TuponaN®A-TTI B-13.2016-12

«YTBEPXOEHA»
[‘eHeparnbHbIN OUPEKTOP

OO0 «Komranus Arkop Brio»
LLBbipes M .B.

NMHCTPYKUWNA MO NMPUMEHEHUIKO HABOPA PEATEHTOB
anA KONMYeCTBEHHOIO MMMYHO®OEPMEHTHOI O
OMNPEOEJIEHUNA
TUPEOTPOINMHOIO rTOPMOHA
B CbIBOPOTKE KPOBW YEJTOBEKA
(«TupouaPA-TTI »)

1. HA3HAYEHME

1.1. Habop peareHtoB «TnponaNdA-TTI» npegHasHayeH
ONna  KONIMYEeCTBEHHOro onpeneneHns TUPeoTPONnHOro ropmMoHa
(TTI) B CbIBOPOTKE KPOBU YenoBeka MeTogoM TBepaodasHoro M-
MYHOJOEPMEHTHOro aHanunaa.

1.2. TTI — rmmnkonpoTEMHOBbLIN TOPMOH C MOSNEKYNSPHON Mac-
con okono 30 000 [a, cocToswmnm ns asyx cybbeamHuy — anbda
(a) n 6eta (B). TTI cekpeTupyeTca nepeaHen gonen runodusa un
CTUMYINUPYET CUHTE3 TPUMOATUPOHUHA N TUPOKCUHA B LWLNTOBUA-
Hou Xernease. KonnyecteeHHoe onpeneneHue yposHA TTI B KpoBu
NMeeT gMarHocTu4yeckoe 3HayeHue npu oueHke TUPouaHOro cra-
Tyca opraHmama.

1.3. Habop «TmponaNdA-TTI» paccumtaH Ha npoBeaeHue
aHanmusa B gybnunkatax 40 HeEN3BECTHbIX, 6 KaNMOPOBOYHbLIX NPOO,
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O4HOM NMpPobbl KOHTPONBHOM CbIBOPOTKM U 04HOW NpoObbI Ansa onpe-
aeneHnda onTuyeckon nNoTHocTu pacteopa TMb npu ncnonb3osa-
HWUM BCEX CTPUNOB O4HOBPEMEHHO (BCcero 96 onpeaeneHnn).

lpumeyaHue: 8 criydae OpobHO20 rnpumeHeHuUs1 Habop Mo-
)XXem Obimb UCIMO/Ib308aH MOJILKO 8 meYyeHue Mecsuya riocrie
8CKPbIMUS KOMIOHeHMo8 Habopa.

2. XAPAKTEPUCTUKA HABOPA

2.1. MpuHUnN pencreuns

B Habope « TnponaAPA-TTI » ncnonb3oBaH «C3HOBUY»-BapU-
aHT TBepaodasHoro MMMyHOJOEPMEHTHOro aHanusa. [lna peanu-
3auMn 3TOro BapmaHTa UCNOSb30BaHbl ABAa MOHOKOHASbHbIX aH-
TUTENa ¢ pasnuyHom anuTonHow crieundounyHocToo K TTI. OaHo 13
HUX MMMOOWMIN3OBAHO Ha TBepadon (pase (BHYTPEHHSS MOBepX-
HOCTb JTYHOK), BTOPO€ KOHBbIOMMpOBaHO C Nepokcuaason xpeHa. B
nyHKax, npu gobaeneHun uccrieayemoro obpasua M KoHblorarta
aHTU-TTI-nepokcngasa, BO BpeMsA MWHKyb6auum oOaQHOBPEMEHHO
nponcxoaut ummobunusauma TTI, cogepxallerocs B uccrnenye-
MOM obOpasue, n cBda3biBaHMe 0bpa3oBaBLLUErocss KOMMnekca c
KOHBbOraToM.

HecBAsaBLimMecs KOMMOHEHTHLI yaansaTca NpoMbIBKOW. Konu-
4YeCTBO CBA3aBLLUErocd KoHbtorata npsiMo NponopLUmMoHanbHO KOMun-
yectBy TTI B uccnegyemom obpasue (PucyHok 1).
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O

T aHTu-TTI-nepokcmaasa
MnaHweT

c aHTutenamm K TTI

PucyHok 1. Cxema aHanu3sa

Bo Bpemsa nHkybaumm ¢ pactsopom TMbB nponcxogut okpalum-
BaHMe pacTBopa B fyHKax. CTerneHb OKpacku npsiMo npornopumo-
HanbHa KoHueHTpauuu TTI B aHanu3npyembix npodax. [Nocne ns-
MEPEHUSA ONTUYECKOM MIIOTHOCTU pacTBoOpa B JIyHKaX Ha OCHOBa-
HUM KanMbpOBOYHOro rpaduka paccymMTbiBAETCA KOHLEHTpauus
TTI B nccnegyembix obpasuax.

