa fobaBbTe KpacHbIN
Kpacutenb B cooTHoweHun 1:250 (cmoTpu Tabnuuy) k Paboyemy
6ydepy, ncnonbzyemomy Ans pa3baBneHUs KOHbloraTa, OKpalleHHbI
CTPENTaBUANHOBBIV KOHBIOraT MCMOMb3YWTE COMMacHO UHCTPYKLIUW.

6 mn Pa6oyero 6ydepa (1 x) [ 24 mkn KpacHozo kpacumens

12 mn Paboyero 6ydepa (1 x) | 48 mkn KpacHozo kpacumens

10. NMPOTOKON AHAINU3A

a. Bce peareHTbl 1 0b6pasubl nepes Havanom aHanv3a AOMKHbI ObITb

BblAepXaHbl MpW KOMHATHON Temnepatype. Xuakue peareHTbl
TWaTenbHO NepemellanTe OCTOPOXHBIM NepeBopayvBaHeM nepes
ncrnornb3oBaHneM, nsberas 06pa3oBaHNs NeHbI.
HocTtaHbTe Tpebyemoe [Ans npoBedeHWs aHanmsa 4ucrno 8-
NYHOYHbIX CTpUNoB. MNomecTute Tpebyemoe KONMMYeCTBO CTPUMOB B
fepxatenb (k Heobxogumomy uucny sdeek ans  O6pasuos
pobasbTe sivenkn ans bnaHka, CtaHgaptoB u KoHTpons). Bce
CrtaHpaptel, bnavk n O6pasubl HeobxoaAMMO aHanu3npoBaTb B
aybnsx. Hemcnonb3oBaHHble cTpunbl cpa3dy ybepute B nakeT c
ocyLumMTeneM n XxpaHute noTHO 3akpbiTbiM nNpu 2-8°C.

b. TNpomovite syeikn 2 pasa 400 mkn lMpombiBouHOro Bydepa,
MONHOCTBIO yAanss XWAKOCTb Mexay npombiBkamu. OcTaBUTb Ha
10-15 cekyHAn. W3beraiiTe uUapanuH Ha MOBEPXHOCTU SIYEEK.
CTpsixHATe nnaHweT Ha dunbTpoBanbHoOW Oymare nocne
nocnefgHen nNpombiBKW. Mcnonb3yinte CTpunbl HEMeANEeHHO nocne
CTPSIXMBAHWUSI UNW MakcuMym 4epe3 15 MUHYT npu ycrnosuu, YTO
CTPUMbI  YNOXEHbl Ha BRnaxHylw QunbTpoBanbHyto 6ymary B
nepeBépHyTOM Buae. He no3BonsnTe s4yekam BbiCcbiXaTb!

c. PasBegeHue cTaHpgapTa Ha nnaHweTte (anbTepHaTMBHO
pasbaBneHve cTaHgapTa MOXeT ObITb MPUIOTOBMEHO B NPOOMpKax):
[o6asuTe 100 mkn Pa3baButens ans obpasuos B Aybnsx ko BceM
cTaHaapTam. MpurotoBbTe cTaHgapTHble pa3BefeHus
pobasneHnem no 100 mkn pasbasneHHoro CrtaHpapTta (pasgen
«MpurotoBneHne peareHToB» 9.5) B Averikn A1 n A2 B gy6nsx (Cwm.
Tabn. 1). NMepemewarnTe cogepxumoe svyeek A1 n A2 n nepeHecute
no 100 mkn pactBopa u3 syeek A1 n A2 B suvenkn B1 n B2
COOTBETCTBEHHO. Bo Bpemsi aTux MaHunynsumin nocrapawtecb He
nouapanaTtb BHYTPEHHIOK NOBEPXHOCTb si4eek. [MoBTOpUTE NepeHoc
N pasBegeHve cTaHgaptoB 5 pas, nonyysB B uTore 2 psga
pasBegeHuii Ctangapta IL-12 p70 B gnanasoHe oT 200.0 go 3.1
nr/mn. Yaanute u Bblopocnte 100 MKN XMAKOCTM M3 MOCReaHuUX
aveek (G1, G2).

MepeHocutb no 100 mkn

LN N N N N N

N i
— 1

S1 S2 S3 S4 - s7

BoccTaHoBMNEHHbIN Pasbasutens Yaanute 100 Mkn
CrtaHgapT YenoBeyeckoro obpasuos
IL-12 p70 100 mkn

[Mpn BHelWHeM pa3BegeHUM cTaHgapTa nuneTupoatb 100 Mk aTUX
pa3BefeHui ctaHaapToB (S1-S2) B NyHKM AnNst CTaHAapTOB COrNacHo
Tabnuue 1.

