YTBEPKIAIO»

I'enepanbHbIil TUpEKTOP

NHCTPYKIIMA

110 IPUMEHEHHIO Habopa peareHToB sl KMMYHO()EPMEHTHOTO
BEIIBJICHUS IMMYHOTJI00y THHOB Kitacca G
K aHTHTeHaM Ascaris lumbricoides B cBIBOpoTKe (IU1a3M€) KPOBA
Ackapuna-IgG-U®A-BECT

(xommexT 1)

1. HASHAYEHUWE

1.1. Habop peareHTOB I HMMYHO(DEPMEHTHOTO BEISIBIICHHS HMMYHOTIIO0YIMHOB Kiacca G K aHTHreHAM
Ascaris lumbricoides B ceBOpPOTKE (mIa3Me) KpoBH «Ackapuna-IgG-IOA-BECT» (naree 1o TekcTy — Habop)
IpeJHa3sHaYeH U Ka9eCTBEHHOIO openenenns uMMyHorooymHoB knacca G (IgG) k anturenam Ascaris
lumbricoides
B CBIBOPOTKE (IIa3Me) KPOBH YEN0BEKA METOZIOM TBepAodasHoro mmmyHobepmenTrHoro anamza (MDA). Habop
MO>XET OBITh UCTIOJIB30BAH KaK BCIIOMOTaTeNIbHOE CPEIICTBO IIPH JMATHOCTHKE aCKapHI03a.

1.2. Kommuiext 1 paccumTan Ha IpOBENEHHE aHaMM3a 96 00pasioB, BKIIOYAs KOHTPONH. B03MOXHO
Ipo6HOe HCIOoIB30BaHke Habopa.

2. XAPAKTEPUCTUKA HABOPA
2.1. llpunamnun MeToaa

Meron onpezenenus mmmyHorno6ymmHOB knacca G x aHTHreHam Ascaris lumbricoides mpencTaBisier
co0oi TBeproGha3HEIN HMMYHO(PEPMEHTHEINA aHATH3.

Ha mepBoii cragun aHanmsa IpH B3aUMOJEHCTBHE HCCIELYEMBIX 0OPa3lOB CHIBOPOTKH (ILIa3MbL)
KpOBH B IIyHKax CTPHIIOB C MMMOOWIM30OBaHHBIME aHTMICHaMH Ascaris lumbricoides TpomcxomuT
CBSI-3bIBAHME CICHHQUICCKUX aHTHTEN B 00pa30BaHUE KOMILIEKCA «aHTUICH—aHTUTEN0» Ha MOBEPXHOCTH
nyHOK. Ha BTOpOii CTafuy KOHBIOTaT MOHOKJIOHATBHEIX aHTHTEN K IgG YenmoBeka ¢ mepoKCHAasoi XpeHa
B3aMMOJEUCTBYET
C KOMIUICKCAMHA «aHTUI€H-aHTHTeNo». Ilpn mHKyGamuu ¢ pactBopoM TMB mpOMCXOOMT OKpamImBaHHe
pacTBOpa B JIyHKaX, COAEpXamuX OOpa30BaBIIMECS KOMIUIEKCHI «aHTHT€H—aHTHTEI0—KOHBIOTATY.
MHTEHCHBHOCTh OKpalmHBaHUS IPONOPIHOHATbHA KOHIEHTpanuu lgG—aHTHUTeN K aHTHTeHaM Ascaris
lumbricoides B amammsupyemoMm oOpasme. Ilocle OCTaHOBKH peakiuyd N00aBiIeHHEM CTOII-peareHTa
Pe3yNBTAThI aHAIA3a PETUCTPUPYIOTCS H3MepeHreM ontrdeckoi miotaocty (OII) B MyHKax IIaHmeTa.

2.2. CoctaB HaGopa

KomnonenT Ha6opa (coxparnenue)

Kon-8o
Onucanue

Ilnanmer pa36opHbIi ¢ UMMOOHIN30BAHHBIME aHTATeHAMU Ascaris lumbricoides 1 mmT.

IonoxuTensHBINA KOHTPOILHEIH 06pazen (K1)
Cooeporcum IgG k anmuzenam Ascaris lumbricoides. 1 ¢m. 1,5 mn
Cooeporcum nampus azuo (0,1 %).

OTpunaTenbHBIH KOHTPOJIbHBIH 06pazern (K-)
He cooepoicum IgG k anmuzenam Ascaris lumbricoides. 1 om. 2,5 M
Cooepoicum nampus azuo (0,1 %,).




Konbrorar
KonBrorar MOHOKIIOHAIBHBIX aHTUTEN K IgG denoBeka ¢ mepokcua3oif Xxpexa. 1 ¢ 13,0 mn

Cooeporcum nampus mepmuonam (0,015 %,).

PacTBop nuist npeaBapuTenbHOrO pa3Benenns csiBopoTox (PIIPC) 1 4., 10,0 wn
Cooeporcum ProClin 300 (0,02 %,). B
PactBoOp nas1 pazBeaenus coiBopotok (PPC) 1 12.0
Cooeporcum nampus asuo (0,1 %). i, 12,0
Konuenrpar docdarno-coseBoro 0ydepnoro pacrsopa ¢ TBurom (OCB-Tx25) 1 G, 28,0 mx
Cooeporcum ProClin 300 (0,25 %). v
PactBOp TeTpameTniden3namua (pactsop TMB) 1 i, 13,0

Cooepoicum 3,3°,5,5° - mempamemunbenzuoun (0,025 %).

