Ipanoxenne Kk AKTY OLEHKH Pe3yIbTATOB KIHANYECKHX HCOLITAHRHI
MEeIHIMHCKOro H3eHA AAd JHATHOCTHKH in vitro

Ne23/08-1 or 11.10.2023
HucTpykung no NpHMeHCHHI0
«HaGop pearenToB 418 BMMYHO(ePMEHTHOIO ONpeAe/ieHHS KOHUCHTPANHH

17-OH-nporecrepona B ¢cHIBOPOTKe (TLIA3ME) KPOBH
(17-OH-nporecrepon-HO®A-BECT)»

IMEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHMI 1 PETHCTPALIMH MELMLMHCKUX U3AEMM



«YTBEPXOAHK»

eHepanbHbIii AVPEKTOP

Mo NpuMeHeHUto Habopa peareHToB A9 UMMYHO(EPMEHTHOIO ONpefeneHnsa KOHLeHTpaumm
17-OH-nporectepoHa B CbIBOPOTKe (Nn1a3Me) KpoBM

(«17-OH-nporectepoH-NPA-BECT»)

1. HABHAYEHWE

1.1. Habop peareHTOB AN UMMYHO(EPMEHTHOrO onpefeneHns KoHueHTpauum 17-OH-
nporecTepoHa B CbIBOPOTKE (Mna3mMe) KpoBu «17-OH-nporectepoH-NPA-BEECT» (ganee no TEKCTY
— Habop) npefHa3HayeH 419 KONMYeCTBEHHOro onpegeneHns 17-OH-nporectepoHa (170HIM) B cbI-
BOPOTKe, nnasme (c K234 TA) KpoBM YenoBeka METOA0M TBEPAO(PA3HOr0 UMMYHOPEPMEHTHOrO aHa-
nm3a (MPA) B KauecTse BCNOMOraTe/isHOro CpefcTea AMarHoCcTukM gedpuunta 21-rugpokcmnassl,
NPMBOAALLETO K BPOXAEHHON rmnepnnasnn Kopbl HagnoyeyHnkos (BIF'KH) BHe 3aBMcMMOCTH OT MO-
NyNALUOHHBIX N AeMOrpafMyecKnux acrneKTos.

Oednumnt depmeHTa 21-rnapoKcmnasbl CHXKaAET npespawieHne 170HM B 11-A€30KCUKOPTU-
301, NPeALWecTBEHHNK KOPTN30/1a, U NMporecTepoHa B 11-Ae30KCUKOPTUKOCTEPOH, MPefLlwecTBEHHUK
anbaocTepoHa. MoCcKoNbKY KOHLUEeHTpauusa KopTu3ona CHumxaetcs, yposeHb AKTI KoMneHcaTopHO

yBeNMUNBAETCS, YTO CTUMYNUPYeT CTEPOMUJOreHe3 B KOpe HaAMoYeYHUKOB M NPUBOAUT K HaKome-

Huto 170HTT.

1.2. Habop paccumTtaH Ha nposedeHue aHanm3a 96 06pasLoB, BKIOYAA KaiMbpoBOUHbIE U

KOHTPO/bHbI 06pas3Libl. BO3MOXHO Ap06HOE UCNONb30BaHMe Habopa (NpoBeAeHMe 12 He3aBMCUMbIX

NOCTaHOBOK aHaﬂmsa).

NHCcTpyKuna cocTasneda coTpygHukamm AO «BekTop-becT»: gupekTopom HUW CA M.KO. PyKaBuWHNKOBLIM,
HavyanbHUKOM nabopaTopun MDA ropmoHOB 1 onyxonesbix MapképosB C.B. LLlemeTOBbIM M cm. 6MOTEXHONOTOM Nabo-
paTopuu MDA ropmMOHOB 1 0NYyX0/eBblX MapképoB B.B. KopeHbKOM
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2. XAPAKTEPUCTHKA HABOPA
2.1. Ilpunuun Meroxa

Merox onpezieneHns OCHOBaH Ha TBEPAOA3HOM KOHKYPEHTHOM HMMYHO(EpMEHTHOM aHaIM3e.
B nmyHkax nnanmera npu qo6aBiieHHH HecaeyeMoro oopasiia M KOHbIOraTa POHCXOAMT KOHKY PEHTHOE
ca3biBaiKe coiBopoToyHoro 170HIT u 170HI], koHBIOrHpPOBaHHOrO ¢ NEPOKCHAA30H XpEHa, € Mo-
JIUKIOHAMbHBIMH aHTHTeNaMu K 170OHII, nMMOGHIM30BaHHBIMH Ha BHYTpPEHHEH NMOBEPXHOCTH JTy-
HOK. Bo BpeMs MHKy6alMu ¢ pacTBOpPOM TeTpaMETHJIOEH3HIHHA NMPOHCXOAMT OKpalllHBaHHE pac-
TBOpa B JyHKaXx. CTeneHb okpacku o6paTHO nponopuHoHaibHa KoHueHTpauuu 170HI1 B ananusn-
pYyeMbIx npobax.

ITocne oCcTaHOBKHM peakUMH CTON-peareHTOM pe3ysbTathl MDA perucTpupylorcs uiMepe-
HHeM ontHyeckoi nnotHocTH (OIT) B myHkax nuaHmera.

Konuenrpauuio 170HI1 B anann3upyeMsix o6pasuax onpeaensior no katmopoBoYHOMy rpa-

KKy 3aBHCUMOCTH ONTHYECKOH MIOTHOCTH OT koHueHTpauuH 170HIT B kannbpoBouHEIX 06pasuax.

2.2. CocTaB Habopa

KomnonenT HaGopa (cokpallieHHe) Kon-Bo
Onucanue
Ihanwer pazbopusift ¢ HMMOGKIHIOBAHHBLIMH NMOTHKIOHAIBHBIMH aHTHTeNaMH Kk 170HIT 1 urr.
Kaan6posounbie o6pazusi* (K1, K2, K3, K4, K5, K6) 6 dn
\ Codepxcam ussecmuvie konuuecmea 170HIT — 0; 0,5; 1,5; 5; 20; 100 umons/n. 16 0.5 ';m
Cooepxcum ProClin 300 (0,044%), gperon (0,166%). ’
KonTtpoashubift 06paseu (KO)
Codepocum xonuvecmso 170HI1 e npedenax, yxasanneix 8 nacnopme u Ha smuxemxe Qaaxkona, 1 ¢n.
HMOAb/A. 0,5 Mn
Cooepacum ProClin 300 (0,044%), gpenon (0,166%).
Konviorar L n
170HII ¢ nepoxcudasou xpena. 13.0 Mﬂ
Cooepacum ProClin 150 (0,044%), gpenon (0,08%) ?
KonuentpaT pocgamro-conesoro Gydeproro pactsopa ¢ TeuioM (OCB-Tx25) 1 a.
Codepacum ProClin 300 (0,25%) 28,0 Ma
PacTBop TeTpameTibensuanna naioc (pacteop TMB numoc) 1 ¢n,,
\ Codepocum 3,3',5,5 -mempamemunbensudun (0,1%,). 13,0 mn
1‘ Cron-pearenT 1 ¢a.,
Codepxcum xucnromy cepuyio (4,9%). 12,0 Mn
ILienxa Ansl 3aK/IeHBAHHA MUIAHINETA 1 wr.
HaxoHeuHHKH A1 103aTOpOB Ha 2-200 Mmkn 16 wi.
BaHHOUYKH [JISl peareHToB 2 wT.
TpadapeT 418 nocTpoeHHN KaauGpoBouHOro rpaguka 1 wr.

