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WHCTPYKIIA
[0 TPUMEHEHHUIO Habopa peareHToB s UMMYHO(DEpPMEHTHOTO
BBISIBIICHUS HMMYHOTJIOOYIMHOB KJI4aCCOR A, M, G k anTHreHaM 19MOHI B CBIBOPOTKE KPOBHU
(JIﬂMﬁ.I'lHﬂ-aHTHTeJIa-H(DA-BECT)
(xommurexT 1)

1. HABHAYEHUE

1.1. Habop pearentos s UMMYHO(DEPMEHTHOIO BBISBIICHUS MMMYHOTJIO0YJIMHOB KiiaccoB A, M, G k
AHTHICHAM JIAMOIMA B CHIBOPOTKE KPOBH (manee mo tekcry — HabOp) MpeaHA3HAYEH [UIS KAYECTBEHHOI'o
OIIPENCIICHUST IMMYHOTJIOOYJIMHOB KIIACCOB A (IgA), M (IgM). G (IgG) k anTHrenam JIMOHI B CBIBOPOTKE
KpoBU METOIOM TBEpHO(ha3HOTO HMMYHO(EPMEHTHOTO aHa/IN3a (U®A). HaGop MoxeT GbITh HCmons30Ban
Kak BCIIOMOraTe/IbHOE CPEAICTBO IIPH AMATHOCTHKE IAMOIIHO3A.

1.2. Kommexr 1 paccuwuran ma MIPOBENICHUE aHammu3a 96 00pasloB, BKIOUAS KOHTpo/. Bo3moxuo
JPOOHOE HCIIONIB30BAHHE Habopa.

2. XAPAKTEPUCTHUKA HABOPA
2.1. llpusnun meroaa.

Merox onpenenenus CYMMapHBIX aHTHTE]I K aHTUT'€HaM JIIMO M NpeACTaBIAeT CoO0H TBepaOda3HbIT
MMMYHO(EPMEHTHBIH aHaIU3.

Ha neproit cranuu ananmsa TIpH B3aHMOJCHCTBHH HCCTIEIyeMbIX 00pasLoB ChIBOPOTKH KPOBH B JIyHKaX
CTPUIIOB ¢ HIMMOOHIIM30BaHHBIMY AHTHTCHAMM JISIMG M [POHCXOAUT CBA3BIBAHKE CHEHU(DUUIECKAX aHTHTEI
H 00pasoBaHWE KOMIUIEKCA AHTHIeH-aHTHTENOY» Ha [IOBEpXHOCTH JyHOK. Ha BTOpo# cramum kxombrorar
MOHOKJIOHATIBHBIX aHTHTEN K IgA, IgM, IgG uemopeka ¢ IIEPOKCHIA30 XpeHa B3aUMOJIEHCTBYeT ¢
KOMILICKCAMH  aHTUTCH-aHTHTeN0». [Ipu MHKYGanuu ¢ pactBopom TMB mponcxomut oxpammsanme
PacTBopa B JIyHKaX, COAepKAamEX OODPA30BABIIMECS KOMILIEKCEL «aHTUTCH-aHTUTENIO-KOHBIOraT.
VIHTeHCHBHOCTE OKpamiBanys TPONOpIHOHATIEHA KOHICHTPAMY CYMMApPHBIX AHTHTE K AHTHICHAM IAMO I
B aHamMsupyeMoM obpasue. IToce ocTaHoBKM peaxumu no6apienmen CTOII-peareHTa pe3yJibTaThl aHAIH3a
PCTUCTPUPYIOTCS H3MEPEHUEM OIITHYECKOM TUIOTHOCTH (OI) B 1yHKax mnanmera.

- 2.2. Cocras nabopa:
[ Komnonent na6opa (Cokparenue) ‘

| Onucanue , arno
Ilnanmer paséopHbIil ¢ IMMOGHIN30BAHHBIME AHTHTeHAMH JAMO it ‘ 1 .

‘ HonoxuTe bHBIH KOHTPOILHBII obpazen (K1) ‘ iba |

| Cooeporcum Igd, IgM, IgG x anmuzenam nsmbnuii |15 |
Cooeporcum nampus asuo (0,1%). e

rOTpHuaTeJILHHffI KOHTPO.IbHBIH 06pazen (K- | 1 _|
He cooeporcum IgA, IgM, IgG k anmuzenam nsvbui, ' " '

| Cooeporc 0 (0,12 ‘ o ‘

__ pocum Hampus azuo (0,1%). |
Konsrorar ‘ 1 dn |
Konviozam monoxnonansuvix aumumen x 184, IgM, IgG yenosexa ¢ nepokcudasoii xpena N

__Codeporcum nampus mepmuoram (0,015%).

Perncrpamus MH B Pocanparransope
——— www.nevacert.ru | info@nevacert.ru



PacTBop 1J1s mpeBapuTeIbHOTO pa3BeneHus cbisopotok (PIIPC) 1 ¢m.,
Cooepacum ProClin 300 (0,02%). 10,0 mnt
PactBop nis pa3Benenusi cbiBopotok (PPC) 1 .,
Cooeporcum nampus azuo (0,1%). 12,0 M
Konuentpar ¢gocharno-cosreBoro oydeproro pacrsopa ¢ TBUHOM (DCBh-Tx25) 1 .,
Cooeporcum ProClin 300 (0,25%). 28,0 M
PacTtBop TerpameTmiioen3uauna (pacrsop TMB) 1 .,
Cooeporcum 3,3", 3,5 "-mempamemundenzuoun (0,025%). 13,0 M
Cron-peareHTt 1 .,
Coodeporcum kucromy cepryro (4,9%). 12,0 M
IInanmeT pa30opHbIii /151 IPeABAPUTEILHOI0 pa3BeleHus UcciexyeMbIX 00pa3ioB 1 1.
Iliienku 111 3aKJIeHBAHUSA TJIAHIIETA 2 mr.
Hakoneunuku 1u1s1 103aTopoB Ha 2-200 Mk 16 .
BanHouKH /1151 peareHToB 2 mr.

