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10BWME CBEAEHUA

11 Hactosiwee PykoBOACTBO Mo akcnnyatauum (PJ) coaepXMT TeXHUYecKoe onucaHue MnaHweTa NOAMMEPHOro
UMMYHO/IOTMYECKOro ofHopa3oBoro no TY 22.29.29-002-01813981-2018 B cnefytolumx BapuaHTax MCMOSHe-
HUA:(fanee No TEKCTY - MaHLUeT):

1) nnaHLWeT NOANMEPHbI UMMYHOMOMMYECKNIA 0AHOPa30BbIi 3 NyHKN (apTukyn M-01);

2) NNaHLWeT NOMMEPHbIA UMMYHOOMMYECKNIA 04HOPa30BbIA 4 NyHKKM (apTukyn M-02);

3) nnaHWeT NOMMEPHbI UMMYHO/TOrMYECKUIA OAHOPA30oBbIA 7 NyHOK (apTukyn M-03);

4) NnaHLUET NOMMMEPHBIA NMMYHO/IOrMYECKMIA OAHOPA30BLIA 8 NyHOK (apTukyn M-04);

5) niaHLLIeT NOAMMEPHBIA UMMYHOMOrMYecKuiA 04HOPa3oBbIin 10 nyHOK (apTukyn M-05);
6) NAaHLIeT NOAYMEPHBI MMMYHOMOMMYECKMIA 0AHOPa30BbIi 42 nyHkuM (apTukyn M-06);
7) NNaHLET NOMMMEPHLIA MMMYHOOTUYECKUiA 0aHOPa3oBkIi 50 nyHoK (apTukyn M-07);
8) MnaHLWeT NONMMEPHbI UMMYHOMOMMYECKNIA 04HOPa30BbI 70 nyHOK (apTukyn M-08)

9) nnaHLWeT NOMMEPHbI UMMYHOOMMYECKNIA 0OHOPa30BbIA 72 NnyHKK (apTrkyn M-09);
10) nnaHLWeT NOMMEPHbI MMMYHOMOMYeCKniA 0gHOPa3oBbIi 80 nyHOK (apTukyn M-010);
11) nnaHWeT MoSIMMEPHBIA UMMYHOMOMMYECKNIA 0HOPa30BbIn 96 nyHOK (apTnkyn M-011).

1.2 Hacrosuee PyKOBOACTBO pacrpoCTpaHSeTCs Ha BCE BapuaHTbl WCMOMHEHWS MNaHWeTa, BblMyCKaeMblX M0
TY 22.29.29-002-01813981-2018.

1.3 Knacc B 3aBMCMMOCTM OT CTEMEHW MOTEHUMA/IbHONO PUCKa MPUMeHEHNs - 1 B COOTBETCTBUM C HOMEHKNATyp-
HOW Knaccugukaymein megnumHekmx mnagennin (Mpukas M3 PP o1 06.06.2012 1. NedH).
1.4 Bug, KIMMaTUYECKOro UCMONMHeHNa nnaHweta - YXJ1 4.2. no FTOCT P 50444.

1.5 MnaHwWeT npurofeH A4ns nNpoBefeHWs NabopaToOpHbIX UCCNefOBaHWUA C MPUMEHEHWEM peareHToB W MUTaTeflb-
HbIX cpef, oTBevatowmx Hopmam TOCT P 51088.

1.6 HacTosuee PykoBoACTBO MO 3KCNayaTalMu BbINOMHEHO C YY4ETOM yKasaHuii TOCT 2.610-2006, TOCT 2.601-
2013, TOCT IEC 82079-1-2014 n Mpukasa MuHucTepcTBa 34paBooxpaHeHns P® ot 19 aueaps 2017 r. Ne 11H «O6
YTBEPXKAEHUN TPeboBaHUA K COAepPXKaHUI0 TEXHUYECKOW U aKCnyaTaunoHHOW OKYMeHTauumM npovssogutens (M3ro-
TOBUTENSA) MEAULMHCKOTO U3AENNs».

*

2 HABHAYEHWVE N OBNACTb NMPUMEHEHWA

HasHaueHne: lMnaHleT npeAcTaBnsieT coboii HeCcTepunbHOe, OAHOPA30BOE W3fenve, MNpefHa3HayeHHoe Ans
MOMeLLeHUs1 pacTBOPOB, NPO6 KPOBW W APYTUX peareHTOB/MaTepuanos B TecTaxX Ans MMMYHOMOTMYECKUX UCCneao-
BaHMIA. [MnaHleT BbIMOAHEH B BMAE NPAMOYro/fbHbIX NAACTUH C  psAamMu  NYHOK. KOAWuecTBo NYHOK
06YyCNnaBN1BaeTCs KOMMYECTBOM MPUMEHSIEMbIX pacTBOPOB, NPO6G KPOBM, [APYrMX peareHToB/MaTepuanoB WU
MPUMEHSTLCA 1 UX BHECEHUS W CMeLUMBaHWS B peakuusax PacTBopbl, Npobbl KpPOBU U Apyrue peareH-
Tbl/MaTepuabl He BXOASAT B COCTaB M/aHLUeTa.

(DyHTVIOHa}'IbHOE HasHaueHue n obnacTb NMPUMEHEHNA: BCNOMOrartesibHOe n3aenne B in vitro ANarHoCTuke.

MpuHuMna feiicTBUS MeAUAMHCKOTO W3henusi: B NyHKM NnaHWeTa BHOCATCA pacTBOp, Npo6a KpoBu w/vnw
Apyrvie peareHTbl/MaTepuanbl Ans NocneayoLero UMMyHOMOMMYECKOTo UCCefoBaHus.

MoTeHunanbHble NOTPEBUTENN: CNEUUANUCTbI C BbICLUMM MW CPEAHUM CMeLManbHbIM MeAULMHCKUM 06paso-
BaHWeM, MpoLeaLlnii 06yYeHne Ha NMLLEH3UPOBAHHbBIX Kypcax Creuuanu3aumm no KAMHUKO-anarHoCcTUYecKoii na6o-
paToOPHOIi AUarHoCTHKe.

MokasaHWsl K MNPUMEHEHWIO: NMaHLWeT TNpUrogeH Ans NpoBefeHWst NabopaTopHbIX UCCnefoBaHuii
MPUMEHEHKEM PacTBOPOB, NPO6 KPOBM 1 APYTUX peareHToB/MaTepranos, oTeeyatoLux HopmMam FOCT P 51088.

lMpoTwuBonNoOKaszaHNA K NpPUMeHeHWIo: MAaHLIeT npegHasHayeH ANa OLHOKPAaTHOro NpUMeEHEeHWs, MOBTOPHOE UC-
nonb30oBaHWe 3anpeLleHo. MNMnaHLweT HenpurogeH K NPUMEHEHUIO COBMECTHO C NUTATENbHLIMU Cpefamu.

WHhopmaums 06 N3BeCTHbIX U3AEAUsX N0 COBMECTHOMY NPUMEHEHIO MNAHLLIETa MO HasHAYeHUIo:
1) CTeKnsiHHbIE Manouky AN nepemelnBaHus 06pasLoB ((hYHKLMOHAbHOE HasHaueHue: Ans nepeMeLLu-
BaHKS pacTBOPOB, MPO6 KPOBM, APYFMX peareHToB/MaTepuanos, AnvHa 200-350 MMm. guameTp 4.5 -7,5 MM);
2) YucTtan nuneTka A4ns Habopa pacTBOPOB ((hYHKLMOHaNLHOE HasHaueHue: ANs 403VMPOBaHHON Nojayun pac-
TBOPOB, MPO6 KPOBM, APYrux peareHTOB/MaTepuanoB HeMmoCPeACTBEHHO B NiYHKY MfaHLeTa, 06béM nunetku 1-3
M. BUO: TpafyvpoBaHHas).
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MnaHLWeT BO BCEX BapMaHTax WCMOMHEHWUS U3rOTOBMIEH M3 MHEPTHOIO CbIpbsi MO OTHOLUEHUIO K in Vitro pacTBo-
pam, Npo6 KpoBW W ApYrux peareHTam/marepuanam, a Takxe NpurofeH K gesnHdekuun no MY 287-113, 3%
pacTBopoMm nepekuncu Bogopoga MOCT 177 ¢ go6asneHnem 0,5 % yHMBEpPCanbHOIO MOKOLLIENO CpefcTBa..
MoBepXHOCTb NnaHweTa 06/1afaeT XOPOLMMMK afre3VOHHbLIMWU CBOCTBaMM, YTO NO3BO/MSIET UCMOMb30BaTh He-
60/bLLOE KO/IMYECTBO peareHTa (30-50 MMKPONMTPOB) M HabNtoAaTh YETKYIO arrnioTUHALMIO B TOHKOM cnoe. lMnaH-
LUeT MMeeT BOTHYTble MPOLONroBaThie IYHKWU OrpaHWYeHHble CO BCEX CTOPOH 6opTaMu, YTO MO3BONSET YAEpXUBaTb
Kannw pacTBopa, Npoby KpoBW, Apyrue peareHTbl/MaTepuanbl M COXPaHATb eé MpaBUIbHYIO OKPYrayko gopmy, a
TakXKe He NO3BOMAA Kanfism CAuBaThca APYr C APYroM MpW nokauvMBaHWW NnadweTa. MnaHLWeT B BapuaHTax WMcnon-
HeHusl
- NNIaHLIET MOAMMEPHbIA UMMYHOIOTUYECKNIA 0AHOPa30BbIi 4 NyHKM (apTukyn M-02),
- MNaHWeT NOAMMEPHBIA MMMYHOOTMYECKNIA 0AHOPA30BbIA 42 nyHKK (apTukyn M-06),
- MNaHWeT NOMMMEPHbIA UMMYHOIOTMYECKNIA 0AHOPa30BbIi 50 nyHOK (apTukyn M-07),
- MNaHLWeT NOMMMEPHbIA MMMYHOIOTMYECKNIA 0AHOPa3oBbliA 70 nyHOK (apTukyn M-08),
- NNaHLIET NOMMMEPHbIA MMMYHONOTMYECKUNIA O4HOPa30BbIn 72 NyHKKN (apTrkyn M-09),
- NNaHLWET MNOANMEPHBIA UMMYHOMOTMYECKNI OAHOPa30BbIA 96 nyHoK (apTukyn M-011)
nMeeT 6YKBEHHO-LU(POBYIO MApKMPOBKY 00/1eryaroLlyto opraHM3anmnio perucTpaumm aHaamsa.

3. OCHOBHBbIE MAPAMETPbI 1 XAPAKTEPUCTUKN

3.1 ®opma, pasmepbl, TOMIMHA CTEHKU MNAHLIETOB U UX JOMYCTUMble OTKMOHEHMUs [AO/MKHbI COOTBETCTBOBATbL
pabounm uepTexam. [ab6apUTHbIE pasMepbl, Macchl MIaHLWETOB NpvBefeHbl B Tabnuue I, cxemaTUUHble M306pa-
YKEHWS MNAHLLETOB, C YKa3aHWeM raGapuTHbIX pasMepoB MPUBEAeHb! B NpuioxeHue I

Tabnuua 1
X» HaumeHoBanme TonuwmnHa FabapuTHble pasMepbl, MM Macea. r
n/n CTEHKU, MM (AnvHa XwWupnHa X BblCOTA) '
1 nnaHWweT NONNMEPHbI UMMYHONOTMYECKNA OfHOPa30BbIi - 3 NyHKM (apTukyn M-01) 0,6 112,0%76,0%4,0 4,95
2 nnaHWeT NONUMEPHBIA UMMYHONOTMYECKUI OA4HOPA30BbLIN - 4 NYHKU (apTukyn M-02) 0,6 149,0%46,5%3,0 4.12
3 nnaHWeT NONMMEPHbIA UMMYHONOTWYECKUI OAHOPA30BbIN - 7 NYHOK (apTukyn M-03) 1,75 142,0*84.5*11,5 24,68
4 nnaHweT NONMMEPHbLIH UMMYHONOTMYECKU OAHOPa30BbIA - 8 NyHOK (apTukyn M-04) 1,30 95,0*57,0*2,50 6,16
5 nnaHweT NONUMEPHbI UMMYHONOTMYECKNA 04HOPa30BbIA -10 NyHOK (apTuKysn M-05) 0,6 172,4*%44,0%5,0 13,27
6 nnaHwWeT NOMMEpPHbLIH MMMYHONOTMYECKUN OAHOPA30BLIW - 42 NyHKN (apTUKyn M-06) 0,6 241,0*213,0*%3,0 ~32,0
7 nnaHWeT NONWMEPHbIA UMMYHONOTMYeCcKUit OAHOPa30BbIl - 50 NyHOK (apTukyn M-07) 0,6 296,0*195,0*3,0 46,22
8 nnaHwWweT NOAMMEPHbLI UMMYHONOTUYECKNI I 0AHOPa30BbI - 70 NyHOK (apTuKyn M-08) 0,6 205,0%182,0%7,0 32,0
9 nnaHWweT NONWMEPHBIi UMMYHONOTUYECKUN 0AHOPA30BbLIN - 72 NYHKKM (apTukyn M-09) 2,0 226,0%119,4*17,8 120,0
10 nnaHwWeT NONUMEPHBLIN MMMYHONOTMYECKUA 0fHOpPa3oBbI - 80 NyHOK (apTukyn M-010) 2,0 230,0*%145,0%8,0 19,90
Il nnaHweT NONMMEPHBLIN UMMYHONOTNYECKNA 0OAHOpPa3oBbIi 96 NnyHoK (apTukyn M-011) 2,0 126,9%84,6*14,14 43,35

MorpelwHocTb Fa6apVITHbIX pa3mepoB MaHLLIETOB COCTaBMAeT £ 1 MM.
lorpewHoCcTs TOMLWMHA CTEHKKN BCeX MNaHLIeTOB COCTaB/sET £ 0,05 mm
lNorpelwHoCTL Macc NaaHLWeToB COCTaBsAET 3 %.

3.2 MnaHWeT MOXeT M3roTaBNMBaTbCA HeOKPaLUeHHbIM (ECTECTBEHHOrO MPO3payHoro, LBeTa NoAMMEpPHOro Ma-
Tepuana) WM OKpaLLeHHbIM B MacCe COrNacHO YTBEPXAEHHbIM 06pasLamM-3TasioHaM C J06aBneHMeM YEPHOro unu
6enoro Kpacutens. MogpobHas UHGopMaLmMsa 06 MCNONb3YeMbIX MaTepuanax npusedeHa B M. 4.

3.3 MnaHwWeT NpuUrogeH ANs NpPUMEHeHUs B KAMMaTU4Yecknx ycnosusax Y X/ 4.2 no FOCT 15150 (npu Temnepa-
Type Bo3gyxa ot naoc 10 °C go natoc 35 °C 1 0THOCUTENbHON BAaXKHOCTK Ao 80% npu TemnepaType 25 °C). B ua-
CTW CTOMKOCTW K BHELUHUM MeXaHMYeCKMM BO3LEACTBMAM MaHLeT cooTBeTcTBYeT rpynne 2 TOCT 20790/TOCT P
50444.

