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MHCTPYKIIUA
110 IIPUMEHEHUIO Habopa pearcHToB

UL IMMYHO(GEPMEHTHOTO
KOJIMYECTBEHHOIO OIIpEeNICHUs ayTOAHTUTEN Kiracca A
K TKaHEBOM TPAHCITIyTaMHUHA3€ B CBIBOPOTKE (M1A3Me) KPOBH
(IgA-Tpancenymamunasa — H®A — BECT)

1. HABHAYEHMUE

1.1. HaGop pearentoB «IgA-Tpancriayramunasa — U®A — BECT» npenrasHadeH 1jist Ope/ieneHus
KOHIICHTPAINH ayTOaHTUTeN Kiacca A (IgA) x Tkanesoii TpancriayTamunase (tTG) B CBIBOpOTKE (n1asme)
KPOBH YEJIOBEKA METOZOM UMMYHO(DEPMEHTHOI'O aHAIM3a.

1.2. Habop paccunraH Ha IpoBe/ieHNe aHaIH3a B TyOisix 48 o0pasios, BKIIOUas KaTHOPO-BOUHEIE (6
06pasyoe) u KOHTPONLHEIH (1 06pasey). Bo3aMOXKHEL 10 6 HE3aBUCHMBIX OCTaHOBOK MDA 110 8 06pa3Ios B
KaXI0H (6xi0uas kanubpogounvie U KOHMPObHbLI 00pasybl).

2. XAPAKTEPUCTUKA HABOPA

2.1. TlpuHnmunm Metoaa.

Metox onpenenenns 0CHOBaH Ha TBEPAOGA3HOM UMMYHO(DEPMEHTHOM aHaIm3e. AHAIN3 IPOBOJIAT B JIBE
crajuu. Ha mmepBoii cragmu kamuOpoBoYHbIe 00pa3Ibl ¢ H3BECTHBIME KOHIIEHTPAIMSIME KMMYHOTJIOOYIHHOB
Kjacca A K TKaHEBOH TpaHCIIIyTaMHHAa3e U UCCIeyeMble 00pasisl HHKYOUPYIOT B JIyHKAaX ¢ HMMOOMIIH30-
BaHHOM Ha BHYTPEHHEH IIOBEPXHOCTH JIyHOK TKAaHEBOU TPaHCIITy TAMUHA30M. 3aTeM IUIaHIIET OTMBIBAIOT. Ha
BTOPO# CTajuu CBs3aBInuecs B IyHKax IgA k tTG o6pabaTsiBaroT KOHBIOTATOM aHTHTEN MPOTHB IgA yemo-
BeKa C MEPOKCHIa30d xpeHa. Ilocie oTMbIBaHMS H30BITKa KOHBIOTATa 00pa30BaBIIHMECS HMMYHHEIE KOM-
wiekcesl «tTG — IgA x tTG — konBIOraT» BEIBILIOT (hepMEHTATHBHOMN peakiuei MePOKCUIA3hI C HEPEKUCHIO
BOJIOPOJIa B IIPUCY TCTBUHM XPOMOT€Ha (mempamemunben3uouna). [ocie 0CTaHOBKH EPOKCHIA3HON PEAKI[HH
CTOII-PEareHTOM H3MEPAIOT ONTHYECKYI0 II0THOCTH (OII) pacTBOpOB B JIyHKaX Ha OCHOBHO# JJTHHE BOJIHEI
450 am ipu pedepercHo# umrHe BOIHBL 620—655 HM.

Crenensb OKpacKy IPONOPIMOHANBHA KoHIeHTparwn IgA x tTG B aHammsupyeMsix obpas-max. Ilocie
usmepenns BenuuuHel Oll pacTBopa B JIyHKax Ha OCHOBAaHHH KaJHOPOBOYHOIO rpaduka pacCUHTHIBAETCH
koHneHTpanud IgA k tTG B ananu3upyemsix o6pasmax.

2.2. Cocras HaGopa.

B cocrap Habopa BXOIAT:
IUTAHINET Pa30OPHBI ¢ IMMOOMIM30BAHHON TKAHEBOM TPAHCIILy TAMUHA30M — 1 1T ;

KaOpOBOYHBIE 00pa3Ibl HA OCHOBE CHIBOPOTKH KPOBH UEJIOBEKA, ATTECTOBAHHbIE OTHOCHTEIBHO Habopa
pearenToB «Anti-Tissue-Transglutaminase IgA» (bupma «Orgentec Diagnostika GmbH», I'epmanus),
coJiepiKallie M3BECTHBIE KOJIMYECTBA ayTOAHTHUTEN Kilacca A K TKaHeBoU TpaHcriryTamunaze: 0; 5; 10;
20; 60; 100 Ex/mit — 6 1. mo 1,5 mut;

e KOHTPOJBHBIM 0Opa3el Ha OCHOBE CHIBOPOTKH KPOBH YeJIOBEKA C M3BECTHOM KoHIEeHTpauel IgA k Tka-
HeBOH TpaHcrimyTamunasze — 1 ¢, 1,5 mit;

e KOHBIOTAT, KOHIEeHTpar — 1 ¢, 1,5 mum;
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® pacTBOp Ay pasBenieHus konsrorara (PK) — 1 ¢ur., 13 mi;
PacTBOp ULt pasBeaeHuUs CBIBOPOTOK (PC) — 2 . mo 25 mur;
o 25-KpaTHBIHA KOHIEHTpaT GochaTHO-CONEBOro Oy bepuoro pactBopa ¢ TBuHOM (PCB-Tx25) — 1 ¢ur., 28
MIT;
terpamermibensumud (TMB), konnenrpar — 1 ¢, 1,5 mo;
cybcerpatHbi Oy peprsrii pactop (CBP) — 1 ¢, 13 i
cTom-pearesT — 1 ¢, 12 mi.