¢Kanm6GpoBouHbic 06pasitbl aTTECTOBAKb! OTHOCHTE/IBHO CTAHABPTHON NAHENH NPEANPHATHS.

3. AHAJIMTHYECKHE U JUATHOCTHYECKHE XAPAKTEPHUCTHKH

3.1. JluneiinocTs B AManazoHe koHuentpauui 0,5-100 umons/n 170HIT — B npeaenax 90%—
110%.
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3.2. *BocnponssomuMocts. Koahduument papuaiu ve npesbmaer 8%.

3.3. *Tect Ha «OTKphiTHE» — B npeAenax 90%-110%.

3.4. *YyBCTBHTENBHOCTS — MHHHEMANBHO ONpefenseMai Habopom xoHneHTpauns 170HI] e
npessmuaer 0,11 EMoms/n.

3.5. AHauTHecKas CenHQHIHOCTD: IPH NPOBEACHHA TECTHPOBAHUA He OBLIO BHIABICHO
NEPEXPeCTHON PEaKIME CO CIEAYIOMMMHE BEIeCTBAMH: IporecTepoH (a0 67,5 EMONL/IT), TeCTOCTe-
pox (o 139,8 mmos/n), 3cTpammon (o 11,2 EMoiw/n), kopTuson (no 1712 EMons/n).

3.6. [loTeHmHanbaO AHTEPPEPHPYIONIHE BEIECTRA.

Bo3moxHbIe HHTEPEPEHINE GEUTH OnpeelicHb! Ty TEM TeCTHPOBAHHS 06pa3noB, B KOTOPHIX
cozepKanach NOBHILICHHAS KOHIICHTPaIHs MpenONaracMoro MaTepana, KOTOphIil MOXeT PHCYT-
CTBOBATH B CHIBOPOTKE NMAaL@eHTa. ['eMOrno6uH B KOHNERTPAuHHE A0 2 Mr/Mi, GHIMpYOHH B KOHIICH-
| TpamaH 1o 0,2 MI/M1, TPATMHOEPHB B KOHIEHTPAIH 10 20 Mr/MJI HE OKa3hIBAIOT METEPPEPHPYIO-
IIEro BIHAHHA,

3.7. Konnenrpamuu 170HI], usmepersEe B CHBOPOTKE KPoBE 605 YCIOBHO 30POBHIX JIHII
B Bo3pacte 22-73 ner ¢ Hcnonb3osanueM HaGopa «17-OH-nporecrepor-HPA-BECT» npeacrtas-

JIeHH B Ta0m.
5-% 50-# 95-i
ITon I'pymma N, mT. B nnapﬂa T, NepUeHTHIb, | TCPUCHTHIb, | NEPLUEHTHIb,
HMOJIL/JT HMOJL/ NI HMOJI/ T
3 v '
%E — 136 | 24-65 1,19 2,59 4,63
“m“;)‘;y;:‘l’“” 74 | 24-56 0,84 1,51 4,51
B
E Thoremmopat | o, | 25 56 0,78 3,55 8,16
daza
o Meronay3a 127 45-73 0,49 1,08 3,35
2 BepeMeHHOCTD:
3 ’ 187 —_ 6,10 18,65 35,43
TPAMECTP

3.8. Pexomenayerca B xaxaol nabopaTopud yTOMHHTS 3Hagenms KornenTpauuu 170HII, co-
OTBETCTBYIOIIAC HOPMANBHEIM JUI IAHHOTO PerHOHA Y 00CIIeHyeMON0 KOHTHHICHTa JIOACH i ompe-
AenuThH 3HadeHns 1-ro u 99-ro mepueHTWIEl HIKHETO H BEPXHEro YpoBHS pe)epeHCHOro Juana-
30Ha.

*no FOCT P 51352-2013.

4. MEPHI IIPEJOCTOPOXKHOCTH
4.1. TloTeHIMAaNEHEIL PHCK NpHMEHEHHS Habopa — Knacc 2a (mpukas M3 P® ot 06.06.2012
Ne 4m).
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4.2. Habop npeanasnadeH mig NpodecCHOHANBHOIO MPAMEHEHHA B KIHHIYECKOH nabopa-
TOpHOH MarHOCTHKE 00YUEeHHEIM IIEPCOHAIOM.

4.3. Cron-pearent 1 pacteop TMB mwmoc o6nanaor pasapakatomuM Aeticreuem. Msberars
pasGpERrUBaHNa M MONANAHMS HA KOXKY H CIH3HCTHE. B Cilydae nonajjaHus CTON-peareHTa # pac-
tBopa TMB mmoc Ha KOXY ¥ CIM3MCTHE HEOGXOMMMO NMPOMBITH NOPAKERHBIN yIacTOK SONbIIMM
KOTHIECTBOM POTOuHOM BOARL. HekoTopsie koMmoneHTH coaepxar ProClin 150, ProClin 300, de-
HOJI, KUCJIOTY CEPHYIO, TCTPAMETHIOEH3HIAH B KOHIEHTpAIMAX, YKa3aHHHX B 1. 2.2. «Cocras
Habopa».

4.4. [Ipr pabote ¢ HCCNeAYeMBIME o0pasnaMH cleayeT COOMOAATh MEPH IPEAOCTOPOXKHO-
CTH, IPUHATHE NpH pafoTe ¢ NOTeHIMATEHO HHGEKITAOHARIM MaTepranoM. TpeGopanns GelonacHo-
CTH K MeJHIEHCKAM NabopaTopusaM npuseaeHsl B FOCT P 52905-2007.

4.58. Tpn ucnons3oBaHEH Habopa 06pasyloTca oTXOAH knaccos A K B, kotophie kiaccudpn-
HEPYIOTCS B YHHITOXKAIOTCH (YyTHAH3HpYloTcs) B cootBercTeaM ¢ CanlluH 2.1.3684-21 «Cann-
TAPHO-3MHAEMHONIOTAIeCKHE TPeGOBaHHSA K COACPRAHHRIO TEPPHTOPHH FOPOACKMX H CEILCKHX NOCe-
NeHHAN, K BOAHEM 00bEKTaM, IATHERO! BOJIC M NMHTHEBOMY BOAOCHaOKeHHIO, aTMOCHEPHOMY BO3-
AYXY, HOUBaM, XHITEM NOMEMECHHAM, IKCILTYaTallH TPOA3BOACTBCHHBIX, OOMECTBEHHANIX NOMEIIe-
HulH, OpraHHE3aMy | IPOBEACHHIO CAHHTAPHO-MPOTHBOIMHAAEMHIECKHX (IpodHNAKTHIECKHEX) MEPO-
opuaTaiy.

4.6, Jlezundexnmo HaG0POB PeareHTOB, MOCY/AB ¥ MATEPHAANOB, KOHTAKTUPOBABIIUX C HC-
clenyeMuIME o6paznamu, ciefyeT npoBouTs 1o MY 287-113 «MeToauyecKne YKa3aHHS 110 Ne3HH-
(exiun, NpeaCTePATA3AIMOHHON OUHCTKE H CTEPHIH3ANNAE H3C/IHH MEHIMHCKOIO HA3HAUYCHAA).

4.7. IIpoTHRONOKA3AHNA: HE IPHMEHHMO, H3/IeNTHe MPEAHA3HAYEHO IS BNPOodeCCHORATBHOTO
OpEMEHESHHS B KIMHHYCCKOI 1abopaTopHO# AUardoCcTuKe.