3.4 Tpeb0oBaHMs K BHELUHEMY BUAY.

3.4.1 MnaHWeT UMeeT YUCTYHO NMOBEPXHOCTb; He AOMYCKAKTCA 3arpsA3HeHus, Mbllb U NATHA, HE CMbIBaEMble
BOAOM.
3.4.2 Ha Hapy>HOI NOBEPXHOCTW NjaHLWeTa He gonyckatotcs gedektbl no FOCT 24105: 3ayceHubl, B3gy-
TUA, HELOMPECCOBKA, PaKOBUHbI, TPeWMHbl, CKOMbl, CMefbl TeYW, Ham/biBbl, WUCKaXEHHAA FeOMeTpus WM BOJHU-
CTOCTb, OTBEPCTMSA, OCTPble KPas; U3/10Mbl, BMATWHBI, LapanuHbl. KpOMKM OTAENbHbIX 3/1EMEHTOB A0XKHbI ObITb POB-
HbIMW, 63 TEXHONOTNYECKUX Ae(hEeKTOB N MeXaHUYeCKNX NoBpexaeHuid. 0610l fo/mKeH 6bITb yaanéH. JonyckatoTes
Mano3ameTHble PUCKM OT (DOPMYIOLLEr0 MHCTPYMEHTA.
3.4.3 [lonycTumoe KopobneHme nnaHueTa - He 6onee 1%.
3.4.4 He gonyckatoTcs MHOPOAHbIE BKIOYEHUA pasMepom 6oniee 0,5 MM M B KOIMYECTBe, NPEBbLILLIAIOLLEM 5
LUT., U UX NOKaNbHbIE CKOMNEHWS.
3.4.5. LLlepoxoBaToCTb MOBEPXHOCTU MaHLleTa He Xy>ke Ra£1,6 MKM.
3.4.6 B u3nome matepvan nnaHLleTa MMeeT OJHOPOAHYH CTPYKTYpy, 6e3 pakOBUH, pPacClOeHW, TPeLyH,
MYCTOT U NOCTOPOHHUX BK/IKOYEHMWIA.
3.4.7 TexHonormyeckune yKnoHbl HaxXoaTCs B Mose A0NyCKa Ha COOTBETCTBYHOLMIA pasmep.
3.5 Pacnonio>keHne 3TUKETKN He AO/MDKHO 3aTPYAHATb BUAMMOCTb MapKUPOBKU JTYHOK.
3.6 MpumMeHseMbIil NpY MapKMPOBKe CNOCOO HaHeceHWUs MHA(opMaLuy AOMKEH obecneynBaTb 4OCTATOUHYHO YET-

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



22.29.29.002.01813981 P3

KOCTb M300paXKeHWs, KOHTPACTHOCTb TEKCTOBOr0 W rpaMuyeckoro matepuanoB. MapKupoBKY cneayeT BbINOMHATb
nevyaTHbIM CNOCOOOM MAM CBETOKOMMPOBaHMEM. JLJOMYCKaeTca HaHeceHUe MallMHOUYUTaeMOl MapKUPOBKM Ha M3genums
Ans obecneveHns nx ngeHTndrkaymm n npocnexusaemoctu, FOCT P 51088.

3.7 MpOoYHOCTL KNIEEBOro KpenieHns 3TUKETKWU Ha nnaHweTte A0/MHKHA ObiTb Takoi, 4ToObl Nt06as NonbiTKa OT-
CNOUTb 3TUKETKY NPUBOAMMA K €€ paspyLUeHUIO U NOBPEXAEHUIO.

3.8 OTuKeTKa OCTaBTCsA 3aKpennEHHOM W YMTaeMoil nocne npebbiBaHWA Ha Bo3gyxe npu TemnepaTtype 0 °C He
MeHee Yem 72 u.

3.9 MNnaHWeT yCTONYMBO CTOUT HAa FOPU3OHTaILHOW MOBEPXHOCTH.

3.10 MMnaHWeT B TPAHCMNOPTHOW YMNakoBKE YCTOMUMB K MeXaHWYECKMM BO3LEACTBUSM, BO3HWKAIOLMM Mpu
TpaHcnopTUpoBaHUM, U 06naaaTb BUOPOMPOYHOCTLIO M YAApONPOYHOCTBIO B PeXMMaX, YKasaHHbIX A1 U3genui
rpynn 2 no FOCT P 50444.

3.11 MnaHLWeT B TPAHCMOPTHOM YNakoBKe YCTOMUMB K KNMMaTUYECKUM BO3AeWCTBMUSM MpU TPaHCNOpTMPOBaHUK
Anst ycnosuii xpaHeHns 5 no FOCT 15150.

3.12 MnaHLWeT JO/MKEH UMETb CReayoLLnii noKasaTesb Hag&XHOCTK:

- CPeAHUIA CPOK XpaHeHWs JO/MKeH BbITb 5 1T € AaTbl M3rOTOBMEHMS.

4. TPEBOBAHUVA K MATEPUNATAM U CbIPbIO.
Matepmanbl, NPUMeHsieMble MPWU U3rOTOBMEHWUM MAaHLIeTa, COOTBETCTBYIOT TPpeboBaHUAM AelCTBYIOLWMX CTaH4ap-
TOB.
Mpn Npon3BOACTBE MNaHLIeTa JO/MKHbI MPUMEHATCA Cnefytolune maTepuansi:
1) MonunponuneH mapkn PP HO30 GP 1 copt, nponssogctea MAO «CUBYP XongnHr», Poccun.
2) Nonuctupon mapku 825 ES, nponssoactsa MNMAO «CUBYP XonguHr», Poccum.
3) MonunenHmnxnopug mapku 3M-73 nam mapku AM-73/C, npomssoactea MAO «CUBYP XonanHr», Poccun.
4) Kpacutenb-kKoHueHTpaT «BACKO», uBeT YepHbIid, Mapku M3901/01-MC, npoussogctea OO0 HM® «BAPC-
2», Poccus
5) KpacuTenb-koHueHTpaT «BACKO», uBeT 6enblit, mapku M2009/82-YT, npoussogctea OO0 HM®P «BAPC-
2», Poccus
Mepes MCMONb30BaHWEM CblpbE MPOXOAUT BXOLHON KOHTPOSb B COOTBETCTBUM C MOPSLKOM, YCTaHOBMEHHOM Ha
npeanpuaTUn, Ncxoaa us ykasanuii TOCT 24297.
Matepuansl, 13 KOTOPbIX W3rOTaB/IMBAETCA MAHLUET, UHEPTHbI NO OTHOLUEHUIO K GMONOrMYECKMM XULKOCTAM U
MCNOMb3yeMbIM peareHTaM, a Takxe NpPUrogHbl K fesnHdekumm no MY 287-113, 3 % pacTBOpoM Mepekuncu Bogopoga
FOCT 177 c gobasneHunem 0,5 % yHMBEPCa/IbHOr0 MOKLLEFO CPeacTBa.

5. KOMMJIEKTHOCTb

KonnyecTBo MoCTaBNseMbIX MIaHLLETOB 3aBUCUT OT YC/I0BUIA 3aKasa.

B KOMNMEKT NOCTaBKN A0MKHbI BXOAWUTb KOMMYECTBO MPOAYKUMM N HOMEHKIATypa, KOTOpble YCTaHaBAMBalOT Mo
COrN1acoBaHUIO C 3aKa3yMKOM, a TakXe KOMMEeKT AOKYMeHTauuu Ha MocTaBnsieMoe u3genve. B cocTaB mocTaBKu
0643aTe/IbHO JO/MKHO BXOANTbL PYKOBOACTBO MO 3KcnayaTauuu cooteeTcTBytowas MOCT 2.601.

HoMeHKNaTypHbIA nepeyeHb BapraHTOB UCMOTHEHUS MAaHLLeTa:

1) nnaHwWweT NOAVMEPHBIA MMMYHONOTMYECKUNIA 0AHOPa30BbI 3 NyHKK (apTukyn M-01);

2) NNaHLWeT NOMMMEPHBIA NMMYHOIOrMYECKUA 04HOPa30BbIi 4 nyHKK (apTukyn M-02);

3) NnaHLWeT NoAMMEPHBIA UMMYHO/IOTMYECKNIA 0AHOPA30BbIA 7 NyHOK (apTukyn M-03);

4) nnaHLWeT NOAMMEPHbIA UMMYHO/I0TMYECKNIA OLHOPAa30BbIi 8 NyHOK (apTukyn M-04);

5) nnaHWeT NOANMEPHbIA MMMYHOMOMMYECKMA 0fHOpa3oBblin 10 NyHOK (apTukyn M-05);
6) nnaHLWeT NOAMMEPHbI UMMYHONOrMYECKWIA 04HOPa30BbIN 42 NyHKU (apTukyn M-06);
7) NNaHLWET NOMMMEPHBIA UMMYHOOTUYeCKUiA 04HOPa30BbIin 50 NyHOK (apTukyn M-07);
8) nnaHLWeT NoAUMEPHbIA UMMYHOMOTMYECKUIA 0fHOPa30BbIin 70 NyHOK (apTukyn M-08)
9) nnaHLWeT NOIMMEPHbI MMMYHOMOTMYECKMIA OAHOPAa30BbIN 72 NyHKK (apTukyn M-09);
10) nnaHLWeT NONMMEepPHbIA UMMYHOMOTNYEeCKUiA 04HOPa30BbIi 80 NyHOK (apTukyn M-010);
11) nnaHWeT NOIMMEPHbIA MMMYHOMOMMYECKMA 04HOPa30BbIi 96 NyHOK (apTukyn M-011)
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MAPKWVPOBKA

MnaHweT B cnefyowWmnx BapnaHTax UCMONHEHUAX LOMKHbI UMETb VIH(*)OpMaLI,I/IIO METOAOM npeccoBaHUA Ha

- Ha NNaHLWeTe MOMMMEPHOM WMMMYHOMOTMYECKOM OJHOPa3oBOM 4 NyHKW (apTuKyn M-02) AOMKHbI ObITb
6ykBbl «A, B, AB. D».

- Ha NnaHLweTe MOAMMEPHOM WMMMYHOMOTMYECKOM 0AHOPa3oBOM 42 nyHKu (apTukyn M-06) gomkHbl 6biTb
umpsbl «1,2,3,4,5,6» n«l, 11, 11, 1V, V, VI, Vii»,

- Ha NnaHweTe MONUMEPHOM WMMMYHOOTMYeCcKOM 0fHOopa3oBoM 50 nyHoK (apTukyn M-07) AOMKHbI ObiTbh
umpsbl 1 6yksbl «1(0), 1l (A), 111(B), IV(AB)» n«1, 2, 3,4, 5, 6, 7, 8, 9, 10»

- Ha MAaHLWeTe NOAUMEPHOM WMMMYHOM0rMYeckoM ogHopa3oBoMm 70 nyHoK (apTukyn M-08) fomkHbl ObiTb
umpbl 1 6ykebl «a-A. b-B. O, A. B. a-D» n«1,2, 3,4,5, 6,7, 8,9, 10»

- Ha MNaHLWeTe NOAMMEPHOM MMMYHO/IOTMYECKOM 0HOPa3oBOM 72 nyHOK (apTukyn M-09) AOMKHbI ObITh
undpbl 1 6ykebl «A, B, C, D, E, F» n«1, 2, 3,4,5,6,7,8,9, 10, 11, 12»

- Ha nnaHWweTe NOMVMEPHOM MMMYHONOrMYECKOM OAHOPa30BOM 96 NyHOK (apTukyn M-011) fOo/mKHbI 6biTb
umdpsl «1,2, 3,4,5,6,7, 8,9, 10,11 ,12» n 6ykebl «A, B, C, D, E, F, G, H».

6.2 Ha Kaxayto noTpebuUTeNbCKYH YNakoBKY NaHWeTa 4o/MKHa GblTb HaHeCeHa MapKUPOBKa C YKa3aHWeM:

WHdopmatys CuMBON
- TOBapHbIi 3HaK NPEeANPUATUA-N3roTOBUTENS (MPU HAMUNN)
- HaMMeHOBaHWe NpPeanpPUATUS-U3rOTOBUTENS 1 er0 OpPUANYECKMt agpec
- HaMMeHOBaHMe U3AeNns, 0603HaUeHe BapUaHTa UCMOMHEHUS
- apTUKyN, pasmep
- KONMYECTBO U3ZENMii B YaKoBKe

mai

- «HE CTEPUIbHO»

- «MeAMLIMHCKOe U3aenmne Ans AMarHoCTUKM W Vitro» IVD
- 0603HaYeHNe TEXHNYECKUX YCOBWI

- CPOK FOAHOCTM MEeAMLMHCKOrO n3aenus (rof, Mecsil, BKIOUMTENBHO)

- laTa U3rOTOBMEHNS MeAVMLIMHCKOTO M3denws (Mecsu, rog)

- «3arnpeT Ha NOBTOPHOE UCMO/1b30BaHMeE»

- CepWiiHbI HOMEP MeAMLIMHCKOrO M3aenus SN
- HOMep ¥ AaTta PernucTpaLuoHHOro yaocToOBEpeHMs

- YCNIOBUS XpaHeHus!

- YC/I0BUS YTUNU3ALMY

6.3 MapkupoBKa rpynnoBoit yNakoBKK (TPAHCMOPTHON Tapbl) A0/KHA COAEPXKaTb:

WHopmaums CumBon

- NMNO/IHOE HaMeHOBaHWe n3aennAa

- HAMMEHOBaHWNEe NpeanpuATUA-n3roToBUTENA U Ero }OpVI,D'VIHeCKVIVI agpec

mJ

- CPOK rojHOCTU MeULMHCKOTO n3genns (rod, Mecsil, BKIKOUNTENBHO)
- faTa N3roTOB/IEHNSI MEAULMHCKOTO m3genus (Mecsl, roj)

- YCNOBUS XpaHeHUs

- YCNOBUS TPAHCMNOPTUPOBaHWS

- HOMep MapTum

- KO4 napTum

- YACNO eAVHUL, MOTPEBUTENLCKOW YNAaKOBKW U3Aenuii B FpYNMoBOl YNaKoBKE;
- Macca HeTTo

- mMacca bpyTTo

- Macca HeTTO NOTPe6UTENIbCKON YNaKOBKM

- 3HaK 00palLieHMs Ha pbIHKe

- «bepeyb OT BRarn»

«bepeyb 0T CONHEUHBIX NTyyeli»
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7. YTIAKOBKA

YnakoBka nsgenuii cootsetctayet FOCT 20790/FOCT P 50444,

7.1 MnaHweT ynakoBbIBaKOT B KOMM4yecTse oT 110 50 wr. B

- MaKeTbl NOAMMEPHbIE NN N3 KOMOMHMPOBaHHbLIX MaTepuanos no MOCT 12302;

- B KOPOOKM MM Nayvkn KapToHHble no FOCT 12301, FOCT 12303;

- B NoAnMepHyto nnéHky no FOCT 10354 vy B aHanormyHyo Tapy no AeicTBYHOLWEA HOPMATUBHOM K
TEXHWYECKO [OKYMEHTauuW, COOTBETCTBYIOLLYIO TexHWYeCKOMY perfameHTy TamoXeHHoro cotwsa TP TC
005/2011 «O 6e30macHOCTU YynakoBKu» (yTB. PeweHnem Komuccmm TamoxkeHHOro cotosa ot 16 aBrycta 2011 r.
Ne769).

7.2 TOpnoBuHY MONMNITUNEHOBLIX MaKeTOB 3aBapuBalOT WM MPOLLUMBAKOT, KOPOOKM W Mayky 3aKnensatoT
NNMNKOW NEHTOMN.

7.3 KonnyecTBO ynakoBaHHbIX M3L4eMNIA yKa3biBalOT B TEXHONOMMYECKON AOKYMeHTauun. B Kaxaoin ynakoske
[LOMKHbI 6bITb M3AeNMA OfHOMO BUAa, pasMepa v U3 OAHOro Matepuana. [onycTMMoe OTK/IOHEHWE MacCbl HETTO - M0
OCT 8.579.