2.2. CocTtaB Habopa

e  KOMMSIEKT M3 ABeHaauaTu BOCbMWUITYHOYHbIX CTPUMOB B
paMmke ¢ UMMOOUNN30BaAHHBIMW Ha BHYTPEHHEN NMOBEPXHOCTM fy-
HOK MOHOKINOHanbHbIMW aHTuTenamu K TTI, mapkupoBaH « CTpunbl
C MOHOKIIOHarbHbIMK aHTUTenamu K TTI» — 1 ynakoBka;

e kanubpoBo4yHble Npobbl (K1), atTecToBaHHbIEe NO TpeTb-
eMy MmexayHapoaHomy ctaHgapTty Ha TTT yenoseka WHO 81/565,
cogepxalwume mnaBecTtHble konuyectBa TTI. driakoHbl MapKUpPO-
BaHbl «KanubpoBo4dHas npodba Nel», «KanubpoBouHasa npoba
Ne2y», «KannbposoyHass npoba Ne3d», «KanmbposouyHas npoba
Nedy», «KanunbposoudHasi npoba NeS», «KanmbposouyHasa npoba
Ne6»; ToYHble 3HaYeHnA KoHUeHTpauun TTI B KannbpoBOYHLIX NPO-
BGax ykaszaHbl Ha 9TUKeTKax (bfakoHOB, OPUEHTUPOBOYHbIE — O;
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0,25; 0,75; 2,5; 7,5; 15 mkME/mn — 6 cpnakoHoB (nModunmsoBaH-
Hble npenapaTtbl Unu xxmgkoctn no 0,5 mn);

e KOHbtorat aHtu-TTI-nepokcmpgasa, mapkupoBaH «KOHbBL-
torat E» — 1 donakoH (14 mn);

e  BO[HO-COJSIEBOW pacTBOp AS1S pa3BefeHns oOpasLoB Chbl-
BOPOTKWN KpoBU, MapkmpoBaH «bydep O» — 1 donakoH (3,0 mn);

¢  KOHLEHTPMpPOBaAHHbLIAN BOLHO-COMIEBOM pacTBOp ANA Mpo-
MbIBKW NTYHOK, MapkupoBaH «bydep P» — 2 donakoHa (rno 14 mn);

e pacTBop TeTpamMeTunbéeH3nanHa, mapkmpoBaH «PacTBop
TMBb» — 1 dpnakoH (14 mn);

e cron-peareHT (1 H consgHaa Kucnorta), MapKMpoBaH
«Cton-peareHT» — 1 conakoH (14 mn);

e KOHTpONbHasA CbIBOPOTKA C W3BECTHbIM COAepXXaHUem
TTI, mapkmnpoBaHa «KoHTponbHas cbiBOpoTKa» — 1 ¢poriakoH (Jimo-
domnnnsoBaHHLIN NpenapaT unu Xxnakoctb 0,5 mn);

e [pO3payHbLIAN NIACTUKOBLIA MakeT C 3aMKkoM (npu yna-
KOBKE CTPUMOB B NakeT N3 2-CIIONHOro NnosinaTuneHa).

3.AHAJIUTUMECKME WU OUWAITHOCTUYECKUE XA-
PAKTEPUCTUKU

3.1. CneundmyHocTb. He obHapyXeHO nepekpecTHOM peak-
LM MOHOKITOHAanNbHbIX aHTUTEN K B-cyobeauHuue TTI ¢ XOpUOHHK-
YeCKMM roOHagOTPOMUHOM, FIIOTEUHUSUPYOWNM N POSNUKYNOCTU-
MYMUPYIOLLNM rOPMOHaMM.

3.2. KoatppumumeHT Bapunauum pesynbTaTtoB onpenerieHnd
TTI B ogHOM 1 TOM e obpa3sLie CbIBOPOTKM KPOBU YerioBeKa C UC-
nonb3oBaHnem Habopa « TupongNOA-TTI » He npeBbliwwaeT 8%.

3.3. JInHenHocTb. 3aBNCUMOCTb KOHUeHTpauun TTI B obpas-
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Llax CbIBOPOTKN KPOBM Mpu pasBeaeHun nx dydpepom 1 umeet num-
HEMHbIW XapakTep B AnanasoHe KOHUeHTpauun KanmbpoBOYHbIX
npob Ne2 - Ne6 n coctasnset 90—-110%.

3.4. ToyHOCTb. [JaHHbIM aHaANUTUYECKNX napameTp npoBeps-
eTCHa TECTOM Ha «OTKpbITMe» TTI — npoBepka COOTBETCTBUSA 3Ha-
YyeHns onpegenseMon KoHueHtpauum TTI pacyeTHOW Benu4nHe,
NOSTy4YEHHON MYyTEM CMELUMBAHUSA PaBHbIX OO EMOB KOHTPOSIbHOW
CbIBOPOTKM U KannbpoBo4HOM npobbl Ne6. NpoueHT OTKpbITUS Co-
craBnsgeT 90-110%.

3.5. HyBcTBMTENLHOCTL. MUHUMAarbHas 4OCTOBEPHO onpeae-
naemasi Habopom KoHueHTpauma TTI B cbIBOPOTKE KpPOBWU 4Yerno-
Beka He npesbiwaeT 0,05 MKME/mn.

3.6. XyKk-adb(peKT BbICOKNX KOHLEHTpaunn. B Habopax pearen-
TOB, OCHOBAHHbIX Ha «COHABUY»-NPUHUNMNE aHann3a, rnpu BbICOKUX
KOHUEHTpaumnax aHanuta 3aBUCMMOCTb BESIMYMHLI OMNTUYECKOU
MNSIOTHOCTU OT KOHUEHTpauuu cTaHoBUTCA obpaTHO nponopumo-
HanbHOW (TaK Ha3blBAEMbIN XYK-3(PAEKT BbICOKMX KOHLUEHTPaLUN).
[Mpn ncnonb3oBaHun Habopa « TMpongNPA-TTI » xyk-adbpekT He
obOHapyXeH BNMoTb A0 KOoHUeHTpauuu TTI 800 mkME/mn.

3.7. QnanasoH oxungaemblix 3HadeHun. Cogepxanme TTI ns-
MEPSANM B CbIBOPOTKE KpoBu, B3ATon ¢ 9 oo 11 yacos y 140 3gopo-
BbiX Ny, B Bo3pacTe 21-45 net. CpeaHsas koHueHTpauua TTI co-
crasuna 1,37 mkME/mn (0,23-3,4 mkME/mn).