Crom-pearent 1 120
Cooepoicum kucnomy cepuyio (4,9 %). ¢m., 12,0 M

Ilnanmer pa36opHBIi A/ NpeIBAPHTEILHOIO Pa3BeAeH sl HCCIeNy€eMbIX 00pasno |1 mT.

Ilnenxu a1 3aKyienBaHUSA IVIAHIIETA 2 .
Haxoneunuxu njis no3aropos Ha 2-200 M 16 mT.
BanHoukH ISl peareHTOB 2 ImT.

3. AHAJIMTHYECKHUE U IUATHOCTHYECKUE XAPAKTEPUCTUKHA

3.1. Turp crangapTHOro obpasna npexnpustas COIT+ (COIT Ne 05-2- 215) momkeH GBHITH He MeHee
1:800.

3.2. Jluarnoctudeckas 9yBCTBUTEIBHOCTE ONEHUBAIACH IPH KIMHUYECKIX HCCIICIOBAHUIX:

— 56 CepONO3UTUBHBIX 0OPA3IOB CHIBOPOTKH HIIA ILTa3MBI (¢ Li-remapiuoM uim ¢ uTpaToM HaTpys MK
¢ K2O/ITA nma ¢ K33/ITA) kposw, conepxanx [gG k anturenam Ascaris lumbricoides, u cocrasmna 100 %
(untepBan 94,79—-100 % ¢ HOBEPUTENBHOIM BEPOSTHOCTEIO 95 %);

Juarnoctrdeckas cienuGUIHOCTD OIIEHUBANIACEH IIPU KIMHUIECKHUX HCCIIEIOBANMIX:

— 89 ceponeraruBHEIX 00pa3IOB CHIBOPOTKH KpPOBH, He coiepkammx IgG x amTHrenam Ascaris
lumbricoides, u coctasuma 100 % (urTtepsai 96,7100 % ¢ TOBEpPHTENHEHON BEPOSITHOCTHIO 95 %);

— 50 cepoHeraTuBHBIX 00pasHoB IUIasMbl KpoBH (¢ Li-remapmroM mmm ¢ murpaToM HaTpus WA C
K25TA wma ¢ K35/ITA), e conepxamux IgG k anturenam Ascaris lumbricoides, u coctasmma 100 %
(uarepBan 94,2 %-100 % ¢ KOBepUTEIBHOI BEPOATHOCTEHIO 95 %).

3.3. AHanuTHYecKas CIeU(pUIHOCTE:

IIpu anamuse 64 00pa3OB KIMHAYECKOTO MAaTEpHaNa, CBOOOMHBIX OT HMMYHOITIO0YIHHOB Kiacca G
(IgG) x anturenam Ascaris lumbricoides, HO ComepKaIUX IMMYHOTTOOYIHHEI Kiacca IgG x anTHreHaM
OIMMCTOPXHCOB MIIM K AHTHICHAM TPUXHHEILT, HIIM K aHTUICHAM 5XHHOKOKKA, WM K aHTHTEHaM TOKCOKap,
IIOKa3aHO OTCYTCTBHE JIOKHOIIO3UTUBHEBIX PE3YJILTATOB.

3.4. IloTeHnuanbHO MHTEPHEPHPYIONTHE BEINECTBA — TPHUIVIHAIEPUIB B KOHIEHTpAEH 10 5,0 MI/MIT;
Ormpy6uH B KORIEHTparuy 10 0,4 MI/MJI, FeMOrTIOOHH B KOHIEHTpawyy 10 10 MI/MIT — He OKA3HIBAIOT BITASHES
Ha NONyYCHUE NPABHIIBHBIX DPE3YJBTaTOB BBIABICHUS HMMMYHOITIOOYIMHOB Kiacca G K auTureHaM Ascaris
lumbricoides B rcIBITYeMBIX HAGOpaX PeareHTOB.

3.5. Bocnpou3BoamMocCTh

Bocnponseogumocts anamisa 6sU1a OLCHEHA DA TECTUPOBAHHH HA PA3MYHBIX THIIAX aHAIM3UPYEMBIX
06pa3io, coneprxamux IgG k anturenam Ascaris lumbricoides, B 8 noBTopax Kaxasm. Kosddunment sapuanym
3HaYeHuH onTHiecKoi miotHoctd (OIT), onpenenennbx HaGopamH: (B T.4. Pa3HBEIMH) OHON CEpHH W PasHBIX
cepuii He mpeBsIman 8 %.

4. MEPBI TIPEJOCTOPOXHOCTH
4.1. IloTeHnMaNBHEL PECK IPEMEHEHHs Habopa — Ki1ace 26 (mpukasz M3 PO ot 06.06.2012 Ne 4n).
4.2. Habop npennasmadeH i IpodeCCHOHATBLHOTO IPHMEHEHWS B KIMHHYECKOH nabopaTopHoi
MUAarHOCTHKE OOYUYEHHBIM IIEPCOHAIOM.
4.3. Cron-pearent u pactBop TMB o6nanaror pazapaxaromum aeiictereM. M36erars pa3OpBI3THBAHHS



U TIONaJaHus Ha KOXY U CIH3HUCTHIC.
B cimyyae nomamasus crom-peareHTa W pactBopa IMb Ha KOXy M CIM3HCTBIE HEOOXOAWMO IPOMBITH
NOPaXECHHBIM yYacTOK OOJBIINM KOJMYECTBOM INPOTOYHOM BOABI. HeEKOTOphle KOMIOHEHTHI COIEpIKaT
ProClin 300, Harpus a3un, HaTpus MEPTHOJAT, KUCIOTY CEpHYIO, TETPAMETIIIOCH3UANH B KOHIIEHTPALUSIX,
yka3aHHbIX B II. 3.2. «CocTtaB Habopay.