3. AHAJIUTUYECKUE U JUATHOCTUUYECKHUE XAPAKTEPUCTUKHU

3.1. Tutp crannaptHoro obpasua npeanpusitus COII+ (Ne 05-2-17) momxen ObiTh He MeHee 1:800.

3.2. /lnarHocTHYECKasi 9yBCTBUTEIBHOCTD OIIEHUBAJIACH TPH KIIMHUYECKUX UCCIICIOBAHUIX:

— 50 cepomno3uTUBHBIX 00pa3loB CHIBOPOTKU KpoBH M cocTaBuia 100% (unrepBan 94,2%-100% c
JOBEPUTEIIBHON BEepOsATHOCTHIO 90%);

Junarnoctuueckas cnenupuIHOCTh OLIEHUBAIACh MPU KIMHUYECKUX HCCIICJOBAHUSIX:

— 50 cepoHeratuBHBIX 00pa3lOB CHIBOPOTKH KpoBW cocrtaBmwia 100% (wHTepBan 94,2%-100% c
JOBEPUTEIBHOI BepoATHOCTHIO 90%).

3.3. AnanuTtuyeckas cieu(pUUHOCTD:

[Tpu anamuze 215 o0O0pa3uoB KIMHUYECKOTO MaTepHalia, CBOOOIHBIX OT HWMMYHOTJIOO0YJIWHOB
k1accoB A, M, G x aHtureHam ssMoOimid, B ToM umcie 203 oOpasma CHIBOPOTKM KpPOBH TAlUEHTOB C
YCTaHOBJIEHHBIMHU JUarHO3aMH TOKCOKApO3, TPUXUHEIIE3, OMUCTOPX03, IXNHOKOKKO3 U 12 00pa31ioB CHIBOPOTKU
KpPOBU TAILlMEHTOB, COJAEPKAIlMX CyMMapHbIE aHTHTENa K PEBMAaroMJHOMY (haKkTOpy IMOKa3aHO OTCYTCTBHE
JIO’KHOTIO3UTHUBHBIX PE3YJIbTATOB.

3.4. TloreHumanbHo MHTEpdEpHUpYIOMIME BEIIECTBA — TPUTIUIEPUIBI B KOHIIEHTparuu 10 5,0 mr/mi;
OupyOuH B KOHIIEHTpauuu 10 0,4 Mr/mi, TeMOTTIOONH B KOHIIEHTparmu 10 10 Mr/Mi1 — He OKa3bIBAIOT BIMSHHUS
Ha MOJIy4YeHHUE NPaBIWIbHBIX PE3YyJIbTATOB.

3.5. Bocnpou3BoAMMOCTh aHallM3a OblIa OLIEHEHA MPHU TECTUPOBAHUU 3 TMOJOKHUTEIBHBIX 00pa3IloB,
conepxkammx IgA, IgM, IgG x antureHam nsamoOnuii B 8 moBropax Kaxabli. Kosaddunuent Bapuanuu
3HaueHu# ontudeckoi mnotHocTH (OI1), onpenenennbix Habopamu (B T.4. pa3HBIMU) OJTHOW CEPUU U PA3HBIX
cepuil He npesbIman 14%.

4. MEPBI IIPEJOCTOPOKHOCTHU

4.1. IloTeHanbpHbIN pUCK MpUMeHeHUs: Habopa — kinacc 20 (mpukaz M3 PD ot 06.06.2012 Ne 4n).

4.2. HabGop mpemHa3zHaueH id NPOPECCHOHAIBHOTO MPUMEHEHHS] B KIMHHUYECKOW J1abopaTOpHOU
JMAarHOCTHKE OOYYEHHBIM IepcoHaoM. TpeOoBaHUS O€30MaCHOCTH K METUIMHCKUM J1abopaTopHsM
npuseaensl B 'OCT P 52905-2007.

4.3. Cron-pearent u pactBop TMb obnanarot pasapaxaronm aerictreM. M3derats pa3opbI3ruBaHus 1
IIONa/IaHus Ha KOXKY M CIIM3UCTHIE. B ciydae monaganus ctorn-pearesTa u pactsopa TMb Ha KOXKy U CIIM3UCTBIE
HEOOXOMMO MPOMBITh MOPAXKEHHBIH YYacTOK OOJBIIUM KOJMYECTBOM IPOTOYHONW BOJBI. HekxoTopsie
komnoHeHTHI cogepxat ProClin 300, HaTpust a3uj, HaTpUs MEPTUOJIAT, KUCIIOTY CEPHYI0, TETPAMETHIIOCH3UINH
B KOHIICHTPAIUX, yKa3aHHBIX B I1. 2.2. «CocTaB Habopay.