Tabnuua 1: Cxema pacnonoxeHusi obpasuos, 6naHka u ctaHaapToB
Ha nnaHweTe.

1 2 3 4

A ([[CT#1 Ct#1 01 01
(200.0 nr/mn) (200.0 nr/mn)

B | Cr#2 Ct#2 02 02
(100.0 nr/mn) (100.0 nr/mn)

C |[CT#3 CT#3 03 03
(50.0 nr/mn) (50.0 nr/mn)

D |[CT#4 CTt#4 04 04
(25.0 nr/mn) (25.0 nr/mn)

E [[CT#5 CT#5 05 05
(12.5 nr/mn) (12.5 nr/mn)




F ||CT#6 CT #6 06 06
(6.3 nr/mn) (6.3 nr/mn)

G | CT#7 CT#7 o7 o7
(3.1 nr/mn) (3.1 nr/mn)

H |[ Bnank BnaHk 038 038

Ct1 — CraHgapT, O — obpasen

Brecute no 100 mkn PasbaButenss obpasuoB B Aybnukate B
a4enkm «bnaHky.

BHecute no 50 wmkn Pas6aButena o6pasuoB B sYeENKW,
npegHasHayYeHHble Ans o6pasLos.
Brecute no 50 wmkn kaxkgoro o6pasuya B Aybnax B

COOTBETCTBYIOLLME SHEWKN.

MpurotoBbTe GUOTMHOBBLIM KOHBHOraT (pasgen «llpurotoBnexve
peareHToB» ).

No6aBbTe No 50 MK GMOTMHOBOIO KOHbIOraTa BO BCE AYENKU.
3akponTe NnaHLWeT NNEHKON 1 MHKYOMPYNTe 2 Yyaca npy KOMHaTHOM
Temnepatype  (18-25°C), ecnM  BO3MOXHO,  WCMOSb3YiiTE
opbuTanbHbI BCTPsiXMBaTeSb, yCTaHOBMNEHHbIN Ha 400 06/MUH.
MpurotoBbTe cTpenTaBMAUHOBLIN KOHblOraT (paspen
«[MpuroToBneHne peareHToOBY).

CHumnTe nneHky. [onmHOCTbIO yAanuTe COAEpPXUMOe  siyeek
acnvpaunen unu gekaHtuposaHuem (crnvsom). Mpomovite syenkn 4
pasa kak ykasaHo B Luare «C.» HacTosilero npotokona. Nepexogute
HemeAsIeHHO K creayloLlemy Liary.

BHecute no 100 wmkn pasbaBneHHOro
KOHBlOraTa BO BCe Si4elKM, BKMoYasa GnaHk.
3akpoiTe nnaHLWeT NNEHKOW U UHKYOMpyiiTe 1 Yac Npu KOMHATHOM
Temnepatype  (18-25°C), ecnuM  BO3MOXHO,  WCMOIb3yiiTe
opbuTanbHbI BCTpsiXBaTesb, YyCTaHOBMNEHHbIN Ha 400 06/MuH.
CHumnTe nneHky. [onmHOCTbIO yAanuTe COAEPXUMOe  siyeek
acnupauuen nnu gekaHtuposaHuem (cnusom). MNpomonTe syerikn 4
pasa kaKk ykasaHo B Luare «C» Hactosliero npoTtokona. MNepexogute
HeMeAsIeHHO K crneayloLlemy Liary.

BHecute no 100 mkn Cy6cTpatHoro pactBopa TMB Bo Bce
AYEKN.

NHKyOGUpyWiTe npu KOMHATHOW TemnepaType B TEMHOTE B TeyeHue
npumMepHo 10 MUHYT. Bpems nHkybaumm ¢ cybcTpaTHbIM pacTBOPOM
onpegensieTcs TMNOM UCNONb3yeMOro MUKPOMMaHLEeTHOro puaepa.
MHorne puaepbl CNOCOBHbLI CHATATL ONTUHECKYHO MIIOTHOCTb TOMBKO
0o 2,0 Ea ontnyeckon NnoTHOCTH.