Bce xoMImoHeHTHI HabOpa, CoAepiKaliye B CBOEM COCTaBE MaTEpPHUAIbl YEIOBEYECKOTO IIPOUCXOXKICHUS,
MHAKTUBUPOBAHEI.

4.4. Ilpu pabore C wmcclIeayeMBIMH X KOHTPOJBHBIMH O0paslaMy CIEAyeT COONIoJaTh MEpHI
IPEOCTOPOXKHOCTH, IPHHATEIE IpH paboTe ¢ MOTEHIMATHHO HHOEKIHOHHBIM MaTepHaioM. 1peOoBaHus
0e30macHOCTH K MeauIuHCKIM J1abopatopusM mpuBeneHsl B ['OCT P 52905-2007.

4.5. Ilpu wucmome3oBaHHMM Habopa oOpasyrorcd oTxongsl kimaccoB A, b, B m I, xortopeie
KIACCUDHUIUPYIOTCS W YHHYTOXKAOTCS (YTHIH3HPYIOTCs) B cooTrBeTcTBuE ¢ CanllmH 2.1.3684-21
«CaHUTapHO-3IUIEMHUOJIOTHYECKE TPeOOBAaHUS K COICPKAHUIO TEPPUTOPHUM TOPOACKHX M CEIbCKUX
IIOCENIECHUH, K BONHBIM 00BEKTaM, IUTHEBOH BOJIE ¥ IUTHEBOMY BOJIOCHAOKEHHIO, aTMOC(HEPHOMY BO3IYXY,
[IOYBAaM, OJKHJIBIM IIOMEIICHUSAM, OSKCIUIyaTallud IPOU3BOJCTBEHHBIX, OOINECTBEHHBIX IIOMEIICHMIA,
OpraHU3alliH ¥ IPOBEACHUIO CAHUTAPHO-IIPOTUBOIMUAEMAIECKHX (MPODMITAKTHYCCKIX) MEPOIIPHUSITHI .

4.6. lesuadeximo HaOOPOB PeareHTOB, IOCYIbl M MaTEPHAIOB, KOHTAKTUPOBABIIUX C UCCIIENY EMBIMU
1 KOHTPOJBHBIMH OOpasmam#, ciemyeT IpoBomutbe mo MY 287-113 «Merogudeckne yKasaHus IO
JEe3UHGEKIUH, IPEICTEPUIN3ANMOHHON OYNCTKE U CTEPHIN3AINN H3/IeIMH MEIUIIMHECKOIO HA3HAYECHMSY .

4.7. IIpoTHBOIOKa3aHHWI: HE IPUMEHHMO, H3JENHe IpeTHa3HAYEHO I NPO(HECCHOHAILHOTO
IPUMEHEHUS B KIMHUYECKOH 1ab0paTOpHO# THATHOCTHKE.

5. OBOPYAOBAHME U MATEPHUAJIBI,
HEOBXOJUMMBIE ITP PABOTE C HABOPOM

— CnexkTpoOoTOMETp BEPTHUKAIBHOIO CKAaHUPOBAHWS, IO3BOJLIIONIMM MPOBOJUTH M3MEPEHMS ONTHYECKOH
IUIOTHOCTH PAcTBOPOB B JIyHKaxX CTPHIIOB IUIAHINETA IPH JUIMHE BONHBI 450 HM W/WIK B IBYXBOJHOBOM
peXuME IIPH OCHOBHOM JUIMHE BOJIHEI 450 HM U JIMHE BOJHBI CpaBHEHUS B auamasone 620—-655 uM; mwin
apromarnyeckuii MDA-apanmus3aTop OTKDBITOrO TUNA (HApPHMEp: aHaIH3aTOp HMMYHO(PEPMEHTHBIA
aBToMaTHdeckuil «Jlasyput» (Lazurite) ¢ mpuHAAIEIKHOCTIMHA);

— TEPMOCTAT, oAAep KuBaroIuii Temmnepatypy (37£1)°C;

— IIPOMBIBOYHOE YCTPOHCTBO JJIS IUTAHIIETOR;

— XOJOJUIHHUK OBITOBOI;

— J103aTOPBI OTHOKAHAJIBHEIE CO CMEHHBIMH HAKOHEYHUKAMHU, II03BOJISIOIINE OTOUPATh 00BEMEI JKHUIKOCTH OT
10 mo 5000 Mk,

— J103aTOPhI MHOTOKaHAIBHEIE CO CMEHHBIMHE HAKOHEYHHKAMH, II03BOJISIFOLINE OTOUPATh 00BEMBI JKHAIKOCTEH
ot 10 go 300 MmxuI;

— OMIMHIP MEPHBIA BMecTUMOCTEIO 1000 Mit;

— BOJA TUCTUILTAPOBAHHAS,

— IE€pPYaTKHU MEAULIUHCKAE THArHOCTHYECKUE OHOPA30BEIE;

Oymara GuIbTpoBaIbHAS JTabOpaTOpHas;

JEe3UH(DUIMPYIONIHE CPEICTRA.