Bce xomnoneHThl Habopa, coaepKalife B CBOEM COCTaBE MaTepHalIbl YEJIOBEUECKOTr0 MPOUCXOKICHMUS,
MHAKTHBHPOBAHBI.

4.4. Ilpu pabGoTe C wucCCleIyeMbIMH U KOHTPOJBHBIMH OOpa3laMHu CJeIyeT COOJII0aTh MEephI
MPEJOCTOPOKHOCTH, IPUHATHIE IPH paboTe C MOTEHIUAIBHO HHPEKITMOHHBIM MaTEpPHUATIOM

4.5. Ipu ucnons3zoBannu Habopa oOpazyrorcs oTxoabl kiaccoB A, b, B u I', kotopsle kinaccuduimpyrorcs
U YHAYTOXKat0TCA (yTrin3upyrores) B coorBercTBUM ¢ CanllnH 2.1.3684-21 «CanurapHo-3NuaeMu0I0ri4ecKue
TpeOOBaHMs K COAEPKaHUI0 TEPPUTOPUI TOPOJICKHX U CEITLCKUX MTOCENICHUH, K BOJHBIM 00bEKTaM, TIMTHEBOM BOJIE
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U TIUTHEBOMY BOJOCHAOKEHHIO, aTMOC(hepHOMY BO3IyXy, IMOYBaM, >KUJIBIM IOMEIIECHHSIM, SKCILTyaTalluu
MPOM3BOACTBEHHBIX,  OOIIECTBEHHBIX  TOMEIIEHW, OpraHW3alliii ¥  TMPOBEACHUIO  CAHUTAPHO-
MIPOTHUBOAHIEMUYECKUX (TPOPHIAKTHICCKUX ) MEPOTPUSTHID.

4.6. Jlesundexpo HaOOPOB PEareHTOB, MOCYIbI U MAaTEPUATIOB, KOHTAKTUPOBABIIUX C UCCIIEAYSMbIMUA U
KOHTPOJILHBIMU 00pa3iamu, clieayeT npoBoauTh mo MY 287-113 «Meronudeckne yka3aHus 1Mo Ae3UH(EKIINH,
MPEICTEPHIIN3AUOHHON OUMCTKE U CTEPIITU3ALINH U3JICIIUN METUIIMHCKOTO HA3HAYCHUSD.

4.7. IlpoTuBomoOKa3aHus: He MPUMEHUMO, U3JCIIME MPEAHA3HAYCHO ISl KIMHUYECKOW J1TabopaTOpHOU
JHArHOCTHKH.

5. OBOPYJIOBAHUE U MATEPUAJIbI

—  CoekrpodoTomerp, MO3BOJSIOMINI TPOBOJUTH U3MEPEHUSI ONTUYECKOW IUIOTHOCTH PACTBOPOB B JIyHKax
IUIAQHILIETa TIPY OCHOBHOM JuIMHE BOJHBI 450 HM M JUIMHE BOJHBI CpaBHEHMs B jauana3oHe 620—655 Hw;
JIOMYCKAETCsl M3MEPEHUE TPU OJHOW JUIMHE BOJHBI — 450 HM; mim aBToMarnyeckui MDA-ananmuzarop
OTKPBITOTO THUIA (HAIpUMep: aHaJIM3aTop UMMYyHO(EpMEeHTHbIA aBroMatndeckuid «Jlazypur» (Lazurite) ¢
MPUHAJICKHOCTSIMH);

—  TepMocCTar, nojjiepKuBatomuii remneparypy (37+1)°C;

—  IPOMBIBOYHOE YCTPOMCTBO JIs IIAHILETOB;

—  XOJOAUJIBLHHUK OBITOBOI;

—  J103aTOpPBI OJTHOKAHAJIbHBIE CO CMEHHBIMU HAKOHEYHUKAMU, TIO3BOJISIOIIUE OTOUPATH 00BEMBI )KUJIKOCTH
ot 10 1o 5000 mki1;

—  J103aTOpbl MHOTOKAHAJIbHBIE CO CMEHHBIMH HAKOHEUYHHWKAMH, MO3BOJIAIOIINE OTOMPAaTh OOBEMBI
skuaxocreit ot 10 o 300 Mk

—  UWIMHIP MepHbIA BMecTUMOCcThI0 1000 mut;

—  BOJA JUCTWIMPOBaHHAS;

—  TepYyaTKH MEAUIMHCKUE JUATHOCTUYECKHUE OJTHOPA30OBbIC;

—  Oymara guibTpoBasibHas JTa0OpaTOpHAS;

—  JIe3uH(UIUPYIOLIUE CPECTBA.

6. AHAJIN3BUPYEMBIE OBPA3IbI

6.1. TpeGoBanusi K YCIOBUSAM U TMPOLEAYpaM BEACHUS MPEAHATUTUYECKOTO HTana KIMHUYECKUX
J1a00paTOPHBIX MCCIEIOBAaHUN C LIENBI0 UCKIIOYEHHUsS] WM OTPAaHWYEHMs BIMSHUS SHIOTEHHBIX, SK30TCHHBIX,
SATPOr€HHbIX M MHBIX (DaKTOPOB, MEUIAIOLIMX MPAaBWILHOMY OTpPaK€HMIO COCTOSIHUS BHYTPEHHEW Cpeibl
o0cieayeMbIX MAlMEHTOB B pe3yJibTaTaX KIMHUYECKUX Ja0OpaTopHbIX HccienoBaHuil uznoxensl B OCT P
53079.4-2008 «Texnonoruu saboparopHble KIMHUUeckre. ObecneueHrne kayecTBa KIIMHUYECKUX J1a00paTOpHBIX
uccnenoBanuid. Yacts 4. IpaBuna BeieHUs IpeaHATMTHUECKOTO 3Taray.