CTpenTaBManHOBOIo

Ona nopo6HbIX (POTOMETPOB peakumsi [AOMKHA 6bITb
OCTaHOBMieHa [0 AOCTUXEHMs Haubonee SIPKO OKpalleHHbIMMU
siveiiKamu npeaena u3MepeHuUst UHCTPYMEHTa.

PexomeHgyeTcs gobaBneHue cTton pacTBopa, Korga HauBbICLINA
CTaHdapT OOCTUI TeMHO-CMHero LuBeTa. Peakumsa pormkHa ObiTb
ocTaHoBreHa kak Tonbko CtaHgapT 1 goctur 3Hadexust O 0.9 —
0.95.

[obaebTe no 100 Mk cTon-pacTBopa BO BCE SYEWKU, BKIOYas
«BnaHk», 4ToGbl MNOMHOCTLIO NHAKTUBMPOBATbL (DEPMEHT B siYElKax.
BakHO BHOCUTb CTOM-peareHT BbICTPO U C TOW e CKOPOCTbI, YTO U
cybecTpaTtHbii - pacTtBop.  ONTUYEcKyld  MMAOTHOCTb  cyuTaTh
HEeMeZNeHHO Nocre BHECEHMWs1 CToN-peareHTa unv B Te4yeHne 1 yaca
npu YCNOBWM, YTO CTPWUMNbl HaxoOWNUCb BCE 3TO BpeMs Mpu
Temnepartype 2-8°C B TEMHOTE.

Onpepenvte ONTUYECKYH MNMOTHOCTb BCex suyeek npu 450 HM
npotmB «bnaHkay, »enaTenbHO WUCMONb30BaTb ASIMHY BOJHbI
cpaBHeHus 620 HM (gonycTumMa [AnvMHA BOMHbI CpPaBHEHWS B
avnanasoHe 610-650 HM). BnaHkupyiTe MUKpoONNaHWeTHbIA puaep
COrMacHO  PYKOBOACTBY MPOWU3BOAWUTENS,  UCMONb3ysi  SYENKM
«BnaHk». Onpegenute Ol kak B a4yenkax, cogepxalimx obpasupl,
Tak 1 B A4enkax, cogepxawmx passegeHuna craHgapta IL-12 p70.

3amevaHue: ecnu MHKY6auusi npoBoaunacb 6e3 BCTpsiXMBaHUA,
3Ha4YeHUs MOryT GbITb HUXe, YeM B npumMepe, NPUBEAEHHOM HUXe.
Tem He MeHee, 3TU pe3ynbTaTbl TaKXe CHATAIOTCA AOCTOBEPHbLIMU.

1.

PACYET PE3YJIbTATOB

Paccuutante pesynbTatbl. [nsa 9TOro paccuuTanTe cpeaHee
3Ha4yeHVe MOrMoLWEeHUss Ans Kakgoro cTaHgapta u  obpasua.
OTKNOHEHUE OT CpefHero He JoMmkHO bbiTb 6onee 20%.

Wcnonb3ysi rpadgumueckyto Bymary, OTMETbTE TOYKM CYUTaHHbIX
3Ha4YeHW MOrMoLLEHUsI CTaHOApPTOB Ha BepTUKanbHyl ocb Y, a
COOTBETCTBYIOLMNE KOHUeHTpauun IL-12 p70. Ha ropusoHTanbHyo
ocb X. [poBeauTe onTMManbHylo KpUBYIO MO TOYKaM.

Onpegenute KoHUeHTpauun IL-12  p70. B oOOpasuyax u3
CTaHOapTHOW KpMBOMW. [ns 3TOro HawauTe 3HayYeHue Ha ocu
opavHaT (Y) cooTBeTCTBylOLLEE CpedHEMY 3HaYeHUo MonyvyeHHon
ans kaxgoro obpasua Ol n npoBeguTe ropM3oHTarnbHy NMHUIO A0
nepeceyeHMss CO CTaHAapTHOM KpuBOW. 3aTeM U3  TOYKU
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nepeceveHusl NpoeeanTe BEPTUKANbHYIO NIMHWUIO A0 NepeceyeHns ¢
ocbto abcumce (X). 3HaveHne Ha ocum X B TOYKE MepeceyeHus u
6yneT  cooTBeTCTBOBaTb  KOHUeHTpauuu  IL-12  p70. B
COOTBETCTBYIOLLEN Npobe.