6. AHAJINBUPYEMBIE OBPA3IIGI

6.1. TpeboBanus K YCIHOBHSAM M IpOLEIypaM BeIEHHS IPEAHATMTHYIECKOTO 3Tama KIHHWIECKAX
11ab0PaTOPHBIX HCCIIENOBAHMM C ENBI0 HCKIIOUEHHS MM OTPAHAYEHNS BIUSHUS SHIOTCHHBIX, SK30TCHHBIX,
ATPOTEHHBIX M WHBIX (DAKTOPOB, MEINAIOIMX MPABHILHOMY OTPAKEHHIO COCTOSHHS BHYTPEHHEH CpEIBI
obceyeMBIX TallHeHTOB B Pe3yJIbTaTax KIMHAYECKHX JIab0PaTOPHBIX HCCIeIOBaHMi n3noxkersl B TOCT P
53079.4-2008 «Texnonmormm mabopaTopHble KiMHMYecKde. OOecledeHHe KadecTBA KIMHHYECKHX
naboparopHbIX uccnenoBanuil. Yacts 4. [IpaBuiia BeleHus IPeaHaTUTHIECKOTO STAIaY.

B35ITI/Ie, TPAHCIIOPTUPOBAHUE U XpaHCHHUE HCCIIETYEMOTO MarepHuaga OCyIIECTBIISICTCs COIJIACHO MY
4.2.2039-05 «Texnuka cOopa ¥ TPAaHCIOPTHPOBAHWS OMOMATEPHANOB B MHEKPOOHOIOTHUYECKHE
nabopaTopumy, yTBEpKIeHHBIM PocioTpe6ranzopom u Pekomen namnusm « Opranu3arys NpeaHaTuTHYECKOTo
dTalla INPU LEHTPAIU3AIUM JaOOPATOPHEIX MCCIECIOBAHUN», ONOOPEHHBIM IPOGUIBHON KOMHUCCHEH
Munsapasa Poccun no xnmuamdeckoit taboparoproi muaraoctuke 30.05.2013.

6.2. [liis ananusa WCIONBE30BAaTh OOpPasITbl CHIBOPOTKH, IUIa3Mbl (¢ Li-remaprHoM, IHTpaToM HaTpWs,



K25TA u K33ITA) xpoBu genoBeka.

6.3. OOpasupl CHIBOPOTKH (ILIa3MbI) KPOBU CIEAyeT XpaHHUTH Ipu Temmeparype (2—-8)°C me Gonee 5
CYTOK, WM IIp¥ TeMreparype munyc 18°C
U HWXKe, eci TpeOyeTcs Goiee NIUTENbHOE XpaHeHHe. [lomycKkaeTcs 0JHOKpaTHOe 3aMopaxuBanue. ITocie
pa3sMopaxuBaHUs 00pa3Ibl CIEAyeT TIIATEIHHO IIePEMEIATh.

6.4. OGpaz1Bl CHIBOPOTKM (IUIa3MBI) KPOBH, COZIEPIKAINWE B3BEIIEHHBIE YACTHIIEI, HEOOXOIMMO OUYMCTHTH
nerTpudyruposarueM npu 1000-1500 o6/MuH B TeueHne 5 MuH nipu Temmeparype 18-25°C.

6.5. O6pas1el ¢ IPHCYTCTBHEM BBIPAXKEHHOTO I'EMOJIM3a U KOATYJISIHH (HATMYHE CTYCTKOB) HE IOIXOIAT
UL TECTUPOBAHMUSL.

7. HIOAI'OTOBKA KOMITIOHEHTOB JJIS1 AHAJIU3A

7.1. Buumanue! Twamenvnoe cobnio0eHue ONUCAHHBIX HUNdCE mMpebosanuil no3eonum usbedcamo
uckaoicenus pesynomamos HUDA.

— Ilepen mocTaHOBKOM peakiyy BCe KOMIIOHEHTH! HAO0pa HEOOXOAMMO BBIIEPIKATh IIPH TEMIIEPATYPE
(18-26)°C ue menee 30 MuH. '

— Ilpu npoGHOM HMCHONB30BaHMHM Habopa Iocie 0TOOpa HEOOXOMUMOrO KONMYECTBA KOMIIOHEHTOB
(akoHEI ¢ pacTBOpaMH HEOOXOMUMO ITIOTHO 3aKPHITh, & OCTABINMECS CTPHIELI Cpasy YIAKOBATh B IIAKET C
BJIarONIOTJIOTUTENEM, YAAIUTH M3 HErO BO3IyX U ILIOTHO 3aKPHITh 3aMOK. XpaHUTE IpH TeMmepatype (2—8)°C,
HCIIOIB30BaTh B TEYEHUE BCETO CPOKA T'OJHOCTH Habopa.

— Jlomyckaercs xpanenne O®CB-Tx25 u cron-pearenta mpu temmeparype (2-30)°C B TegeHHE Bcero
CpoKa romgHocTd Habopa.

— Heobxomumo u3berats Bo3AeHCTBUS IPSIMOTO COIHEIHOTO CBETa Ha pacTBop TMB IpH HOATOTOBKE U
nposenenuu NOA.

— Ilpn mocranoBke MDA Hemb3s MCIONB30BATH KOMIOHEHTHI W3 HAOOPOB pasHBIX CEpHil HIIH
CMEINMBATh HMX IIPH IPHTOTOBICHHH pPACTBOPOB, KpOME HeECTENH(PHUUECKHX KOMIOHEeHTOB (PCB-Tx25,
pactBop TMB, PIIPC, cron-pearenT), KOTOpEIe B3auMO3aMeHsIeMbI B Habopax AO «Bexrtop-Becty.

— Henp3s HCIOIE30BaTh peareHTH U3 HabOPOB APYTUX GUPM-IIPOU3BOIUTENEH.

— Ilpu npurotoenenwu pacTBOpoB H mpoBeneHHH W®MA cremyeT HCHONB30BaTh OXHOPA3OBHIE
HaKOHEYHUKH IS J03aTOPOB.