7.4 B KayecTBe TPaHCMOPTHONM Tapbl MPUMEHSTCS AWMKM U3 ro)pupoBaHHOr0 KapToHa no MOCT 13841,
AWK gepeBaHHble Mo FTOCT 18573, TOCT 5959 nnmn FOCT 2991. Awwmkn oknenBatoT neHTol no MOCT 18251,
FOCT 20477 wnm 06Ba3bIBatoT Wnaratom no FOCT 17308, a 3aTeM yCcTaHaBMBAKOT Ha fepeBAHHbIe NOAAOHbI.

7.5 MakeTupoBaHue npogykuum - cornacHo FOCT 24597 Ha nogpoHax no FOCT 9078, Ha nakeTax-nofaoHax;
cpefcTBa ckpennerHusa - no FOCT 21650.

7.6 JlonyckaeTcA MPUMEHATb ApYyrue ynakoBOYHble CpefcTBa, 06ecrneynBaloline COXPaHOCTb MOUMEPHbIX
n3genunii Npu NepeBo3ke N XpaHeHUu.

7.7 TocTaBKa nnaHLieTa J0/MKHA CONPOBOXKAATLCA TOBAPOCOMNPOBOANTENIbHBIMU AOKYMEHTAMM, Y/IOXKEHHbLIMU B
nakeT W3 NOSIMATUNIEHOBOM NNAEHKM.

7.8 Mpu oTrpy3ke nnaHweta B paiioHbl KpaliHero CeBepa WM NpUpaBHEHHblE K HUM MECTHOCTV MapKMpOBKa W
yMNaKoBKa A0/MKHbI NPOM3BOANTLCS C y4eTOM yKasaHuii TOCT 15846.

7.9 Kaxgas ynakoBka UaeHTUPULMPYETCA MpU NOMOLLM HAHECEHUS 3TUKETKMU.

8. YCTPOWCTBO W NPUTOAHOCTb MPUMEHEHWA MJAHLLETA

BHuMaHue! PacTBOpbl, peareHTbl/MaTepuasnbl, BCrloMoraTeNbHOe 060pyfoBaHMe (NMUNeTKKW, CTeKNSAHHbIE
nanoyky 1 T.4.), PyKOBOACTBA M MeTOAUKM NPOBEEHMS TUMNUPOBAHNS He BXOAST B COCTAaB MaHLLETOB.

MpurogHOCTb NNaHLleTa B 3aBUCMMOCTU OT BapuaHTa UCNONHEHL W BUAA WUCCNeA0BaHUA:

MnaHLWeT BO BCEX BapyvaHTaX MCMOHEHUS:
- MNAHLWeT NOMMMEPHbIA UMMYHOMIOTMYECKNIA 0AHOPa30BbIv 3 NyHKKU (apTukyn M-OI);--
- MNaHLWET NOMUMEPHBIA UMMYHOOTNYECKUiA 04HOPa30BbIN 4 NyHKK (apTukyn M-02);
- MNaHLWeT NOIMMEPHbIA UMMYHO/IOTMYECKNIA 0AHOPA30BbIA 7 NYHOK (apTukyn M-03);
- NNaHLWET MNOIMMEPHbIA UMMYHO/IOTMYECKNIA 0AHOPA30BbIN 8 NyHOK (apTukyn M-04);
NAaHLWeT NOMMMEPHbIA MMMYHOMNOMMYECKNA ogHopa3oBbili 10 NyHOK (apTukyn M-05);
- NNaHLIET MNOIMMEPHbIA UMMYHO/IOTMYECKNIA 0AHOPa30BbIA 42 nyHKK (apTukyn M-06);
MAaHLWeT NOUMEPHbIi UMMYHOOTMYECKINA 04HOPa30BbIin 50 nyHoK (apTukyn M-07);
NAaHLIET NONMMEPHbI MMMYHONOTMYECKUNIA 0gHOPa30BbIin 70 nyHOK (apTukyn M-08);
- MNaHLWWET MOMIMMEPHbIA UMMYHO/IOTMYECKNIA OAHOPA30BbIA 72 nyHKK (apTukyn M-09);
- MNaHLWET NOMMEPHbIA UMMYHOMOTMYECKNl 0AHOPa30BbIi 80 nyHok (apTukyn M-010);
- NNaHLWeT NOMMMEPHbIA UMMYHONIOTMYECKNIA 0AHOPa30BbIin 96 nyHOK (apTukyn M-011),
NpUrogeH;
1) pna onpefeneHus rpynn Kposu no cucteme ABO MeTOAOM MNPAMOM peakuuu arrfioTUHALUKM Ha NAOCKOCTK.
[pynnoBas NPUHAANEXHOCTb ONpefeNsieTcs peakuueid arriOTUHALUKM NPU NOMOLLM PeakTUBOB, COAEPXalLUX aH-
TWTeNna aHTU-A, aHTV-B N0 OTHOLIEHMIO K arrTUHOreHaM 3puTpounToB A 1 B.
2) pna onpefeneHns rpynn KpoBW Mo cucTeme «Pesyc» MeTOAOM peakuuu MpsMOi arrfloTUHaLUM npyu NoMoLLm
peakTMBOB, COAEPXalLMX aHTuTena tuna; AHTU-D, aHTu-c, aHTU-C, aHTU-Cw, aHTU-E 1 aHTu-€.
3) Ana onpefeneHns rpynn KpoBu no cucteme «Kell» METOAOM peakuuy NPSMOR arrnioTUHALUKU NPy NMOMOLLM pe-
aKTUBOB, COAEPXaLLMX aHTUTeNa Tuna aHTu-K K aHTureny K.
4) ons onpegeneHns rpynn Kposw no cucteme ABO METOOM peakuum arriioTUHaLUM NepekpecTHbIM CMNOCO60OM Ha
M/I0CKOCTM C MCMO/b30BaHNEM PACcTBOPOB CTaHAAPTHbLIX 3puTpoumToB Tvna 0, A, B, AB.
5) ona onpefeneHus rpynn KpoBM Mo cucTeMe «Pesyc» MeTOAOM peakuuu arriioTUHALMM NepeKpECTHLIM Cnoco-
60OM Ha MIOCKOCTM C UCMOMb30BaHWEM PACTBOPOB CTaHAAPTHbLIX 3pUTPOLMTOB (heHoTUNa K npumepy: Rh (+) u Rh (-
). MeToauKM NpoBeAeHWUs TUNUPOBaHUA YKa3bIBAIOTCA B MpunaraeMbiX K Habopam peareHTOB MHCTPYKLMWIA Mo npu-
MEHEHWIHO.
6) oA npoBefeHUs Npob Ha UHAMBUAYANbHYH COBMECTMMOCTb FPYMMbl KPOBW AOHOPA U PELUMUEHTA.
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MprMep 1MCNonb30BaHUA MaaHLWeTa noMMepHOro MMMYHOI0MMYECKOr0 04HOPa30Boro;

OnpegeneHve NPUHaANEXHOCTU KPOBU No cucteme ABO.

OnpegenexHne rpynnbl KPOBU NPOU3BOAMTCS B MOMELLEHUN C XOPOLUMM OCBELLeHWeM NPU KOMHATHOM TemnepaType
+18... +25*C. Ha ogHo onpegeneHue pacxogyetca 0,1 M KaXAbIX aHTUTeN.

HaHecTn B lyHKM NiaHLeTa MHAMBUAYaNbHbIMW NUMETKAMWU PeakTUB C MOHOK/IOHA/IbHBIMW aHTUTenaMm AHTU-A,
AHTN-B, AHTU-AB no ogHoii kanne (0,1 mn) nog COOTBETCTBYHOLWMMM Hagnucsimu. PSaom C Kannsamy peakTuBa
HaHecTU Mo Of4HON ManeHbKOW Kanne mccnegyemon kposu nnm aputpounTtos (0,01-0,03 mn). Cmewatb KpoBb (3puT-
pOLNTLI) C peareHTOM YMCTOM CyXO0il CTEKNSAHHON NanoYKON.

Habntofatb 3a X040M peakummn C peakTMBOM BM3yanbHO MPW NErKOM MOKauyMBaHWM NAaHLWeTa B TedeHue TPEX MU-
HYT. ATTAIOTUHALNA 3PUTPOLUTOB C MOHOKNOHANbHLIMK TefaMu 06bIYHO HAcTynaeT B nepsble 3-5 cek , HO Habnae-
HMe HY>XHO BeCTWM 3 MWH BBUAY 60nee NO3AHEro MOsIB/EHUS arrflTUHALUM C 3pUTPOLMUTaMUK, cofepXallMm cnabble
pa3HOBMAHOCTM aHTUreHos A unm B.

Pe3ynbTaT B KaXON Kanne MOXET 6bITb NOMOXUTENbHBIM WM OTPULATE/IbHbIM. [100XMTENbHbIA pe3ynbTaT Bbl-
paXkaeTcs B arroTMHaLMKN (CKNenBaHUn apuTpoLmMTOB). ArTIOTUHATbI BUAHbI HEBOOPY>KEHHbLIM [/la30M B BUAE Men-
KMX KpacHbIX arperatoB, 6bICTPO CAMBAIOLLMXCA B KPYMHble Xnonbs. Mpy oTpuLaTenbHOM peakumn Kanns octaeTcs
paBHOMEPHO OKpalleHHOM B KPAacHbIN LBET, arrtoTUHATbI B Hell He 06Hapy>XMBaKOTCS.

WHTepnpeTauus pe3ynbTaToB peakLuu arrfoTMHALUW UccieqyemMoli KpoBy npeacTaBneHa B Tabnuue 1

Tabnuua 1
PesynbTaT peakunu* ¢ MOHOKNOHaNbHbLIMU aHTUTENamMK Vicenenyemas Kposb NPUHAANEXUT K Fpynne™
AHTU-A AHTN-B AHTV-AB
- : - 0(2)
' : N A(M)
- + + B(1r)
+ + AB(IV)

*3HaKoM (+) 0603HaYEHO HanMuKe arrTUHALMKW, 3HAKOM (-) OTCYTCTBUE arrfTUHALMN.

**QKOHYaTeNlbHas rpynnoBasi NPUHaANEXHOCTb MccneqyeMoro o6pasia no cucteme ABO ycTaHaBiMBaeTCcs no pe-
3ynbTaTam NepeKpPEcTHOro onpeaeneHns aHTUreHoB A U B Ha apuTpoLMTaXx M M30reMarrioTUHOB B ChIBOPOTKE KpO-
B/ C MOMOLLbIO CTaHAAPTHbIX 3PUTPOLMTOB.

OnpegeneHne pesyc - NPUHAAIEXHOCTH

Peakuus arrfioTMHaUMy Ha nNjocKoCTM C NMOMOLLLIO peakTuea AHTU-D cynep:

HaHecTn 6onbwyto kannao (okono 0,1 mn) peareHTa Ha NAACTUHKY WAM MAaHWeT. HaHecTW psaoMm ManeHbKyto
kannto (0,02 - 0,03 mn) mccnegyemMbiX 3puMTpoOUMTOB. TLiaTeNlbHO CMeLaTb peareHT C 3puTpouUTaMu CTeKISHHOW
NafIoYKo¥A.

Habntofatb 3a X040M peakummn ¢ peakTUBOM BM3yaslbHO MU NErKOM nokaumBaHuW niaHileTa B TeueHWe Tpex Mu-
HYT. Arral0TUHALMA 3pUTPOLMTOB C MOHOKNOHA/bHBIMK TenaMu 00bI4YHO HacTynaeT B nepsble 3-5 cek, HO Habntoge-
HWe HY)XXHO BeCTM 3 MUH BBUAY 60fiee NO3AHEr0 NOSBAEHWUS arrlTUHALUK C 3pUTPOLUTaMU.

Mpy HaMuum arrniTUHALUKW 1UCCNefyeMas KPOBb MapKUpPYeTCH Kak pe3yc MosoXuUTesbHas, Npu OTCYTCTBUM - Kak
pesyc oTpuuartesibHas.

TunupoBaHWe aHTUTEeHOB 3PUTPOLMTOB.

[Ons TUNMpoBaHUs aHTUTEHOB 3PUTPOLIMTOB MCMO/bL3YHOT ChIBOPOTKU WM PeareHTbl Ha OCHOBE MOHOK/IOHANbHbIX
aHTUTeN CneUnugUUHOCTM aHTU-C, aHTU-C, aHTW-E, aHTW-e U aHTWU-C* 1 gp. MeToauK1 MpOoBeAeHWs TUMMPOBaHMS
YKa3bIBalOTCSA B MPUIaraemMbiX K peareHTaM UHCTPYKLUSX M0 NMPUMEHEHWIO.

MpoBeAeHWe CTaHAAPTHBIX MMMYHO/IOFMYECKUX TECTOB Ha BbISIB/IEHUS] aHTUTEHOB W aHTUTEN B Pa3/INUHbIX
6ronornyeckux obpasuax.

[na TUNMpoBaHWs NpPOBefeHUS UMMYHOMOFMYECKUX TECTOB MCMOMb3YHTCA COBETYHLME HAbOpbl peakTUBOB, Ha
OCHOBE MOMIMKMNOHANbHBIM, MOHOK/IOH/IbHBIX aHTWUTEN Pa3fIMYHOW CNeunUUYHOCTU, & TaKKe aHTUTeHOB PasfIMUHON
npupoabl. MeTOAMKM NPOBeAEHNUs TUNMPOBAHWS YKa3blBAOTCS B MpUiaraeéMbiX K peareHTaM WHCTPYKUMSX MO npu-
MEHEHMIO.
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CeefieHuns;

- 06 ycnoBsusix, HeobxoAuMMbIX Ans cbopa, 06paboTKM M NOArOTOBKM 06pas3LoB, f4aHHble MO CTabubHOCTU
aHanM3npyembiX 06pasLoB, B TOM YuUC/e YCNOBUSA U AMTENbHOCTb XPaHeHUs, TPAaHCMOPTUPOBKK, OFpPaHUYeHns no
LMK/IaM 3aMOpPO3KM,

- TMN uccnesyeMbix 06pasLoB GMONOrMYECKOro MaTepuana, YCnoBusi Mx cbopa, B3ATWS, NpefBapuTe/bHON
06paboTkM W, NpY HEOBXOAMMOCTW, YCNOBUA XPaHEHWs, a TaK >Xe Mepbl MNPejOCTOPOXHOCTM K Matepuany
nccnefoBaHus,

He OTHOCATCA K u3genuio [naHWeT NOAUMEPHbLIA WMMMYHONOTMYECKWiA OfHOopasoBblii no TY 22.29.29-002-
01813981-2018. [aHHble CBEAEHMS JOMKHbI ObITb MPUBEAEHLI B MHCTPYKUMAX NO NPUMEHEHWIO PacTBOPOB, APYrUx
peareHToB/MaTepmanoB NPUMEHSIEMbIX COBMECTHO C U3fennemM «lnaHLeT NoMMEPHbI UMMYHOMOTMYECKNIA 0gHOpa-
30BbIii Mo TY 22.29.29-002-01813981-2018x».

OTBETCTBEHHbIM 3a Ha/IMuMe AaHHbIX CBEAEHU ABASAETCA CreuuanunucT no KAMHUKO-LMArHOCTUYECKOW Nna-
6opaTopHOl AnarHocTuke pabdoTaroLwmii ¢ JaHHbIMU BblLlenepevynCceHHbIMU U3eTUAMMU.

