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YKPAIHCbKA
1. BUKOPUCTAHHA 3A NMPU3HAYEHHAM

I®A IgM Mikonnasma NHEBMOHIS NPU3HAYeHUA Anst SKICHOro BM3HAYeHHs1 aHTUTIN knacy IgM npotu Mikonnasma nHeEBMOHIS Y
cupoBarTui abo nnasmi NANHK (LUTpaT, renapuH).

2. MPUHUUN AHANIZY

AkicHe iIMyHOepMeHTHe BU3HaYeHHS crneundidHux aHTuTin 6asyetbesa Ha metoauui IPA (iMmyHopepMeHTHUIN aHani3s).
MikponnaHweTn NoKpuTi cneundgiyHMMM aHTUreHaMn ANs 3B’A3yBaHHA BiANOBIOHWX aHTUTIN 3paska. licns NnpomMmMBaHHA NyHOK
ONns BuAaneHHs BCbOr0 He3B'A3aHOro MaTepiany 3paska 00OaEeTbCHA KOH'loraT, MideHun nepokcupasor xpoHy (HRP). Liewn
KOH'loraT 3B'A3YETbCSA i3 3aXONNeHMMN aHTUTInamn. Ha gpyromy etani NpoMMBaHHA HE3B'A3aHUIN KOH'toraT BUAANSATb. IMyHHWUIA
KOMMNEKC, YyTBOPEHUIN 3B’A3aHWM KOH’loraToM, Bi3yanidyeTbCs LUNSXOM AOAaBaHHS cybcTpaTy TeTpametunbenanauHy (TMB),
AKUA Aae CUHIN NPOOYKT peakuil.

IHTEHCMBHICTb LIbOro MPOAYKTY NpOMoOpLiiHa KiNbKOCTi cneumdivyHnx aHTuTin y 3pasky. LWo6 3ynuHuTK peakuito, nopatoTb
cipyaHy kucnoty. Lle cTBOptoe XOBTUIM KOMip KiHUEBOI TOYkM. ONTUYHY rycTuHy npu 450/620 HM 34MTylOTb 32 AOMNOMOrOH
NpUCTPOLO ANg 34nTyBaHHA |PA mikponnaHLweTis.

3. MATEPIAITN

3.1. PeareHTn B Ha6opi

MikponnaHweT:12 po3puBHUX 8-NyHKOBUX CTPIMiB, NOKPUTUX aHTUreHamu Mycoplasma pneumoniae; B antoMiHi€Bin
¢0onba3i, WO 3aKpUBaETLCS.

DIL| M :1 donakoH, Lo mMicTuth 100 Mn pochaTHoro bydepa (10 MM) ana possefeHHs 3paska; H 7,2+0,2
aHTunoaceki 1gG (RF Abco $6eHT ; nocpapboBaHi B 3eneHnii Konip; rotToBuin 0 BUKOPWUCTaHHS; Binuii KoBnayvok;
EST%UK° (_?6 ./06.) CMIT/MI

CTOM: 1 dpnakoH, u40 MicTUTb 15 Mn cipyaHoi kucnotu, 0,2 Monb/n; roTOBUA A0 BUKOPUCTaHHS; YEPBOHWI

KOBMa4oK.

WASH BUFI 20x: 1 conakoH, wo mictutb 50 Mn 20-KpaTHO KOHLIEHTPOBAHOIO ?)OC(*)aTHOFO oydepa (0,2 M), pH 7,2 £
0,2, ANA NPOMUBAHHS NYHOK; Ginuin koBnauok; 0,2% (mac./06.) 5-6pom-5-HiTpo-1,3-giokcaHy
KOH'toraT:1 ¢pnakoH, wo mictuTb 20 M MiYeHOro nepokcnaasoro aHtutina ao IgM nroauHn y dpocdpatHomy Gydepi (10
Ml\{lj) noﬁ? OBaHi B YePBOHWI KOAip; TOTOBWIN 40 BUKOPUCTAHHS; YOPHUIA KOBMa4oK

B dnakoH mictuts 15 mn 3,3',5,5' TeTpaMETMﬂ66H3VI,D,VIHy (TMB), <0, 1'% roTOBWI 10 BUKOPUCTAHHS;
)KOBTI/II/I KOBMa4oK.