5. OBOPYIOBAHHE H MATEPHAJIBI, HEOBXOAUMBIE IIPH PABOTE
C HABOPOM:

- CnexTpodoToMeTp BEPTHKAIBHOTO CKAHKPOBAHMS, NO3BOJAIOMAN TPOBOAUTL H3MEpe-
HHS ONTHYeCKOH IUIOTHOCTH PacTBOPOB B JIYHKAaX CTPHIOB I/IAHIIETa MpH JNHHe BOAHE 450 HM
H/HJIH B JBYXBO/IHOBOM PEXHME IPH OCHOBHOM IIRHe BONHH 450 EM H JUTHHE BOJIHE! CPABHEHHA
B gaanazone 620 HM—655 uM; i asToMaTHaecknit UM A -aHamA3aTop OTKPRITOrO THIIA (HAIIPAMED:
aHATH3aTOp HMMYHOMepMeHTHEIH apToMaTHIecKHH «Jlasyputy» (Lazurite) ¢ npHHAUIEKHOCTAMH);

— melixep TepMOCTATHPYEMEIH OpOHTANBHONO THIIA, [IO3BOJIIOIAMA TPON3BOAUTE BCTPSIXH-
BanHe mpH Temueparype (37+1)°C u 400800 o6/Mum;

— XONOAMIEHHK OBITOBOI;

— JI033TOpH OAHOKAHATLHEE CO CMCHHBIMH HaKOHEIHHMKAMH, NO3BOJLAIOINE OTOHPATS 065~

eMul xuakocT o1 10 o 100 Mx;
4
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— J103aTOphl MHOTOKaHAJIbHbIE CO CMEHHHIMH HAaKOHEYHHKaMH, MO3BOJAIOLIHE OTOMpATh
o6bemsl xuaAKocTH oT 10 10 300 MK,

— MPOMBIBOYHOE YCTPOKCTBO Ul IUIAHILIETOB;

— UHWIMHAP MepHbI# BMecTHMOCTBIO 1000 Mi;

— BOJa AMCTHJUIMpOBaHHas;

— MEepYaTKH MEAMUMHCKHE PE3HHOBbIE OJHOPa30BbIE;

— 6ymara ¢puinbTpoBabHaA 1abopaTopHas;

— Je3uHQHUMPYIOLIHIi pacTBOP.

6. AHAJIN3UPYEMBIE OBPA3IIbI

6.1. TpeboBaHus K YCIOBHSM H NpOLIEIypaM BEACHHS MPEaHAIMTHYECKOrO 3Tana KIHHHYe-
J CKHX J1a0OpaTOPHBIX MCCIENOBAHHM C LEbIO HCKTIOYEHHS HiIH OrPaHHYCHHSA BIMAHHA 3HIOT€HHEIX,
f 3K30T€HHBIX, ATPOr€HHBIX H MHEIX (PAKTOPOB, MEMIAIOUMX MPABHIbHOMY OTPAXECHHIO COCTOSHHS
BHYTpeHHe# cpefbl 06ciieryeMbIX NalMEeHTOB B pe3yJIbTaTaxX KIIHHHYECKHX J1JabopaTOpHLIX HCCIENo-
BaHui uznoxensl B 'OCT P 53079.4-2008 «Texsonoruu naboparopHbie kKiuHu4Yeckue. Obecneye-
HHE Ka4yecTBa KIMHHUYECKUX JabopaTopHbIX HccnenoBanuii. YacTs 4. [IpaBuna BeseHHs nmpeaHalu-
THYECKOTO 3Tanay.

B3ATHe, TpaHCNOPTHPOBaHHE M XpaHEHHE HCCICAYEMOro MaTepHala OCyMECTBIAETCS CO-
\ rinacHo MY 4.2.2039-05 «Texuunka c6opa u TpaHCnopTHpOoBaHus GHOMaTepHaIoB B MUKPOOHOJIOTH-
yeckue jnaboparopuu», yTBepxkIeHHbIM PocnorpebHamsopom u Pexomenpaunusam «OpraHu3aius
NpeaHATMTHYECKOrO 3Tana IpH LeHTpaM3aluy J1abopaTopHBIX HCCIeNA0BaHHA Y, 0NOOPEHHBIM MPO-
¢unsHOR KOMHCcHel MuH3paBa Poccuu no kiMHKueckoit naboparopHoit auarHoctuke 30.05.2013.

6.2. Jlna npoBeneHHs aHaIM3a MCMONb30BaTh 00pa3isl CHIBOPOTKH, Miaa3mel (¢ K23/ITA)
KpOBH 4eJIOBEKa.

6.3. OGpasibl CHIBOPOTKH (IL1a3Mbl) KPOBH ClIEYET XpaHHTh TipH TeMneparype (2-8)°C ne
J. Gonee S auei, win npu TeMneparype muHyc 18°C n Huxe He 6osee 6 MecsueB. [Tocie pasMopaxu-
BaHMs 00pa3ibl CIEAYET TIIATENLHO NepeMewars. [IoBTopHOe pasMOpaKHBaHHE H 3aMOpaXHBaHHE
aHaIM3HpYyeMbIx 06pa3LoB HE AOMyCKaeTCs.

6.4. OGpa3up! CLIBOPOTKM (IJIa3MBbI) KPOBH, COJEpKalllie B3BEIIECHHBIC YacTHIBbI, HE06Xo0-
JIMMO OYKCTHTH LeHTpuyrupoBaHuem npu 1000—-1500 06/MuH B TeyeHHE 5 MHH MpPH TEMNEpaType
18-25°C.

6.5. OGpasup! ¢ MPUCYTCTBHEM BHIPAKEHHOTO FEMOJIN3a H KOAryJIALHH (HATHYHE CTYCTKOB)

HE NMOAXOAAT AJIA TCCTUPOBAHHA.
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7. IOATOTOBKA PEATEHTOB LIS AHAJIM3A

7.1. Buumanue! TwaamenvHnoe cobniodenue onucanHsIx Hudice mpeboearnuii no3eonum u3-
bexcams uckaxcenun pezyromamos HPDA.

Ilepen mocraHoBKO#M peakLMH Bce KOMIOHEHThl Habopa HEOOXOQHMO BBIAEPXKAThb MPH TEM-
neparype (18-26)°C He meHee 30 MHH.

— Ilpu npo6bHOM Hcnonb3oBaHHM Habopa nmocne oTbopa HEOOXOAMMOrO KOJIHYECTBA KOMIIO-
HEHTOB (PJIaKOHKEI C pacTBOpaMH HEOOXOIHUMO IUIOTHO 3aKpPhITh, @ OCTABIIMECS CTPHIIBI Cpa3y ynako-
BaTh B IAKET C BJIArONOrNOTHTENEM, YAATIHTH U3 HETO BO3AYX M IUIOTHO 3aKPBITh 3aMOK. XPaHHTDb IIPH
temmneparype (2—8)°C, ucnosm30BaTh B TE4EHHE BCErO CpOKa roqHOCTH Habopa.

— Jonyckaercs xpanenne ®CB-Tx25 u cron-peareHta npu reMnepatype (2—30)°C B Tedenne
BCEro Cpoka roXHOCTH Habopa.

— HeobxoanMo u3berars Bo3AeHCTBHE NMPAMOro COJIHEYHOro cBera Ha pactsop TMb mmoc
NpH NoAroToBke ¥ nposeaeHHH HDA.