9. NCIMONBb3OBAHWE MO HASHAUYEHWIO

9.1 MnaHWeT JO/KeH NPUMEHATLCA B LiENAX, YCTAHOB/IEHHbIX B HACTOALWEM PYyKOBOACTBE MO 3KCJyaTauuu.

9.2 Mepeg nprMeHeHVEM HEO6XOAUMO MPOBEPUTb KAYECTBO YNaKOBKW, OTCYTCTBME MEXAHUYECKUX W WHbIX MOBpe-
YKAEHWIA.

9.3 MnaHwWweT cnegyeT U3BNeYb M3 YNakoBKU M MYTEM BU3yasbHOro ocMoTpa ybeamTbCs B OTCYTCTBUMM Ae(heKTOoB,
BIUSAIOLLMX HA UX MPUTOLHOCTb K MPUMEHEHUIO.

9.4 B 3aBMCMMOCTM OT BUAA M METOAMKW UCCNefOBaHWs BblOpaTb COOTBETCTBYIOLLMIA BapraHT UCMOMHEHUA NaH-
LeTa PyKOBOACTBYHOCH M. 8 1 N.10 HacTosAWwero pykoBoACTBa MO IKCMiyarauum.

OTBETCTBEHHbIM 32 M0A60P COOTBETCTBYIOLLErO BapuaHTa MCMOMHEHWUS MaHLweTa, Buia M MeTOAMKU UC-
CnefoBaHNA ABNSAETCA CNELManucT No KAMHUKO-LMarHOCTUYeCKON nabopaTopHOWM AnarHocTMKe paboTatoLnia
COAHHBIMM BbILIENepeymnc/IEHHbIMU U3LENNAMN.

9.5 MnaHLWeT ABSETCA HECTEPUSIbHBIM W3AENVEM W Mepef HavyaioM MUCMO/b30BaHWEM ero no HasHaveHuto Tpeby-
eTCA Npou3BECTM Ae3nHiekymo no MY 287-113, 3 % pacTBopom nepekncu Bogopoga FOCT 177 ¢ gobasneHnem 0,5
% yHVIBEPCa/IbHOrO MOIOLLIErO CPefCTBa.

9.6 Mpw paboTax c MnaHweTamu cnegyet cobnogaTs ykaszaHna FOCT P 53079.4-2008, TOCT 27025-86, TOCT P
52905-2007, TOCT 31891-2012 u «[paBun yCTPONCTBa, TEXHWKU 6€30MNacHOCTW, NPOU3BOACTBEHHON CaHWUTapuWu,
NPOTUBO3MUAEMUYECKOTO PeXnMa 1 IMYHOIN TnrneHsl nNpu pabote B nabopatopusx (0TAeNeHUAX, 0TAenax) caHuTap-
HO-3NNAEMUONOTMYECKMX YUupexaeHnii cuctembl MuHMcTepcTBa 3apaBooxpaHeHns CCCP», Mockea, 1981 T.

KoHTponb 6uo3arpssHeHunii - no FTOCT MCO 14698-1-2005 n TOCT UCO 14698-2-2005.

9.7 He ponyckaeTcs BO3feACTBME Ha NOBEPXHOCTb [MaHLIEeTOB OCTPbIMY U TBEPALIMKU NpefMeTamu (pesaHue, Ua-
panaHve u ap.).

9.8 Vcnonb3oBaHHbIe lMaHWeTbl NOBTOPHOMY MPUMEHEHUIO HE MOANEXAT. -

10. METOANKA MPUMEHEHWNA (TECTUPOBAHWA)

MHanBuayanbHas COBMECTUMOCTb - 3TO 61aronpusaTHOE codeTaHMe KPOBWM AOHOPA U pelmnmeHTa Mo OCHOBHbLIM
KIIMHWYECKN 3HAYMMbIM aHTUTEHaM.

Mpynna kposn ABO - 3T0 Habop rpynnoBbIX aHTUTEHOB A 1 B 1 eCTECTBEHHbIX aHTU-A, aHTW-B aHTUTEN, KOTO-
pblii HacNeaCTBEHHO AETEPMUHUPOBAH M HE MEHSIETCA B TEYEHNE XKU3HN.

Cuctema Pesyc - ofHa 13 Hambonee NOAMMOPDHBLIX aHTUFEHHbIX CUCTEM 3PUTPOLMTOB YenoBeka. OHa BKOYa-
€T 0K0Mo 50 Ceponormyeckn pasnnyHbIX aHTUIEHOB, He CyMTasi cnabdblX, MepexoAHblX W MmapuuanbHbiX (opm. Ha
3puTpOLMTaX YeNoBeKa MMEHTCA 5 OCHOBHbIX aHTUreHoB cucTemsl Pesyc (D, C, ¢, E, e). Hanbonbluee KIMHUYeECKoe
3Ha4yeHne umeeT aHTUreH D. O6nagas BblpaXXeHHbIMW MMMYHOrE€HHbIMK CBOMCTBaMM, aHTMreH D B 95% sBnseTcs
NPUYNHOW FEMONNTMNYECKON 60E3HN HOBOPOXAEHHOIO, a TaKXe MPUYMHON TAXKENbIX NOCTTPAHCHY3MOHHBIX 0CN0X-
HeHWA. Jnu, umetowmx aHTureH D, oTHocAT K Rh+, He nmetowmnx aHTureH D oTHocAT K Rh-.

B HacToslLLee Bpems M3BECTHO 60nee 236 aHTUIEHOB 3PUTPOLMTOB, KOTOPbIE pacnpeaensitoTcs B 29 reHeTUYeckm
He3aBUCUMBbIX cucTemax. IepBoCTeNneHHOe KIMHUYECKOe 3HaYeHMe UMEKOT aHTUreHbl cuctem ABO u Pesyc. Sputpo-
umTapHble cuctembl Kell, MNS, Levis, Duffi, Kidd umetoT MeHblUee NpakTMYeCKoe 3Ha4YeHMe, TaK KakK OHW CpaBHU-
TeNbHO PefKo BbI3bIBAKOT CEHCMOUAN3ALMIO. DTN CUCTEMbI CTAHOBATCA 3HAYMMbIMW MPU MHOTOKPATHbIX reMoTpaHc-
(hy3nsaX 3pUTPOLMUTHON Macchl, MOBTOPHbIX 6epeMeHHOCTAX. AHTUTENA KO BCEM 3TUM aHTUreHaM MOryT 06pa3oBaThbCs
y yenoBeka ft060i rpynnbl KpoBu cucteMbl ABO, Pesyc (He3aBMCMMO OT pe3yc-npuHagnexHoctu). OHn o6pasytoTcs
MpY TeX XXe YCNOBUAX, YTO W aHTUTeNna aHTM-D (MHOrokpaTHble reMoTpaHC(y3un 3pMTPOLUTHON Macchl, MOBTOPHbIE
6epeMEHHOCTI) U MOTYT CAY>XWTb MPUYMHON MOCTTPAHCHY3UOHHbIX OCNOXHEHUAX FeMOANTUYECKOrO Tuna U remo-
NNTNYECKO 60Ne3HN HOBOPOXKAEHHbIX. ECMM peunnmeHTy, B KPOBM KOTOPOro MMEKTCA aHTWTena, NepennTb KPoBb
[lOHOpa, 3pUTPOLMTbI KOTOPOro cogepykaT aHTWUreHbl, MPOTMB KOTOPbLIX HampaB/ieHbl aHTUTena, Takas KpoBb Oyget
paspyLlaTbCa B OpraHu3me peLunueHTa, T.e. OHa BASETCA A5 HEro - HECOBMECTMMOA.

ATTNOTAHALMS - 3TO peakums B3anMOAENCTBUS aHTUIeHa CO CreuuguyeckuM aHTUTENOM, NPOsBASETCA B BUAE
arperaymu (CKnemBaHus) spuTpoOLMTOB.

AyTOoaHTUTeNa - 370 aHTUTenNa, MMeKLLMe CneLUnPUYHOCTb K COBCTBEHHbLIM aHTUreHam MHAWMBMAA.
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ANNoOaHTUTeNa - 3TO aHTWUTENa, MMetoLLMe CNeUMdUYHOCTb K aHTUTeHaM SpUTPOLMUTOB, OTCYTCTBYIOWUM Y UH-
avBMaa. ANNOaHTMTENA COAEPXaTcs B CbIBOPOTKE MHAMBUAA, HE B3aMMOAEWCTBYIOT C COGCTBEHHLIMM aHTUreHaMmu
3PUTPOLMTOB, HO B3aUMOJEWCTBYIOT C aHTUFeHaMU IPUTPOLIMTOB APYTMX WHAVUBUAOB M MOTYT 6bITh BbISBNEHbI C Ma-
He/bio TUMUPOBAHHBIX 3PUTPOLIMTOB.

MonuarrnTMHa6eNbHOCTL - CMOCOBHOCTL MCCNefyeMoro o6pasia KpoBY aBaTb arrioTUHALMI0 CO BCEMU 06-
pasuammn cTaHAapTHbLIX U30reMarriOTUHMUPYIOWMX CbIBOPOTOK, HE3aBUCKUMO OT UX FPYMMOBO NPUHAANEXHOCTH.

Hecnewundguyueckas arrfnloTMHALMA - 3TO arrlOTMHALMS, HEOXMAAHHas, aTUMNWYHas, He CBOWCTBEHHAs KOHKPET-
HOIA rpynmnoBoii aHTUreHHoli cucTeme. Hecrneumduyeckne ayTo- 1 anoaHTUTENa He B3aMO/ENCTBYIOT C aHTUreHaMu
3PUTPOLIMTOB, a HaNpPaB/eHbl MPOTUB UHbIX XUMUYECKUX CTPYKTYp, NPeACTaBNeHHbIX Ha apuTpoLuTax. Ha noseneHue
HecneLuMMUYEcKoi arrnioTUHaUMKM BAUSIOT: GeNKOBbIA COCTaB Cpefbl, CONMEBOI COCTaB CPefbl, COCTOSHWE CBEPTbIBA-
toLLiel CUCTeMbI KPOBW, FOPMOHabHOTO (hoHa.

[pynnoBy NPUHaANEXHOCTb KPoBM Mo cucTeme ABO onpeaensitoT ¢ NOMOLLbIO peakuumn arrnioTuHauum. B HacTos-
LLiee BpeMs MCMONb3YyOT TPU cnocoba onpeaeneHns rpynn Kpoeu no cucteme ABO:

1) ¢ NoMOLLbtO CTaHAAPTHBIX M30remMarrtoTUHUPYIOWNX CbIBOPOTOK;

2) C NOMOLLbI CTaHAAPTHbIX U30reMarrIloTUHMPYIOLWMX CbIBOPOTOK W CTaHAAPTHbIX 3pUTPOLMTOB (MEPeKPECTHbIN
cnocob);

3) C MOMOLLbIO MOHOK/OHA/bHbIX aHTUTEN (LLONIMKNOHOB aHTU-A 1 aHTK-B).

10.1 OnpegeneHune rpynn KPoBY C NOMOLLbIO CTaHAAPTHbLIX U30remMarriloTUHUPYIOLWMX EbIBOPOTOK

3TOT cnocob B HacToslLLLee BpeMsi Hanbosiee pacnpoCcTPaHEH B KIMHUYECKON 1 NabopaTOpHOM NpaKTUKe.

CyTb MeTOfa CBOAWUTCA K OBHapYXXEHUIO B UCCNeLyeMON KPOBW rpynnoBbIX aHTUreHOB A 1 B ¢ MOMOLLLIO CTaH-
[AapTHbIX M30reMarrIlTUHUPYIOWMX CbIBOPOTOK. [N 3TOro MCNo/b3yroT peakumnio arrnioTuHauuu. MNMocTaHoBKy pe-
aKLUum NpoBOAAT B NMOMELLEHUN C XOPOLLMM OCBeLLeHMeM npu Temnepatype 15-25°C.

Heob6xofuMoe ocHalleHue

1 CraHgapTHble mM3oremarriloTuHUpyowme coisopoTku rpynn 0(1), A(M), B(M1) v AB(IV) aByX pasnuyHbIX ce-
puid. CbIBOPOTKU ANa OnpeAeneHns rpynn KpoBW M3roTaBNUBAIOT B CMeuuaibHbIX CePONOrnyYecknx naboparopmusax us
[OHOPCKOW KpoBW. CbIBOPOTKU XpaHAT npu TemnepaType 4-8 °C (B X0n04uibHNKe). CPoK FOAHOCTY CbIBOPOTKM YKa-
3aH Ha 3TuKeTe. TUTP CbIBOPOTKM (TAKXKe yKaszaH Ha 3TUKeTKe) A0/DKeH 6biTb He Huke 1:32 (ana cbiopoTku B(LU) -
He Hwke 1:16/32). lMof TUTPOM CbIBOPOTKM MOHMMAIOT TO MakCMManbHOe eé pa3BefeHWe, Npu KOTOPOM MOXET
HacTynaTb peakuus arriloTuHaumm. CblBOPOTKa A0/MKHA BbiTh Mpo3payHoii. Ans yao6cTBa cTaHAapTHbIE remarrio-
TUHMPYIOLLME CbIBOPOTKM Pa3nuUHbIX rpynn NoAKpawmMBatoT Tak, YTobbl OHU uMenn onpefenéHHbli ugeT: 0(1) - 6ec-
usetHasA, A(1l) - cuHas, B(M1) - kpacHaa, AB(IV) - Apko-xéntad. CnefyeT OTMETMTb, YTO yKa3aHHble LiBeTa COMyT-
CTBYIOT BCEM 3TUKeTKaM Ha npenaparax KpoBW, UMEIOLMX FPYnmnoByl0 NpUHALNeXHOCTb (KPOBb, 3puTpoLuMTapHas
macca, nniasma u ap.).

2. MnaHwWweTbl NOAUMEPHbIA UMMYHONOrMYECKWUA 04HOPA30BbI CO CMa4yMBaeMOi NOBEPX-HOCTLIO AN NPOBeAeHUs
CEeponornyecKmx aHaan3os.

3. M3oToHMYeckunii pacTBop xnopuga Hatpus (0,9%).

4. Nrnbl, NUNETKW, CTeKNsSHHbIE Nanoyku (NpeamMeTHble CTEKNA).

MeTofVKa npoBeAeHNs peakLuu

1 Mepepn HayanoM peakuun NOAMNUCLIBAIOT Tapesiky (HaHOCAT (PaMUIMI0 U UHULMANLI UCCNefYeMOro), nocne Yero
Ha Heé nof COOTBETCTBYIOWME 0603HAYEHNA HAHOCAT CTaHAapPTHbIe M3oremarrilTuHupyowme coiBopoTku I, 11 n 11l
rpynn B o6béme 0,1 mn (kannsa okono 1 cm B guameTtpe). Bo m3bexaHme OWMBGOK HAHOCAT [BE CEPUM CbIBOPOTOK
Ka)XXJoi 3 rpynmn, Tak Kak OfHa 13 Cepuii MOXET METb HU3KYHO aKTWBHOCTb W He AaTb YETKOI arrnoTuHauuu. Beero
nosilyyaeTcs LeCTb Karesb, 06pasytowmnx ABa psga no Tpy Kanav B cregytowem nopsgke cnesa Hanpaso: 0(1), A(M),
B(LL).