Ha60;z JOTIOJTHUTEILHO KOMITIICKTYETCH:

IUIEHKaMH JIJIA 3aKJIEVBaHMsI TUIAHINETa — 3 IIT.;
BaHHOYKAMH ISl PEAreHTOB — 2 IIIT. ;
HAKOHEUYHUKaMH JIIs maneTok Ha 4-200 Mk — 16 mT.;

TpadapeTom JUIs HOCTPOCHHS KaTMOPOBOYHOTO rpaduka — 1 mT.;
OJaHKOM THATHOCTHKM — 1 ImT.

3. AHAJIMTHYECKHE U TUATHOCTUYECKHUE XAPAKTEPUCTHKH
3.1. CoenupuanocTs aHaMU3a 00YCIOBIEHA HCIOTb30BAHAEM BHICOKOOUHINEHHON TKAHEBOI TpaHc-
rayramusasbl (tTG).

3.2. Bocnpoussomumocts. Kosddumpent Bapranun pe3yibTaToB ompeaeseHuns IgA x tTG B ogHOM U
TOM e o0pasiie ¢ ucnomb3oBanneM Habopa «IgA-Tpancrayramunasa-UD®A-BECT» ne npeBsimaet §%.

3.3. Jluneiinocts. OTKIOHEHNE OT PACUCTHON BeIMIMHBI KOHIeHTpanmii IgA x tTG B obpasmax ChIBO-

POTKH KPOBHU MpPU PA3BEACHHM HX CBIBOPOTKOM KpoBH, He comepaxaieii [gA k tTG, ne mpessimaer 10 % B
Juana3oHe KoHneHTpanuii: 5—100 Ex/mir.

3.4. Tounocts. /lanHbIH aHATUTHIECKHUI TapaMeTp POBEPSETCS TECTOM HA KOTKPHITHE» — COOTBET-
CTBHE H3MEPEHHOH KoHIeHTparuu IgA x tTG npennucanHoit B 06pasiie, MoIy9eHHOM IIyTEM CMEIIHBAHMS

PaBHBIX 00BEMOB KOHTPOJILHOIO 00pasiia i KanmaOpoBodHoro obpasua 10 Ex/mi. IIponeHT «OTKpPITAL) co-
crasisgeT 90—-110%.

3.5. UyBcrBATeabHOCTL. MUHEMANBHAS JOCTOBEPHO OIpe/ensieMas HaGopoM KOHIEHTpPALHS IgA x
tTG me npesbimaer 2,5 Emn/min.

3.6. Knunuveckas nposepka. Konrentpanus IgA k tTG, usMepennas B ChIBOPOTKe KpoBd y 500
YCIIOBHO 37I0POBBIX JOHOPOB, HE MPEBBIIIAIA
10 Ex/m.

4. MEPBI IPEJOCTOPOXKHOCTH
4.1. TloTeHmmanbHbI pUcK MpuMeHeHHs Habopa — xace 2a (Ilpukasz M3 P® om 06.06.2012 Ne 4n).
Ipu paboTe ¢ HCCIeqyeMBIMI CBIBOPOTKAMHE H KOHTPOJIBHBIMA 0OpasaMy CIeIyeT COOTIOAaTh Mephl
IPEAOCTOPOIKHOCTH, IPUHSATHIC TIPH pabOTe ¢ MOTEHIUATEHO HHEKIIHOHHBIM MATEPHATIOM
¢ paboTaTh B PE3MHOBLIX EPUATKAX;
¢ He IHUIIECTHPOBATEH PACTBOPLI PTOM;

“* BCe HCMOJB30BaHHBIE MaTCPUANbl AC3UH(UIAPOBATL B COOTBETCTBHH ¢ TpeGoBanmsmu ¢ CII
1.3.2322-08 ot 01.05.08 © MY-287-113-00 ot 29.10.98.