— Ilpu nocraHoBke UPDA Henb3a HCNIONB30BATH KOMIOHEHTHI H3 HAOOPOB pa3sHbIX CEPHIt HIIH
CMEIMBaTh MX MPH MPHrOTOBICHHH PacTBOPOB, KpoMe Hecneuuduyeckux xomnoHeHToB (PCBH-
Tx25, pactBop TMB mmoc, cron-peareHT), KOTOphie B3auMo3ameHsAeMbl B Habopax AO «BekTop-
bect».

~ Henb3s ucnonb30BaTh peareHTsl H3 HAO6OPOB APYTHX PHPM-NPOHU3BOAMTENEH.

) — Ilpu NpHroToBJEHHH pacTBOpoB H nmpoBefeHHH UDA creayer HCNoOabL30BaTh OHOPA30-
Bbl€ HAKOHEYHUKH VIS J03aTOPOB.

— Ilpu HCMONBL30BaHHM ABTOMATHYECKOTO YCTPONUCTBA I IPOMBIBKH ILIAHIIETOB HEOOXO-
JMMO CJIEOUTD 32 YHCTOTOH EMKOCTH JUIS IPOMBIBOYHOIO PacTBOpa ¥ COEAWHHMTENbHBIX IUIAHTOB: B
HHUX He JOJIKHO OBITh MUKPOOHOM KOHTaMHHALMHK. [/ npeRoTBpalieHHs 3aCOPESHHUS HIJT TPOMBIBOY-
HOTO yCTpPOKCTBa B KOHILIE paboyero JHA 06A3aTeNbHO ClIeAyeT BBINOIHUTD IIPOLIEAYPY ONOJaCKHBA-
HMSl CHCTEMBI N0JIaYH JKHIKOCTH AHCTHIUIMpOBaHHOM! Boo#. OIHH pa3 B Heelo Heo6X0aAHMO Npo-
&  M3BOIMTH 3aMauMBaHHe BCEl CHCTEMBI TPOMBIBOYHOTrO ycTpoiicTa B 70% CrMpTe HIIH B IpyroM pac-
TBOpE, PEKOMEHIOBAHHOM HHCTPYKLHE#H K npubopy.

— Jlna ne3snH(peKuHH mocyabl H MaTEpHaIOB, KOHTAKTHPYIOIMX C HCCJIECAYEMBIMH H KOH-
TPOJIbHBIMH 00pa3liaMH, peKOMEHIY€eM HCIIOb30BaTh JAe3HHOHLHPYIOIIHE CPEICTBA, HE OKa3bIBalo-
M€ HEraTHBHOrO BO3JEeHCTBHA Ha kayecTBO UDA, He coaepxaime aKkTHBHBINA KHCJIOPOA H XJIOD,
HanmpuMep, KOMOMHHUpPOBaHHBIE cpeacTBa Ha ocHOBe YAC (4eTBEpPTHUHBIX aMMOHHMEBBIX COEIHHE-
HHUH), CIHPTOB, TPETHYHBIX AMHHOB.

- B ciyyae NOBTOPHOrO MCMOJBL30BaHUA NMOCYQy (BaHHOYKHM) JUIA KOHBIOraTa Heo6XoauMo

NPOMBITh IPOTOYHOM BOAOW M TINATENHHO OMOJOCHYTH AUCTH/UTHPOBAHHON BOJOM; nocyny (BaH-
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HOYKH) Ang pacteopa TMB mmoc ononocHyTh BoAo#, MpoMuiTh 70% STHAOBHM CIHPTOM H TIRA-
TEIHHO OTMBITH ARCTHUMpOBaHHOM pono#. Hemsan o6pabarriBars nocyay (BAHROYKH) AC3HHPHIMH-
PYIOIIMMH PacTBOPAMH H MOIOIIMMH CPE/ICTBAMH.

— Jo3aropsl M paGodme nopepxHOCTH 00pabaTeBaTh TOMBKO 70% PacTBOPOM STHIOBOTO
cnupta. He ncnons3osaTh NEpeKnch BOAOPOAA, XIOPAMHE.

7.2. llogroToBKa NIAHIIETA,

BCKpHITS NaKeT ¢ MIaHmeToM Bemue 3aMKa. OCTaBATE Ha paMxe HeoOX0mMMOe A1 TIpOBeae-
HHA aHAIH33 KOJHYCCTBO CTPHUIIOB.

7.3. IIpEroToB/IeHHE¢ NPOMBLIBOMHOI0 PACTBOPA.

Tlepememats conpepxumoe pnakona ¢ ®CB-Tx25. Ilpa samiaacHAM B XOHUEHTpaTe Ocaaka
coneit nporpets ero mpu Temneparype (30-40)°C ao momoro pacTBOPCHHA OCAIKa.
y B COOTBETCTBHH ¢ YHCIOM HCTONB3YEMBX CTPHNOB (CM. TaOIHI[y pacxoia KOMIOHCHTOB)
BHECTH B MEpHED! IIUAHAP HeoOXx0xuMoe kommyecTBO KonnenTpara ®CB-Tx25 H moBecTH 0 COOT-
BETCTBYIOMCTO 00bEMA AUCTHIUTHPOBAHHOA BOAOH, TIIATENLHO NIEPEMEIIATD.

Xpanenue: npu memnepamype (2-8)°C ne 6onee 30 cymox wnu npu (18-26)°C ne bonee 7 cymox.

7.4. Konssorar,

KoHsiorar rotoB K HCIONB30BaHMIO. [TepeMenmaTts conepxumMoe Gprakona, e JommycKas Bene-

HHBaHHS. B COOTBETCTBHH ¢ UMCIOM HCMOMBIYEeMEBIX CTPHIIOB (CM. TaG/mIYy pacxo/ia KOMIIOHEHTOB)

| oTOOpaTh B BAHHOYKY [JIf peareHTa Heo0XoauMoe KOIHIeCTBO KOHBIOTraTa.
7.5. Pacteop TMB mmoc.

Pacteop TMB mmoc roTos K MCTIONB30BaHHIO. B COOTBETCTBHE ¢ YHCIOM HCMONE3YEMBIX

cTpaToB {CM. TaGMHIY PacXoAa KOMIOHEHTOB) 0T06paTh B BAHHOUKY I PearcHTa HeoOxoaumoe

KonagecTBo pacTeopa TMb mmoc.
Tabnuna pacxona KOMIOHECHTOB
IpoMBBOTHEIL pacTBOp
mwxmm KoHbiorat, M Pacrsop TMB ®CB-Tx25, mn AMCTHIHPOBAHHAS
fn cTpHmoB UmOC, M BOS3, M1
2 2,0 2,0 4,0 zo 100
3 30 3,0 6,0 zo 150
4 4,0 4,0 8,0 Io 200
5 5,0 50 10,0 no 250
6 6,0 6,0 12,0 no 300
7 7,0 7,0 14,0 a0 350
8 8,0 8,0 16,0 a0 400
9 9,0 9,0 18,0 1o 450
10 10,0 10,0 20,0 zo 500
11 11,0 - 11,0 22,0 zo 550
12 12,0 12,0 24,0 1o 600

7.6. IoaroToBKka Hec/IeAyeMbIX 06pa3NoB.
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HUccnexyemblie 0O6pa3iibl CBIBOPOTKH (I11a3Mbl) KPOBH Cl€y€T BbLIEPXaTb NPH TEMIIEpAType
(18-26)°C He menee 30 MuH.