[nana3oH oXxugaembiX 3Ha4YEHUN 3aBUCUT OT MHOTMUX (PakTo-
pOB: crieunMpuryHoCcTNn Mmetoaa, ocobeHHOCTEN Uccregyemon nony-
nauMK, TOYHOCTU MeToda B KOHKpeTHou nabopartopun. 1o aToun
NpuyYMHe Kaxgow nabopaTopum pekoMeHayeTcsi UCnonb3oBaTb
npenocTaBneHHble U3roTOBUTENEM 3HAYEHMA TOSTbKO 4O TeX rnop,
Nnoka crneunanuctamu nabopatopumn He ByayT onpeaeneHsl guana-
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30Hbl OXXMOAEMbIX 3HAYEHUI, XapaKTEPHbIX AN KOHKPETHOWM nony-
Naunn B MECTE pacnornioxeHust nabopartopun.

4. MEPbI NPEOOCTOPOXHOCTHU

4.1. MNoTeHumanbHbIN PUCK NPUMEHEHUS Habopa — Knacc 2a
(cornacHo lNpukasy MuHuctepcTea 3gpaBooxpaHeHunst PO Ne4H ot
06.06.2012r.).

4.2. Bce KOMMNOHEHTbI Habopa B UCMNOSMb3YEMbIX KOHLUEHTpa-
LUUSAX ABISAKOTCA HETOKCUYHBIMM.

4.3.Mpn pabote ¢ Habopom cneayet cobnogaTtb
FOCT P 52905-2007 «JlabopaTtopun meanumnHckmne. TpeboBaHUs
B6e3onacHocTn.

4.4. Cton-peareHT npeacrasnaet cobon 1 H pactBop cons-
HOM KMUCnoTbl. M3beratb pa3dpbi3rmBaHns 1 nonagaHns Ha KoOXy w
cnu3ucTele. B cnyvyae nonagaHna cTon-peareHTa Ha KOXY U Cnusun-
CTble HEOBXOAMMO MPOMbITE MOPAaXEHHbIN Yy4acTOK BOMbLUNMM KO-
NM4YeCcTBOM MPOTOYHOWU BOAbI.

4.5. MNpun paboTe c Habopom cnegyeT HageBaTb OQHOPAa30BbLIE
PE3NHOBbLIE UMK MNACTUKOBLIE NepyaTKn, T.K. MPON3BOAHbIE KPOBU,
BXoAsLLne B coctaB Habopa, n nccrnegyembole obpasubl SABMSOTCA
noTeHUManbHO NHOUUMPOBAHHBIM MaTepUanom, CrocobHbIM arn-
TenbHOE BPEMSI COXpPaHATbL N NepeaaBaTb BO3byauTenen pasnuu-
HbIX BUPYCHbIX MH(PEKLMNNA.

4.6. Xummn4yeckas nocyga n obopynosaHue, KOTOpble NCMOSb-
3yloTcs B pabote ¢ Habopom, OOIMKHbI OblTb COOTBETCTBYHOLLNM
0bpa3omM MapKNMpoBaHbl N XPaHUTLCS OTAENbHO.

4.7. 3anpellaeTca npuem nuLin, UCNonb30BaHME KOCMETNYe-
CKNX CPEACTB U KypeHue B NOMeELLEHMAX, npeaHas3HauYeHHbIX a5

paboTbl ¢ Habopamu.
6
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4.8. YonpaTb U gesvH@puuupoBaTb pasnutble obpasubl Unn
peakTuBbl, NCNOMb3ysa Oe3nHUUnpyroLwmne cpeacrtsa B COOTBET-
cteun MY-287-113 «MeTtognyeckme ykasaHua no gesnHgeKkuum,
npeacTepunn3auoHHON OYNUCTKE U CTepUNn3aummn nsgenum megu-
LMHCKOro HasHa4YeHus».

4.9. Ypanatb HEUCNONb3OBAHHbIE PeaKkTMBblI B COOTBETCTBUM
c TpeboBaHuamu CanllvH 2.1.7.2790-10 «CaHnTtapHo-anngemMmuno-
rmyeckmne TpeboBaHns K 0dpaLLeHN0 C MEQNLIMHCKUMN OTXO4aMmny .

4.10. Bce wucnonb3oBaHHble OAQHOPAa30Bble MaTepuanbl WU
OCTaTKn obpasuoB AOMKHbI ObITb NOABEPrHYTbl 0OpaboTke Oe3nH-
domumpyrowMmMn cpeacrteamu ¢ nocrieayollen ytunmsaunen B cooT-
BeTCcTBMU C TpeboBaHmamn CI12.1.7.2790-10 n My-287-113.

4.11.Tlepen Ha4anom paboTbl 03HAKOMUTLCA C UHCTPYKUMEN U
NPUMEHATbL HAbOPp CTPOro NO Ha3HaA4YeHMIo.

4.12.[onyckaTb K paboTe ¢ HabopoM TOSbLKO cneunanbHO 0by-
YeHHbIW nepcoHan.

4.13.He ncnonb3oBaTb HAabop MO UCTEYEHUN CPOKA rOAHOCTMW.