5. OBbOPYJOBAHUE U MATEPUAJIbI, HEOGXO/JUMBIE ITPU PABOTE C HABOPOM
— Crexrpodoromerp, mo3sonsomuit npoBoauTs m3Meperus OIl pacTBOpoB B JYHKAX INTAHIIETA IIPA
mHe BONHSI 450 HM /vy B JIBYXBOJIHOBOM DPEKMME IIPH OCHOBHOH JiyTMHE BONHEBI 450 HM U [inHE

BOJIHBI CPaBHEHUS B Juara3zone 620—-655 um;

— TepMOCTar, MoAAepKUBaromuil Temneparypy (37+1) °C;

—  XONOIMJILHHK OBITOBOM, HOAEPKUBAIOIIHIA TeMiiepaTypy (2—8) °C;

— THIIETKH TOJIyaBTOMATHYECKHE OJHOKAHAIBHBIE ¢ IMEPEMEHHBIM O0BEMOM CO CMEHHBIMH HAKOHCUYHH-
KaMH, TI03BOJLIIOIIHE OTOUPATh 00BEMBI XKUIAKOCTH OT 5 110
1000 M1, arTecTOBaHHBIE O 3HAYEHHIO CPETHEH TO3BI H CXOMMOCTH PE3yJIHTATOB MUTIETUPOBAHYS (710~
2pewnocmy He bonee 5%);

— IHIICTKH OJIyaBTOMATHICCKHE MHOIOKaHAIBHBIE CO CMECHHBIME HAKOHCYHUKAME, TIO3BOJBIFOIIUE OTOM-
path 00BEMBI KHIKOCTEH OT 5 MKJI 10 350 MKII, aTTECTOBAHHBIE IO 3HAYEHUIO CPEIHEH 03Bl M CXOIH-
MOCTH Pe3yJILTaTOB IIUIIETUPOBAHUS (HOSpeutHOCmb He bonee 5%),
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IIPOMBIBOYHOE YCTPOHCTBO JIJIA ILIAHIIETOB;

NepYaTKH PE3UHOBEIE XUPYPIUUECKHE;

Oymara uIbTpOBaBHAS Ta6OPATOPHAS;

OUIHHIP MEPHBIA 2-T0 KIIacca TOYHOCTH BMECTEMOCTEIO 1000 Mit;
BOJa JUCTHJIIMPOBAHHAS,

Ae3suH(QUIUPYIOIHE CPEeNCTBA, Pa3spelleHnble K IPUMEHCHHIO B COOTBETCTBHH C ykazannem CII
1.3.2322-08 © MY-287-113-00.

6. AHAJIM3UPYEMBIE OBPA3IIbBI

Hlomyckaeres nenonk3oBanne 06pasIioB, XpaHUBIIEXCsE Iy Temmepatype (2—8) °C e Gonee
5 cyToK, b0 1pu Temmeparype mutyc (20+4) °C, ecau HE0GX0THMO Goliee IIHTENHHOE XpaHECHHE.

CHIBOpOTKH, CONepXKalue B3BEIICHHBIC YaCTHIBL, MOTYT JaTh HEIPAaBHIBHBIN pe3yibrar. Takue o6-
PasIbl IEPEl UCTIONB30BAHUEM criefyeT nenTpudyruposats mpu 3000 06/muH B Teuenne 10—15 MuHyT.

Henw3s ucnoss3oBars IpOpOCIINC, I'EMOJIN-3UPOBAHHELIC, THIICPJIAIINIHBIC CBbIBOPOTKH HJIH ITIOABEpPraB-
ITACCA MHOTOKPATHOMY 3aMOPaXXUBAHUIO ¥ OTTAUBAHUIO.

7. IIPOBEJAEHUE AHAJIN3A

BHUMAHHWE! TmarteasHoe co6/I0AeHNE ONMCAHHBIX HIGKE TPeGOBAHMI II03BOIMT H30€KATh He-
KasKeHud pe3yabTaTtoB MDA,

Ilepen mMoCTaHOBKOM peakuwu BCe KOMIIOHEHTH HAb0pa HEOOXOMAMMO BEIIEPKATH TIPH TEMIIEPaType
(18-25) °C ne menee 30 MumyT.

JIJIs1 IPUrOTOBIICHNS PACTBOPOB U mpoBenerus DA ciieyeT HCIOb30BaTh YHCTYIO MEPHYIO TTIOCY Y
1 aBTOMATHYECKUE MMUIIETKH C IIOTPEIHOCTHIO U3MEPEHHU 00BEMOB He Gonee 5%.

Hocie oT60pa HEOOXOMMMOTO KOTHIECTBA CTPHIIOB OCTABLIMECS CPa3y YIAKOBATh B HAKET ¢ OCYIIH-
TeJIEM. Y TAKOBAHHBIE CTPHIIBI, TNIOTHO 3aKPBITHIE (HIIAKOHBI C HCXOJHBIME KOMIIOHEHTAMHE CpPasy II0-
CJie IIOCTaHOBKH PEaKIIUH IIOMECTUTE B XOJIOAMIBHUK PH Temmeparype (2—8) °C.

PacTBOp KOHBIOTaTa B paboyeM pa3BeCHHN TOTOBHTH HEMOCPEICTBEHHO TIEPE]] HCIIONIb30BAHUEM.
Heo0xoaumMo UCKIIIOIUTH BO3IeHCTBIE IPSIMOTO cBeTa Ha pacTBop TMB.