2. KpoBb ansi uccnefoBaHus 6epyT M3 manbla Uin u3 BeHbl. LLlecTb Kanenb nccnesyeMmoli KpoBM BEMUUHOW Mpu-
6nm13nTensHO ¢ 6ynaBouHyto ronosky (0,01 M, ManeHbkas Kanns) nocnefoBaTteflbHO MepeHOCAT CyXON CTEKNSAHHOW
NasiouKol Ha MNacTUHY B LLECTb TOYeK, KaXAYI0 - pAgoM C Kanjel CTaH4apTHOM CbIBOPOTKM (KOIMYECTBO MCChepye-
MO KPOBU AO/MKHO ObITb MpubAn3nuTensHo B 10 pa3 MeHbLle KOMM4YecTBa CTaHAApPTHOM CbIBOPOTKW, C KOTOPOM eé
CMELLMBAIOT), NOTOM MX OCTOPOXHO C MOMOLLbIO CTEKNSAHHBIX MAaIoYeK C 3aKPYTrNEHHBIMU KpasMy NepeMeLLBatoT.

Bo3moXHa 60/iee npocTas MeTOAMKA: Ha Tapenky HaHoCAT 04HY G0MbLUYH Kanit KpPoBW, U3 KOTOPOW eé 3abupatoT
YronkoM MNpeiMeTHOro CTeKfa W MepeHoCAT B KaXKAYI Kanto CbIBOPOTKW, akKypaTHO mnepemMelunBas C MOC/iefHeiA.
Mpn 3TOM BCAKWIA pa3 KPOBb 6epyT HOBbIM YrO/IKOM CTEKNA, CNefs 3a TeM, YToObl Kanau He CNnBanCh.

3. MNocne cMelnMBaHMA NAaHLWeT Nepruoanyeckn NoOKaymBatoT.

ATTNIOTUHALMA HauMHaeTcs B TedeHue nepsbix 10-30 ¢, ogHako HabnwogeHwe cnefyet 06a3aTefibHO BeCTU 40 5
MUWH BBMAY BO3MOXHOCTU 60fiee No3fHel arrnioTUHaLWMK, HanpuMep ¢ aputpounTamu rpynnbsl A2(M1).

4. B Te kaniu, rge npou3oLunia arrnTuHaums, o6aBnsoT No 04HOW Kanie U30TOHWMYECKOro pacTsopa x/iopuja
HaTpuWs, NOCNe Yero OLEHUBAKOT pe3ybTaT peakuum.

TpakTOBKa pe3yibTaToB

Peakuusi arrniOTMHaLMM MOXET OblTb MOMOXKWUTENbHOW WAM  OTpMUaTensHOW. Mpn NONO>KMTENbHOW peak-
LM 06bIYHO B TeueHue nepBbix 10- 30 ¢ B CMecU MOABNAIOTCA BUAMMbIE HEBOOPY>KEHHBLIM B3r/NS40M MeSiKue KpacHble
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38pHBILWKN (arrOTUHATBI), COCTOSILLME U3 CKMIEEHHbIX 3PUTPOLMTOB. Meskue 38pHbILLKM NOCTEMEHHO CAMBAKOTCS B
6onee KpynHble 38pHa, a UHOMAa B X/10NbA HenpaBubHOW (opMbl. TpU 3TOM CbIBOPOTKA YaCTUYHO WA MOAHOCTbLIO
ob6ecueumnBaeTcs. MoN0XKUTENbHAA peakLms MOXET O6bITb NECKOO6Pa3HOM 1AW NenecTKoBol (CM. pUCyHOK 1).

LR 2
*o*e
¢ e oo ' '

/ Vg A

y
a) 6) B)
PI/IcyHOK 1 BM,qu arrnioTunHauun: a - arrntoTuHauun HeT; 6 - I'IECKOO6pa3HaFI arrnioTuHauma; B - nenecTkKosad
arrnioTuHayna

Mpu oTpruaTenbHOW peakuun Kannis ocTaéTcs paBHOMEPHO OKpPAaLLUEHHOM B KPacHbIA LBET, B Heli He 06HApYXu-
BAtOT HMKAKMX 3EpHbILLEK (arrTUHATOB).

Pe3ynbTaTbl peakuuii B Kannsx ¢ CbIBOPOTKaMMW OAHON 1 TO Xe rpynnbl (4ByX cepuil) 4OMKHbI COBMaAaTh.

MpyHaANeXHOCTb UCCNeAYeMO KPOBU K COOTBETCTBYIOLLE/ rpynne onpeAenstoT no HaMYMi0 UM OTCYTCTBUIO
arrflTUHALKMK NpU peakuun C COOTBETCTBYIOLWMMY CbIBOPOTKaMMK Mocne HabnogeHus B TedeHne 5 MUH (cM. Tabn.
10. 1.

Mpu aTom cnegyet OTMETUTb, YTO €C/IN CbIBOPOTKM BCEX TPEX rpynn Lanu MOMOXKUTENbHYIO peakuuto, 3TO yKasbl-
BaeT Ha TO, YTO MCMbITyemas KpOBb COAEPXUT 06a arrntoTuHoreHa (A u B) u npuHagnexxuT K rpynne AB(IV). OfHa-
KO B TaKUX CAyYasX A4/1 UCKYEHUS Hecneumuyeckor peakumm arriioTMHaLumM Heo6xoanmMo nNpoBecTy AONOAHN-
TeNbHOe KOHTPOJSIbHOE MCCnefoBaHUe WUCMbITYEMOM KPOBW CO CTaHLAPTHOW M30remMarrnioTUHUPYIOLWEA CbIBOPOTKON
rpynnbl AB(IV), He cogepalleil arrtoTUHUHOB. JIMLb OTCYTCTBME arrni0TUHALMMW B 3TOM Kanje Mpu Hanauumu ar-
rOTUHALMM B Kannsx, COAepXalnx cTaHgapTHble cbiBopoTky rpynn 0(1), A(1l) n B(111), no3BonseT cumTaTb peak-
LMo cneumnguryeckoi n oTHECTU uUccnegyemMyto Kpoeb K rpynne AB(1V).

arr,11Twowol npyn peakKHLW co rrawapTnbl W pynna Kpctou
wOlcm3wmnrawpyto|llnmum cbiwykrny|M11 awo|Y1LWI1|KX rpyHH
AL B{LU) AuwrT

o O O
wy O -

Wy O
uy O v

CnepfyeT OTMETWTb, YTO MPU HaNUYMK B UCCNeyemMoi KPoBM CNaboro aHTMreHa Ar peakuus arriloTUHaLWKM C Te-
MarrTUHUPYOWUMK ceisopoTkamu rpynn O(1) n B(1M) HaumHaeTca noxe (Ha 3-4-i MuH).

VaeHTUrkaumio noarpynn aHTureHa A NpoBOAAT B CEPOSIOrMYECKOin nabopaTopum ¢ MOMOLLbIO ChelmanbHbIX
aKcTpakToB M3 cemsaH Dolichos biflorus n Ulex Europeus. MepBblii M3 HUX arrlOTUHUPYET 3PUTPOLNTLI C aHTUTEHOM
A, HO He pearmpyeT c aHTUreHoM Ar, a BTOPOIi - Ha060poT.

10.2  OnpegeneHne rpynn KpoBW MepPeKPECTHbIM CNOCOO0M C MOMOLLbIO CTaHAAPTHbIX 3apuTpoumToB 0(1),
AW), B(1W).

Cnoco6 Haunbonee 4acTo MCMOMb3YHOT B Ceposiormyeckux nabopatopusx. CyTb MeTofa COCTOWUT B OnpejaeneHun
HanMuMs WM OTCYTCTBMS B UCCNEAYEMO KPOBW FPYMMOBbIX aHTUreHOB A M B ¢ MOMOLLbIO CTaHAapTHbIX u30re-
MarrlTUHUPYIOLLMX CbIBOPOTOK, & TakXKe rPYMnnoBbIX aHTUTEN & U P C NOMOLLbIO CTAHAAPTHbLIX 3PUTPOLMTOB. Peak-
LIMIO CO CTAHAAPTHLIMU CbIBOPOTKAMMW NPOBOAAT OMMUCAHHbLIM BbiLLe CNOCO60M.

Peakumto co cTaH4apTHbIMKU 3pUTPOLUTAMK NPOBOASAT CNefYHOLWMM 06pa3omM.

HeobxoanMmoe ocHalleHne

OcHalleHWe AN peakuuy co CTaHAAPTHLIMK 3pUTPOLMTAMKU OTINYAETCS TEM, YTO ANa eé NpoBefeHns HeobXoaMMbI
CTaHAapTHble apuTpouUMTLl TpéX rpynn kKposu: 0(1), A(M), B(1MM). CTaHAapTHble 3pUTPOLMUTLI MPUrOTaBAUBAIOT W3
KPOBW [JOHOPOB C 3apaHee WM3BECTHOWM rpynnoii KpoBu, XpaHAaT npu 4-8 °C. CpoK rogHocTu 2-3 aHs.

MeTogauka NnpoBefeHns peakLum

1 KpoBb ans uccnenoBaHus 6epyT U3 BeHbl B CyXYH0 NPO6UPKY, LEHTPUDYTMPYIOT UM OCTaBASKOT B NMOKOe Ha 20-
30 MVH A1 NONYYEHNA CbIBOPOTKMN.

2. Ha MapkupoBaHHYIO Tapefiky MUMNeTKOW HaHoCAT Tpu 60nblumx Kanau (0,1 M) CbIBOPOTKU UCCNefyeMoli KpoBu
13 NPOBMPKK, a PAAOM C HUMM - MO OHON ManeHbKoi kanne (0,01 M) cTaHAAPTHbLIX 3PUTPOLUTOB rPyNM.
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3. [JanbHeiilune mMeponpusTAs NPoOBOAST aHaNoOrMUYHO MEeTO4Y C MCMO/b30BaHWEM CTaHAAPTHLIX WM30TeMarrioTu-
HUPYIOLLMX CbIBOPOTOK: COOTBETCTBYHOLLME KanauM CMELUMBAIOT CTEKMSHHbLIMM NasoyKamu, MAaHWeT MNOoKayWBatoT,
Hab/MoaloT B TeUeHMe 5 MUH, B Kanau ¢ arrnioTuHauuel o6aBnsioT M30TOHMYECKWI A pacTBoOp Xnopuaa HaTpus, no-
C/e Yero OLieHMBAKOT pe3ynbTar.

arrnoTuHauuun Hanunuune arrnoTuHauunm npu
MpU peaunilwy ra ctanpgaprHbimMmm peakuuu co cram™muplubinn rpynnel
MAMreLannio rKHUPY W UM i TPHTPOUMTAMIN CNCAYH WHK Kponu
CblMOpOTKanMun crneayrouwmnx rpynn rpynn
ow AwW) B (L) AB(1V) ow ALl B (L)
. - _ _ 1

1 \ - » nw >
1 t - 1 B,LlW1)
1 1 1 . AB,(TV)

1 an‘"W>'roHBays: - arrnioTUHALMA areyrcTByeT: * peakuuio HC MPOBOAAT.

TpakTOBKa pe3ynbTaToB
OLEHMBAIOT AaHHble, MOMyUYeHHble MpU 06enX peakumsax (Co CTaHAAPTHLIMW W30reMarriOTUHVUPYHOWMMU ChbiBO-
POTKaM W CTaHAAPTHLIMW 3pPUTPOLMTAMMU). .

Oc06eHHOCTb TPAKTOBKM Pe3ynbTaToB peakLuu €O CTaHAAPTHbIMU 3pUTPOLMTaMU - 3pUTPOLUTLI rpynmbl 0(1) cun-
TalOT KOHTPONIbHbIMU (B HUX HET aHTUIEHOB, YTO AeNfaeT NMPUHLMUMUAbHO HEBO3MOXHOM CrneLnguryecKyto peakLuio
arrnoTMHaUum ¢ Nto6oi CbiIBOPOTKONRA).

Pe3ynbTaT mnepekpécTHOro crnocoba cuMTardT LOCTOBEPHBLIM, TO/LKO €C/IU MpU OLEHKE pe3y/bTaTOB peakuuu co
CTaHAAPTHBIMM U30TremMarrIloTUHUPYHOLWUMUN ChIBOPOTKAMU U CO CTaHAapTHbIMW 3pUTpOLMTaMi OTBETbI O Fpymne
nccnefyemoii KpoBu coBnafatoT. Ecnm 3Toro He mponcxoauT, obe peakuun cnefyeT nepefenars.

O6Lwan mMeToAMKa MPOBeAEHUS WUCCNefOBaHUA Ha onpejeneHUs rpynn Kpou W/vnu MHAUBUAYaNbHYKO COB-
MeCTUMOCTb AOHOpa W peuunueHTa MeTOA0M arrloTUHAaLUKN Ha MJI0OCKOCTW C UCMO/Ib30BaHUeM MiaHLweTa no-
JIMMEPHOr0 MMMYHO/IOT MYECKOT 0.

Mpoba NpoM3BOAWUTCA C MCNOML30BAHWEM CreLuanbHbIX CEPONOrMYECKUX CbIBOPOTOK M MaHLleTa MofMMEPHOro
MMMYHO/0TMYECKOT .

1 [Ana npoBedeHMs aHanM3a Ha OnpejeneHve rpynnbl Heo6XO0AUMMO NPOMapKMpoBaTh MMaHLIET YKa3as
DUO/MHANBNAYaNbHbLIN KO NaLMeEHTa WAK XKe YHUKaNbHbIWA Kog Npoobl.

2. N3 npobupkn ¢ mccnegyemori KpoBbko (Npo60i1) OCTOPOXHO 0TOOpaTh aHanM3WpyeMblii MaTepuan, KOTOpblIi
MOXET ObITb NPeACTaBNeH KaK LieNbHOW KPOBb, NNa3Mol, CbIBOPOTKOM, OTMbITBIMU WX HC P/;MbITbIMWA 3pUTPOLUTaMU
B 00bEME [OCTATOYHOM Ans npoBejeHUs aHanu3a (BHumaHue! O6bEM M TWN aHanmsMpyemoro obpasua ykasaH B
MHCTPYKLMUN K HAbopy peak TWUBOB ANS MPOBELEHWUS MCCNefoBaHWMA, Nepej NpoBeAeHWEM UCCNefoBaHUA HeobXo-
AMMO 03HAKOMUTBCS C MHCTPYKLUUeli K Habopy!).

3. /3 Habopa Ans npoBefeHNUst UMMYHOIOTMYECKOT0 aHanm3a 0TobpaTb HEOOXOAMMOe AN NPOBeAeHNS UCCNesoBa-
HUA KOMIMYECTBO PeakTMBa Y HAHECTU PSAOM C UcCiefyeMbiM 06pa3LLoM.

4. Kannu nepemeLlatb CTEKIAHHOA/NOAVMEPHON NasoYvKON.

5. HabntogaTb 3a peakunein B TeYeHUM 5 MUHYT Npy NOCTOSIHHOM MOKauMBaHUW NnaHweTa. B cnyyae Heo6xo4umo-
cTn fobasutb 1-2 kanam (50-100 Mkn) pacTBopa HaTpus xnopuaa, 0,9%.

TpakToBKa pesynbTaToB peakumn
PeakUys B Karnie MOXeT GbiTb NMOMOXNUTENLHOW MM OTPULLATENBHOIA.

a) MonoXnTenbHbIl pesynbTaT (+) BbIPKAETCS B arrOTUHALMM 9PUTPOLIMTOB, arrfioTUHATLI BUAHLI HEBOOPY-
)KEHHbIM [/1a30M B BUAE MENKUX WU KPYMHbIX KPacHbIX arperatoB. Pe3ynbTaT MCCNEA0BaHWS B TAKOM Cryyae siBfisi-
eTCA MOMOXMTENbHBIM, B C/lyYae NPOBeJeHNs UCCneaoBaHMs Ha COBMECTMMOCTb KPOBU AOHOPA U PELMIUEHTa - KpOBb
He COBMECTMMa, MepenmBaThb Hefb3s! (CM. PUCYHOK 2).