5.060PYOOBAHUE U MATEPUAIDbI

e CnekTpooToOMETP BEPTUKASIBHOrO CKaHUPOBAaHWS, MO3BO-
NAKLWUA N3MEPATb ONTUYECKYHD MIIOTHOCTb pacTBopa B JyHKaX
npu anvHe BonHbl 450 HM;

e Npudop Ansa BCTPSIXMBAHUA PpaMKM CO cTpunaMmun (TepmMmocTa-
TUPYEMBIN LLUENKEP), NO3BOMAIOWNNA NPON3BOAUTL BCTPSIXMBAHME
co ckopocTbto 400—800 ob6/MmuH npu Temnepatype +37°C;

e NMUNETKN NoflyaBTOMaTUYEeCKME OAHOKaHalbHbIE CO CMEH-
HbIMW HaKOHEYHUKaMW C U3MEHSIEMbIM 0ObEMOM OTOOpa XXMAKO-
cten: Ha 5-50 mkn; 40-200 mkn; 200-1000 mkn; 1000-5000 mkn;

e MUneTKa nonyaBTomMaTnyeckasi BOCbMUKaHaribHasi CO CMEH-
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HbIMW HaKOHEeYHMKaMu, nossosnisaowas otonpartb 06bEMbI XKUOKO-
ctn go 300 MKn;

e LWMHAP MEPHbIX, No3Bonaowmn otmepatb 50-500 m;

e CTaKaH CTeKNsSHHbIWM noaxoasiero oobema;
BOda AUCTUNNIMPOBaHHas;
bymara dpunbTpoBanbHas;

e repyaTkm pe3nHoBbIe NN MNacTUKOBbLIE,

e 1% pacTBOp rmnoxnoputa HaTpus unm 6% pactBop nepe-
KMCW BOOOPOAA;

e KOHTeWHep ans Ae3nHdeKUNU;

e BaHHOYKM O BHECEHUA peareHToOB BOCbMUKaHalIbHOM MNK-
NEeTKOW.

6. AHAJIUSUPYEMbIE OBPA3LbI

6.1. 3abop KpPOBWM M3 BEHbl OCYLWECTBAAKT C cobnogeHnem
npasun acenTukn. Nocne bopMnUpoBaHUS CrycTka CbIBOPOTKY OT-
OensT nyTem LeHTpudyrnposaHus. Iocne ueHTpndyrmposaHums
CbIBOPOTKY NEPEHOCAT B OTAESIbHYK NPOBUPKY.

6.2. [Ina npoBegeHna aHanusa He pas3pellaeTcsl UCronb3o-
BaTb Nfia3My KpOBW, rEMONU3NPOBAHHYO UITU MYTHYIO CbIBOPOTKY,
a Takke obpasubl CbIBOPOTKU, coaepXKalime asng HaTpuA.

6.3. OOpa3subl CbIBOPOTKM KPOBM paspellaeTca XpaHuTb npu
Temnepartype +2...8°C He bonee 2-x CyTOK; Npu HeobxoaumMocCTun
bonee onNUTENbLHOro XpaHeHna (00 3-X MecAueB) peKOMeHayeTCs
annkBoTUpoBaTb obpasel U XpaHUTb B 3aMOPOXXEHHOM BMAE NpU
Temnepartype —20°C n Hmxe. He gonyckaeTtcs NOBTOpHOE 3aMopa-
XuBaHme obpasua.
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7.MPOBEOEHUE AHAJIU3A

7.1. MNoaroToBKa peareHTOB

7.1.1. Crtpunbl. [lepen BCKpbITUEM MaKeT CO CTpunamu
HeobxoOMMO  BblAepXaTb MNpUM  KOMHATHOWM  Temnepartype
(+18...25°C) He meHee 30 MUHYT. BCKpbITL NakeT U nepectaBuTb
Ha CBOOOAOHYIO paMKy HEODBXO0AMMOE KONUYECTBO CTPUMOB.

7.1.2. JKugkue kanmbpoBoyHble Npobbl U KOHTPONbHAA Cbl-
BOPOTKA roTOBbI K UCMOS1b30BaHMIO.

[na BoccTaHOBMEHUA NMOUIN3OBAHHBIX KanmMbpoBOYHbIX
NPo6 1 KOHTPOSIbHOW CbIBOPOTKM Nepen BCKPbITUEM (PrIaKOHOB Nner-
KMM MOCTYKMBAHUEM CTPSAXHYTb YacTuubl, NPUNUMLINE K CTEHKaM
dnakoHOB unu K KpblwkamM. OTKpbITb OrlakoHbl U NOMNOXUTb
KPbILLKM NepeBepHYTLIMU Ha CyXYyr0 NOBEPXHOCTbL. B Kaxabin dona-
KOH C KannbpoBo4HOU NMPoOon 1 KOHTPOSIbHOM CbIBOPOTKOW BHECTHU
no 0,5 Mn AUCTMNNMPOBAHHOM BOAbl U 3aKPbITb KpbllWKamu. Bbl-
aepxaTtb dpnakoHbl B TedeHne 10 MUHYT Npu KOMHaATHOW TeMnepa-
Type 6e3 nepemelumBaHns. 3aTeM, akkypaTHO HaKMOHSAA 1 BpaLwlad
donakoHbl, nepemellaTb UX CoOepXXMMoe OO0 MOSIHOro pacTBope-
HUA, n3deras neHoobpasosaHus. B TeueHne cneayrowmnx 10 MuHyT
BblaepXaTb 0flakoHbl MPU KOMHATHOW Temnepartype, nepuoanye-
CKWN nepemMeLlumBas.

7.1.3. KoHbloraT rotoB K MUCNonbL30BaHWUKO. Pacxod KOHb-
torata Ha oauH ctpun coctasnset 1,15 mn.

7.1.4. bydep [ rotoB K UCMOMb30BAHMIO.

7.1.5. T[lpombIiBOYHLIN pacTBOp. Heobxoanmoe KoNMYecTBO
bydepa P passectn guctunnuposaHHou Bogoun B 20 pas.

Hanpumep:

5 mn bydepa P + 95 mn anctunnmpoBaHHOW BOAbI.
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TwaTtenbHO NnepemMewaTtb, n3beras neHoobpasoBaHuA.