IIpn IpoMbIBKE JyHKE (Cmpuna, nianuiema) 3aNoHsATh IOITHOCTBIO, HE JIOMyCKasi IepeTHBaHMS IIPO-
MBIBOYHOT'0 PaCTBOPA Yepe3 Kpai JIyHOK, i He Kacasich JTyHOK HAKOHEYHHKOM NUIETKH. Bpems mexry
3aII0JIHCHAECM M OITOPOKHEHHEM JIyHOK JIOJDKHO OBITH He MeHee 30 CeKyH/I.

ITpy BcnoNb30BaHUM ABTOMATHYECKOTO HITH PYYHOTO IPOMBIBATEISI HEOOXOIUMO CIIEIUTH 38 COCTOS-
HUEM EMKOCTH JJIsl IPOMBIBOYHOIO PAacTBOpa U COSAMHUTEIBHBIX IUIAHIOB: B HUX HE JOJDKHO OBITH
«3apocToBy. Pas B Henemo xenaTebHo EMKOCTH IS IPOMBIBOYHOTO PACTBOPA U IIIAHTH IIPOMBIBATH
70% cnmpTom.

He momyckars BRICKIXaHHs TyHOK IUIAHIETa MEXKY OTAEIBHBIME OIEPAIASIMHA.

IIpu mocranoske DA Hemb3st HCIOIB30BaTh KOMIIOHEHTHI M3 HAGOPOB Pa3HBIX CEpHil MM CMEIIH-
BaTh UX IIPU IPUTOTOBIICHUH PACTBOPOB, KPOME HecIENU(PUIECKUX KOMIIOHEHTOB (PCh-T%25, cmon-

peazenm, CBP, xonyenmpam TMBE, pacmeop TME), xotopsle B3amMmo3aMeHseMbl B Habopax AO
«Bextop-becty.

HakoHeuHVKH JUIs IMIETOK (a6moMamu4eckux 003amopos) ClielyeT HCTIONb30BaTh OJHOKPATHO.
3anpemaercst TOBTOPHOE HCIIOIB30BAHIE ILUTAHINETa [Isl IIPEABAPUTEIILHOTO Pa3BEIEHHS ChI-BOPOTOK.
Jlist ie3uH(EKIUn MOCYIBI ¥ MaTePHAIOB, KOHTaKTHPOBABIINX C UCCIENYEMbIMUA M KOH-TPOJILHBIMHI
o0pa3mamMu, peKOMEHyeM HCIIOIB30BaTh Ne3NHHUIUPYIOIIUE CPEACTBA, HE OKA3hIBAIOIINE HEraTHB-
HOTO BO3JCHCTBUSA Ha KauecTBo DA, He copepiKallie aKTUBHBIM KHCIOPOJ M XJI0p, HAPUMED, KOM-

OMHHpOBaHHBIE cpesicTBa Ha ocHOBE YAC (vemgepmuunbix amMmonuessix coedunenuii), CIAPTOB, TPe-
TUYHBIX aMUHOB (MY-231-113 om 29.10.98).

Hocyny (6annouxu), HCIOIB3yEMYIO 11 pabOTHI ¢ pacTBOpaMu KoHbiorara 1 TMB, ne 06pabarsBath
JEe3UHQUITIPYIOMIMHI PACTBOPAMH M MOIOIIMME CPEACTBAMH.

B ciry4ae moBTOpHOTrO HCHONB30BAHUS IIOCYRY (8AHHOYKY) VTSl PACTBOPA KOHBIOraTa MPOMBITH IIPO-
TOYHOH BOJAOH H TIIATECIBHO OIIOJIOCHYTh AHCTHIUIHPOBAHHON BOIOH, OCYIY (6aHHOUYKY) I pac-

tBopa TMb cpa3sy mocie paboTsl HEOOX0AUMO IPOMEITE 50% PacTBOPOM ITHUIIOBOTO CIIMPTA, 4 3ATEM
TUCTHJIIMPOBAHHOM BOJOH.

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



— IIumeTku u paGovume MOBepXHOCTH 06paGaThIBaTh TOMBEKO 70% PacTBOPOM STHIIOBOTO ciupra. He uc-
II0/Ib30BATH MEPEKKUCH BOLOPOIA, XJIOPAMHUH H T.JI.

7.1. IIpuroroB/eHue peareHToB.

7.1.1. IlpomMbIBOYHBIH pacTBOP.

Ba6ourars conepxumoe daxona ¢ CB-Tx25. IIpu BeIaneHn# oca/ika comeif B KOHIEHTPATe IIPOTPeThH
€ro TIepel pasBeICHUEM JI0 MOTHOIO PACTBOPEHMS OCAIKA.

B coOTBETCTBHH ¢ YHCIIOM UCIIOIIB3YEMBIX CTPUIIOB 0TOOPATh He0OX0mMoe KommaecTBo DCB-TX25 (cm.
mabauyy) v pa3sBeCTH TUCTHIUIMPOBAHHON BOIOM 10 YKa3aHHOTO B TabIHIE 06BEMA MK copepxumoe 1 ¢a-
KoHa — 110 700 mJ1.

Xpanenue: npu (2-8) °C 0o 5 cymox.