B3sTue, TpaHcnopTupoBaHME W XpaHEHHE HCCIEIyeMOro MaTepuana OCYyIECTBiIseTcs corjacHo MY
4.2.2039-05 «Texnuka cOopa M TpPaHCHOPTUPOBAaHUS OHMOMATEpUAIOB B MHUKPOOMOJIOTMUYECKHUE
naboparopun», yrBepxaeHHbIM PocioTpeOHaa3opom 1 Pekomenaanmsam «Opranuzanys NpeaHalIuTHYeCKOro
JTana MpH LEHTpaIu3alud JIaOOPaTOPHBIX HCCIEAOBAaHMI», OJ00pEHHBIM MNPO(UIBHON KOMHCCHEH
MunzapaBa Poccun o knmmHnyeckoi gabopatopHoit nuarnoctuke 30.05.2013.

6.2. Jlns1 aHanM3a UCIOIB30BaTh 00PA3IIbl CHIBOPOTKU KPOBHU YEIOBEKA.

6.3. OOpasibl CHIBOPOTKH KPOBU ClIeAyeT XpaHuTh mipu Temneparype (2-8)°C He Oomee 5 cyTok
wi npu Temneparype mMunyc 18°C u Humxke, eciau TpeOyercs Oosee JnuTensHOe XpaHeHue. Jlomyckaercs
OJTHOKpaTHoe 3aMopakuBanue. [Tocie pazmopakuBaHus 0Opasiibl CIeAyeT TIIATEIbHO NepeMelaThb.

6.4. OOpasubl CHIBOPOTKH KPOBM, COJEpXKAlllde B3BEIICHHBIE YaCTHUIBl, HEOOXOIUMO OYHUCTHTH
HEeHTpUPyrupoBaHUEM.

7. HOAIOTOBKA KOMIIOHEHTOB JIJIs1 AHAJIN3A

7.1. Buumanue! Twiamenwvnoe coonwoenue ONUCAHHBIX HUMCE MPEDOBAHUI NO36OIUM U3DEHCamb
uckaxcenus pesynomamos H®DA.

— Ilepen moctaHOBKOI peaklUy BCe KOMIIOHEHTHI HA0Opa HEOOXOAMMO BbIIEPKaTh MPU TeMIepaType
(18-26)°C ne menee 30 muH.

— Tlpu apoOHOM HCITONBE30BAaHUK HA0Opa TOCiIe 0TOOpa HEOOXOAMMOTO KOJIMIECTBA KOMIIOHEHTOB (DITAaKOHBI
C pacTBOpaMHM HEOOXOIMMO TUIOTHO 3aKpbiTh, & OCTaBIIMECS CTPUIBI Cpa3y YIAKoBaTh B TAKET C
BJIArOTOTJIOTUTENIEM, YIAIUTh M3 HErO BO3IyX M IJIOTHO 3aKPhITh 3aMOK. XpaHUTh nipu Temreparype (2—8)°C,
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WCIOJB30BaTh B TEUEHHE BCErO Cpoka TOAHOCTH HaOopa. [lomyckaercs xpanenue @DOCB-Tx25
U cTon-peareHra rnpu reMneparype (2-30)°C.

— Heo6xomumo n3berath BO3ACHCTBUS IPSMOTO COTHEYHOTO cBeTa Ha pacTBop TMb npu nmoarotoske u
nposeneHuu MDA.

— Ilpu moctanoBke HM®DA Henb3s HCHOJb30BaTh KOMIIOHCHTHI M3 HAOOPOB pa3HBIX CEpUN WIIH
CMELIMBATh WX IpPHU TNPHUTOTOBICHHWH DPACTBOPOB, Kpome Hecnenuduueckux KoMmnoHeHToB (DPCB-Tx25,
pactBop TMB, PITPC, ctomn-pearenr), kKoTopbie B3anmMo3aMeHseMbl B Habopax AO «Bektop-becty.

— Henb3s ncnonp3oBath peareHTs U3 HAOOPOB APYTUX (HUPM-TIPOU3BOIUTENECH.

— Ilpu npuroroBneHun pacTBOpoB U mnpoBeaeHun MDA cinegyer uCnosb30BaTh OJHOPA3OBBIC
HAaKOHEYHMKH IS 103aTOPOB.