7.1.6. PactBop TeTpametunbensmgmHa (TMB) rotoB K uc-
nonb3oBaHuto. Pacxog TMb Ha oguH cTtpun coctaenset 1,15 mn.

7.1.7. CTon-peareHT rotoB K wucnonb3oBaHuo. Pacxon
cTon-peareHTa Ha oguH cTpun coctasnseT 1,15 M.

7.1.8. Bce peareHTbl nepeg npoBedeHMEM aHanuaa
OOSMKHbI ObITb TWATENMbHO NepeMellaHbl U 4oBeadeHbl 40 KOMHAT-
HoW TemnepaTtypbl (+18...25°C).

7.1.9. PasBegeHne wuccrieqgyembix 00pasuoB CbIBOPOTOK
KpoBW. Ecnn no npeaBapuTenbHbIM JaHHBIM UMK NO pe3ynbTaTam
aHanusa (cMm. n. 9.3.) 3Ha4yeHus KoHueHTpauun TTI B uccnenye-
MbIX obpa3uyax Beiwe Kl Ne6, obpasubl crnenyet passectn byde-
pom [1 B 20 pas. Npumep noarotoBku obpasua K aHanuay:

380 mkn 6ydpepa [ + 20 mkn nccnegyemoro obpasua.

[Mpn Kaxxgom pasBeeHnn HeobxoaMMo TLuaTelNbHOe nepemMe-
LUMBaHWKeE.

Ha ctpaHuue 19 npuBeneHa cxema npoBeadeHUss aHanunaa.

7.2. MNocTaHOBKa aHanusa
7.2.1. CocTaBuTb NPOTOKON MapKNPOBKN JTYHOK. JIyHKM npo-
MapKupoBaTb crneayowmm odbpasom:

A1, A2 — Nel — aOna nsamepeHusi BENMNUYMHbI ONTUHECKOW
NAoTHOCTM pacTtBopa TMb;

B1,B2 — Ne2 — ana namepeHunst BeNUYnHbl ONTUYECKOM
nnoTtHocTu Kl Ne1;

C1,C2 — Ne3 — ans usmepeHunst BenMYnMHbl ONTUYECKON
nnoTtHocTu Kl Ne2;

D1, D2 — Ne4 — anga nsmepeHus BennMYmHbl ONTUYECKOMN
nnoTtHocTn Kl Ne3;

E1,E2 — Ned5 — anga namepeHusa BennymHbl ONTUYECKON

nnoTtHocTu Kl Ne4:
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F1,F2 — Ne 6— ans nsmepeHuss BENUYNHbI ONTUYECKOMN
nnoTHocTu KI'T Neb;

Gl, G2 — Ne7— panda namepeHus BefIMYMHbLI ONTUYECKON
nnoTHocTn KI'T Ne6;

H1, H2 — Ne8 — ans usmepeHuss BENUYNHbI ONTUYECKON

MSIOTHOCTU KOHTPOSIbHOW CbIBOPOTKN.

7.2.2. Bo Bce nyHku, kpome nyHok A1 n A2, BHeCTu no
100 MKN KOHblOrara.

7.2.3. BHectn B cooTBETCTBYIOLWME NMYHKM MO 50 MK Kanmob-
POBOYHbIX MPOO N KOHTPOSIbHOW CbIBOPOTKM, B OCTaBLUMECS NYHKN
- no 50 mKn nccnegyemomn cbiBOPOTKM KPOBU B aybnnkarax.

lMpumeyaHue: obuwee 8pemss B8HeCeHUs Kanubpo8OYHbIX
npob, KOHMposibHOU CbIBOPOMKU U UccriedyeMbiX CbI8OPOMOK
Kpoeu He OO0I/IKHO rnpesbiamb 15 MuHym, uHavye epemMsi UHKyba-
uuu pasHbix obpasuos bydem 3Ha4yumesibHO pasfiudamascs, 4mo
rnpusedem K HeripagsusibHbIM pe3yribmamaml.

7.2.4. WHkybupoBatb CTpunbl B TedeHne 60 MUHYT npwu
BCTPSIXMBAHUN B TEPMOCTATUPYEMOM LLENKEPE MpU Temrnepartype
+37°C co ckopocTbio 500-800 06/MUH.

7.2.5. Tlo OKOHYaHUKN NHKYOaLMK yoannTb COLEPXKNMOE Y-
HOK B KOHTEWHEpP C Ae3nHduumpyrowmnm pacteopom (1% pactso-
pOM ruvnoxnopurta Hatpuma unnm 6% pacTBOPOM MNEPEKUCU BOAO-
poda) U NPOMbITb NYHKU NMATb pas. [1pu kaxgon NpoMblBKE BO BCe
nyHkn obasnate no 300 MK NPOMbBIBOYHOIO pacTBopa, NPUroTos-
NeHHoro no n. 7.1.5., BCTPSAXHYTb paMKy Ha LLeENKepe B Te4eHne 5—
10 cekyH C nocnegylowuMm aekaHTuposaHuem. [locne nocnen-
Hero JeKaHTUpOBaHMA TAaTelIbHO yaanuTb OCTaTKN XUOKOCTU U3
NYHOK MOCTYKMBAHMEM paMKK CO CTpUNamm B NepeBepHYTOM MNoo-
XeHnn no dounbTpoBanbHon bymare.

[onyckaeTcs npoMblIBKa NTYHOK MpyY NOMOLLM aBTOMaTUYE€CKOro
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NPOMbIBOYHOIO YCTPOMCTBA.