7.1.2. Uccaenyembie 06pa3ibl.
Bce mpo0GEI CEIBOPOTKH (71a3Mbl) TOIDKHBI OBITH pasBenersl 1:100 pacTBOpoM JiTs pa3Belie-HUS CHIBOPO-
TOK. B 4KCTBIE MIIaCTHKOBEIE IPOOUPKH (110 Kouvecmsy obciedyemvix npo6) BHecTH o 1000 mxa PC.

ChIBOPOTKY I IJIa3MY IalMEeHTa TIIATEIBHO EPEMEIIATh, 0TOOpaTh 10 MK, BHECTH B MOATOTOBJIECH-
Hy10 npobupky ¢ PC u cHOBa TInaTeisHO IEpeMeIaTh.

Xpanenue: paseedéunvie corgopomku npu (2—8) °C 0o 8 uacos.

7.1.3. PacTBOp KOHBIOraTA.

Brumanue! Jlns pabomei ¢ KoHb102aMOM peKomMeHOYeM UCNOIb306aMb 00HOPA306bLE HAKOHEYHUKY OIS
NUNEemox.

Pacmgop xonviozama 6 pabouem pazeedeHu 20Mmogums 6 NIACMUK0801 6AHHOYKe, 6X005Uyell 8 COCAB
Habopa, HenocpeOCmEenno neped UCnOIb306aHUeM!

Ilepen IPUTOTOBICHHEM PACTBOPA KOHBIOTATa B paboueM pasBeACHNN HeOOXOAMMO TIIATENBHO IepeMe-
IIaTh COIEPKUMOE (DIIaKOHa, He JIONyCKas BCIICHUBAHHS. 3aTeM B IUIACTHKOBYIO BAHHOYKY 0TOOPATh HeoO-
XOJIIMOE KOJIMYECTBO (CM. mabnuyy) KOHIIEHTPATa KOHBIOraTa, 106aBUTh COOTBETCTBYIOIIEE KonudecTBo PK,
TIIATEIIFHO MEPEMEINaTh IMUIIETHPOBAHUEM JI0 IIOTyYCHHS PABHOMEPHOTO OKPAIIABAHMS.

Xpanenue: pacmeop Kowvio2ama 6 pabouem paseedenuu ModicHo xpanums npu (18—25) °C ne 6onee 3
yacos.

7.1.4. PactBop TMB.
B m1acTrKoBy10 BAHHOUKY 0TOOpaTh Heobxomumoe konudecTBo TMB (cy. mabnuyy) u n06aBuTH K HeMy
cootBeTcTByIOMEE KoaudecTBo CBP, TmarensHo mepememmars.

Xpanenue: pacmeop cmabunen 6 3auwuwénnom om ceema mecme npu (18—25) °C 0o 3 uacoe.
Tabdiauma pacxoma peareHToB
KoangecTBo HCNOJIb3VEMBIX CTDHIIOB
172 134 s5]we | 718 o lw[ul

IIpuroroB/ieHHe NPOMBIBOYHOIO PACTBOPA

DOCB-T*25, mu - 4 6 8 0 12 |14 |16 | 18 | 20 | 22 | 24
MAMCTAILIMPOBAHHASA BOJA, | 1o a0 | mo | mo | o | @0 | mo | mo | mo | mo | mo
MUI 100 | 150 | 200 | 250 | 300 | 350 | 400 | 450 | 500 | 550 | 600
IIpuroroniieHHe pacTBOpa KOHBIOTaTa B pa6o4ueM pa3BeleHHH U3 KOHIEHTPATa
Konpiorar, koHUeHTpar, - 0,2 03040506 |07 08|09 10|11/ 1.2
PK, mu - 2,0 30140 (5060 | 70|80 90 |10,0 11,0120
IIpurorosiienne pacrsopa TMbB B paGouem pa3Benennu

TMBb (xoHmeHTpar), MKJI | - 100 | 150 [ 200 | 250 | 300 | 350 | 400 | 450 | 500 | 550 | 600
CBbP, ma = 2,0 30140 50|60 7080190 (10,0(11,0]12,0
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7.2. IlpoBenenne NMMyHO(epPMEHTHOI'0 AHAJIN3A.

7.2.1. 110ArOTOBATH HEOGXOUMOE KOIMIECTBO CTPHUIIOB K pabore. OcraBumecs — cpa3y ynakoBaTh BO
H30eKaHMe IyOUTENLHOTO BO3AEHCTBYS Bilard. [ 5TOr0 CTPHIE IOMECTHT B 1e(IICHOBBIH MAKeT ¢ BIIAro-
TIOTJIOTHTEIIEM, TIMATEIEHO 3aKPBITH MAKET ITACTHKOBOM 3aCTEXKOM. YIIaKoBaHHbIE TAKMM 06Pa3oM CTPHIIBI
XpaHuTb IpH (2—8) °C 10 KOHIIa CpOKa rOHOCTH HAGopa.

lIpuroToBuTs IPOMBIBOUHBIL PacTBOp (7. 7.1.1), pa3BensHHbIE 00pasbl CBIBOPOTOK (7. 7.1.2).