7.7. IloaroroBKa KaaHOPOBOYHBIX H KOHTPOAbHBLIX 00pa3noB

Kanu6poBo4dHbIe H KOHTPOJIbHbIH 006pa3iibl FTOTOBbI K HCIIOJIB30BAHHIO.

[Nepen npoBenenneM aHamM3a ¢akoHbl ¢ KATHOPOBOYHBIMH 00pa3LiaMH H KOHTPOJILHEIM 06-
pa3lioM XOpOILIO NepeMeIaTh BCTPAXHBAHHEM.

7.8. Cron-pearenTt

CTon-pear CHT rOTOB K HCITOJIb30BAHHIO.

8. IPOBEAEHUE HDA

8.1. B 1yHku ruiaHmera BHECTH MO 25 MKJI KaXI0ro kaiu6poBoyHoro obpa3ua H 25 MKJI KOH-
TPOJBLHOTO 00pasua. B ocTanbHbie JIYHKH BHECTH IO 25 MKJI aHaNH3HPYEMbIX 06pa3lioB CHIBOPOTKH
(ru1a3Mbl) KpOBH.

BHecenne 06pa3uoB HeoOXOAMMO NPOM3BOAMTEL OBICTPO, B TeyeHHE BpeMeHH He Oonee
20 MHH NpPH KUCMIOL30BAaHHH BCEX JTYHOK IUIAHILETA.

JLnst noBBIMIEHHS JOCTOBEPHOCTH pe3yJIbTaTOB JOMyCKaeTcs HcciexyeMbie o6pasiibl aHaH-
3UpoBaTh B QyOJIAX, HCIIONB3YA U1 KAXA0r0o o6pasua Mo ABE JTyHKH.

8.2. Buectu Bo Bce JiyHkH mo 100 Mk koHBbiorata (cM . 7.4), 3aK/I€HTb CTPHIIbI IUIEHKOH H
HHKYOupoBaTh 60 MHH NpH BCTPAXMBAHMH Ha mielikepe ¢ yacToTod 650 06/MHH M TemmepaType
(37x1)°C.

WHKyOalys miaHieT B aBTOMaTHYECKHX aHATH3aTOpax BO3MOXHa 0€3 3aKleHBaHHs TUIEH-
KO#/3aKpbIBaHHSA KPBIIIKOMH.

OcCTaTKH KOHBIOraTa H3 BAHHOYKH YTH/IM3HPOBAaTh (HE CIMBATH BO ()JIaKOH C HCXOJHBIM KOHb-
IOraToMm).

8.3. ITo OKOHYaHMH HHKYOALMH CHSTH JIMIIKYIO TUIEHKY H NTOMECTHTDb €€ B COCy/ C Ae3HHHIIM-
pytoimM pacTBopoM. C MOMOIIBIO MPOMBIBOYHOTO YCTPOHCTBA MPOMBITH JTYHKH ILIAHILIETa S pa3 npo-
MBIBOYHBIM pacTBOpoM (I1. 7.3), yepeays aclMpaulMiO H HEMEMJICHHOE 3aMOJHEHME JIYHOK KaXKAOro
cTpuna. B xaxmyro sryHKy BHOCUTh He MeHee 350 MIUT )KHIKOCTH B IPOLIECCE KAXKIOI0 LIMKJIA ITPOMBIBKH.
HeobxoauMo 10OHBAaTLCA MOJHOTO OMOPOXHEHHSA JTYHOK NOCIe KaXA0ro HX 3anonHeHus. 1o oxou-
YaHUK MPOMBIBKH OCTaTKH BJIarH W3 JIyHOK TINATENbHO YAAIHTb, NOCTYKHBas NEpEeBEPHYTHIM IIaH-
HIETOM MO (UIbTPOBabHOM Oymare.

8.4. Buectn Bo Bce yHku no 100 mxn pactBopa TMB nmoc (cM. n. 7.5) # HHKyOHpOBaTh B
3AMMIIEHHOM OT IPAMOTO COTHEYHOTO CBeTa MecTe 15 MHH NpH BCTPAXMBAHMHM Ha MIEHKepe ¢ YacTo-
Toit 650 06/mMuH u Temnepartype (37+1)°C.

OcTatky pactBopa TMB mmoc U3 BAHHOYKH YTHJIM3HPOBATh (He CIHBATh BO §IAKOH C HCXOJI-

HBIM pacTBOPOM).
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8.5. Brectn Bo Bee yHKH no 100 MK cron-peareHTa. BeTpaxHyTh Inannier Ha uielikepe B
teueHue 10-15 cex, mpH 3TOM COAEPKAMOE IYHOK OKPAIIABACTCA B KENTHIH HBET.

8.6. MaMepuTh BeNMYHHY ONTHYECKOH IUIOTHOCTH PacTBOPOB B JYHKAaX Ha cmekTpodoTo-
METPE B ABYXBOJHOBOM PEKHME: IPH OCHOBHOH AnHe BOHB! 450 HM U pedepeHCHON ITHEE BOMHE!
B quana3ore 620655 uM. Jlonmyckaercs A3Mepenne npa oaHo# AnuHe BomHE — 450 AM. Bpems

MEXAY OCTAHOBKOH peakIuy H H3IMEPEHNEM ONTHIECKOH IVIOTHOCTH HE JOMKHO NPeBbiaTh 10 MuH.

9. YYET PE3VJIbTATOB
| 9.1, INocTpouTs B MMHERHEIX KOOPAMHATAX KANHOPOBOYHEIE rpadHk 3aBHCHMOCTH ONTHYE-

CKOM MWiIoTHOCTA (€4. onmT. IWIOTH.) OT koHueHtpamum 170HII B xamiGposouHnx ofpa3snax
1 (AMONB/II).
| 9.2. Onpenennts cogepxanne 170HII B KORTpOMbHOM 00pasiie B aHANA3HPYEMEIX 00pa3nax
IO KATHOPOBOYHOMY IpadHKy.

9.3. PesynbTaTH aHANA3A HCCACAYEMBIX 00pa3ioB YUHTHIBATS, €CTH OYAyT BEINOMHEHH Cle-
IYI1OIIHE YCOBHS:

- COOTHOIICHAE OUTHUESCKHNX IUTOTHOCTEH KaTHOPOBOYHLIX 00pa3snoB:

OITp > Olly s > OIT, 5 > OIls > Oz > Ollye0;

- OIlp 21,0 en. onT. nnotH. (0.€.);

- BBIMHCICHHOE 10 KATAGPOBOIHOMY rpaduky 3HaucHre KonnenTpauu# 170HIT 8 kon-
TPONBHOM 0Gpasnie COOTBETCTBYET AANA30Ry KOHICHTpalHit, YKa3aHHOMY Ha THKETKe ¢uakoHa.

OITg; Ollys; OIy 5. OIls; Ol 1 Olljo0 — 3HAYCHAL OMTHIECKOH ILIOTHOCTH KAMMOPOBOTHBIX
oGpasuos 0; 0,5;1,5; 5; 20 1 100 HMONE/N COOTBETCTBEHHO.

IIpr HCHONB30BAHAH [UIA PACcUETOB KOHICHTpanmii XOMNBIOTEPHOrC HIM BCTPOCHHOTO B
cnekTpodoToMeTp mporpaMMuOro obecnedenns B HacTpolikax BHOpaTh METON, COOTBCTCTBYIOMMUA
KyCOMHO-JIRHERHOH aNNpOKCHMALIHHA.