B xope aHanusa, cornacHo [aHHOM WHCTPYKUUW, 0OOpasubl
6binn  pasBepeHbl  1:2, cnepoBaTeNibHO  KOHUEHTpauum,
nonyvyeHHble W3 KanuMbpoBOYHOM KPUBOW, [OOMKHbI ObITb
YMHOX€eHbI Ha ko3 nuneHT pa3BeaeHus (x2).

3ameyaHue: pacyéT o6pasuoB C ONTUYECKON NINOTHOCTLIO
Bbiwe 2.0 MoOXeT ObiTb HEKOPPEKTEeH — pe3ynbTaTbl OyayT
3aHuxaTbca. Takue oOpasubl Heo6xoAMMO AOMONHUTENbHO
pasBecTn Gydepom Ans pasBefeHWs M NPoOTeCcTMpPOBaTh elle
pa3, AnNA nonyyYeHWs pe3ynbTaTa, OTPaXaloLEro TOYHYIO
KOHUeHTpauuio IL-12 p70.

MopgpasymeBaeTcs, YTO B KaXayld Cepuio aHanusa BKMOYaeTcs
KOHTPOnbHbIA 0bpaseL, C M3BECTHOW KOoHueHTpauuewn IL-12 p70.
Ecnn 3HayeHuWs KOHTpPONA He yKNafgbiBalTCSs B OXWAAEMbIN
AnanasoH, pesynbTaTbl aHanu3a mMoryT ObiTb HEAOCTOBEPHbI.
Mpumep cTaHgapTHOW KPUBOW Mokas3aH Ha PucyHke Hwke. He
MCMonb3ynTe 9Ty CTaHAAPTHYIO KPYBYK [ANs pacyéra Balumnx
obpasuoB. CtaHAapTHas KpyBasi 4OMKHA ObiTb BKIOYEHA B KaXayio
NMOCTaHOBKY.

PucyHok. Mpumep ctaHpapTtHon kpusow anst IL-12 p70. IL-12 p70 6bin
pa3baBneH B cepvu ABYKpPaTHbIX NOCMeAoBaTENbHbIX LAroB TUTPOBAHUS
PasbaBuTenem obpasLoB. 3aecb NpeacTaBreHbl cpeaHue 3Ha4YeHus u3
Tpex napannenbHbiX TUTPOBaHWUIA.

He wcnonb3yiite 9Ty cTaHOapTHYO KpMBYK Ans pacyéta Bawmx
obpasuyoB. CtaHgapTHas KpuBasi AOSKHA ObiTb BKMIOYEHA B Kaxayto
MOCTaHOBKY.
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Tabnuua: TunuyHble pesynbTaThl,

T
1 10 100 1000

Concentration (pg/ml)

nony4yeHHble C uUcnosib3oBaHUeEM

AaHHoro Habopa.
N3amepeHue Ha 450 HM, ANnHA BOSHbI CpaBHEHMSA 620 HM.

P — IL-12 p70, on on, CV, %
Aap nr/mn (450 HM) | cpepHee
2.206
1 200.0 2183 2.195 0.7
1.071
2 100.0 1079 1.075 0.5
0.554
3 50.0 0577 0.566 29
4 25.0 0.298 0.298 0
0.298
0.162
5 125 0170 0.166 34
0.093
6 6.3 0095 0.094 1.5
0.061
7 3.1 0.068 0.065 7.6
0 0.032
Bnaxk 0.031 0.032 1.6

Orl, nonyyeHHble ANsi CTAaHAAPTOB, MOFYT MEHSITLCS B 3aBUCMMOCTU OT YCMOBMIA
BbIMNOMHEHNS aHanu3a (HanpuMep, TeMnepaTypHbIA PEXUM).

Kpome Toro, Ha NpoTsiXeHUM cpoka rogHOCTM Habopa aH3MMaTU4eckasi akTUBHOCTb,
W, CNneaoBaTenbHO, WHTEHCUBHOCTb OKPALUMBAHWS, MOTYT M3MeHsTbes. Mpu 3ToM
pesynbTaTbl TECTUPOBAHUSI OCTAOTCS AOCTOBEPHBIMU.



12. ONPAHUYEHUA

= Tak Kak YCnoBusi MOryT MEHATbCA OT aHanusa K aHanuay,
CTaHOgapTHasa KpuBasi [OSkHa ObiTb BKMOYEHa B KaXayl cepuio
aHanuasa.

] bakTepnanbHoe wunu rpubkoBoe 3arpsisHeHue 06pasLoB MK
peakTMBOB MOXET NPUBECTW K HEOCTOBEPHbLIM pe3ynbTaTam.