PUCYHOK 2. MONOXNUTENbHbIN pe3ynbTaT (+) BblpaXaeTcs B arrTUHALMM 3pUTPOLMTOB, arrloTMHATLI BUAHLI HEBO-
OpPY)XEHHbIM FN1a30M B BUfE MENKMX WA KPYMHBIX KPAacHbIX arperaros.
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6) Mpy oTpuuaTenbHOM pesynbTaTe (-) Kanas OCTaéTCs rOMOreHHO OKPALLeHHOW B KpacHbIA LBET, arrioTUHAThLI B
Heil He o6HapyXuBaloTcsA. Pe3ynbTaT UCCMefoBaHUS B TaKOM Chydae ABASETCH OTpuuaTe/lbHbIM, B Cly4yae npoBeje-
HUS MUCCNej0BaHMS Ha COBMECTUMOCTb KPOBU AOHOpa Y PeLunueHTa - KpOBb € COBMECTUMA, MepennBaHue AonycTu-
Mo! (CM. puCyHOK 3).

PricyHok 3. OTpuuatenbHbIli pe3ynbTaT (-) Kanas 0CTaéTcsl FOMOreHHO OKPaLLUeHHOM B KpacHbI LBET, arriloTUHAThbI B
Heil He 06Hapy>KUBatOTCA.

OnpegeneHve rpynnoBoii NPUHALIEXHOCTU CbIBOPOTKM MPU MOMOLLM CTaHAAPTHbIX 3pUTpouMTOB no: Cu-
cteme ABO

OnpefeneHve NPOM3BOAUTCA HAa UMMYHOMIOTMYECKOM MNOMMMEPHOM MiaHLWeTe MOIMMEPHOM VMMYHO/IOTMYECKOM
CO CMauuBaemMoii NOBEPXHOCTbIO (MPUrOAHbIE BapMaHTbl UCMOMHEHMS NaHWeTa: apTukyn M-01”aptukyn M-02 ap-
Tnkyn M-03, aptukyn M-04, aptukyn M-05, aptukyn M-06, aptnukyn M-07, aptukyn M-08, aptukyn M-09, apTukyn
M-010, apTukyn M-011). K Kaxayro nyHKy MnaHLIeTa HaHOCAT MO OAHOW ManeHbKoi kanne (0,01 mn) cTaHAapTHbIX
aputpouuToB rpynn 0(1), A(1l), n B (111). Ha kaxayto kannto sputpoymtos (0,03-0,05 mn )kanatoT ogHy 60MbLUyHO
Kanno (0,1 mn) ncnblTyemoi CbIBOPOTKM C TeM, YTOObl COOTHOLLEHME KO/IMYECTBA IPUTPOLUTOB U CbIBOPOTKM 6bIN0O
npnénusuTensHo 1:10. SpMTpOLMTLI NepeMeLLNBAOT C ChIBOPOTKOW CyXOi CTEK/SAHHOWM NanoyKoi, NNacTUHKY Crerka
noKaumBaloT, 3aTeM Ha 1-2 MWUHYTbl OCTaBAAOT B MOKOE, MOTOM CHOBa MOKA4MBAKOT WM OAHOBPEMEHHO HabnaaloT
pesynbTar.

HabntofeHve NpoBOAAT B TedeHMe 5 MUHYT. Uepe3 3-5 MUHYT B KaXXAYH Kannto, B KOTOPOW HacTynuna arrnioTu-
Hauws, go6asnaoT 1 kannwo (0,1 mn) nsoToHu4veckoro pactsopa NaCl (0,9%) v cHoBa NokaumMBakT MNACTUHKY.
Pe3ynbTaT (MKCUPYIOT BU3yanbHO. Pe3ynbTaT yuMTbIBAOT MO HaMUMI0 WM OTCYTCTBUIO arrfil0TUHaLMW B KaXoM
Kanne. Mpn 3TOM BO3MOXHbI YeTblpe BapuaHTa:

- arrnioThHaumMa Hactynuna ¢ saputpouutamu rpynn A(M) n B (I11), Ho oTcyTcTBYeT ¢ sputpoymTamu rpynnbl 0(1).
370 yKa3blBaeT Ha Ha/MuMe B UCMbITYEMOL CbIBOPOTKE ABYX arrlOTUHUMHOB anb®a (aHTu-A) n 6eta (aHTK-B), T.e. Ha
NPUHaLNEXHOCTb MCMbITYEMON CbIBOPOTKM K rpynne O anbta 6eta(l);

- arrniTUHaUMA HacTynuna c apuTpouutamu rpynnsl B(M1) n otcytcTByeT ¢ sputpoymtamm rpynn 0(1) u A(M). 310
YyKa3blBaeT Ha Haluuve B WUCMbITYeMOW CbIBOPOTKe TO/bKO arrfiloTUHMHA 6eTa (aHTW-B), T.e. Ha NpUHaANEeXHOCTb
NCNbITYeMOI CbIBOPOTKM K rpynne A 6eta(M);

- arrnioTUHaUUa Hactynuna ¢ aputpountamm rpynnbl A(IM) n oTcyTCcTBYET € puTpouuTamu rpynn 0(1) n B(M1). 310
YKa3blBaeT Ha Ha/iMume B UCMbITYEMON CbIBOPOTKE TO/MLKO arrtoTUHWHA anbga (aHTu-A), T.e. Ha NPUHALNEXHOCTb
NCNbITYeMOl CbIBOPOTKM K rpynne B anbga(1);

- arrnioTUHAaLMA OTCYTCTBYET C 3pUTPOLMTaMM BCeX TPexX rpynn. 3TO yKasbiBaeT Ha OTCYTCTBUE FPYMMOBbIX arrto-
TUHWHOB, T.e. Ha NPUHAANEXHOCTb UCNbITYEMOR CbIBOPOTKU K rpynne AB (1V).

B kauecTBe npumepa npuBefeHo (oTorpaduyeckoe n3obpaxeHue NpoBeAeHUA TecTa Ha ONpefefieHVe rpynnoBoi
NPUHALNEXHOCTU CbIBOPOTKM NPWY MOMOLUM CTaHAAPTHbLIX 3pMTPOLMTOB No cucteMe ABO, B KayeCTBe MCCNefyemoro
obpasua mcnonb3oBanca obpasey kposu B (111), Rh(-), B kayecTBe BCMOMOraTe/ibHbIX PeakTUBOB MCMNONb30BA/IUCH
CTaHapTHble Cepo/iornyeckne cbiBOPoTkM AHTU-A, AHTU-B, AHTK-Pcynep.

PucyHok 3. OnpefeneHvie rpynmnoBoil NPUHAANEXHOCTM CbIBOPOTKU MPU MOMOLLM CTaHAAPTHLIX 3pUTPOLUTOB
no cucteme ABO. NccnegoBaHue npoBoannoch Ha obpasue kposu B (I11), Rh(-). JTlyHka A - oTpuuaTtenbHas peakuus
06pasLa KpoBu ¢ aHTMTeNnamu AHTU-A, iyHKa B - nonoxuTenbHas peakuus o6pasia KpoBu C aHTUTenamy AHTU-B,
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nyHka AB - nonoxuTtenbHas peakuus obpasua Kposu ¢ aHTUTenamMm AHTU-AB, nyHka D - nonoxutenbHas peakuus
o6pasua KpoBum ¢ aHTUTENamu AHTU-Dcynep.

Mpoba Ha UHAMBMAYANTbHYIO COBMECTUMOCTb MPOM3BOAMUTCA B TeYeHMe 5 MUHYT, Ha MIOCKOCTW, MPU KOMHATHOM
Temneparype.

OnpepenexHvie MpPoOM3BOAMTCA Ha MMMYHO/IOTMYECKOM MOMIMMEPHOM MJaHLIETe MOSMMEPHOM WMMYHO/IOMMYECKOM
CO CMayvBaeMoi NOBEPXHOCTbIO (MPUrOAHbIE BapvaHTbl UCMONHEHUA NnaHweTa: apTukyn M-01, aptukyn M-02 ap-
Tukyn M-03, aptukyn M-04, aptukyn M-05, aptukyn M-06, aptukyn M-07, aptukyn M-08, aptukyn M-09, apTukyn
M-010, apTnkyn M-011). Ha nnacTuHke HagnucaTb (GaMuIvIO, MHULUMANbl WM FPynny KpPoBW 60/bHOrO, hamununio,
MHULManNb! 1 rpynny KpoBu AOHOPa M HOMep KOHTelHepa C KPOBbIO.

Ha nnacTuHKy Hakanatb 2-3 Kanju CbIBOPOTKM 6ONBLHOIO M TyAa Xe A00aBUTb MaseHbKYH Kanii KpoBu AoHOpa
TaK, YT0Obl COOTHOLLEHNE KPOBU U CbIBOPOTKM Oblno npubnusutensHo 1:10 (gns yao6CTBa peKOMeHAyeTcs cHavana
CMYCTUTb Yepe3 WUr/y HEeCKO/bKO Kareflb KPOBM A0HOPa Ha 60PT NIacTWHKW, a 3aTeM OTTY[a KOHLIOM CYXOW CTEeK/SH-
HOI Nanoyvky NepeHecT ManeHbKYH0 Kani KpoBM Ans nepeMellnBaHus € CbIBOPOTKOM 60/1bHOTO).

KpoBb pa3meLlaTtb C CbIBOPOTKOW CyXOW CTEKNAHHOW MafOuKOR, MNacTUHKY Cerka nokavatb, 3aTemM Ha 1-2 MUHY-
Thbl OCTaBWUTb B MOKOE M CHOBA NepuoanMyeckn nokaymsatb, OAHOBPEMEHHO Habnodas 3a XOA40M peakuun B TeyeHue 5
MWHYT.

OueHka pesynbTarta.

Pe3ynbTaT PUKCMPYIOT BU3YanbHO. ECiM B cMecy CbIBOPOTKM 60/IbHOMO M KPOBU [OHOPa HAcTynuna arrnioTuHaums
3pUTPOLMTOB - arrNiOTUHATLI BUAHbI CHayana B BUAe MENKWX, 3aTEM KPYMHbIX KOMOYKOB Ha (DOHE MONHOCTHLIO WK
MOYTM MONHOCTLIO 06eCLBEYEHHOMN CbIBOPOTKU - 3TO 3HAYMT, YTO KPOBb AOHOPa HECOBMECTMMA C KPOBbLIO 60/ILHOMO U
He JOo/MKHa 6bITb eMy nepenuTa.

Ecnm cmecb KpoBUM [OHOPa U CbIBOPOTKM 6OLHOIO MO UCTEYEHUM 5 MUHYT OCTaeTcs roOMOreHHO OKpalleHHOM, 6e3
NPU3HAKOB arrniTUHALMK, TO 3TO 03HAYAET, YTO KPOBb JOHOPA COBMECTMMA C KPOBbIO 60/1bHOTO.

CnefyeT MOMHUTb, YTO MPY HECOBMECTUMOCTY arrMioTUHALMA HAcTynaeT 06bIYHO B TeUeHUEe NepBOli MUHYTHI, HO
npy HWU3KOM TUTPE aHTWUTen y 6O/LHOro, a TakXke Npu cnabo BbIpaXXeHHOW aKTMBHOCTM arrt0TMHOreHa y AoHopa
(Hanpumep, nogrpynna A2), arriloTUHALMA MOXET HACTYMUTb 3HAYUTENIbHO MO3XKe, MHOTAa TONLKO K KOHLY 5-i1 Mu-
HYTblI.

[Mpy HEKOTOPbLIX MAaTOMOrMYECKNX COCTOSHMAX, HarmpuMep, Mpu OXorax, Uuppo3ax rneyeHu, Npu CENTUKO - NUEMU-
YeCKMX COCTOSHUAX, CbIBOPOTKA 60/bHbIX NpMOBpeTaeT CBOWCTBO BbI3blBaTb HeCMeUnpuUeckoe CKnensaHue apuTpo-
LUMTOB B TaK HasblBaeMble MOHETHble CTONBUKWU, CUMYNUPYIOLLME arritoTUHALMIO, NMO3TOMY BbI6OP COBMECTUMOW
KPOBU TakUM GONbHbLIM 6bIBAET 3aTPYLHEH.

B atux cnydyasax cnefyeT BHOBb NPOBEPWUTL PYNMOBYIO MPUHAANEXHOCTb KPOBM [LOHOpa W GONLHOIO W, eciu B
3TOM OTHOLUEHUW He OblNo OWKU6KU M KPOBb BblbpaHa MpaBW/bHO, MPOBEPUTL pPe3y/bTaT Npobbl Ha COBMECTUMOCTb
MWKPOCKOMMWYECKN MpW NOAorpeBaHun u fobasneHun nsotoHmveckoro pactsopa NaCl. [11s 3Toro cHoBa npousBecTyt
npoby u, ecnm Npy MUKPOCKONUW BUAHbI He arrnioTUHATbI U3 3pUTPOLUTOB, a "MOHETHbIe-eTONBMKKN", 1 Npu nocne-
Aylolem pobasneHnn 2-3 Kanenb U3oToHMYeckoro pactsopa NaCl v nogorpesaHumn o 37 rpag. C OHM pacxogarcs u
3pUTPOLMTLI pacrnofaralTca B BUAe FOMOFeHHOM B3BECM - MOXHO CUMTaTb KPOBb [JOHOpA WHAWBUAYa/bHO COBMe-
CTUMOW.

10.3 TMpoba Ha cOBMeCTUMOCTb Mo rpynnam Kpoeu ABO foHopa 1 peyunueHTa.

Mpoba Ha coBMeCTUMOCTb N0 rpynnam Kposu ABO npou3BoAMTCA B TeyeHWe 5 MUHYT, Ha NIOCKOCTW, NpU KOM-
HaTHOI TeMnepatype.

OnpefeneHvie NPOU3BOAUTCSA HA MUMMYHOJ/IOTMYECKOM MOJSIMMEPHOM MaHLIETe MOSMMEPHOM WMMYHO/I0TMYECKOM
CO CMayMBaeMoi MOBEPXHOCTLIO (NPUTOAHbIE BapuMaHTbl MCNOMHEHUA NnaHweTta: apTukyn M-01, aptukyn M-02 ap-
Tnkyn M-03, aptukyn M-04, aptukyn M-05, aptukyn M-06, aptukyn M-07, aptukyn M-08, aptukyn M-09, aptukyn
M-010, aptukyn M-011). Ha nnacTuHKe Hagnucatb (aMWUaMIO, UHWLUMAMLI U FPynny KpoBu 60MbHOro, (amunuio,
VHUL M/l Y rpynny KpoBM LOHOPa M HOMEP KOHTeiHepa ¢ KPOBbHO.

Ha nnacTuHKy HakanaTb 2-3 Karnau CbIBOPOTKU GONLHOrO M TyfAa Xe A06aBUTb MaseHbKYK Kanal KpoBW JoHOpa
TaK, UTO6bl COOTHOLLEHME KPOBM U CbIBOPOTKM OblNo npubnnsutensHo 1:10 (ans yao6cTBa peKOMeHAyeTcs CHadvana
CMYCTMTb Yepe3 UrIy HeCKONbKO Kamesb KPOBW JOHOpa Ha 60PT NAacTUHKM, a 3aTeM OTTyAa KOHLLOM CyXOl CTEKSH-
HOI ManoYKN NEPEHECTV MaNeHbKYHO Kamnko KpoBU A/ MEepPeMELLIVBaHNS C CbIBOPOTKOW 60MbHOTO).