— Ilpu BCTIONBE30BaHMM AaBTOMATHIECKOTO YCTPOMCTBA IS IIPOMBIBKH IUIAHIIETOB HEOOXOMUMO CIIEIATE
32 YUCTOTOM €MKOCTH JJI IIPOMBIBOYHOT'O PACTBOPA M COEIUHMTEILHBIX [IUIAHTOB: B HAX HE JOIDKHO OBITH
MHKPOOHOH KOHTaMMHANWH. J[1Is IpeNOTBPANICHHS 3aCOPEHHUs. UITT MPOMBIBOYHOTO YCTPOMCTBA B KOHIIE
pabouero jHs 0053aTENHHO CIEIYeT BBIIOIHHUTE MPOIENYPY ONONACKHBAHUS CHCTEMBI MOJAYM SKHAIKOCTH
JAVUCTHIITAPOBAaHHON Bozmol. OMuH pa3 B HENENIO HEOOXOMUMO IPOM3BOIUTH 3aMAdYMBAHHE BCEH CHCTEMBI
IIPOMBIBOYHOTO ycTpolcTBa B 70 % cnupTe WM B JPYyroM pPacTBOPE, PEKOMEHIOBAHHOM HHCTPYKIHEH K
npubopy.

— s nesvHQEKIMK NOCYIBl B MaTepUAToB, KOHTAKTHPYIOUIMX C MCCIEMyEMBIME ¥ KOHTPOIbHBIMHA
o0pasuamu, peKOMEHIYETCs HCIOIb30BaTh Je3MHGUIMPYIOIHE CPENCTBA, He OKA3BIBAIOINE HETaTHRHOIO
BO3NEHCTBHA Ha KauecTBo VIQA, He comepKalMe aKTHBHBIA KHCJIOPOA H  XJOp, HaIIpuMep,
KOMOMHMpOBaHHEIE cpefcTBa Ha OcHOBe UAC (YEeTBEPTHUHBIX AMMOHHEBBIX COEIMHEHUH), CIUPTOB,
TPETUYHBIX aMHHOB.

— B ciy4ae noTopHOro mMCHoIB30BaHMs MOCYAy (BAHHOYKH) IS KOHBIOTATA HEOGXOIAMO IIPOMBITH
IIPOTOYHON BOJOH ¥ TINATEIBHO ONOJOCHYTH JUCTHILUIMPOBAHHOM BOIOM; MOCY Ty (BAHHOUK) I pacTBopa
TMB ornonocHyTs BomoH, IpoMbITE 70 % 3THIOBEIM CIEPTOM H TINATENHHO OTMEITH JUCTHILIMPOBAHHOM
Bomo#. Hems3s oGpabateiBaTh IIOCYAy (BaHHOYKH) JAe3MH(HUIUPYIOMAMU pacTBOpaMyd W MOIOIIUMHU
CPEICTBAMH.

— Hozatoper u pabodne MOBEpXHOCTH 06pabaThBaTh TONEKO 70 % PacTBOpOM 3THIIOBOrO ciupTa. He
HCIIONB30BATh MIEPEKUCH BOJOPOIA, XJIOPAMHUH.

7.2. IloaroToBKAa IUIAHIIETA.

BCKpBITB IIaKEeT C IUIaHmeToM BhIIe 3amka. OcTaBUTEL HA paMKke HGOGXOI{I/IMOG AT IIPOBCACHUA aHaJIn3a
KOJIMYECTBO CTPHUIIOB.

7.3. IlpuroroBjieAHe MPOMBIBOYHOIO PACTBOPA.

Ilepemernate conepxumoe ¢uakona ¢ ®CB-Tx25. [Ipy BemaneHun B KOHIIEHTpaTe OCaaKa COJeH
OporpeTs ero npu temneparype (30-40)°C 1o mOIHOro pacTBOPEHHS 0CaKa.

B COOTBeTCTBUM ¢ YHCTIOM HCHONB3YEMBIX CTPUNOB (CM. TaGNHIy pacxoza KOMIIOHEHTOB) BHECTH B



MEpHBII IMIIMHAP HeoOxoauMmoe KonudecTBO KoHmeHTpata ®CB-TX25 m noBecTd 0 COOTBETCTBYIOIIETO
o0BpeMa AUCTUIUTAPOBAHHON BOJIOM, TIATENFHO IIEPEMEIIATH.

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

7.4. KoHbIOTar.

Konsrorar rotoB K HCHoIp30BaHMI0. Ilepememats conepxumoe (hakona, He JOIMycKas BCIeHHBaHus. B
COOTBETCTBHUH C YHCIIOM HCIIONB3YEMBIX CTPUIIOB (CM. TabIHITy pacxoia KOMIIOHEHTOB) 0TOOpaTh B BAHHOYKY
IUI peareHTa Heo0X0AUMOe KOJIMYECTBO KOHBIOTATa.

7.5. PactBop TMBb.

Pacteop TMb roros k mcnoms3oBaHuro. llepemermnars comepkimoe (akoHa, HE JOMYCKas BCIEHABAHMSL
HemocpencTBeHHO TEpe]] BHECEHUEM K B COOTBETCTBUHM € UHCIIOM HCIIONBE3YEMBIX CTPHUIIOB (CM. TablMIly pacxofia
KOMIIOHEHTOB) 0TOOpaTh He0OXOAIMOe KOIecTBO pactBopa TMb B BaHHOUKY ISl peareHTa.