. Mcnonb3ynte ogHOPa30Bble HAKOHEYHUKM.

=  CreknsHHasa nocyga AOMmKHa ObITb TLWATENbHO BbIMbITA.

. HenonHas npombiBKa HeraTMBHO BNNSIET HA TOYHOCTb Pe3ynbTaToB.
MonHocTelo ygansanTe [MpombIBOYHBIN Bydep u3 sveek Mexay
uMKnaMn nNpoMbiBKM. He nossonsavite suerikam BbiCbIXaTb MeXay
LaraMu aHanusa.

L] Mcnonb3oBaHue pagvovMMyHOTEpanuu 3HauYMTeNbHO YBENUYMIO
YMCIO NALMEHTOB C YEMNOBEYECKUMU aHTUMbILLMHBIMKU IgG (HAMA).
HAMA wmoryT wuHTepdepupoBaTb B aHanuse, WUCMNOnb3ylolemM

MbIlWWNHbIE  MOHOKIOHanbHble aHTUTena, npuBoaAs K  JIOXKHO
NONOXUTEJIbHbIM U JTOXHO OTpUuaTesbHbIM pe3dynbTaTaM.
O6pa3leI CbIBOPOTKK, coAepXxauwme aHTutena K MbIWUUHBIM

MMMyHornobynuHam, MoryT GblTb NpoaHanu3vMpoBaHbl B Cryvae,
KOr4a MblWWHbIE  MMMYHOrMOOYNUHbI  (CbIBOPOTKA, acuuTHas
XMOKOCTb UM MOHOKIIOHAMbHbIE aHTUTeNna Apyrow cneumnuyHoCTH)
pobasnsiotes kK Pasbasutento o6pasLoB.

13. PABOYUE XAPAKTEPUCTUKU

13.1 YyBCTBUTENBLHOCTb

MuvHumanbHO onpegensiemas KoHueHTpauus IL-12 p70, onpepeneHHasi
KaK KOHUeHTpauus aHanuta, gaowas OfFl 3HauMTenbHO Bbllle 4Yem
Oydep aons passegeHuss (cpegHee NMOC 2 CTaHAAPTHLIX OTKIOHEHUS),
coctasuna 2.1 nr/mn (cpegHee 6 He3aBUCUMBIX ONpeaeneHnii).

13.2 BocnpousBoaumMocTb

13.2.1 Bocnpou3BOoAMMOCTb BHYTPY OOHOW cepumn
BocnpousBogMmocTb BHYTPM OAHOWM cepun onpegensnacs B 3
HE3aBUCUMbIX Cepusix aHanusa. B kaxgbwi cepum aHanmsa 6bino
BbINOMHEHO NO 6 onpegeneHun kKaxaoro M3 8 obpasuoB CbIBOPOTOK,
coaepxalumx pasnuyHble KoHueHTpauun IL-12 p70. B kaxabin nnaHweTt
ObIny BKMOYeHbl MO ABe CTaHAapTHble kpuBble. B Tabnuue npuBegeHsbl
cpefHve 3HadveHus IL-12 p70 n koadbpuumeHT Bapuaumm AnA KaKaoro
obpasua. KoagpdpumumneHT Bapmaumm coctasun B cpegHem 3.0 %.

Tabnvua 3: CpegHee 3HayeHue
Bapuaumu ans kaxzgoro obpasua

KOHLUEHTpauum un KoadhdUUMeHT

Odpazenr  Cepua Konuentpauns, Koapuument
AaHAIN3A {mr/m) sapuamn, (%)
1 1 64.6 4.0
2 LEE] 13
3 62.6 4.5
2 1 608 1.2
2 65.1 36
3 G8.€ 2.1
3 1 728 0.8
2 638.4 1.6
3 73.1 1.0
4 1 G3.6 0.4
2 60.9 2.6
3 B3 1.6
5 1 16.2 41
2 16.0 3
3 16.6 1.6
[ 1 16.1 80
2 145 34
3 15.4 8.1
T 1 36.8 21
2 41.1 32
3 351 1.0
8 1 50.0 2.7
2 573 21
3 494 1.7
13.2.2 Bocnpou3BoAUMOCTb MeXAy cepusimmu
BocnpousBoauMocth  Mexay cepusimu B odHol  nabopartopum