: 9.4. s npeA0CTaRNCHAS pe3yNbTaToB H3Mepennit konnenTpaiad 170HI] B Hr/mn, cnenyer
' yMHOXHTB Pe3yJbTaT Ha K0apruuent nepecuera 0,33046 (1 amons/n = 0,33046 ur/mi).

10. YCJIOBHA TPAHCINIOPTHPOBAHH A, XPAHEHMA H IIPHMEHEHHS HABOPA
10.1. TparCHOPTHPOBATH H3ACAHA CCAYET TPARCIIOPTOM BCEX BHAOB B KPHITHIX TPAHCMIOPT-
HEIX CPE/ICTBaX B COOTBETCTBEH C NPABHJAMH NEPEBO3OK, ACHCTBYIOMMMH Ha TPAHCIOPTE JAHHOTO

BHJa, pH TeMaepatype (2—8)°C. Jonmyckaerca TpaHCNOPTHPOBAHKE MIPH TeMNeparype 10 26°C He
6onee 10 cyTok.

10.2. Xpanenue nabopa (B TOM uHcIe IpH JpoGHOM HCNONL30BAHHH) B YIIAKOBKE NpEANpHA-
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THA-H3TOTOBHTEIIR AO/DKHO HPOH3BOMUTECS NPHE Temmeparype (2-8)°C B 1¢ueHHE BCETO CPOKaA roA-
HOCTH B XOJIOMEJBHEIX KaMEpax WIH XOJOMWIBHHKAX, 00CCIIeUHBAIONIMX PErIaMCHTHPOBAHHBIN
TeMIepaTypHLI! pekKUM ¢ SXXeTHEBHON perucTpanuel TeMIepaTyphl.

10.3. Cpok rogrocTH HaGopa peareHToB — 12 Mecanes co AHs Bhmycka. He momyckaerca
npuMeReHne HabopoB NO HCTEYCHHH CPOKa HX MOXHOCTH.

10.4. Jina noxydeHus HaREKHRIX pe3yTbTaTOB HEOOX0AMMO CTpOroe cobmoIcHHE HHCTPYK-
I[¥H 110 NpAMEHEHHIO Habopa.

10.5. HaGop npenna3HaqeH A OXHOKPATHOTO NPAMCHCHHA.

11. TAPAHTHHHBIE OBSI3ATEJLCTBA

11.1. [Ipou3BoaUTENE FAPAHTAPYET COOTBETCTBHE BHITYCKaeMBIX H3AeUHA TPeGOBAHHIM HOP-
MATHBHO! M TEXHUYECKOH JOKYMEHTAIHHA.

Be30nacHOCTD H Ka9eCTBO H3ACIRA rApAHTHPYIOTCS B TCUEHHE BCETO CPOKA NOHOCTH.

11.2, TTpon3BOAMTENs OTBEYAET 38 HEAOCTATKH H3JC/HA, 33 HCKMOYCHHEM Ae(eKTOB, BO3-
HHKNIMX BCNEACTBHE HAPYIIEHHA NPABHJI NOIb30BAHUA, YCIOBHN TPAHCIOPTHPOBAHKA M XPAHECHHUA,
6o felCTBHA TPETHHX JIHLL, 00 HENPEOACTHMONA CHIIEL

11.3. ITpon3soauTens oGa3yeTca 3a CBOM CHET 3AMCHHTD H3iCIHE, TEXHUIeCKHEe B (yHKIHO-
HAIBHBIE XaPAKTEPHCTHKH (IIOTPeOHTENECKHE CBOHCTBA) KOTOPOTO HE COOTBETCTBYIOT HOPMATHBHOM
H TEXHHYECKON JOKYMEHTAllHH, €ClIH YKa3aHHbIC HEAOCTATKH ABHIHCh CIEACTBHEM CKPHITOIO Xe-
¢exTa MaTepuaNoB AN HEKAYECTBEHHOTO H3IOTORNCHHA H3C/IAA IPOR3BOIUTENICM.

ITo sonmpocam, kacalonyamcs kagectea HaGopa « 1 7-OH-nporecrepor-HOA-BECT», cneayer
obpamarsca B AO «Bexrop-becr» no aapecy:

630559, HorocuGupckaa o6nacts, p.n. Komsuoso, a/s 121,

Ten. (383) 227-67-64, (383) 227-75-41. E-mail: vbobtk{@vector-best.ru

10
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KPATKAA CXEMA NPOBEAEHNA N®A ANA HABOPA PEATEHTOB
«17-OH-nporectepoH-NPA-BECT»

1cnonb3oBaThb TOMLKO MOC/Ee BHUMATENBLHOTO 03HAKOMIIEHNS C IAHCprKLlI/IeVI!

lMepes Ha4aTOM NPOBEEHNS aHaN3a KaAMBPOBOUHbIE 1 KOHNPO/bHbI 06pasLbi KOHbIOraT HE06X0AMMO XOPOLLO NepeMeLLaThb

BCNpAXuBaHnem.
BHecTu; no 25 MK/ KaJimbpoBOYHbIX 06pasL,0B U KOHTPOJ/ILHOIO 06pasya
no 25 MK/ aHaM3npyembix 06pa3LIoB.
BHecTu: no 100 MKn KOHbIOraTa
NHKy6upoBaTh: 60 MuH, 37°C, 650 06/MUH.
MpombITh: NMPOMbIBOYHbLIM pacTBopoM, 350 MK, 5 pas.
BHecTu: no 100 mkn pacteopa TMb nntoc.
NHKy6MpoBaTh: 15 muH, 37°C, 650 06/MVH, B TEMHOTE.
BHecTu: no 100 MKn cTon-peareHTa
N3mepuThb: Or npwn 450 HM / pethepeHcHaa AnnHa BOAHbI 620-655 HM.
MPAPNYECKWVE CUMBO/JIbI
CumBon OnucaHune CumBon OnucaHue
FE Homep no karanory A OcTtopoxxHo!
Coaep>XXmMmMoro I0CTaTOUHO A1 Mpo- | “d MenmuMHqKoe_ n3genve Ansa ama-
BEAEHWA M-KO/INYECTBa TECTOB FHOCTUKMU In VItro
|/| Koz naptum | Mpegen TemnepaTypbl
J M3rotoBuTesb d [JaTta n3rotoBreHnst

OBpaTUTECh K MHCTPYKLMAV MO Mpi-
icronb3osatb f0.... ED P pyKu p

MEHEHUIO

[Jata B dhopmaTe
YYYY-MM-DD  lNog-Mecsiu-[leHb
YYYY-MM oa-Mecsiy,

CTtapunin 6uotexHonor nabopatopum ®A ropmoHOB
N onyxoneBbix Mapképos HN C/[,
AO «BekTop-becT» B.B. KopeHék

HauanbHuk nabopatopun NP A ropmoHoB
N onyxosesbix Mapképos HN CL,
AO «BekTtop-becT» C.B. WemeToB

Oupektop HNA CA
AO «BekTop-bect»

«COIrNACOBAHO»
OvpekTtop «®NLL dTM»
akagemuk PAH, a.M.H., npodgeccop

11
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N4
Bcero npowwiunTo, NPOHYMepoBaHoO 1 CKpena”HO NoAMNUCLI0

nnedyatbto U__ ( blenalll cuk - 'Y1b|CroB
AunpekTop oML D
O.M.H., npodeccop
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Poccust, 630559, HoBocubupckasi 0671., p.n. KonbLoso, Hay4yHo-Npou3BoACcTBEHHAs 30Ha, kopnyc 36, k. 211, AO «BekTop-bBCcT»

Ans nucem: 630117, r. HoBocmbGupck, a/a 492 MpuemnHas; Ten. {383)-227-60-30

MACMOPT Ne 2761-23
17-OH-nporectepoH-PA-BECT

Ha6op peareHTOB 419 UMMYHODEPMEHTHOIO onpejeneHnsa KoHueHTpauun 17-OH-nporecTepoHa B
CbIBOPOTKe (M1asme) KpoBu

vbo~rrvector”

Homep cepun

XpaHuTb npu Temnepatype 2-8°C
TpaHcnopTupoBaTb Npu Temnepatype 2-8®C. [onyckaeTcs
TpaHcnopTupoBaHue npu Temnepatype Ao 26°C He 6onee 10
CYTOK.