— Ilpu ucnosnb30BaHNM aBTOMATHYECKOTO YCTPONUCTBA JIsl TPOMBIBKH IJIAHIIETOB HEOOXOIUMO CIETUTh
32 YMUCTOTOW €MKOCTH JJIsl IIPOMBIBOYHOI'O PAcTBOPA U COEIMHUTENbHBIX IIJIAHIOB: B HUX HE JOJDKHO OBITH
MUKpPOOHOI KOHTamMHMHauUuu. JlJis MpenoTBpalleHus] 3aCOPEHUs WIJI MPOMBIBOUYHOTO YCTPOWCTBAa B KOHIIE
pabouero AHS 0053aTENBHO CIEIYET BBHIIOIHHUTH MPOLEAYPY ONOJIACKUBAHUS CHCTEMBI MOJA4YH JKUIKOCTH
TUCTUIUTMPOBAHHOW Boj0M. OAMH pa3 B HEJENI0 HE0OXOIUMO MPOU3BOIUTH 3aMauyMBaHUE BCEH CHUCTEMBI
IIPOMBIBOYHOT0 ycTpoiicTBa B 70% cnupTe Win B APYroM pacTBOpPE, PEKOMEHJOBAHHOM HMHCTPYKLUEH K
npudopy.

— Jns ne3suH(eKnuu moCyapl U MaTepPUaioB, KOHTAKTUPYIOIIMX C MCCIETYEMbIMH U KOHTPOJIbHBIMU
oOpa3iamu, peKOMEHYeTCsl UCIIONIb30BaTh JIe3MH(PUIMPYIONINE CPEACTBA, HE OKA3bIBAIOIINE HEraTMBHOIO
Bo3AehcTBUs Ha kadectBo MDA, He coaepxkamue akTUBHBIA KHUCIOPOJA M XJIOp, HalpUMED,
KOMOMHHpOBaHHbIe cpencTBa Ha ocHOoBe YAC (YeTBEpPTUYHBIX AMMOHHEBBIX COEIUHEHUI), CIHUPTOB,
TPETUYHBIX AMUHOB.

— B ciydyae moBTOpHOTO MCHONB30BaHUA MOCYy (BaHHOYKH) AJII KOHBIOraTa HEOOXOAMMO MPOMBITh
MPOTOYHOM BOJOW M THIATENILHO OIMOJIOCHYTh JTUCTUJUIMPOBAHHOW BOJION; MOCYAy (BAaHHOUYKH) JJIs pacTBOpa
TMb onosiocHyTs BOAOM, TPOMBITE 70% 3TUIIOBBIM CHUPTOM M THIATEIBHO OTMBITh JUCTUIUIMPOBAHHOU
Bojoi. Henb3s oOpabaTeiBaTh mocyqy (BaHHOYKHM) J€3MH(UUUPYIOIIMMU pPACTBOPAMHU U MOIOIIMMHU
CpelICTBaMH.

— Jlozaropsl u paboune MoBepxHOCTH 00pabaThiBaTh TOJMbKO 70% pacTBOpoM sTUIIOBOTO criupTa. He
WCII0JIb30BaTh MEPEKUCHh BOJIOPO/A, XJTOPAMHUH.

7.2. IlloaroroBka mjiaHiera
BcCkphITh MakeT ¢ miaHmeToM Beile 3amka. OCTaBUTh Ha paMKe HEOOXO0IMMOE JIJIsi TPOBEICHUSI aHATTU3a
KOJIMYECTBO CTPHUIIOB.

7.3. IlpuroroBiieHHe NPOMBIBOYHOI0 PacTBOpPa

INepemerats conepsximoe (rakona ¢ @Ch-Tx25. [Tpu BelaeHNU B KOHIIEHTPATE OcaJlka CoJel MporpeTh
ero mipu Temneparype (30—40)°C 1o moJHOTO PaCTBOPEHUSI OCAKA.

B cooTBeTcTBUM € YMCIIOM HCHOJIB3YEMBIX CTPUIIOB (CM. TaOIMIly pacxoja KOMIIOHEHTOB) BHECTH B
MEPHBIN MUIUHAP HeoOxoaumoe KommdecTBo KoHIeHTpaTa OCh-T*25 u moBecTH 10 COOTBETCTBYIOIIETO
o0beMa TUCTHIIMPOBAHHON BOJIOM, TIATENFHO epeMelaTh.

Tadauua pacxoga KOMIIOHEHTOB

= [IpombIBOUHBIH
oz 8 pacTBop
2 :,,>)n E 1 Konstorar, P%ﬁ%()p
S £ & |OCH-Tx25,| "oy :
X 3 5 BOJA, MIT
= M
S M
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 10 200 4,0 4,0
5 10,0 10 250 5,0 5,0
6 12,0 10 300 6,0 6,0
7 14,0 10 350 7,0 7,0
8 16,0 10 400 8,0 8,0
9 18,0 10 450 9,0 9,0
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10 20,0 10 500 10,0 10,0
11 22,0 10 550 11,0 11,0
12 24,0 1o 600 12,0 12,0

Xpanenue: npu memnepamype (2-8)°C ne 6onee 1 mecaya umu npu memnepamype (18—26)°C
He bonee 7 CYMOK.

7.4. Konnrworar
Konsbtorar roToB K HCHOJB30BaHUIO0. B COOTBETCTBHM C YMCIIOM HUCIOJB3YEMBIX CTPUIIOB (CM. TaOIHILy
pacxoaa KOMIIOHEHTOB) 0TOOpaTh B BAHHOUKY JIJIsl peareHTa Heo0X0IMMOe KOJTMYEeCTBO KOHBIOTATa.