onpegensnacb B 3-X HE3aBUCUMbIX CEPUSIX aHanmMsa Tpemsi pasHbiMU
nabopaHtamn. B kaxgbin cepum aHanusa Obino BbIMONHEHO NO 6
onpegjeneHnii kaxgoro u3 8 o06pas3uoB CbIBOPOTKW, CcoAepX)aliux
pasnuyHble KoHueHTpauun IL-12 p70. B kaxabll nnaHwet Obinn
BKIOYEHbl MO [Be CTaHAapTHble KpuBble. B Tabnuue npuBeaeHbl
cpegHue 3HadeHus IL-12 p70 n koadbdUUMEHT Bapuauumn ans Kaxaoro
obpasua, paccuvMTaHHbIi U3 18 onpegeneHun kaxgoro obpasua.
KoachdpmumeHT Bapunauum coctasun B cpegHem 4.8 %.
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Tabnuua 4: CpegHee 3HayeHuMe KOHUEHTpauum u
Bapuauum kaxgoro obpasua

KoadppumumneHT

Oidpaszen Konuenrpauna, (nr/v) Koaddpuunent
Bapranmu, (%)
1 63.5 1.5
2 67.2 3.6
3 715 38
4 65.1 6.1
5 16.3 19
6 154 50
3138 5.1
8 52.2 8.3
13.3 WUsBsneuenue
MN3BneueHne oueHvBanu Tectwupys 4 obpasua  NynupoBaHHOM

YernoBeYeCKoW CbIBOPOTKM, oboralleHHble 4 pasHbiMy ypoBHAMM |L-12
p70 uyenoBeka. KonnyectBo aHaoreHHoro IL-12 p70 B He oboraiieHHowm
CbIBOPOTKE BblUMTaNM M3 3HAYEHWW, MOMy4YeHHbIX Ans oboraleHHOro
obpasua. N3eneveHne coctasuno B cpegHem 103 %, B gnanasoHe ot 79
% 0o 118 %.

13.4. JluHerHOCTb

4 obpasua 4ernoBeyveckor CbIBOPOTKW, C PasnMyHbIMU YpOBHAMM IL-12
p70, 6bINK NpoaHanu3npoBaHbl B 4 cepusix OBYKpaTHbIX pasBedeHui, no
4 nosTopa kaxgoro. B Tabnuue npueeaeHbl 3HaveHust ussnedenHus (% ot
oXugaeMoro 3HadeHust). [lokasaHo, 4YTO U3BrEYEeHWE B CpedHeM
coctasuno 102%, B ananasoHe o1 83 % #o 102 %.

Tabnuua 5

Ofpa- Passe- Konnentpauns IL-12, nr/ya
3el JeHHeE Owungaemoe | Habdawaaemoe U mI3BAEYeHHT
1 1:2 - 644 _—
14 322 332 103
18 16.1 173 107
1:16 8.1 6.7 83
2 12 — 676 —
14 338 340 101
18 169 200 119
1:16 835 104 122
3 1:2 — 826 —
14 41.3 381 92
1:8 207 201 a7
1:16 103 87 84
4 1:2 — 713 —
14 357 353 99
1:8 178 201 113
1:16 8.9 9.4 106

13.5 CtabunbHocTb o6pasuoB

13.5.1 CTabunbHOCTbL NpU 3amMopaXuBaHMU-pa3MopaKUBaAHUMU
AnVKBOTbI CbIBOPOTKM M KynbTypanbHOW xwuakoctu (6e3 gobaeBneHHoOro
IL-12 n ¢ pobasneHvem IL-12) xpaHunucb npu Temnepatype —20°C u
pasMopaxuBanucb 5 pas, nocrie 4yero onpegensanucb yposHu IL-12. He
Habnganoch 3Ha4YUTENbHbLIX MOTEPb UMMYHOpeakTuBHocTu IL-12 nocne
3 UMKIOB MOBTOPHOrO 3amMopa)kMBaHUSi-pa3MopaxvBaHusl, AanbHewnlmne
UMKIbl  MOBTOPHOIO  3aMOpaXxVBaHWSA-pa3MOPaxXuUBaHns npueenu K
notepe uMMyHopeaktusHocTu IL-12 okono 20%.