CocTtaB
MnaHweT pas6opHbIii ¢ UMMOGUIN30BAHHBIMU
NOJIVK/IOHA/IbHBIMW aHTuTenammn k 170HTM, cepus 1

BHewHwnii Byg,
96-/lyHOUHbI pa3bopHbI/i NONNCTUPONOBLIV NNaHWeT
C NpO3payHbIMK GECLBETHBIMU NyHKaMu, 1 wr.

KannbposouHble o6pasubl (K1, K2, K3, K4, K5, K6), cepua 1
XNAKOCTKW, A0NYyCKaeTCs Hanuume onanecueHuun, 6
¢n. no 0,5 mn.

Mpo3payHasa 6ecuBeTHas Wan CBET/I0-XENTOro useTta
XUAKOCTb, AONyCKaeTCs Hanuume onanecueHuum, 1
¢n., 0,5 mn.

XXunpgkocTb cuHero ugeta, 1 dn., 13,0 mn.

KoHTponbHbIli 06pasey, (KO), cepusa 1

KoHblorar, cepusa 1

KoHueHTpaT docdatHo-coneBoro 6ydepHoro pacteopa ¢

TBUHOM (PCB-Tx25), cepus 1 coneii, pacTBopsiloLLEeroca npu HarpesaHun, 1 dn.,

28,0 mn.
PacTBop TeTpameTun6eHsnanHa naoc (pactsop TMB noc), becuseTHas UM CBETI0-KENTOrO LBeTa XnaKocTb, 1
cepus 1 ., 13,0 mn.

Cton-peareHT, cepus 1 BecugeTHas xuakocTb, 1 dn., 12,0 mn.

MneHka Ana 3aKknenBaHua nnaHweTa Mpo3payHas 6ecuBeTHas NUNKas naeHka Ha
B6yMadKHoI ocHoBe, 1 wr.

HakoHeuHunkn ans fo3atopos Ha 2-200 MKN HaKkoHeuYHVK1 13 Npo3payvyHoro naactuka, 16 wr.

BaHHOYKMN Ans peareHToB BaHHOYKM 13 CBET/IOr0 NOMNCTUPONA, 2 LWT.

TpadapeT gna NOCTPOeHUs KannbpoBOYHOro rpadumka BymaxHbIli nCT popmaTta A4 C HAHECEHHO ceTKol
KoopauHaT, 1 wr.

MNokazaresnb
COOTHOLLEHME 3HAYEHUI ONTUYECKUX NSIOTHOCTEN
kannbpoBouHbix 06pasuos (K1 K2, K3, K4, K5, K6),
copgepxauwmx 0; 0.5; 1,5: 5; 20:100 Hmonb/n 170HM
3HauyeHne oNTUYECKO NIOTHOCTU KanMBpoBOYHOro obpasua

Hopwma

Olg> Oo6> OrMls >Ab> A0 > O'ko

(K1), cogepxatiero 0 HmMonb/n OHI, He MeHee, o.e. 1,0
YyBCTBUTENBHOCTb, HMO/L/N, He 6onee 0,11
KoHueHTpauus 170HM B KoHTponbHOM o6pasue (KO), 129-2.10

HMONb/N, B Npefenax
KoatbpumumeHnT Bapuauyun (K.B.), %, He 6onee 8

TecT Ha "oTKpbITME", %, B Npesenax 90-110
TecT Ha "nuHelHocTb", L1-40, %, B npegenax 90-110
TecT Ha "nuHeiHocTb", L2-15, %, B npesenax 90-110
TecT Ha "nuHeliHocTb", L3-3, %, B npeaenax 90-110
TecT Ha "nuHeiiHocTb", L4-0, %, B npegenax 90-110

[ata nsrotosneHuns

[Jara Bblgauv nacnopTa

Cpok rogHocTn HabopoB Ao

Mpo3payHble 6ecuBeTHbIe WM CBET/I0-KENTOro LseTta

BecuBeTHas XUAKOCTb: [OMNYCKAaeTCca Ha/nuve ocagka

1

2023-07-25

2023-07-25
2024-07-25

Pe3ynbTartsl KOHTPOsA
96-NyHOUHbI pa36opHbIii
NOIMCTUPOIOBBIN MAAHWET C
npo3payHbIMU 6ecLBETHLIMU NyHKamu, 1
LWT. (COOTBETCTBYET)

Mpo3pauHblie 6ecLBeTHbIe XUAKOCTH, 6
¢n. no 0,5 mn (cooTBeTCTBYET)

Mpo3payHas 6ecuBeTHas XuAkocTb, 1
¢n., 0,5 mn (cooTBeTCTBYET)

XunpgkocTb cunero ugeta, 1 dn., 13,0 mn
(cooTBETCTBYET)

Mpo3payHasn becuBeTHas XUAKocTb, 1
dn., 28,0 mn (COOTBETCTBYET)

BecugeTHas xugkocTb, 1 ., 13,0 mn
(cooTBeTCTBYET)
BecugeTHas xuakocTb, 1 ., 12,0 mn
(cooTBeTCTBYET)
Mpo3payHan 6ecuseTHas nunkas
nneHka Ha 6ymaxHoli ocHoBe, 1 .
(cooTBeTCTBYET)
HakoHeuYHWKN 13 Npo3payYyHoro naacTuka,
16 wr. (COOTBETCTBYET)
BaHHOuKM 13 cBETNIOrO nonucTupona, 2
wT. (COOTBETCTBYET)
BymaxHbIin nucT chopmata Ad ¢
HaHECEHHO ceTKoi koopauHart, 1 wr.
(cooTBeTcTBYET)

Pe3ynbTartsl KOHTpONA

Q> 0Oo5>or.| 5> Ob> >
OlMioo (cooTBETCTBYET)

2,779 (cooTBeTCTBYET)

0,05 (cooTBeTCTBYET)
1,68 (cooTBeETCTBYET)

4,41 (cooTBETCTBYET)

97,36 (cooTBETCTBYET)
92,96 (cooTBETCTBYET)
102,53 (cooTBeTCTBYET)
100,21 (cooTBeTCTBYET)
100.56 (cooTBETCTBYET)

B KOWVIEKT /IOCTaBK/ BXOAAT: Habop peareHToB, VHCTPYKUMS /10 IPYMEHEHM0, MaciopT .