KpoBb pa3meLlaTtb € CbIBOPOTKOW CyXOi CTEKNSAHHOW Mafoykomi, NNacTUHKY Crerka rnokavarb, 3aTeM Ha 1-2 MUHy-
Tbl OCTaBWUTb B MOKOE WU CHOBA NEpUOAMYECKN MOKa4MBaTb, OLHOBPEMEHHO HabNlo4as 3a XO40M peakuun B TeueHue 5
MUHYT.

OueHka pesynbTara.

PesynbTar (MKCUPYIOT BU3yaNbHO. ECM B CMECU CbIBOPOTKM 60NbHOI0 U KPOBM LOHOPA HACTYNuUAa arrnioTuHaLms
3pUTPOLMTOB - arrlOTUHATLI BUAHLI CHayana B BUAe MeSIKMX, 3aTeM KPYMHbIX KOMOYKOB Ha ()OHe MOSHOCTbIO WAn
MOYTM MONHOCTLI0 06eCLBEYEHHOW CbIBOPOTKU - 3TO 3HAYMT, YTO KPOBb [OHOPA HECOBMECTUMA C KPOBbIO 60/IbHOr0 1
He Jo/MKHa 6bITb eMY NepenuTa.

Ecnu cMecb KpoBW JOHOPA W CbIBOPOTKU 60/IbHOMO MO UCTEYEHUWN 5 MUHYT OCTaeTCA rOMOreHHO OKpalleHHOW, 6e3
NPU3HAKOB arrfTUHALMK, TO 3TO 03Ha4aeT, YTO KPOBb AOHOpa COBMECTWMMA C KPOBbIO OONbHOMO0 B OTHOLLEHWUU
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rpynn Kposu cuctemsl ABO.

CnepyeT MOMHWUTb, YTO NPU HECOBMECTMMOCTM MO rpynnaMm Kposu ABO arrnioTvHauus HacTynaeT 06bl4HO B Te-
UeHWe MepBO MWHYTbI, HO NPV HU3KOM TUTPE aHTUTeN Y 60MbHOMO, a TakXke MpW €Mabo BbIPaXEHHO aKTUBHOCTU
arrflTUHOreHa y fgoHopa (Hanpumep, noarpynna A2), arriloTUHALNUA MOXET HacTynUTb 3HAYUTENbHO MO3XKe, WMHO-
rfa TONbKO K KOHLY 5-1 MUHYTI.

Mpy HEKOTOPbIX MAaTOIOrMYECKNX COCTOSHUAX, HanpuMmep, Npu 0XKorax, Lmppo3ax rneyeHun, npu centuko - nuemu-
YeCKUX COCTOSHUAX, CbIBOPOTKA 6O/bHBLIX NPUMOGpeTaeT CBOMNCTBO Bbi3blBaTb HeCcreundruyeckoe CKensaHue apuTpo-
LUMTOB B TaK Ha3blBaeMble MOHETHbIe CTO/IOMKU, CUMYMMPYHOLLME arrlTUHALMI0, NO3TOMY Bbi6GOP COBMECTVMONA
KPOBW TaKUM 60NbHbLIM 6blBaeT 3aTPYAHEH.

B aTux cny4yasax cnefyeT BHOBb MPOBEPUTL FPYNMOBYI MPUHALMNEXHOCTb KPOBM AOHOPa U GONLHOIO W, ecin B
3TOM OTHOLLEHWUM He 6blf0 OWMOKM U KPOBb BbibpaHa NpaBuIbLHO, NMPOBEPUTL pe3ynbTar npobbl Ha COBMECTUMOCTb
MWUKPOCKONUYECKW Npy NoforpesaHnn v gobasneHnn M3oToHuYeckoro pacteopa NaCl. [11s 3Toro cHoBa npoun3BecTy
npody u, eciv Npyu MUKPOCKOMNUM BUAHBI He arrlTUHATLI U3 3pUTPOLMTOB, @ "MOHETHbIe CTONGMKKM", 1 Npy Mocne-
Aytowem pobasneHnn 2-3 Kanenb M3oToHMYeckoro pactsopa NaCl u nogorpesaHuu go 37 rpaf. C oHM pacxogatcs u
3pUTPOLMTBLI pacnonaratoTcs B BUAE FOMOreHHOM B3BECU - MOXHO CUMTaTb KPOBb JOHOpA COBMECTUMOWM B OTHOLLUe-
HWUM Tpynn Kposu cuctembl ABO.

104 OnpefgeneHne rpynnoBoil NPUHAAIEXHOCTM 06pa3oB KPOBM MpY MOMOLLM CTaHAAPTHbIX FreMar/itoTUHU-
pyoLwmx CbIBOPOTOK IMO:
e Cwucteme ABO *
e Cucteme «Pe3yc» MeTOAOM peakuuu MpPsiMOi arrloTUHALMKX NPy NOMOLLM PeaKTUBOB, COAEp KaLL X
aHTuUTena TMna: Ahth-D, aHTU-C, aHTN-C, aHTN-Cw, aHTU-E n aHTu-e.
¢ cucteme «Kell» MeToAOM peakuun MAPSIMONM arrAlTUHAUMWM NPy MOMOLLW pPeaKTUBOB, COAepXKalinx
aHTuTena TMna aHTn-K K aHturedy K

B cnydyae npoBefeHve TeCTUPOBaHUA Mo cucteMe ABO: MeTOAOM peaKuuMy NPSIMO arrlTUHALMK Npu no-
MOLLM peaKTUBOB, COepXKallnx aHTUTena Tuna aHTu-C 1 aHTu-c:

CTaHAapTHbIE CbIBOPOTKM HAHOCAT Ha MMMYHOMOTMYECKUIA NOAMMEPHOM MfiaHWweTe NOSMMEPHOM UMMYHOMOrNYe-
CKOM CO CMa4yMBaeMoi MOBEPXHOCTbIO (NPUTOAHbIE BapuaHTbl UCMONHEHNS NnaHWweTa: apTukyn M-01, aptukyn M-02
apTukyn M-03, aptukyn M-04, aptukyn M-05, aptukyn M-06, aptukyn M-07, aptukyn M-08, aptukyn M-09, apTu-
Kyn M-010, aptukyn M-011), no ogHoin 6onbluoi kanne (0,1 mn) y npefBapuTefibHO HAAMMCAHHOTO 0603HAYeHMS.
Bo usbexkaHne OWNOKM NpY KaXKLOM ONpejeneHMn rpynmnbl KPOBU NPUMEHSAIOT MO ABa 06pasua arrnioTUHUPYIOLWNX
CbIBOPOTOK (LLO/INK/IOHOB).

ViccnefyeMyto KpoBb HAHOCAT MO OfLHOM ManeHbKoW Kanne, npn6au3utensHo B 10 pa3 MeHblUe Kamnau CbIBOPOTKM
(0,01 mn), psgom c KaXAoi Kanneli CbiBOPOTKM. KpoBb TWaTe/lbHO NEpeMELUVBalOT C CbIBOPOTKOM CTEKNSHHONM na-
NOYKOW UAM YrIoM NpesMETHOr0 CTeK/a, KOTOpble MPOMbIBAKOT M JOCYXa BbITUPAOT Mepes pasMeLLMBaHUEM KaXaoi
Kannu.

HabntofeHve 3a X040M peakuum NpousBoAAaT Npy IEFKOM NOKayvBaHUW MAaHLIeTa B TeYeHUe NATU MUHYT.

Pe3ynbTaT peakuun B KaXJoW Kanne MOXET ObiTb MOMOXUTENbHBIM (+) UAn oTpuuatensbHbiM (-). PesynbTaT k-
CUPYIOT BU3YaslbHO.

MoNnoXnTeNbHbIN pe3ynbTat (+) BblpaXaeTcs B arrfloTUHALUM (CKNenBaHUM) 3pUTPOLIMTOB - arr/it0TUHATbI BUAHbI
HEBOOPYXXEHHbIM [/1a30M CHayana B BUAE MENKUX KPaCHbIX 3ePHbILLIEK, MOCTEMEHHO CAMBAIOLWLMXCSA B 60Mee KpymHble
xnonbs. Fpy 3TOM CbIBOPOTKA NOCTeNeHHO 06ecLBeYnBaeTCs.

Mpwy oTpuuaTenbHOM peakuun (-) Kanis ocTaeTcs paBHOMEPHO OKpaLLEeHHOM.

ATTATAHALWA HacTynaeT 06bI4HO B TedeHue 10-30 ceKyH[, 0AHaKO HabnoaeHne NPOBOAAT He MeHee NATU MUHYT
BBMAY BO3MOXHOCTW MO3A4HEr0 HacTynjaeHus arrfloTuUHauuM B cnydvae cnaboil arrntoTMHabenbHOCTU 3pUTPOLUTOB
(A2 nnn A2B).

Mo mepe HACTynneHWUs arrnioTUHALMK, HO He paHee TpexX MUHYT, B 3TV Kanau J06aBnstoT No oAHOM 60/bLIONA Kan-
ne (0,1 mn) nsotoHunyeckoro pactsopa NaCl gns paspyLueHus MHOrga HacTynatoLlei NOXHOW arriTuHaLmn - He-
cneumipunyeckKoro cKnerBaHUs apuTPOLUTOB, B TOM YUC/IEe B TaK Ha3blBaEMble MOHETHbIE CTONBUKN.

B cnyuyae npoBegeHWe TecTUpoBaHua no cucteme ABO, B TeX Cly4asx, Korja NonoXWTeNbHbI pesynbTar nosyya-
eTCs CO CTaHAapTHbIMU CbIBOPOTKaMW BCeX Fpynmn (BO BCex Kannax), 4N UCKNHYEHWUs Hecneuuquyeckon arrnioTu-
HaUuuM Mpou3BOANTCA [LOMONHWUTENBHOE KOHTPOMbHOE WUCCMefOBaHWE WCMbITYEMbIX 3PUTPOLUTOB CO CTaHAAPTHOW
cbiBOpoTKOM rpynnbl AB (1V), He cofepxalleli rpynnoBbIX arrMlTUHUHOB. JIUlb OTCYTCTBME arri0TUHALWK C Cbl-
BOpOTKOW rpynnbl AB(IV) Mo3BonsieT y4ecTb MOMOXMTENbHbIV pe3ynbTaT peakumu ¢ CbIBOPOTKaMU aHTU-A+B, aHTu-
B, 1 aHTU-A KaK UCTUHHbINA.

B cnyuae npoBefieHMe TeCTUPOBaHWSA MO cucTeme Pe3yc» MeTOAOM peakuuu NPSIMOA arrtoTUHaUMU npu
NOMOLLM pPeaKTUBOB, COfepXKaLinx aHTuTena Tmna aHTu-C n aHTu-c:

OnpegeneHne aHTUreHa C npousBOAWUTCA B HATUBHOW KPOBM C KOHCEPBAaHTOM, B KpPOBU 6e3 KOHcepBaHTa, B TOM
yucne B3ATON M3 NasbLa.

Ha npessapuTensHo nogorpeTbiid (35-40 rpag. C) nnaHLWeT NOAUMEPHbIA UMMYHOMOMMYECKUA CO CMaynBaeMoin no-
BEPXHOCTbIO (NPUrofHble BapMaHTbl UCMONHEHUA NnaHLweTa: apTukyn M-01, apTukyn M-02 aptukyn M-03, apTukyn
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M-04, aptukyn M-05, aptukyn M-06, aptukyn M-07, aptukyn M-08, aptukyn M-09, aptukyn M-010, apTukyn M-
011) HaHecTM ofHY 60nblIYK Kannto peareHTa (npumepHo 0,1 M), O4HY ManeHbKYH Kani uccnefyemoinl Kposu
nnn apmtpounTtos (0,02-0,05 mn) n cmewats. Yepes 20-30 ceKyHf, Mocne CMELIMBaHMS NOKavaTb NAACTUHKY.
Pe3ynbTaT OLEHUTb BU3YaslbHO MO HAMYMIO MU OTCYTCTBUIO arrnioTUHaLMKU. YeTkas peakuus HactynaeT yepes 30-
60 cekyHA nocfie CMeLlBaHUA peareHTa ¢ apuTpoumTaMu. OKOHYaTeNbHbIA pe3ynbTaT peakuun cnefyeT yYuTbiBaTb
yepe3 NATb MUHYT. Haumbonee KpynHas M YeTkas arrfloTUHaUWA HabnogaeTcs npyv UCNOMb30BaHUU 3PUTPOLUTOB B
BbICOKOW KOHLiEHTpaLum.

B cnyuae npoBeAeHMe TeCTUPOBAHWSA MO cucTeme Pe3yc» MeTOAOM peakuMu MNPSIMOA arrniTUHaUMM npu
NOMOLLM PeaKTUBOB, COAepPXalLMX aHTUTea Tuna aHTu-E v aHtu-¢;

Ha nnaHLWweT NoAMMepHbIA MMMYHOMOMMYECKWA CO CMaYMBaeMOi NOBEPXHOCTbLIO (MPUrOAHbIE BapMaHTbl UCMOJHE-

HUS nnaHweta: aptukyn M-01, aptukyn M-02 aptukyn M-03, aptukyn M-04, aptukyn M-05, aptukyn M-06, apTu-
kyn M-07, aptukyn M-08, aptukyn M-09, aptukyn M-010, apTukyn M-011) HaHecTn ofHY 60MbLUYO Kanito peareH-
Ta (npymepHo 0,1 M), OAHY MafeHbKY Kana mccnegyemoin kposu nnm aputpoumnTos (0,02-0,05 mn) n cmewats.
Uepes 20-30 cekyHf mnoc/ie CMeLLMBaHNA MokayaTb MaacTUHKY.
PesynbTaT OUEHWTb BU3YanbHO MO HA/IMUMIO WKW OTCYTCTBUIO arrioTvHaunm. Yétkaa peakuus Hactynaet yepes 30-
60 cekyH[ Mocne CMeLIVMBaHWUA peareHTa ¢ apuTpouuTaMu. OKOHYaTeNbHbI pe3ynbTaT peakuun crnefyet y4YnuTblBaTb
yepes NATb MUHYT. Hanbonee kpynHas W Y€TKasa arrnoTuHaLua Habnogaetca npy UCMoMb30BaHUKM 3PUTPOLUTOB B
BbICOKOM KOHLEHTpauuu.

B cnyyae npoBeAeHMe TeCTUPOBaHUA MO cucTeMe Pe3yc» METOAOM peakumn NpsMOA arrfalTuHaumu npu
MOMOLLIM PeaKTUBOB, codepXKaliux aHTuTena tuna KELL:

[na vccnegoBaHus UCMONb3YIOT CBEXME - He 60/ee 2-X AHEBHOrO XpaHeHUs, He OTMbITble WM OTMbITbIE 3pUTPO-
UMTbI, B3ATble CO fHA NPOBUPKM Nocfie OTCTaMBaHUA OT CbIBOPOTKU (TPETbA (PpaKLms 3pUTPOLMTOB), NNasMbl C KOH-
CepBaHTOM WA (PU3MOMOTMYECKOrO pacTBopa. Mcnonb3yloT Takke LeNbHYH KpOBb, B3ATYIO M3 MPOKOna nNaibua
HernocpeACTBEHHO Mepes, UCC/e0BaHNEM.