7.2.6. HemepgneHHo BHecTu BO Bce NyHKM no 100 mkn pac-
TBOpa TMbB. UHKybmpoBaTh CTpunbl B TEMHOTE MPU KOMHaTHOW
TemnepaTtype (+18...25°C) B TeyeHune 15-30 MUHYT B 3aBUCUMOCTH
OT CTENeHn pasBUTUA OKPaCKM.

lpumeyvaHue: MakcumarsibHasi ornmu4yeckasl niomHocmMb He
dosmKHa rpesbiwams rpeoderiog IUHelUHO020 U3MepPEeHUSs CrieKmpo-
gpomomempa. Paboyut Ouarna3oH criekmpogomomempa Heobxo-
OuMO ymo4Hsamb 8 rnacriopme rpubopa. PekomeHOyemass Makcu-
MaribHasi onmu4veckas riiomHocms He bornee 2,5 ed. OIfl.

7.2.7. [JobaBnTb BO BCE NMYHKN C TON XXEe CKOPOCTHLIO N B TOW
Xe nocnegosaTeribHOCTU, Kak u pacteop TMb, no 100 mkn cTton-
peareHTa Ofa OCTaHOBKN DePMEHTHOW peaKkuumn, BCTpAXmMBaThb Ha
LLenKepe B TeyeHne 1—2 MUHYT Npu KOMHaTHOM TemMnepaType.

7.2.8. ECnv HEBO3MOXXHO U3MeEPUTL OMTUYECKYH MITIOTHOCTb
B JlyHKax nMfiaHweTa HenocpeacTBEHHO MNOCMe BbIMOSIHEHUS
n. 7.2.7., To crnenyet UMeTb B BMAY, YTO OKpacKka B JIyHKax nnaH-
lweTta crtabunbHa He 6onee 20 MUHYT npu Temnepartype
+18...25°C.

8. PETUCTPALUUA PE3YJIBTATOB

N3amepuTb Ha poTOMETpPE BEPTMKANbLHOINO CKaHMPOBAHUA On-
TUYECKYIO NIIOTHOCTb B JIyHKaX npu anunHe BOJSHbI 450 HM.

[Mpu pernctpaummn pesynbtaTtoB HEOOXOAUMO BbIYUTATL Be-
NNYMHY ONTUYECKOW NMMNOTHOCTU B nNyHKax A1 n A2 n3 sHayeHum on-
TUYECKUX NSIOTHOCTEN BCEX OCTarbHbIX JTYHOK.

lpumeyaHue: cpedHee apupmemuyeckoe 3HadyeHue ornmu-
yeckol rnromHocmu 8 nyHkax A1 u A2 He OOITKHO ripesbilams
0,09 e0.0TI1.
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9.YYET PE3YJIbTATOB

9.1. lNocTponTb KanMbpoBOYHbIN rpadonkK 3aBUCUMOCTU OMTU-
YeCKUX MNOTHOCTEN OT KOHUeHTpauuun TTI (MKkME/mn) B kannbpo-
BOYHbIX npobax (PucyHok 2). BHewHunn Bng rpadpuka 3aBUCUT OT
cnocoba npeobpaszoBaHnsA OCEN.

lpumedaHue 1: 0nsi NocmMpPoeHUst Karnubpo8oYHbIX e2paguKko8
pekomeHOyemcs ucrionib3dogame [lpoepammHoe obecrieyeHue
«NNOA Macmepy.

lpumedaHue 2: Orisi NocmMpoeHUsi KanubpoeoyHo20 epachuka
Ha MacwmabHou bymaze HeobxoduMo ucrosib3o8ampe OaHHbIE Orl-
mu4eckux rromyocmeu rocsie 8bldumaHusi U3 Hux cpedHeu eeriu-
YUHbI orimu4eckou rirromHocmu siyHoK ¢ TMb.

Ecnu npoepamma ghomomempa He rno3eosisem e8bldumanmsas
g8eslu4uUHy orimu4eckou rromHocmu s1yHoK A1 u A2, mo Heobxo-
OUMO Mos1b308ambCs hopMyIiou:

B_B T,

20e B— cpedHee apugpmemuyecKkoe 3HadyeHue ornmu4yeckou
M/10MHOCMU 8 J1yHKax, cooepxxaujux Kanubpo8oyHkle urnu uccriedy-
emMble rpobsbl,

Bt — cpedHee apughmemuyeckoe 3HadyeHue ornmu4yeckou
rnrnomHocmu siyHoK A1 u A2.

9.2. Onpepenutb cogepxaHne TTI B npobax no kanndpoBou-
HOoMY rpaduky. B cnyvyae OononHUTENbLHOro pasBeaeHns obpas-
LOB HEOBXOANMO N3MEPEHHYIO KOoHUeHTpauuto TTI yMHOXUTb Ha
doakTop pasBeneHus.

9.3. BKkcTpanonsauuns KannmbpoBoYHOro rpaduka ans 3Ha4eHnn
KoHUeHTpauun TTI, npesbliwatownx HomuHan Kl Ne6, He gonyc-
kaeTcs. [1na TOYHOro onpeaenennsa KoHUeHTpauum B Taknx obpas-
Lax HeobxoaMMo BbIMOMHUTL UX pa3BedeHMe B COOTBETCTBUM C
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n. 7.1.9.

Ol npu 450 Hm

10
KoHueHTpauua TTI, MkME/mn
PucyHok 2. TUNUYHbIN KanNnMOpoBOYHbLIU rpadmuk
3anpewaemcs ucrosib308ams 07151 OUEHKU pearibHbIX

3KcrepumMeHmarbHbIX OaHHbIX!

10. YCNOBUA XPAHEHUA U SKCTNINTYATALUUN HABOPA

10.1. Hatop «TuponadA-TTI» AomkeH XpaHUTbCA B
ynakoBKe NpeanpusTus-uarotoBuTens npu temneparype +2...8°C
B TeYEeHNe BCEro cpoka rogHocTu. [lonyckaetca xpaHeHne Habopa
npu TemnepaTtype ao +25°C He bonee 5 cyToK.