3aKryeHne:
TY 21.20.23-222-23548172-2023

HauvanbHuk OBTK B.B. LLWAMPOB
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Poccus, 630559, HoBocnbupckas obn., p.n. Konbuoso, HayyHo-npon3BoAcTBeHHas 30Ha, kopnyc 36, k. 211, AO «BekTop-Bect»

na nucem: 630117, r. HoBocnbupck, a/a 492 MpuemHasn: Ten. (383)-227-60-30 best.ru
A : RCK. P (383) vbobtk@ vector-best, ru

MACMOPT Ne 2762-23
17-OH-nporecTtepoH-PA-BECT

Ha6op peareHTOB 4519 UMMYHOEepPMEHTHOI0 onpeAesieHNs KoHLeHTpaummn 17-OH-nporecTepoHa B
CbIBOPOTKE (N1a3me) KpoBu

Homep cepun 2

XpaHuTb npu Temnepatype 2-8°C [ata nsrotosneHns 2023-07-26

TpaHcnopTupoBatb npu Temnepartype 2-8“C. [jonyckaetcs

[Mata Bbigaun nacnopta 2023-07-26
TpaHcnopTMpoBaHue npu Temnepartype 40 26"C He 6onee 10

CyTOK. Cpok rogHocT Habopos fo 2024-07-26

Cocras BHewWwHuit Bug Pe3ynbTartbl KOHTPONA
MnaHweT pas6opHbIi C UMMOGUIN30BAHHLIMU 96-/TyHOUHBIV pa3bopHbI MOAMCTUPONOBLIN NAaHIWeT 96-1yHOUHbIA pa3bopHbIi
NoONKNOHaNbHLIMY aHTuTeNnamu k 170HM, cepus 2 C Npo3payHbIMK 6eCLBETHbIMU /lyHKamu, 1 LUT. NOANCTUPONOBLIV NNaHWeT C

npo3payHbIMy 6eCLBETHLIMY JTyHKamu, 1
wT. (COOTBETCTBYET)
KannbposouHble o6pasubl (K1, K2, K3, K4, K5, K6), cepua 2 Tpo3pauHble 6ecuBeTHble AN CBET0-XeNToro ugeta lMNpo3payHble 6ecuBeTHbIE XUAKOCTY, 6
XUIKOCTU, [0MNYyCKaeTCsA Hasinume onasecLeHLnun, . no 0,5 mn (CooTBETCTBYET)

n. no 0,5 mn.
KoHTponbHbIii o6pasel (KO), cepus 2 Mpo3payHan 6ecuBeTHas UM CBETNO-XeNToro ugeta [po3payHas 6ecuBeTHas XMaKocTb, 1
XWAKOCTb, AONYCKAeTCA Hanyme onanecueHumm, ¢n., 0,5 mn (cooTBeTCTBYET)
¢n., 0,5 mn.
KoHwbloraTt, cepus 2 XugkocTb cuHero useta, 1 dn., 13,0 mn. XugkocTb cuHero ugeta, 1 dn., 13,0 mn
(cooTBeTcTBYET)
KoHueHTpaT docatHo-conesoro bycepHoro pacteopa ¢ BecuBeTHas XWAKOCTb; fonyckaeTcs Hanmune ocadka [po3payHas 6ecuBeTHas XUAKocTb, 1
TBUHOM (PCB-Tx25), cepus 2 cofeil, pacTBopsLLErocs Npu HarpesaHuu, 1 ., ., 28,0 M (COOTBETCTBYET)
28,0 mn.
PacTBop TeTpameTun6eHsngnHa ntoc (pactsop TMB nnoc), bBecueTHas Wiy CBET/IO-XENTOro LBeTa Xugkoctb, 1 becueTHas xugkoctb, 1 ., 13,0 mn
cepus 2 dn., 13,0 mn. (cooTBeTCTBYET)
Cron-peareHT, cepusa 2 BecugeTHas xugkocTb, 1dn., 12,0 mn. BecugeTHas xuakocTb, 1 ., 12,0 mn
(cooTBeTcTBYET)
Mnexka gNs 3aknenBaHns nnaHweTa Mpo3payHas 6ecuBeTHas NunNkKas naeHka Ha Mpo3payHas 6ecueTHas nunkas
6yMaXKHOW OCHOBe, 1 LUT. nneHka Ha 6yMaxHoli OCHOBe, 1 LUT.
(cooTBETCTBYET)
HakoHeuHukn ana gosartopos Ha 2-200 Mk HakoHeuYHnKM 13 Npo3payHoro nnactuka, 16 wr. HaKkoHeuYHMKM 13 Npo3payHoro naacTuka,
16 wrT. (cooTBETCTBYET)
BaHHOuYKM ANa peareHToB BaHHOYKM M3 CBETNOr0 NOAMCTMPONaA, 2 LUT. BaHHO4YKM 13 cBETNOro nonucTupona, 2
wT. (COOTBETCTBYET)
TpadhapeT A5 NOCTPOEHUA KanMbpoBOYHOro rpaduka BymaxHbIi ncT chopmata A4 ¢ HaHeCeHHOI ceTkoli  BymaxHbIi ucT hopmaTa A4 ¢
KOOpAMHAT, 1 LWUT. HaHeCeHHOW CeTKOW KoopauHarT, 1 LUT.
(cooTBeTCTBYET)
[Mokasarenb Hopma Pe3ynbTartbl KOHTpPONA

COOTHOLLEHNe 3HAYEHNI ONTUYECKMX NNOTHOCTEN

KannbpoBouHbIX 06pasuoB (K1, K2, K3, K4, K5, K6), OMo > OMo 5> Orii 5> 0MMs > OM20 » OM1oo
cogepxauumx 0; 0,5; 1.5; 5: 20:100 Hmonb/n 170HMN

3HauyeHne oNTUYeCKo NAIOTHOCTK KannbpoBOYHOro obpasua

Orlg > OlMos > Orl| s > OMs > OMzo »
OrMoo (cooTBETCTBYET)

(K1), copgepxauiero 0 Hmonb/n OHIM, He mMeHee, o.e. 1.0 2,749 (cooTBETCTBYET)
YyBCTBUTENBLHOCTb, HMOMbL/N, He 6onee 011 0,06 (cooTBeTCTBYET)
KoHueHTpauna 170HTT B KoHTponbHOM o6pasue (KO), 1.33.2.13 1,73 (cooTseTcTayeT)
HMONb/N, B Npegenax

KoadpchmumeHnT Bapuauun (K.B.), %, He 6onee 8 3,19 (cooTBeTCTBYET)
TecT Ha "oTKpbITHE”, %. B Nnpegenax 90-110 96,18 (cooTBETCTBYET)
TecT Ha "nuHeliHocTb", L1-40, %, B npegenax 90-110 95.21 (cooTBeTCTBYET)
TecT Ha "nuHenHocTb", L2-15, %, B npefenax 90-110 103,56 (cooTBeETCTBYET)
TecT Ha "nuHeliHocTb", L3-3, %, B npegenax 90-110 101,73 (cooTBeTCTBYET)
TecT Ha "nuHeliHocTb", L4-0, %, B npegenax 90-110 100,34 (cooTBETCTBYET)

B komMnnekT nocTaBkn BXOAAT: HA6op peareHToB, NHCTPYKLMA NO MPUMEHEHMIO, NacnopT.
3aknyeHne:  [MokasaTenn KayecTBa, KOMMIEKTHOCTb, YNakoBKa U MapKknpoBKa COOTBETCTBYIOT TPe60BaHUAM
TY 21.20.23-222-23548172-2023

HavanbHuk OBTK B.B. WAMPOB
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