7.5. PactBop TMb
Pacmeop TMbB 2omoé k ucnonvzosanuro. HenmocpeaCTBEHHO Mepe] BHECEHUEM U B COOTBETCTBUM € UUCIOM
UCHOJIb3yEMBIX CTPUIIOB (CM. TaOJIHUIy pacxoja KOMIIOHEHTOB) OTOOpaTh HEOOXOIMMOE KOJIMYECTBO pacTBOpa
TMb B BaHHOUKY JJIsl pearcHra.

7.6. IloaroroBka ucciaenyeMbix 00pa3noB
Uccnenyemsie oOpasnbl pazsect B 10 pa3z PIIPC. [lns »Toro BHECTHM B JIYHKH IUIAHIIETa MJIs
MIpeIBApUTENILHOTO pa3BefeHus uccieayembix oopasnos mo 90 mkn PITPC u no6aButh mo 10 MK 1enbHBIX
00pas3IoB CHIBOPOTKH, TIIATEIILHO MEPEMEIIATS.
[Ipu pa3Beaenuu cbiBOpoTKU KpacHbIi nBeT PITPC noikeH u3aMeHUThCs Ha xenThid. Eciu nu3aMeHenus
[[BETA HE MPOMU3O0IILIO, aHAJIU3 00pa3iia CHIBOPOTKH MOXKET JaTh HEMPABWIbHBIA PE3YIIbTAT.
Xpanenue: e 6onee 3 u npu memnepamype (18-26)°C.

7.7. KoHTponbsHBIE 00pa3Iibl, CTOM-PEareHT rOTOBHI K UCTIOJIB30BAHUIO.

8. MPOBEJAEHUE AHAJIU3A

8.1. B onny nyHky muianmera, Harpumep, A-1, BHectr 100 MKJI TOJIOKUTETHLHOTO KOHTPOJILHOTO 00pasiia
(K+). B mo6wie aBe myHku, Harnpumep, B-1 u C-1, BHectu no 100 MKJI OTpUIIATENBHOTO KOHTPOJIBHOTO
oOpasma (K7).

B ocranbnbie mynku BHecTH 110 90 Mks1 PPC 1 mo 10 MK npeBapUTENbHO pa3BENECHHBIX UCCIIELYEMBIX
oOpastoB (1. 7.6.), TIaTeapHO nepeMeniaTs. Takum 00pa3om, UCClIeyeMblil 00pasell B TyHKe pa30aBiseTcs
B 100 pas.

8.1.1. OnpeneneHue TUTPa UCCIETYEMBIX 00Pa3IOB.

[lpu ompeneneHUM TUTpa AaHTUTEN TECTHPOBAHME MCCIEAYEMbIX OOpa3lloB MPOU3BECTH B CEMHU
MOCJIEZIOBATEIBHBIX IBYKPATHBIX pa3BeAeHusX B uHTepBasie ot 1:100 mo 1:12800. B cooTBeTcTBYIONIME TYHKH
ropusoHTanbHOro psina A BHect o 180 Mk PPC u no 20 MK mpeiBapUTENBbHO pa3BEACHHBIX UCCIENYEMbIX
o0pa31oB (1. 7.6.), TmareapHO niepeMeniath. B cootBercTByromme ynku psioB B—H saectu mo 100 mxi PPC.
Kaxnpiit obpaszen; tutpoBaTh, nepeHocs mo 100 MK pacTBopa W3 JyHOK HpPEABILIYLIETO psjga B JYHKH
nocienyromero ot A o H, TiarensHo nepemeninBas nunetnpoBanueM. [locne pacTUTPOBKH U3 KaXKA0H JTyHKU
nocneanero psna H ynanutes B nesunduuupyronmii pactsop nmo 100 M1 pacTBopa, ocTasisis B iyHkax mo 100
MKJI.

Bpewmst BHeceHHs 006pa310B HE JTOJIKHO NMpeBbIIaTh 20 MUH.

Ctpuribl 3aKJIEHThH IUIEHKOW U MHKYOupoBaTh 30 MUH B TepMocTate mpu temmeparype (37+1)°C.

8.2. [lo oxOHYaHMM MHKYOAIlMM CHATH JIUMKYIO TJIEHKY U MOMECTUTh €€ B COCYA C JEe3MH(PUIHPYIOIIM
pactBopoM. C MOMOIIBIO MPOMBIBOYHOTO YCTPOICTBA MPOMBITH JIYHKH IUIAHIIETa 5 pa3 MPOMBIBOYHBIM
pacTtBopoM (1. 7.3.), yepeays aCMpaIyio 1 HEMeUICHHOE 3all0JIHEHHE JTYHOK KaX/I0ro cTpuna. B Kaxmayro JIyHKY
BHOCUTB 400 MKJI MPOMBIBOYHOT'O PACTBOPA B MPOLIECCE KAKIOT0 LIMKIIa MPOMBIBKU. Bpems Mex 1y 3amoiaHeHreM
Y OIIOPOYKHEHHEM JIYHOK JIOJKHO ObITh He MeHee 30 cexk. HeoOxoaumo 100MThCS MOIHOTO OMOPOKHEHUS JTYHOK
Mocye KaxIoro ux 3amoisHeHus. [lo OKOHYaHWM TPOMBIBKM OCTAaTKH BJIATd W3 JIYHOK THIATENBHO YAAJIUTh,
MOCTYKHBAsI IEPEBEPHYTHIM IUIAHILIETOM MO (PUIIBTPOBATIbHON Oymare.