Cpok rogHocT Habopa — 12 mecsLes.

10.2. Habop cnegyeT BbiHUMaTb U3 XonoaunbHUKa He Bo-
nee 4yem 3a 1 yac oo Hayana aHanuaa, Ho He no3xe, Yem 3a 30 Mu-
HYT 0O NpoBedeHns aHanusa.

10.3. B cnyyae gpo6HOro mMcnonb3oBaHUs KOMMOHEHTbI
Habopa Heob6XoAMMO XpaHUTb criegyroLwmnm obpasom:

e  CTpWNbl NOMECTUTb CHa4ana B NMakeT C 3TUKETKON, 3aTem

B NSTACTUKOBbLIN MaKeT C 3aMKOM U repMETUYHO 3aKpbiTb. XpPaHUTb
14

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



TupongNOA-TTI B-13.2016-12

B repMeTUYHO 3aKpbITOM nakeTe npu temnepatype +2...8°C B Te-
YyeHne BCero cpoka roqHoCTu;

e  XWOKWEe, roTOBble K WCMOSb30BaHMIO, KanmbpoBO4YHbIE
NPoOblI M KOHTPOSMbLHYK CbIBOPOTKY MOCHeEe BCKPbITUS (priakoHOB
XpaHUTb Npu TemnepaTtype +2...8°C He 6onee 1 mecsaua;

e  BOCCTaHOBIEHHbIE (PaCTBOPEHHbLIE) N3 NNOMUIN3OBaH-
HbIX MnpenapaToB KannbpoBOYHble MPOOblI U KOHTPOSIbHYIO CbIBO-
POTKY XpaHUTb Npu TemnepaTtype +2...8°C He bonee 1 mecsua;

e KoOHbtorat, bydep 1 n pactesop TMBb nocrne BckpbITUSA
dnakoHOB XpaHuUTb nNpu Temnepatype +2...8°C He 6onee 1 me-
cqaua;

e [POMbIBOYHbIN PacTBOp, NOArOTOBSIEHHbLIN K NCMNOMNb30Ba-
HUIO, XPaHUTb 3aKpbITbIM MNPUM  KOMHATHOW  Temnepartype
(+18...25°C) He bonee 5 CcyTOK;

e Oydep P ncron-peareHT nocne BCKpbITUA ONakoHOB Xpa-
HUTb Npu TemnepaType +2...8°C B Te4yeHne Bcero cpoka rogHoCTH.

10.4. [Mpn ncnonb3oBaHUM Habopa ans NPoOBEOEHUS He-
CKOJIbKMX HE3aBUCMMbIX aHanmM3oB HEOHX0AMMO UMETb B BUAY Crie-
aywolee:

e KOJINYECTBO HE3aBUCUMbIX IKCMEPUMEHTOB, KOTOpOEe
MO>XHO MPOBECTU C MOMOLLLIO AaHHOro Habopa (4 akcnepumeHTa),
orpaHn4yeHo 06 bEMOM KanmbpoBOYHbLIX MPoo;

e [N19 KaXXOoro He3aBUCUMOro 3KCrepumeHTa Heobxoammo
NOCTPOEHME HOBOIro KanmbpoBOYHOro rpadpuka n pekomeHayeTcs
onpepgerneHne KoHueHTpauun TTI B KOHTPONBLHOM CbIBOPOTKE;

e 3anpellaeTcd Bo3BpallaTb U3ObLITOK KOHbOrata, TMb u
cTon-peareHTa U3 BaHHOYEK BO (pr1aKOHbI;

e 113 OJTAKOHOB C OTKPbITbIMU KPbILLKaMM NPONCXOANT ncna-
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PEHNE, KOTOPOE MOXET NPUBECTM K MONYYEHUIO HEKOPPEKTHBIX pe-
3ynbTaToB Mpuv MOBTOPHOM WCMONb30BaHMM peareHToB. [locne
OKOHYaHMSI BHECEHUSI peareHTOB B NYHKM MNMaHLWeTa Ha KaXKaow
CcTagun aHanusa Heo6xoanMo NNOTHO 3aKpbIiBaTb KPbILIKKN driako-
HOB M NOMELLAaTb B PEKOMEHAYEMbIE YCNOBUSA XPaHEHUS.

10.5. He ponyckaeTtca cmewwmBaHue uUnu ogHOBpPEMEHHOE
NCNOJSIb30BaHNE peareHToB U3 pa3HbIX NapTuUin, 3a UCKNOYEHNEM
TMb, cton-peareHTa M KOHUEHTPUPOBAHHOINO MPOMbIBOYHOIO
pacTBopa, BXoAsLKMX B COCTaB AaHHOro Habopa peareHToB.

10.6. 3anpelyaeTcsa UCrosib3oBaThb NPOMbIBOYHbIN PACTBOP,
cton-peareHT n TMB 13 HabopoB peareHToB Apyrmx dMpmM-npons-
BOOUTENEN.

10.7. 3anpelwjaetcsa uMCnosnb3oBaTb MNPOMbIBOYHbIE pac-
TBOpPbI NponssoacTea Ankop brno ¢ 6ykBeHHbIMM 0603HAYEHNAMN,
OTNMNYHBLIMW OT YKa3aHHOro B MHCTPYKLMN K Habopy.

10.8. K paboTte ¢ Habopom gonyckaeTcss TOMbKO chneumn-
anbHO ODOYYEHHbLIN NepcoHan.

10.9. [na nonyyeHna HaOeXHbIX pe3ynbTaTtoB HeobXo-
OVMO CTporoe cobsoeHne MHCTPYKUUN.