7.2.2. BHecTH B COOTBETCTBYIOLINE JIyHKH B MyOisax o 100 MKJI Kakaoro KaIH0pOBOYHOIr0 00pasna
1 10 100 MKJ1 KOHTPO/ILHOTO 00pa3ua. B ocTanbHbIe TyHKH BHECTH B Ay6/1sX 0 100 MK aHAJIU3HPYeMbIX
00pa3uoB, pazBenacHHBIX B 100 pas.

7.2.3. Crpunsl 3aKenTh MIEHKOM U HHKYGMPOBATE IIPH TEMIEPATYPe (18-25) °C B Teuenue 30 mu-
HYT.

3a 5 MHHYT 10 OKOHYAHHS MHKyOAIlMH IIPUTOTOBHTH PACTBOP KOHBIOTATd B pabodeM pa3BejiecHUH (7.
Wi )

7.2.4. 1lo oxoHYaHHK HHKYOANMH CONEPIKIMOE TYHOK COGPATH B COCYI C IE3MHMDUIUPYIOLIIM PACTBO-
POM, IIPOMBITB JIyHKH 5 pa3 POMBIBOYHBIM PACTBOPOM H TINATENBHO YIAIMTh BIIArY.

Bruumanue! Kasicoyro nynxy npu npomwléxe HeobX00UMO 3aN0IHAMb NOJIHOCHBIO (400 mxn pabouezo
npomMbI604H020 pacmeopa). Heobx00umo 006usamvCs nOIHO20 ONOPONCHEHUS. IYHOK NOCIE KANCOO20 UX 30~
nonnenus. Bpems medicoy sanonnenuem u 0nOpodICHerueM IYHOK Q0NHCHO bbimb He menee 30 cekyHO.

7.2.5. Buectu Bo Bee iiyHKH 110 100 MK pacTBOpa KOHBIOTaTa B pabodeM pasBenenun (1. 7.1.3).

Mna enecenus pabouezo pacmeopa KoHwb102amMA UCNONL308AMb 6AHHOYKY OISl PEA2eHMO8 U QOHODAZ0GbLE
HAKOHEYHUKU.

Crpumsl 3aKIeHTh IUIEHKON 1 HHKYOupoBath pu Temueparype (18-25) °C B Teuenne 30 MUHYT.

7.2.6. Ilo OXOHYAHMY BTOPOH MHKYOAIMH COAEPKUMOE JIYHOK yIAJIUTh U IPOMBITh TyHKH, KaK YKa3aHO
BI. 7.2.4.

7.2.7. TIlpurorosuts pacteop TMB B pabouem passenenuu (n. 7.1.4). Brectu Bo Bee myHKH mo 100
MKJI pactBopa TMBb.

s enecenus pacmeopa TME ucnonvs306ame 6aHHOUKY O/ls peazenmos u QOHOPA306bIE HAKOHEYHUKY.
Crpunbl IOMECTHTS B 3aTUIIEHHOE OT CBETa MecTo 1py Temueparype (18-25) °C Ha 25 MuHYT.

7.2.8. OcCTaHOBHTE peaxiHIo Jo6aBICHIEM BO Bee JIyHKH 110 100 MKJI cToII-peareHTa ¥ yepe3 2—3 M-
HyTHI m3meputh OI1.

Credyem uzbezamo nonaoanus Cmon-peazeHma Ha 00excoy u omxpvimoie yuacmxu mena. Ipu nonadamuu
— NPOMbIMb DOJILULUM KOLUYECMBOM B0ObL.

8. PEI'ICTPALIUSA PE3YJIBTATOB
8.1. Pesynwrarer UDA peructpupoBarh ¢ HOMOIIBIO criekrpodoTomerpa, m3mepsisi Ol B IBYyXBOIHOBOM
pexume: OCHOBHOU QuibTp — 450 HM, pedeperc-HmbTp — B quamazore 620—655 umM. JlomycTuMa perucTpars
PE3yIIbTAaTOB TOJBKO ¢ PrutbTpoM 450 HM.

BriBenenue ciekTpooToMeTpa Ha HyJIEBOM YPOBEHS («O.1aHK») OCYLIECTBIIATE O BO3LYXY.

9. VYET PE3VJILTATOB
9.1. [Ilo pesynsraraM M3MepeHHs BEUUCIUTE cpeHue apudmeTndeckue 3naverus OII mus myOmeit ka-
mOpoBOYHEIX NPpo6. [locTpoUTh B IMHEHHBIX KOOpAWHATAX KAIMOPOBOYHBIA IpadrK 3aBHCHMOCTHU OIITHYE-
CKO# MIOTHOCTH (e0. onm. nnomn.) OT 3amaHHON KoHIEeHTpawu IgA  tTG B kanuGpoBoYHBIX 0Opasmax

(En/mm). Iocrpoenne kanmubpoBogHOTo rpaduka HeoOX0IMMO IIPOBOIUTE I KaKION HE3aBUCUMOM II0CTa-
HOBKH MIDA.