8.3. Buectu Bo Bce nyHku mo 100 mxin koHbiorata (cM. m. 7.4.), 3aKJIEUTh CTPUIIBI IUICHKOH U
WHKYyOHpoBaTh B TeueHue 30 MuH B TepMocTare mpu temmeparype (37+1)°C.

OcTaTky KOHBIOTaTa U3 BAHHOYKH YTUIIM3UPOBATH (He C1U6amp 60 (IAKOH ¢ UCXOOHBIM KOHDIOZAMOM).

8.4. [To oxoHYaHNUU BTOPOM MHKYOAlMU MPOMBITh JIYHKH, KaK yYKa3aHo B 1I. 8.2.

8.5. Buectu Bo Bce mynku o 100 Mk pactBopa TMb (cm. 1. 7.5.) 1 HHKYOMpPOBaTh B 3alIMIIIEHHOM OT
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MPSIMOTO COJTHEUHOTO cBeTa MecTe 25 MuH npu temmneparype (18-26)°C.

Ocrarkun pactBopa TMDB u3 BaHHOUKM YTUIM3UPOBATH (He CAUGAMb 60 (PIAKOH ¢ UCXOOHBIM
pacmeopom TMD).

8.6. Buectu Bo Bce nyHku 1o 100 MKJI cTOI-pearexra.

8.7. U3meputs Bennuuny ontudeckoil miotnoct (OIl) pacTBOpoB B IyHKax Ha cieKTpodoTOMETpe
B JIBYXBOJIHOBOM pEXHMME: IIPU OCHOBHOM 1iIMHE BOJIHBI 450 HM U JJIMHE BOJIHBI CPAaBHEHUS B JUana3oHe
620-655 uM. JlomyckaeTcst U3BMEpEeHHE MPU OJHOM JytrHE BOJHBI — 450 HM. BpeMst Mexy ocTaHOBKOMH
peaKLUU U U3MEPEHUEM ONTHYECKON NIIOTHOCTU HE JOJIKHO MPEBBIIIATH 5 MUH.

9. YYET PE3VYJIbTATOB
9.1. Pe3ynbTaThl UCCIIEIOBAaHUH YYUTHIBATH TOJIBKO MPU COOIOICHUH CIICIYIOIINUX YCIOBHIA:

— 3navenus Ol B mynkax ¢ K~ ne 6oxee 0,3;

— 3n”auenue OII B mynke ¢ K+ ne menee 0,8.
9.2. Paccuntarh cpenHee apuU(pMETHUYECKOE 3HAUEHHE ONTUYECKOM IUIOTHOCTH B JIyHKax ¢

OTpULIATENILHBIM KOHTPOJIbHBIM 00pa3ioM (OIl, K.
Berancnute kputndeckoe 3HadeHne ontuaeckoi mioTHOCTH (Ollipur.) o hopmyie:

OMlypur. = Ol K= + 0,2.

9.3. Pe3ynbTaT aHann3a CUUTACTCA MOJAOKUTENbHBIM, eciid Ollygp. > Ollipur.

PesynbraTt ananusa cuuraercsa orpunarTeabHbIM, eciu Ollosp. < 0,85 X Ollpur.,
rae: Ollyep. — onTHYECKast IVIOTHOCTD B JIYHKE C aHAIM3UPYEMBIM 00pa31ioM ChIBOPOTKH KPOBH.

Pesynprar amanusa cumraercs HeompeaesdeHHbIM, ecad 0,85 X Ollgpur. < Ollogp. < Ollgpur.
PexomeHyeTcst MOBTOPHO MPOBECTH UMMYHO(MEPMEHTHBII aHaIN3 JaHHOTO oOpasia.

9.4. 3a TUTp NOJIOKHUTEITHHON CHIBOPOTKHU MMPHHUMAIOT €€ HanbOoubIiee pa3peneHue, mpu KoropoM Ollyep,
2 OHKPI/IT.-

9.5. Jliis OLEHKH CTENEeHW MO3UTUBHOCTU TIOJOKHUTEIBHBIX OOpa3lOB MOXET OBITh PAaCCUUTAH
koa¢dunment nozutuBHocTH (KII) mo popmyre:

KII = OHoﬁp_/OHKpMT.

10. YCJIOBUSA XPAHEHUS, TPAHCIIOPTUPOBAHUS U IPUMEHEHUWS HABOPA

10.1. XpaneHue Habopa B YyHaKOBKE MPEINPUATUA-U3TOTOBUTENS JOIDKHO MPOU3BOAUTHECS IPH
temreparype (2—8)°C B TeueHHE BCEro CpOKa TOJHOCTH B XOJIOAWJIBHBIX KaMepax WM XOJOIWIbHUKAX,
o0ecreynBaoIUX PErJIaMEHTUPOBAHHBIA — TEMIIEPAaTYypHBIH PpEXHUM C  €XKEIHEBHOM perucrpanueit
TEMIIEPATypBHI.

10.2. TpancnopTHpOBaTh U3JENNUSA CIELYET TPAHCIIOPTOM BCEX BUIOB B KPBITBIX TPAHCIIOPTHBIX CPEACTBAX
B COOTBETCTBUH C PaBUJIaMU NIEPEBO30K, ICHCTBYIOIMMH Ha TPAHCIIOPTE JAHHOTO BUAA, ITPU TeMrieparype (2—
8)°C. lonmyckaercsi TpaHCIOpTUpOBaHue Ipu Temneparype 10 26°C ne 6onee 10 cyTok.