7.6. IloaroTroBKa HccjieAyeMbIX 00pa3oB.

Hccnenmyemele o6pasubsl pasBectd B 10 pa3 PIIPC. Jlng sToro BHECTH B JIyHKH IUIAHINETa IS
IIPEIBAPUTENBHOIO pa3BeAeHUs uccienyeMbix 00pa3ioB mo 90 Mk PITPC u moGasuts mo 10 MKII LEITBHBIX
00pa3noB CHIBOPOTKH (IUTa3MBl), TIIATEIHHO IT€PEMEIIATh.

IIpu passenennn CHIBOPOTKH KpacHsBIH I1BeT PIIPC momkeH W3MEHHUTHCS Ha KeNThlA. Ecim m3MeHeHus
[[BEeTa HE MPOU30ILIO, aHaIM3 00pasla CEIBOPOTKH MOXKET JaTh HEIPaBHIBHEIA pe3ynbTar. [Ipu passenenuu
IIJIa3MBI IIBET PAaCTBOPA B JIyHKE MEHSETCS HE3HAUUTEIBHO.

Xpanenue: ne bonee 3 4 npu memnepamype (18—26)°C.

7.7. KorTpompHBIe 00pa3ubl, CTOIM-peareHT rOTOBhI K HCIIOIB30BAHHIO.

8. TPOBEJIEHUE AHAJIU3A
8.1. B omny nysky mnmammerta, Hampumep, A-1, BHectH 100 MKJI IOJIOXHTENBHOTO KOHTPOJIBHOTO

obpasma (K*). B mo6sie mBe nyHku, Hampumep, B-1 m C-1, BHectu mo 100 MK OTpHIATENHHOTO

KOHTpOoJBHOTro obpasma (K™).

B ocransurie mynku BHecTH 0 90 Mxi1 PPC 1 o 10 MK IpeiBapUTENBHO pa3sBeICHHBIX HCCIIEMY EMBIX
00pasuos (1. 7.6.), TmaTeIbHO IepeMeraTs. Takum 06pa3oM, HeciIeLyeMblit 00pasell B JIyHKe pa30aBIIseTcs
B 100 pas.

8.1.1. Onpenenenue TUTpa UCCIEAYEMBIX 00pa3IOB.

Ilpu ompeneneHwu THUTpa aHTHUTEN TECTHPOBAHHE HCCIEAYEMBIX OOpPA3IOB IPOM3BECTH B CEMH
IOCJIEOBATENbHBIX IBYKPATHEIX pasBeneHuax B uHTepBane oT 1:100 xo 1:12800. B cooTBeTcTBY!OITIE Ty HKH
ropusoHTaNEHOro pana A saectd 1o 180 Mk PPC 1 mo 20 MKII IpeABapUTEIBHO pa3BeNEHHEIX HCCIENY EMBIX
obpasnos (1. 7.6.), TIaTeNBHO IepeMemaTh. B cooTBercTByromue ayHkd psagos B-H srectr mo 100 mxin
PPC. Kaxxaprii 06pasel THTpOBaTh, Ieperocs mo 100 MK pacTBOpa U3 JIyHOK IPEABIIYIIETO PANa B IyHKH
nocrexyromero or A no H, tmarensHo nepeMemmBas nuneTapoBanueM. Ilociie pacTHTPOBKYE M3 KaXIoH
JTyHKH nocnennero pana H ynanuts B nesunduuupyromuii pactop mo 100 MKIT pacTBOpa, OCTaBISA B JIyHKAX
o 100 mxJ1.

Bpems BHECEHUS 00pa3oB HE TOJKHO MPEBHINATh 20 MEH.

Crpunel 3aK1enTh IIEHKOH 1 HHKyOHpoBaTh 30 MUH B TepMocTare Ipu Temueparype (37+1)°C.

MexyOamys NIaHIIET B  aBTOMATHYSCKHX  aHAIM3aTopax BO3MOXHA 0e3  3aKICHBAHUS
IUIEHKO#/3aKPBIBAHUS KPBIIIKOIA. '

8.2. Ilo oxoHYaHWK HHKYOaIlMy CHATH JIMIKYIO IUIEHKY ¥ IIOMECTUTH €€ B COCY C Ae3UH(PUIUPYIOIIIM
pactBopoM. C IIOMOIIBIO IPOMBIBOYHOIO YCTPOHCTBA IIPOMBITH JIyHKH IUIAHINETa 5 pa3 MPOMBIBOYHEIM
pactBopom (1. 7.3.), Yepemys acIHpalHIo ¥ HEMEICHHOE 3al0HEHHE JIYHOK KaXIOro CTpHIa. B Kaxmayro
JTyHKy BHOCUTH 400 MKII IPOMBIBOYHOIO PacTBOPa B IPOIECCE KAXKIOTO IMKIA IPOMBIBKH. BpeMs Mexmy
3al0JHEHUEM U OIIOPOXKHEHHMEM JIyHOK NOJDKHO OBITH He MeHee 30 cek. HeoOxomumMo JOOUTECS IIOJHOTO
ONOPOKHEHHS JIyHOK IIOCIIE KaXXI0ro X 3amoaHeHHs. [1o OKOHYaHMM NPOMEIBKY OCTATKH BJIATH W3 JIYHOK
TINATEIBHO YAAINTh, IOCTYKHBas IEPEBEPHY THIM IIIAHIIETOM IO (QHUIBTPOBAILHOM OyMare.

8.3. Buectu Bo Bce ayHku no 100 Mxn koBlorara (cM. m. 7.4.), 3aKJIE€HTh CTPHILI IUIEHKOW H
HHKyOupoBaTh B TeueHue 30 MuUH B TepMocTaTe npu Temueparype (37+1)°C.