9.2. TIlo mocTpoeHHOMY KanuOpoBOUHOMY rpaduky ompeneruTs comaepxkanue IgA k tTG B KOHTPOIE-
HOM oOpasue B Ex/mi. IlodyduenHoe 3Ha9eHHe MODKHO HAXOIMTHCS B JHMANA30HE 3HAYCHHMH, YKA3aHHOM B
[acIopTe U Ha STUKETKE KOHTPOIBHOTO 00pasia. ToIbKo B 3TOM ClIydae MOXKHO ONPEIENSTh KOHIEHTPALIAIO
IgA x tTG B uccnexyemspix oOpasiax.

9.3. Ecmu xonnenTpanus IgA x tTG B anamusupyemom obpasue npessinaer 100 Ex/mi, obpaserr cniegyer
HCCIIEA0BATh JOIOIHATEILHO, IPEABAPATENBHO pasBes ero PC emé B 5 pas (koneunoe pazeedenue obpasya —
1:500); nomy4eHHBI! pe3yNbTaT B TAKOM CITydae CIIeAyeT YMHOXUTH Ha 5.
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9.4. B crBOpOTKE (M1asme) KpoBH 310poBBIX oael IgA k tTG 06BMHO OmpenelIoTCs B KOHIIEHTpa-
nuu ot 0 1o 10 Ex/mut. Tosbimenusit yposens IgA k tTG (> 10 Eo/mn) vabmoxaercs IIpH TIFOTEHOBOM
SHTEPONATHY (yeiuakuu) u reprneTudopMHOM aepmatute (boresHu Jliopunaa).

10. YCJIOBUA XPAHEHUWSA U DKCILIYATAITAM HABOPA

10.1. TpascnoprupoBanye Habopa JODKHO IIPOBOMTECS MK Temrieparype (2—8) °C. Jolryckaercs Tpanc-
OPTUpOBaHKE Ipy TeMireparype 10 25 °C ue 6onee 10 cyTok.

10.2. HaGop peareHTOB OJKEH XPAHUTECS B YIIAKOBKE [PEANPUAITHS-A3TOTOBUTES IPH TEMIIEPATy e

(2-8) °C B Teuenue Bcero cpoka rogHocTH (12 Mecayes). JlomyckaeTcs XpaHenre Habopa IpHr TeMIIepaType 10
25 °C me 6onee 10 cyTok.

10.3. [IpoGHoe ncmonp30Banre Habopa MOXKET OBITh Pealln30BaHO B TEUEHHE BCETO CPOKa TOMHOCTH. B
CcIty4ae JpOOHOrO HCIONb30BaHuS Ha0opa:

— HEHCIIOJIb30BaHHBIC CTPHIIBI MOXXHO XPAHUTH B IUIOTHO 3aKPHITOM ITaKeTe npu Temieparype (2—8) °C
B TEYEHUE BCETO CPOKA F'OTHOCTH,

— KanuOpOBOYHBIE M KOHTPOJIBHBIE 00pa3Ibl IIOCIIE BCKPHITHS (IIAKOHOB MOYKHO XPaHHUTH B INIOTHO 3a-
KPBITHIX (iiakoHax mpu Temueparype (2—8) °C B Teduenue Bcero CpoKa ToMHOCTH;

— KoHneHrpat TMbB mociie BCKphITHS (IaKOHOB MOXHO XPaHHUTh B IUIOTHO 3aKPHITHIX (IIAKOHAX IIPU
Temueparype (2—8) °C B TedeHHe BCero cpoka rogHOCTH;

— @©CB-Tx25, PIIP, PC, PK, CBP u cron-peareHT mocie BCKPBITHS (IaKOHOB MOKHO XPAHHUTH B IIOTHO
3aKpHITBIX (hr1aKoHax npu Temueparype (2—8) °C B TeueHue BCEro cpoKa rOJHOCTH,

— p¥ KOMIUIEKTOBaHMK HaOOpa KOHIEHTPATOM KOHBIOTaTa [OCIe BCKPHITHS (BIIAKOHOB €I0 MOKHO Xpa-
HHUTH B IUTOTHO 3aKPHITHIX (aakoHax mpu TemmepaTrype (2—8) °C B TeueHue BCEro cpoka roJHOCTH
Habopa;

— PacTBOp KOHEIOrarTa B pabodyeM pasBeleHHH MOXKHO XpaHHTb Ipu Temreparype (18—25) °C ne Gomee 3
9acoB;

— pactBop TMB B paGouem pasBeseHAN MOKHO XPaHUTD B 3AIUIIEHHOM OT CBETa MECTE IIPHU TEMIIEpa-
type (18—25) °C ne 6oee 3 vacos;

— TPOMBIBOYHBIA PACTBOP MOXKHO XpaHUTH IIpu Temmeparype (2—8) °C ne Oonee 5 cyTOK.

10.4. Jlng momyyenus HaAEKHBIX PE3YIbTaTOB HEOOXOIUMO CTPOroe COOIIOICHIE HHCTPY KUY I10 TIPH-
MEHEHHIO Habopa.

10.5. IIpu mocranoBke DA Henb3s HCIOIB30BATH KOMIIOHEHTHI U3 HAOOPOB Pa3HBIX CEPHM UIIH CMe-
IINBATh WX TIPH IIPUTOTOBIICHUH PACTBOPOB, KpoMe Hecnenupuueckux kommoneHToB (OCB-Tx25, cron-pea-
rent, CbP, xonnentpar TMb, pactBop TMB), koTopsie B3anmo3amensieMbl B Habopax AO «Bekrop-bect».