TexHVKa onpeeneHns: Ha NA0CKOCTb nomewatoT ogHy kannto (0,05 -0,06 mMa) reMMarntoTUHUPYIOLLEN CbIBOPOTKU
aHTK-K 1 Kannao apuTpouuToB B kKonnyecTse 1/3 0T 06bEMa B3ATON CbIBOPOTKW. Kanau nepeMelLmnBatoT CTEKNAHHOM
NasoyuKol v Npy NJaBHOM NEepUoAMYEcKOM NOKaYMBaHWM MIaCTUHKM HAbMOLAIOT 3a XO40M peakLuy B TeueHue 5
MWHYT.

N. TEXHNYECKOE OBC/TY>XVNBAHWE

BHumaHme! MnaHweT ABNAeTCA 04HOPA30BbIM MEANLMHCKUM W3[e/IeM U He MojBepraeTCcA NOBTOPHOMY UC-
Nosib30BaHUo, CTepunn3aLnmn N TexHNYecKoMy 06CNy>KMBaHUIO, PEMOHTY.

BHumaHune! HE JOMYCKAETCHA npumeHeHne MnaHweTa npu 06Hapy>KeHnn AedeKT 0B, MEXaHUYECKNX NN
WHbIX NOBPe>KaeHWIA! —

12. TPAHCIOPTNPOBAHWE N XPAHEHWNE

TpaHCcnopTMpOBaHMe NaHLeTa OCYLLECTBAAETCS MO6bIM BUAOM KPbITOr0 TPAHCMOPTa, MPU YCMOBUM KX 3aLUTbI
OT 3arpsi3HEHUA U MeXaHUYeCKUX MOBPEXAEHWUA, B COOTBETCTBUM C MpaBuiamMy NepeBO3KU FPy30B, Ae/CTBYHOLMMU
Ha JaHHOM BWje TpaHCnopTa.

M3genns B Tape TPaHCMOPTUPYIOT XKeNe3HOAOPOXHbIM TPaHCNOPTOM B KOHTeiHepax mo FOCT 20435 wan TOCT
22225 nny NakeTMpoBaHHbIMU B TEPMOYCaZ04HYH MAEHKY. B KOHTelHepax Tapa AO/MKHa 6blTb YNOXeHa psgaMu c
3arno/iHeHVeM MyCTOT NPOK/IaA0UYHbIM MaTePUaoMm.

Ycnosusa TpaHCNOPTUPOBaHWA - npu Temnepatype oT MuHyc 40 °C go nntoc 40 °C 1 OTHOCMTENbHOM BAAXHOCTH
BO3ayxa no 98%.

MorpysKy, BKNOYast BHYTPU3aBOACKYHO, ciefyeT ocywecTtBnate no FOCT 12.3.009 n TOCT 12.3.020. Co6pacbiBa-
HVie Tapbl C TPAHCMNOPTHOIO CPeACTBa MpY pasrpyske He LOMyCcKaeTcs.

MnaHWweTbl JO/MKHbI XPaHUTLCA 3aLLWLLEHHBIMW OT 3arps3HeHWid, BO3AeWCTBUSA arpeccMBHbLIX Cpef W BeLecTB C
Pe3KMM 3anaxoM B KPbITbIX CYXMX CKNaACKMX NomeLleHnsx B ycnosuax rpynnsl 1 (J1) TOCT 15150, npu TemnepaTy-
pe ot natoc 10 °C go nntoc 40 °C 1 OTHOCMTENBHON BNaXHOCTW BO3ayxa A0 90%, Ha pacCTOsiHUM He MeHee 1 M OT
Harpesate/ibHbIX NPMOOPOB.

MnaHLWweTbl He A0/MKHbI CAINNATLCA BO BPEMS XPaHeHUs.

Tapa ¢ nnaHweTamMm MOXeT W TabenmpoBaTbCsa MO BbICOTE He H6oniee YeM B 4 psga npu CTPOroM cobn0AeHUN Bep-
TUKaNbHOCTW U YCTOWUMBOCTY LWTabens.

Mpn nocTaBke MNAHLLETOB B 3MMHWIA NEPUOS BPEMEHN UX HAANEXMUT BblAepXKaTb B YNaKOBKe B YUCTOM BEHTUAUPY-
eMOM MOMeLLEHUN Npu Temnepatype He HUKe 18 °C ¢ OTHOCMTENbHOW BNaXHOCTbIO Bo3dyxa (65+5) % He meHee 24
Y4acos.

13. YTUWIN3ALNA
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YTUnusaums M YHWUTOXEHWE WCNOMb30BaHHbIX W3MAeNNA  OCYLLECTBAETCA, CornacHo Tpe6oBaHusM CaHlMuH
2.1.7.2790-10, ncnonb3oBaHHble MO Has3HayeHW [MnaHLWeT OTHOCMTCA K O0TXodaM Knacca b (anugemmonornyecku
onacHble 0TX0fbl).

14, rapaHTuliHble o6a3aTenbcTBAa

141 WsrotoBuTeNb rapaHTUPYeT COOTBETCTBME MaHWweTa Tpe60BaHMs HACTOALIEr0 PYKOBOACTBA MO
3KCM/IyaTauum npy cob/I0AeHUN NPaBUA IKCMyaTalum, TPAHCNOPTUPOBAHNA U XPaHEHNS.

14.2 TapaHTWiiHbIA CPOK FOAHOCTM - 60 MECALEB CO [HS N3rOTOBMEHMS.

14.3 FapaHTUIHBIA CPOK XpaHEHUs! B YNaKOBKe MPeAnpusTUs-U3roTosnuTens - 60 MecsLes CO HS U3rOTOBNEHMS.

14.4 W3roToBuUTENlb B TEUYEHWE rapaHTUNHOrO CpOKa 06s3yeTcs 6e3B03ME3AHO 3aMEHATb He MPUroAHbIe K
Kcnnyaraunm n3gennda, ecnm noBpexXaeHna He CBA3aHbl C HapyLleHMEM MpaBu TPaHCNOPTUPOBaHUA, XPaHEHNA U
aKCMTyaTaLmu.

145 Mpy 06HAPYXEHUN CNEA0B HECAHKLUMOHMPOBAHHOTO BCKPLITUA W Ha/IMUMS MEXaHUYECKUX MOBPEXAEHN
YMNakKoBKN " TpaHCI'IOpTHOI7| Tapbl, W3rotToBuTe/lb CHUMaeT C cebsi OTBETCTBEHHOCTb O rapaHTMVIHbIM
O6F|3aTe}'|bCTBaM, YCTaHOB/IEHHbIM HaCTOAWWMMN TEXHUYECKNMU YCTOBUAMN.

MPEAYNPEXAOEHWE!
Mpn HapyLeH HOPM W NPaBuA NPUMeHeHUs MNaHLLeToB, YCTaHOBNEHHbIX B HACTOSLLEM PYKOBOACTBE MO IKCM/ya-
Tauumn, NpeanpusTNe-u3roToBUTENb 1 NPOJaBeL, He3aBUCKMO OT CPOKOB NPUOGPETEHUS NPOAYKLMM, He HECYT KaKoii
bl TO HM 6bI/10 OTBETCTBEHHOCTU 3a /H0GLIE NOCNEACTBMS, HACTYMMBLLME NPU NMPUMEHeHWUN MNaHLLeToB, B TOM YiuC/e
MOBNEKLLNE HaHeceHWe yulep6a 3[0pOBbi0 UYeNoBeKa.

15. CBWIAETENLCTBO O MPUEMKE

MnaHweT COOTBETCTBYET TEXHNUYECKUM yCnoBuaM TY 22.29.29-002-01813981-2018 v npu3HaH rogHbIM 18 3KC-
nayatauuu.

M.M.
16. CBUAETE/NBCTBO Ob YNMAKOBbLIBAHUN
LT A H L BT ettt ettt ettt e e ettt e e et b e e e e e bt e e e e sbeeeseabbeeesabeeesabbaeesanseesesraneens

ynakoBaH B COOTBETCTBUM € TY 22.29.29-002-01813981-2018 n TeXHUYECKUM pernaMeHTOB TaMOXXEHHOro Cor3a
TP TC 005/2011 «O 6e30nacHOCTU ynakoBku» (yTB. PeweHnem Komuccmm TamoXKeHHOro cotosa ot 16 asrycta 2011

(pacwwnposka nognucu)

(roa, mecsu, yncno)
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[MpunoxeHne A
doTorpagmueckue n3obpaxeHUs 1 cxeMmaTUHeCKUe N306paKeHUs
doTorpaduyeckme n3obpaxeHns

1) nnaHLWeT NOAUMEPHbIA UMMYHOMOrMYECKUiA 04HOPa30BbIi 3 NyHKK (apTukyn M-01)

2) NNaHLWeT NOANMEPHbIA UMMYHONOTMYECKMIA 04HOPa30oBbIi 4 nyHKK (apTukyn M-02)
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3) NNaHLWeT NoAMMEpPHBIA UMMYHONOrMYECKUIA 04HOPA30BbIA 7 NYHOK (apTukyn M-03)

4) nnaHWeT NoJIMMEPHbIA MMMYHONOTMYECKNIA 0AHOPa30BbIl 8 NyHOK (apTukyn M-04)
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5) nnaHWweT NOAMMEPHBIA MMMYHO/IOTMYECKNIA 04HOPa3oBbI 10 NyHOK (apTukyn M-05)

6) NnaHWeT NOMAMMEPHbIA MMMYHONOTMYECKUNIA OAHOPA30BbIN 42 nyHKK (apTukyn M-06)
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7) nnaHWeT NOMMMEPHbI UMMYHONOIMYECKNA 0gHOpPa3oBbIin 50 nyHOK (apTukyn M-07)
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8) nnaHwWeT NoMMEPHbIE UMMYHONOTUYECKNiA 04HOPa3oBbIi 70 NyHOK (apTukyn M-08)

9) NNaHWeT NoAUMEPHbIA UMMYHOOFMYECKIIA 04HOPA30BbIN 72 NyHKW (apTUKyn M-09)

23
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



22.29.29.002.01813981 P3

10) nnaHWweT NOAMMEPHbIA MMMYHO/IOTMYECKWA 0A4HOPa30BbI 80 NyHOK (apTukyn M-010)

11) nnaHWeT NOAUMEPHbIA MMMYHOMIOMMYECKUIA 0AHOPa30BbIin 96 NyHOK (apTukyn M-011)
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O6paseL, MapK1poBKU NOTPEOUTENLCKON YNAaKOBKY MAaHLeTa MMMYHOMOTMYECKOT0
0[HOPa30BOro - 42 nyHKM (apTukyn M-06)

SH AQ -
is MnaHWeT HCLUVMEPHBII HI>LLYHON<HIMYECKBIA OAHOPA30BbIl 42 nyToT
B (apTakynM4)6)

TY 22.29.29-002-01813981-2018
*i0 00 «[MK® CoBpemeHHble TeXHONOrUit»

633009 O6nactb HoBocmbupckas, . bepack, ya, MMerma"MOH ,q '64, KB. 42
a?rwkyn M-06, pasmep 241,0%213.0*3,0 mm

TON-BO; | WrT.
05.2018 .

L nBasocrra: 60 MecsUeB € fa3bl rarotoafeHus N
M-06-042-01

wT___ or - y

yCnoBuA yniAsmsbiwm; waawe T rxa b WaalnH 2.1.7.27%-!0)

ycnosua xpaHwi: ot + 10®@Cpo+40 *Cn
0TaoCUTesIbNOI BNaXKHOCTa Bo3ayxa 40 90% T

-awal

O6paseL, MapKMPOBKKN FPYNMOBOI YNaKoBKM (TPaHCMNOPTHOIN Tapbl)

r
[MnaHLwer NoIMMEPHbIA UMMYHOTOrMYECKINIA
0flHOpa3oBbIN Mo TY 22.29.29-002-4)1813981-2018

ilio 0 0 «MK® CoBpemeHHble TexHooraH»
633(HO9 O6nacTb HoBocnbmpckas, . bepaoc, yn. MuidopaiioH, g, 64, k8. 42

Ad,
ezi 05.2018r.
CPOK rogHOCTW: 60 MeCsALIEB C AaTbl U3rOTOB/IEHUA

YcnoBsus XpaHeHU:
"

Ycnosus

T|MHCNOpTUPOBaHUA 45J T
0

Ne naptum: 045, kog naptvm: 0

YIC/O eAVHWLL HOTPEOUTENBCKOMN YMakoBKK: 11 OfT.
Macca HeTTo: 346,65 T.

macca 6pyTTo: 520 T.

macca HeTTO NMoTPeOUTEbCKON YNakoBKu: 50 T.
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CxeMaTuyHble 1306paXkeHNs

NAaHLEeT NOAMMEPHBIA MMMYHOMOTMYECKNIA OAHOPAa30BbI 3 NyHKK (apTukyn M-01)

I f

mlol
TV

2. NAaHLWeT NOUMEPHbIV MMMYHOMOTMYECKNIA 04HOPa30BbIi 4 nyHKK (apTukyn M-02)

3. MAaHLWeT NoMMMEpPHBIA UMMYHOOFMYECKUIA OHOPa30BbI 7 NYHOK (apTukyn M-03)

3T

CEYEHVE B-B
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4. nnaHwWeT NOANMEPHbIA UMMYHOMIOTMYECKNIA OA4HOPA30BbIN 8 NyHOK (apTukyn M-04)

r "1
AR Vi A ' A 't
1_;|_;|=\|7-u=|r4\+rt+f/-|:s\+4
I "T! T

ng TP7\--rJ\\r.tr}j\7 .IZ_] B

L L. Sl Lo, 1

CEYEHUVE A-A

i/

CP-fEHHE B'B

5. NNAaHWET NoAMMEPHbI MMMYHOMOTMYECKNiA 0fHOPa3oBbIK 10 NyHoK (apTukyn M-05)
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6. NNaHLWeT NoMMEpPHbI UMMYHONMOTMYECKUIA 0AHOPA30BbIN 42 NyHKK (apTuKyn M-06)

7. NNaHLWET NOMMEPHbI UMMYHONOIMYECKNA 0gHOPa3oBblin 50 NyHOK (apTukyn M-07)
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8. nnaHLLeT NoAMMEpPHbI MMMYHONOFMYECKII 0JHOPa30BbIi 70 MyHOK (apTukyn M-08)

9. NMNaHwWeT NOAMMEPHbIA MMMYHOMIOTUYECKWIA 0LHOPA30BbIA 72 NyHKK (apTukyn M-09)

-Mv
%
1%
'K Xz
D)I(i‘)";)(+¥+w+¥\7">y;+><’¥}f+'i(+VV+A§é/tIA\g’+l‘ |_1i’\ Y
)W (+ x w >(’\T{T) T(rt »
clrUlrn PTelte Y x 1Y 4 Ay oy V19 Xy Vo Y,
"o X
, flbL
U
29

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



22.29.29.002.01813981 P3

10. nnaHWeT NOMMEPHbIA UMMYHONOMMYECKNiA 0gHOpa3oBblin 80 NyHOK (apTukyn M-10)

.?3P ,00

23
.3.2

0== 0==B 6==B
9=3e=B 9="9=3 *=5 9=B 6==9

92N 9=35=59=B9=B9 ~

O g=B9=55=3"9=1"5=5fB |
g=5 9=T"5=5 5=5 ff=5523"
5 N 5=55=55=55=B 5=55=55=5
5=55=55=55=55=55=5
N5 5=55=H5"5=55=55=5 5=5,
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11. nnaHwWeT NONUMEPHbLIA UMMYHONOrMYeCKUiA 04HOPa3oBbIi 96 NyHOK (apTukyn M-11)

A 12490

G4,14

A
Y
cz:
Uk
14,14

CEYEHWE A -A

»>
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