11. ycnosuda TPAHCINMOPTUPOBKHU

11.1. TpaHcnopTupoBaHue HaOOPOB AOMKHO MNPOU3BO-
ONTbCS BCEMUW BMAAMM KPbITOro TpaHcrnopTa npu TemnepaTtype
+2...8 °C. [JonyckaeTca TpaHCcrnopTMpoBaHue Habopa npu Tem-
nepatype go +25 °C He 6ornee 5 cyTokK.

11.2. Habop, TpaHCnopTUpOBaAHHbLIN C HapyWeHNEM TeM-

nepatypHOro pexmma, nppumeHeHnto He NoAJ1eEXunT.
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12. BE3OMNACHAA YTUITN3ALUUA

12.1. [Mpn yTunusaumm oTxodoB HeobXooMMO pPYyKOBOA-
CTBOBATbCHA CaHUTAPHO-3aNMaemMmonormyeckumn npasunamm Cat-
[MnH 2.1.7.2790-10 «CaHuTtapHo-anngemunonornyeckmne tpebosa-
HUA K obpalleHnto ¢ MeauuuHCKUMMK otxogamm» n MY-287-113
«MeTogunyeckne ykasaHua no AesnHgekumn, npencrepunmsauym-
OHHOW OYMUCTKE U CTepUnM3aunmn n3gennmm MeguumMHCKoro HasHave-
HUSI».

12.2. [Mocne ncnonb3oBaHUA CTPUIbI, KAanndpaTopbl, KOH-
Tponun, obpasubl N BCE pacxXodHble MaTtepuanbl, KOTOpPble KOHTaK-
TMpoBanu c obpasyamm Bo BpeMsi 06paboTku, XxpaHeHUs1 nnn aHa-
nn3a (donakoHbl, NepyaTku, HAKOHEYHUKM W T.4.) OOSKHbI cobun-
paTbCA OTAESIbHO N CTEPUNMU30BaTLCA B aBTOKaBe. Bmecto aBTo-
KNnaBMpOBaHMA HAKOHEYHUKM MOTyT ObITb CTEPUIIN30BaHbI OE3UH-
domumpyromm cpenctesom. locne crepunusaumm Bce KOMMNOHEHTHI
N pacxodHble martepuanbl MOryT ObiTb YTUIM3MPOBAHbI Kak He-
onacHbIn mycop. [lpyrne KOMNoHeHTblI Habopa AOSMKHbI ObITb YyTU-
NN3NpoBaHbl Kak 0ObIYHbIN MYCOP.

12.3. Bo Bpems npouenypbl py4HOW NPOMbIBKU MnaHweTa
COOEPXUMOE JIYHOK Heobxoaummo BbibpacbiBaTb B KOHTEWHEP C
Oe3NHMPULMPYIOLLIMM PacTBOPOM.

13. TPEBOBAHUA K NMEPCOHAIY, YHACTBYIOLLEMY B
BbIMONHEHMN UCCNEOOBAHUN

NccnepoBaHus MoOryT BbIMONHATL CNEUnanunucTbl HE MOSMOXe
18 neT ¢ BbICLUNM N CPeSHUM MEOULMHCKUM, DMONOrMYeCcKUM nUnm
WHbIM OOpa3oBaHWEM, OKOHYMBLLUME COOTBETCTBYHOLLUME KYPChl
crieyuansHOn NoaroToBKM C OCBOEHNEM MeTo0B De3onacHou pa-
60Tbl C NnaToreHHbIMu 6uonorndyecknmm areHtamm (MNBA) I-1l rpynn
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naToreHHocTw. [epcoHan, npoBoaALMIA NccreaoBaHNUs C UCNOMb-
30BaHMeM [aHHOro Habopa peareHToB, AO/MKEH BflafeTb HaBbl-
KaMn npoBedeHna MOJSIEKYNSPHO-OMONorndyecknx nccnegoBaHum
N paboTbl Ha COOTBETCTBYHOLLEM 0O0PYAOBAHUN.

14. TAPAHTUA U3TOTOBUTENA

14.1. TllpenonpusaTne-n3roToBuUTeNb rapaHTUpyeT COOTBET-
cTBMe Habopa TpeboBaHusm TY npun cobnogeHun ycnoBum
TPaHCMNOPTUPOBAHUA, XPAHEHUA N NPUMEHEHUSA, YCTaHOBIIEHHbIX
HacToAwmnmmn TY.

14.2. [apaHTUMHLIN CPOK XpaHeHns Habopa — 12 mecsaueB
co OHs npuemkn Habopa OTK npeanpnaTna-m3aroToBUTENS.

15. AHOPOPMALUA O NPOU3BOAUTENE

Mo Bonpocam kayectBa Habopa «TuponaPA-TTI» obpa-
watbesa B OO0 «KomnaHunsa Ankop brno» no agpecy: 192148, r.
CaHkT-lNeTepbypr, >KenesHogopoXxHbI npocnekT, A. 40,nunT.A,
Ten/dakc: (812) 677-8779.
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lpumeyaHusi:

KI'l — kanubposo4yHasi ripoba;

KC — KoHmMporsibHasi cbisopomka;

Ol — onmuyeckasi nromHocmb;

KT — komHamHasi memnepamypa (+18...25°C);
10 — npoepammHoe obecrieqeHue.

Mo Bonpocam kayectBa Habopa «TupouaPA-TTIN» obpawartbca B OO0 «Kom-
naHua Ankop buo» no apgpecy: 192148, r. CaHkr-lNeTepbypr, XKenesHoaopox-
HbIX npocnekT, 4. 40, nuT.A, Ten/dakc: (812) 677-8779.
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