13.5.2 CTabunbHOCTb NpU XpaHEeHUU

AnVKBOTbI  CbIBOPOTKM W CynepHaTaHTa KynbTypbl Kknetok (6es
pobaeneHHoro IL-12 u ¢ pobaeneHnem IL-12) XxpaHunucbe npu
Temnepatype —20°C, 2-8°C, KomHaTHoOW Temnepatype u npu 37°C B
TeyeHne 24 dacoB, nocrne 4ero onpegensnuce ypoBHu IL-12. He
Habnopanock 3HauYUTENbHBIX MOTEPb MMMyHOpeakTuBHocTW IL-12 npu
XpaHeHun npu Temnepatype —20°C, 4°C n komHaTHo TemnepaType. Mpu
Temnepatype 37°C Habnioganock noteps UMMYHOPeakTUBHOCTM [L-12
okono 20%, noatomy criegyeT wusberaTb BbLICOKMX TemnepaTtyp npwu
paboTe ¢ ob6pasuamu.

13.6 CpaBHeHMe CbIBOPOTKM U Nna3mbl

Y HEecKomnbkuxX WHAMBWAOYYMOB CpaBHMBANWCb KOHUeHTpauuu IL-12 B
CblBOPOTKE M nna3me, crabunuampoBaHHon OJOTA, uutpatom wu
renapuHoM. CyLeCTBEHHbIX pa3nuunii B ypoBHsXx IL-12 B onpeaensembix
obpasuax He Habnioganoch, cregoBaTensbHO, BCe 3T  06pasubl
npurogHbl  Ans  aHanusa. OpHako HacTOsITEeNbHO pPeKOMeHAyeTcsi
MCMomnb30BaTb OAHOPOAHbIE 06pa3Lbl AN YHUdMKaLMM nccneaoBaHuin.



13.7 CneundmyHocTb

BrnvsiHne umpkynupyrowmx akTopoB UMMYHHOW cMCTEeMbl BbINIo oLeHeHo
nytem pobaBneHuss k obpasuam C M3BECTHOW KOHUeHTpauuen [L-12
PU3NONOrNYECKN 3HAYUMBIX KONMMYECTB UCCIEAYEMbIX (DAaKTOPOB.
lMepekpecTHasi peakTMBHOCTbL He Oblna BbisiBNieHA HW AN OAHOro
1cenenoBaHHOMO BELLECTBA.

13.8 Oxupaemble 3Ha4YeHUs
HeTektupyemblie ypoBHu IL-12 p70 He Gbiny obHapyxeHbl. [MoBbILLEHHbIE
ypoBHM IL-12 p70 3aBUCAT OT UMMYHOMOIrMYecKoro 3abonesaHums.

13.9 KannbpoBka

MMmyHoaHann3  oTkanubpoBaH C  BbICOKOW  CTEMEHbI0  OYUCTKM
pekoMbuHaHTHOro yernoseyeckoro IL-12 p70, koTopbii Obin oueHeH B
OoTHOWeEHUM K mexpyHapogHomy ctaHgapTty NIBSC 95/544 u okasancs
3KBMBANEHTHbIM.

NIBSC 95/544 aBnseTca KONMMYECTBEHHbIM B MEXAYHAPOAHbIX eAMHULIaX
(ME), 11U cootBeTcTByeT 100 nr yenose4eckoro IL-12 p70.

15. MOArOTOBKA PEAFEHTOB (KPATKOE U3JTOXXEHUE)

15.1 NMpombIBo4HbIN Gydep (1 x)

Hob6auTtb KoHueHTpaT MpomMbiBouHOro 6ydepa 20x (50 mn) B 950 mn
AMCTUNNMPOBaHHOW BOAbI.

Konu4yectBo KoHueHTpaTt Pa6oyero OucTtunnupoBaHHasa BoAaa,
CTpunoB 6ydepa, mn mn
1-6 25 475
1-12 50 950

15.2 Pabouuni 6ycbep (1 x)

Konuuyectso KoHueHTpaTt Pa6oyero OucTtunnupoBaHHasa BoAa,
cTpunoB 6ydepa, mn mn
1-6 25 47,5
1-12 5,0 95,0

15.3 KoHblorat 6uoTnHOBbLIN (1 X)
MpurotoButb passegexune 1:100 cornacHo Tabnuue:

KonuyectBo KoHueHTpaT BuotnHosoro Pa6ouuit 6ydep,
cTpunoB KOHblorara, mn MR
1-6 0,03 2,97
1-12 0,06 5,94

15. 4 KoHblorar ctpentaBugmHoBbin (1 x)

KonuyectBo KoHueHTpaT cTpenTaBUAUHOBOIO Pa6ouuit 6ydep,
cTpunoB KOHblOrata, mn MR
1-6 0,06 5.97
1-12 0,12 11.94

15.5 CraHpapT

PacTtBopute nuodunusmpoBaHHbI  cTaHaapT Pabouum Gydepom
(TOYHbIN 06bEM CTaHOAPTHOrO pacTBOpa, KOTOPbIA AOIMKEH NOMYYNTLCS B
pesynbTaTe pacTBOPEHUS, yKa3aH Ha 3TUKeTKe onakoHa).