Lo sonpocam, kacarowumes xavecmea nabopa «IgA-Tpancenymamunaza — HDPA — BECT», obpawamucs
6 AO «Bexmop-becm» no aopecy:
630117, 2. Hosocubupck-117, a/s 492,
men.: (383) 332-92-49, 227-60-30;
men./paxc: (383) 332-94-47, 332-94-44;
E-mail: plkobtk@vector-best.ru

JOMOJHUTEJBbHASI THOOPMAIIUSA 11 IOTPEBUTEJIEN:

— Halop pearenToB npegrasHadeH i MpodecCHOHATFHOTO IPUMEHEHHUS U JIOJDKCH UCIIOIb30BAThCS
00y4eHHBIM IIEPCOHAJIOM;

— lIpwm ucnons3oBanuu Habopa oOpa3yroTcst 0TXoAs! KiaaccoB A, b u I, kotopsie knaccuumupyroTes u
YHUYTOXAKOTCS (ymuauzupyiomcs) B coorBercTBuu ¢ CanlluH 2.1.7.2790-10 «CanuTapHo-3muje-
MUOJIOTHYECKUE TpeOOBaHMS K OOPAIEHUIO ¢ MEIUIIMHCKAMH OTX0AaMuy. Jle3undexnmo HabopoB
ciemyeT npoBoaAuTh no MVY-287-113 «Meromuueckue yka3aHus 10 1e3UHPEKITNH, TPEACTCPHIN3a-
[[MOHHOM OYUCTKE ¥ CTEPUIIA3ALNY U3IENHI MEIUIIMHCKOTO HAZHAYCHUSY,

— Tpebopanus 6e30macHOCTH K MEAUITUHCKIM Jaboparopusam npuseaeHsl B 'OCT P 52905-2007;
— He npumensats Habop peareHTOB 10 HA3HAUEHUIO MOCIIe OKOHYAHUSI CPOKa TOTHOCTH;
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TpaHCHOpTI/IpOBaHI/Ie HAOJIZKHO IIPOBOAHMTHCSA BCEMU BUIAMH KPBITOI'O TPAHCIIOPTA B COOTBETCTBHH C
IIpaBUIaMH IIEPEBO30K, I[CﬁCTByIOH.IPIMH Ha TPaHCIIOPTC JaHHOTO BHUOA.

HpOI/I3BOI[I/ITeJH> rapainTAPYET COOTBETCTBUE BBHIIIYCKAEMBIX HU3OEC/IHM Tpe6OBaHI/ISIM HOpMaTI/IBHOfI u
TEXHUYECKOM JAOKYMCHTAITUH,

bezonmacHocTh M KauecTBO W3CIIMA TapaHTAPYIOTCA B TEUEHUE BCETO CpOKa roJHoCTH;

IIpomsBozwTes OTBEYAET 3a HENOCTATKA H3ICINS, 3a HCKIIOYEHHEM Ie()eKTOB, BO3HUKINVX BCIECTRHIE
HapyIICHNS TPABHJI NOJIb30BAHYS, YCIOBUN TPAHCIIOPTUPOBAHHUS M XPaHEHHUsI, OO JNEHCTBHS TPETHUX
ML, JIOO HETIPEOIOTUMOM CHIIBL.

IIpomsBonuTens 06s3yeTcs 3a CBOM CUET 3aMEHUTH H3/eNIHe, TEXHAUECKUE U (ByHKIMOHATBHBIE XapaK-
TEPUCTUKY (nOmMpeOumensCcKue c60lcmea) KOTOPOro HE COOTBETCTBYIOT HOPMATHBHOMN M TEXHIYECKOH
AOKYMEHTAIMH, €CJIH YKa3aHHBIC HEJIOCTATKH SBHJIACH CIIEACTBAEM CKPBITOTO e(eKTa MaTEpHAIOB M
HCKaYEeCTBEHHOTO U3TOTOBJICHUS U3/ICTIHS IPOU3BOIUTEIEM.
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T'PAONYECKUE CUMBOJIBI

MeauumHckoe
usnenue

rer| | HoMep no katanory [INS AMArHOCTVY
in vitro

Copaepxumoro 4ocTaroyHo
Ansa nposefeHus

N KOnn4yecTBa TECTOB

He cTepunbHo

V| TemnepaTypHbiit
o] | Kog naptuu ,i' AnanasoH
[Jara narotoBneHns: XXXX-XX-XX d T —

dopmart AaThl: roA-MecsL-YACHo

Menonb3osatb go: XXXX-XX-XX DE] Obparutecs

s - K UHCTpPYKL MK
dopmar gaTbi: roa-mMecsaL-4Yucso MO MPUMEHEHUIo

> ) LE | < @

OcTopoxHo! O6paTutech k MHCTPYKLMUM MO NPUMEHEHUIO

Koncyabrammio ciienmamcera no pa6ore ¢ HaGopoM MOKHO IOTyIHTH 10 TeuL: (383) 332-81-44.
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