Wpkybanyg 1ulaHmeT B aBTOMATHYECKHUX  aHAIM3aTOpax BO3MOXKHA 0€3  3aKiIeMBaHHUIL
IUTEHKO#/3aKpBIBAHUS KPBITITKOMH.

OcTaTki KOHBIOTaTa M3 BAHHOUKA YTWIM3UPOBaTh (He CJAHBATH BO (MJIAKOH € MCXOAHBLIM
KOHBIOTATOM).



8.4. I1o oxoHYaHWM BTOPON MHKYOAIIUH MPOMBITH JIyHKH, KaK yKa3aHo B 1I. 8.2.

8.5. Brectu Bo Bee srynku 1o 100 mxit pactBopa TMbB (cMm. 1. 7.5.) 1 UHKyOHUpOBATh B 3aIUIIEHHOM OT
IIPSIMOTO COTHEYHOT'O cBeTa MecTe 25 MuH nipu temueparype (18—26)°C.

Octarku pactBopa TMDb H3 BaHHOYKM YTHIM3UPOBAaTh (HE CJAMBATHL BO (JIAKOH € HCXOIHBLIM
pacteopom TMB). .

8.6. BuecTu Bo Bce mynxu no 100 MK cTon-peareHra.

8.7. U3zmeputs BenuunHy ontudeckod mioTHocTH (OII) pacTBOpOB B MyHKax Ha CIEKTpOo(OTOMETpE B
IBYXBOJIHOBOM DPEXHMe: IIPX OCHOBHOM JUIMHE BOIHBI 450 HM M JUIMHE BOJHBI CpaBHEHHS B quamasone 620—
655 mM. JlommyckaeTcs M3MepeHre IIpX OTHOU JUTHHE BOJIHEL — 450 HM. BpeMs MexXIy oCTaHOBKOM peakIuy 1
HA3MEpPEHUEM ONTUYECKOM IIIOTHOCTH HE JIOJDKHO MPEeBBINaTh 10 MHH.

9. YUET PE3YJIbTATOB
9.1. Pe3ypTaThl HCCIIEIOBAHMH YIUTHIBATH TOIBKO IIPH COOIONEHHH CIIEAYIONINX yCIOBHIA:

— 3nagenus Ol B mynkax ¢ K~ e 6onee 0,25;

— 3uauenue OII B mynke ¢ KT me menee 0,80. '
9.2. Paccumrare cpemHee apH(QMETHYECKOE 3HAUCHWE ONTHYECKOM IUIOTHOCTH B JyHKaX C

OTpHIIATENBHEIM KOHTPOIBHEIM 00pasiioM (OIlg, K-).
BrruciouTs kpuTHdeckoe 3HadeHre onTHIecKoi IOTHOCTH (Ollkpur) 0 popmyie:

Olpur. = OXI, K~ + 0,25.

9.3. PesynbTar ananmsa CUATAETCA MOJ0KHTEIbHBIM, eCli Ollosp. > Ollpur..

Pesynbrar aHamusa cuaTacTCs oTpHIATeNbHBIM, eci Ollosp. < 0,85 X Ollpyr.,

rae: Ollogp. — onTHYecKas IIIOTHOCTD B JIyHKE C aHATTH3HPYEMBIM 00pasIioM.

Pesynbrar anmammsa cumraetcs HeompengenaeHHbIM, ecmi 0,85 X Ollgur. < Ollosp. < Ollgpur.
PexomenyeTcs OBTOPHO IPOBECTH HMMYHOGEPMEHTHBIM aHAIN3 JaHHOIO 06pasIa.

9.4. 3a TATP NONOXUTENBHOTO 0Opa3Na NIPHHAMAIOT er0 HauOObIIee pasBeneHue, pr KotopoM Ollyep.
> OHKpPlT.-

9.5. /Jlns ONEHKH CTENEHW HO3MTHBHOCTH IOJOXHTENBHBIX OOpA3llOB MOXET OBITh PacCYUTaH
k03bounuent nosuruHocTH (KIT) mo dpopmyie:

KII = OIly6p./OXlicpur..

10. YCJIOBUSA XPAHEHUSI, TPAHCIIOPTUPOBAHUS U IPUMEHEHUSA HABOPA

10.1. Xpanerve HabOpa B yIIAKOBKE MPeIPHUATHA-H3IOTOBUTEIII JOJDKHO [POU3BOIMTECS TIPH TEMIIEPAType
(2-8)°C B TeueHHMe BCETO CpOKa TOJHOCTH B XOJOMMIBHBIX KAMEpPaX FIIM XOJOMMIHHHKAX, OOECIIEUMBAIONIIX
pernaMeHTHPOBAHHbI TEMIIEPaTy PHBIA PEXXUM C €XETHEBHOM PETHCTpaIieii TEMITEPATYPEL

10.2. TpaHCIIOPTHPOBATE H3IEMHS CIIEIYET TPAHCIIOPTOM BCEX BHOB B KPHITHIX TPAHCIIOPTHEIX CPEICTBAX B
COOTBETCTBUHM C NPaBHJIAMH NIEPEBO3OK, ACHCTBYIOIMMY Ha TPAHCIOPTE JAHHOTO BH/@, [IPU TeMIEparype (2—
8)°C. [omyckaercs TpaHCIOpTHpOBaHKe PU Temuepatype 10 26°C ue Gonee 10 cyToxk.

10.3. Cpox romsocTn Habopa peareHTOB — 12 MecsmeB co aus BeOIycka. He momyckaercs [IPUMEHEHHE
HabOPOB 10 HCTEYEHHUH CPOKA UX TOJHOCTH.