15.6 KoHtponu
Nob6asute 250 MKN AUCTUNNMPOBAHHOW BOAbI K NMOMUIN3NPOBAHHbLIM
KOHTPOMAM.

16. NMPOTOKOJ TECTA (KPATKOE U3NTOXXEHUE)

1.  TpombiTb s4erku NnaHweTa Asaxabl MpoMbIBoYHbIM 6ydepom

2. [OobaBbte no 100 mkn Pas36aButenss o6pa3uoB B siYENKM,
npegHasHadeHHble Ans CtaHgapToB (B oyonsx).

3. TlpurotoBbTe CTaHgapTHble pasBegeHusi Ha nnaHwerTe:

nob6aenenvem 100 mkn pasbasnenHoro Ctangapta VE-kagrepuna B

ayerikn A1 n A2, cospante passeneHuss ctaHgapta VE-kagrepuHa

nepeHocoM no 100 MkN 13 AYerikn B S4enKy. Yganute n BoelbpocuTe

100 MK XMAKOCTU U3 nocnefHux ayeek (G1, G2).

AnbTepHaTvBHOE  pasBedeHWe  cTaHgapta B npobupkax:

nunetupoBaTtb 100 MKN 3TUX pa3BedeHun cTaHgapTa B NyHKN.

Brecute no 100 mkn Pas6aBuTtens o6pa3uoB B A4enkn «bnaHk».

BHecute no 50 wmkn Pas6aButensa o6pasuoB B SYeENKW,

npegHasHayeHHble Ansi o6pasLoB.

BrecuTe no 50 mkn kaxgoro obpasua B COOTBETCTBYHOLLME AYENKN.

MpurotoBbTe GUOTUHOBLIA KOHbIOTaT.

[obaebTe no 50 mkn pa3baBneHHOro GMOTUHOBOro KOHblOrarta,

roTOBOrO Afsi UCMONb30BaHWs, BO BCe SYENKM, BKItoYasi bnaHk.

9. BakpoWiTe nnaHwWeT NNEHKOW U MHKYOUPYWTE 2 Yaca Npu KOMHaTHOW
Temnepatype (18 — 25°C).

10. MpwuroToBbTE CTPENTaBUAMHOBLIN KOHbLIOraT.

11. TonHocTblO yAanuTe COAEPXMMOE siHeeK U MpoMonTe svenkn 4
pa3sa MNpoMbIBOYHLIM Gydrepom.

12. BHecute no 100 MKkn cTpenTaBMAMHOBOrO KOHbIOrata BO BCe
AYEKu.
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13. 3akpowiTe nnaHwWweT NNEHKOM M UHKYOMpynTe 1 Yyac Npu KOMHaTHOM
Temnepartype (18 — 25°C).

14. TlonHOCTbIO yAanuTe COAepXMMOe s4eek W MpPoMOouTe svenku 4
pa3a NpomMbIBOUYHLIM Gydepom.

15. BHecute no 100 mkn Cy6ctpatHoro pactsopa TMB Bo
BCe AYeku, BkoYasa bnaHk.

16. WHKyOupynTe npu KOMHATHOM TemnepaTtype npumMepHO 10 MUHYT.

17. [ob6aBbte no 100 mMKn cTonm-pacTBOpa BO BCE SYeElikW, BKItoYasi
BnaHk.

18. OnpegenuTte onNTMYECKYO MMAOTHOCTb sveek npu 450 HM npoTuB
«BbnaHkay», xenaTtenbHO Wcnonb3oBaTb ANWHY BOMHbI CPaBHEHWS
610-650 HM.

3ameyvaHue: [ina o6pa3uoB, pa3baBNeHHbIX COrMacHO UHCTPYKLUMM,

YMHOXbTe pe3ynbTaT, MOJIyYeHHbI MO CTaHAAPTHON KPUBOM Ha

chakTop paszBeneHmsa 2.
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