10.3. Cpok rogHoctu Habopa peareHToB — 12 MecsleB co AHS BbiMycka. He nomyckaercs mpuMeHeHue
Ha0OpOB MO UCTEUEHNUHU CPOKA X FOHOCTH.

10.4. [Ins mosydeHus HaNEXKHBIX PE3yJNbTaTOB HEOOXOAWMO CTPOroe COONIOACHHE WHCTPYKLUHU I10
MPUMEHEHHIO Habopa.

10.5. HaGop nmpeaHa3HaueH AJi1 OJHOKPATHOTO MPUMEHEHHS.

11. TAPAHTUMHBIE OBSBATEJIbCTBA

11.1. IIpou3BoaUTENs TAPAHTUPYET COOTBETCTBHE BBITYCKAEMBIX M3JIEIUN TPeOOBaHUSAM HOPMATHUBHOM
Y TEXHUYECKOU JOKYMEHTAIUH.

be3onacHOCTh U KaUECTBO M3/1EIMS TAPAHTUPYIOTCS B TEYEHUE BCETO CPOKA FOJHOCTH.

11.2. [IpousBoauTens OTBeYaeT 3a HEAOCTATKH H3JEIHS, 32 HCKIIOYCHHEM Je(PEKTOB, BO3HHUKIIUX
BCJIEJICTBHE HApyILIEHUs MPaBWII MOJb30BaHUSA, YCIOBUI TPAHCIIOPTUPOBAHUSA U XpaHEHUs, TMOO JEHCTBUS
TPEThUX JIMLL, JINOO HENTPEOAOIUMON CHIIBL.

11.3. IIpousBoauTenas 00sI3yeTcsl 3a CBOM CUET 3aMEHMUTH H3JIENINe, TEXHUUECKUE M (YHKIMOHAIbHbIC
XapaKTEPUCTUKH (IOTPEeOUTENbCKHE CBOWCTBA) KOTOPOTO HE COOTBETCTBYIOT HOPMAaTUBHON M TEXHUYECKOM
JOKYMEHTAIIUH, €CJIM yKa3aHHble HEAOCTATKHU SBUJIMCH CIEICTBHEM CKPBITOrO JAedeKkra mMaTepHaloB WIIH
HEKa4eCTBEHHOT'O U3TOTOBJICHUS U3AEIHS IPOU3BOAUTEIIEM.
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ITo Bonmpocam, kacarommMmcs kadyectBa Hadopa «JIamoaus-anturena-UDA-BECT»
(xommiexT 1),
obpamatbcs B AO «Bektop-BECT»
IO ajipecy:
630559, r. HoBocubupckas 0071acTh,
p.n. KombrioBo, a/st 121,
ten. (383) 227-67-64, 363-35-56.
E-mail: vbobtk@vector-best.ru
Kparkas cxema npoBenenusst UDA
JJis1 HA0opa peareHToB
«JIamoOnusa-antureaa-UDOA-BECT»
(xommiexT 1)
Hcnonvzosams monvko nociie mujamenbHo20 03HAKOMIEHUs ¢ UHCmpyKyuetl!

Buecrn: o 100 mxi B ogry ayaky K+ u B 1Be myrku K—;
1o 90 mxn PPC u no 10 Mxi1 mpeiBapUTENbHO pa3BEACHHBIX aHAIU3UPYEMbIX 00pa3LoB B
OCTaJIbHBIE JTYHKH.

Huxyouposars: 30 mun, (37+1)°C.

IIpombITh: MIPOMBIBOYHBIM PAaCTBOPOM,
400 Mk, 5 pas.

Buecrn: o 100 MKJI KOHBIOTATA.

HNukyoupoars: 30 muH, (37+1)°C.

IIpombITh: MIPOMBIBOYHBIM PAaCTBOPOM,
400 Mk, 5 pas.

Buecrn: o 100 mxn pactBopa TMb.

HNukyoupoBars: 25 muH, (18-26)°C, B 3aLIMILIEHHOM OT NPSMOT0 COJIHEUYHOT'O CBETA MECTE.
Buecrn: o 100 MKJI cTOm-pearexra.
N3meputn: OII ipu 450 um / pedepencrast nmuHa BOIHBI 620—655 HM.

I'padpuueckne cuMBOJIBI

Cumeon OnucaHue Cumeon Onuncaxue

Cogepxunmoro MeguunHckoe

O0CTaTOUHO VD
A NpoBeagHnA [vD] WUSAEME ArA

N TECTOB

Homep o katariory A OcTopoxHo!

OWarHoCTUKK in vitro

Mpenen
Kop napTum ”1/ TemnepaTypbl
Warotosurens ﬂ E;B?ro BINEHWA
ObpaTtutech
g Mcnone3oeats 10 ... Dﬂ K MHCTPYKL N

no NPUMEHEHW

[arta B chopmate
YYYY-MM-DD | Foa-Mecsau-[eHs
YYYY-MM log-Mecsay

KoncyabTanuio cnenuaaucra no paéore ¢ HaGopoM MOKHO MOJIYYUTH 110 Ted.: (383) 363-35-56.
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