10.4. [lnst monyveHus HafeXHBIX pPe3yJbTaToOB HEOOXOMMMO CTPOTOE COOIIOIEHHE HHCTPYKIUH TIO
IIPIMEHEHMIO Habopa.

10.5. Habop mpenasHaveH I OMHOKPATHOTO IIPUMEHEHHS.

11. TAPAHTUMHBIE OBSI3ATEJILCTBA

11.1. IIpou3sBoayTENS rapaHTHPYET COOTBETCTBHE BBIIYCKAEMBIX M3IENHi TPeGOBAHIAM HOPMaTUBHOM
M TEXHUYECKOM TOKyMEHTAIHH.

BesoracHOCTS 1 Ka4eCTBO M3/ENMs FAPaHTHPYIOTCS B TEYEHHE BCETO CPOKA TOJHOCTH.

11.2. IlpoussoguTens OTBEYACT 3a HEMOCTATKH M3ICIHA, 3a HCKIIOUCHUEM Ie(EKTOB, BO3HMKIIMX
BCIICZICTBUE HAPYIICHHUS IIPABUJ IIOJB30BAHUS, YCIOBHH TPaHCIOPTHPOBAHUS M XPaHEHHMS, JTHOO AEHCTBHS
TPETHUX JIHIIL, JTUOO HEMPEOTOTAMOM CHIIBL.

11.3. IIpou3BomuTens 00s3yeTcs 3a CBOM CYET 3aMEHUTH H3IEINE, TEXHHYECKHE U GYyHKIMOHATIBHEIE
XapaKTePUCTUKH (IIOTPEOUTENBCKAE CBOHCTBA) KOTOPOrO HE COOTBETCTBYIOT HOPMATHBHOM M TEXHUYECKOH
AOKYMEHTAIMH, €CIIM yKa3aHHBIC HEJOCTATKU SBHJIHCH CIIEICTBHEM CKPBHITOrO NedeKTa MaTepHalioB KM



HEKAYCCTBECHHOI'O U3IrOTOBJICHUA U3ACIIUA IIPOU3BOIUATEIICM.

ITo Bompocam, kacaromuMcs KadecTBa Habopa
«Ackapuga-IgG-U®A-BECT» (kommiaekr 1),
obpamartscs B AO «Bektop-bect»
IO apecy:
630559, HoBocubupckas o01.,
p.i. Koisroso, a/s 121,
tei. (383) 227-67-64, 363-35-56.
E-mail: vbobtk@vector-best.ru

Kparkas cxema nposenenns U®A
IJ1s1 Habopa peareHTOB
«Ackapuga-IgG-U®A-BECT» (kommiekT 1)
Hcnonvzosams monvko nocie muamenvHo20 03HAKOMACHUS C UHCMpPYKyuei!
o 100 Mk B onHy styHKy K+ 1 B aBe mynku K—;
10 90 mxn PPC u mo 10 MK mpeBapUTEIbHO Pa3BEICHHBIX aHAU3UPYEMBIX 00pa3lioB B
OCTaJIbHEIE JTyHKH.

Buectn:

HNuxyoupoBarts: 30 mus, (37+1)°C.

IIpomMeITh:
Buecru:

IIPOMBIBOYHEIM pacTBopoM, 400 MK, 5 pas.

mo 100 MK XoHBrOraTa.

Nuxyo6upoBats: 30 mun, (37+1)°C.

IIpoMBITH:
Buecrn:

IIPOMBIBOYHEIM pacTBopoM, 400 MK, 5 pas.

o 100 mxu pactBopa TMB.
HNuxyonposats: 25 MuH, (18-26)°C, B 3aIquImeHHOM OT MPSMOI0 COIHEYHOI'O CBETA MECTE.

Buectn: o 100 MKJI cTom-peareHTa.
N3mepurs: OII mpu 450 M / pedpepercHas amuHa BOIHEL 620—655 BM.
I'padmyeckne cMIMBOJIBI
Cumson Onucanne Cumson Onucanxune
Howmep o karanory A OcropoxHo!
Copepxumoro
MeauumHckoe
A0CTaTo4HO
W AOnsa nposegeHus nspenne ans

N TecToB

AVArHoCTUKM in vitro

Mpenen

=L Koa naptum ’1’ TEMMepaTyphbl
[ara

d WarotosuTens ﬂ U3roTOBNEHUS!
O6partutech

g Vcnonb3oBaTh A0 ... EE] K MHCTPYKLMK

no NpUMeHeHuno

Hata B chopmare

YYYY-MM-DD | Fog-Mecsiu-[leHb
YYYY-MM loa-Mecsu,
Tabsmmma pacxona KOMIIOHEHTOB HA0OPa peareHToB
Kom-Bo IIpomMBEIBOYHEIH pacTBOP
PactBop TMbB
HCTIONE3Y eMBIX @CB-T, Huctun. Konsrorar, M P ’
MII
CTPHIIOB KOHIICHTpAT, BOJA,
1 2,0 1o 50 1,0 1,0




2 4,0 1o 100 2,0 2,0
3 6,0 1o 150 3,0 3,0
4 8,0 1o 200 4,0 4,0
5 10,0 1o 250 5,0 5,0
6 12,0 1o 300 6,0 6,0
7 14,0 1o 350 7,0 7,0
8 16,0 1o 400 8,0 8,0
9 18,0 1o 450 9,0 9,0
10 20,0 1o 500 10,0 10,0
11 22,0 1o 550 11,0 11,0
12 24,0 1o 600 12,0 12,0