1 KOHTpOnb: 1 donakoH, Lo MICTUTb 2 MIT KOHTpomo nochapboBaHi B XXOBTUI KOMip; roTOBUIN A0
HS; YepBOHUI koBna4vok; < 0,02% (06./06.) MI

KoHTponb noporoBuii; 1 hnakoH, Lo MiCTUTb 3 MI KOHTpomo nogap6oBaHi B XOBTWI KONip; rOTOBUIN A0
BMKOPUCTaHHS; 3eneHun koenavok; < 0,02% (06./06.) MI

HeraTtueHMit KOHTPONL:1 PnakoH, WO MICTUTL 2 M1 KOH_I_pomo nochapboBaHi B XXOBTUI KOMip; roTOBUIN A0
BMKOPUCTaHHS; CUHI KOBMAaYoK; <0,0015% (06./06.) CMIT/MIT

(CHO

3anBu npo HebGe3neky Ta 3acTepexeHHsa ansll.1l.

3.2. Matepianu noctaBneHi
1 conbra gns nokpuTTs
1 IHcTpyKUis i3 3acTocyBaHHA (IFU)

3.3. Heo6xigHi maTepianu Ta obnagHaHHA
3unTtyBay mikponnaHweTis I®A, obnagHaHun Ana BUMIPOBaHHS nornuHaHHa npu 450/620 Hm
IHkybatop 37 °C
Py4He abo aBTomMaTuyHe obragHaHHa AN NPOMMBAHHSA MIKpOMMaHLeTiB
MineTkn ans goctaekm o6’emie Big 10 oo 1000 mkn
Buxposun 3miwysay npobGipok
OuctunboBaHa Boaa
OpHopasoBsi Npobipku

4. CTIAKICTb TA 3BEPIFAHHA

36epiratn Habip npwu 2...8 °C. Po3kpuTi peareHTu cTabinbHi 4O TepMiHY NPUAaTHOCTI, 3a3Ha4€HOro Ha eTUKEeTLi, 3a yMOBH
36epiranHs npu 2...8 °C.

5. MPUTOTYBAHHA PEATEHTIB

[yxe BaxnuBO JOBECTM BCi peareHTn Ta 3paskm 4o kiMHaTHoi Temnepatypu (20...25 °C) i nepemiwaTy ix nepes no4yaTkom
TecTyBaHHs!

5.1. MikponnaHuweT

Crpinu, Wwo po3puBaloTbCs, NOKpUTI aHTureHamu Mycoplasma pneumoniae. Ogpasy nicnsa BuganeHHs CTpinis pewTy cTpinis
Cnif 3HOBY 3anevyartaTtu B antoMiHieBy honbry pasom i3 ocyluyBayem, Lo nocrtadaeTbes, i 3b6epiratu npm 2...8 °C.

52. |WASH[BUF|20x |

Po36aButu WASH|BUF|20x 1+ 19; Hanpuknag, 10 mn WASH | BUF | 20x + 190 mMn aucTunboBaHoi Boau.
PosseneHuii 6ycpep (WASH | BUF | 1x) €

cTabinbHui 5 aHIB Npu KiMHaTHIK TemnepaTypi (20...25 °C). Y pasi nosiBu kpucTanis y KOHLEHTpaTi nigirpinte posuuH go 37 °C,
Hanpwvknag, Ha BoasHin 6axi. [lobpe nepewmiwante nepea po3BeAeHHSM.
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5.3. [SUB|TMB

PeareHT rotoBuii OO BWMKOPUCTaHHS | noBuHeH 30epiratucs npu 2..8 °C, 3axulieHomy BiA cBiTNa.SUB|TMB Mmae Gytu
6e36apBHM abo Mafu Nerkun CuHIN BiATIHOK. SAKLWO SUB| TMB CTae CUHIM, MOXNWBO, BiH 3a0pyAHEHWI | MOTO Chif BUKUHYTW.

6. 3bIP TA NIArOTOBKA 3PA3KIB

[ns uboro aHanisy BUKOPUCTOBYWTE 3pasku cupoBaTku abo nnasmu KpoBi MOAUHW (LUTpaT, renapuyH). AKWo aHania
nposoamnTbCsA NpoTtarom 5 Aib nicnsa Bigdopy 3paskis, 3pa3kn NOBMHHI 36epiratncsa npu 2...8 °C; B iHWOMY BUNagky ix cnig
po3AainuMTK Ha anikBoTw | 36epiraTn B rnmbokin 3amoposui (-70...-20 °C). Axwo 3pasku 36epiratloTbCs B 3aMOPOXEHOMY BUMMA4;,
[obpe nepemillaniTe pO3MOPOXEHi 3pa3kv Nepes TECTYBaHHAM. YHUKaWTE MOBTOPHOIO 3aMOPOXYBaHHS Ta PO3MOPOXYBaHHS.
TennoBa iHaKTUBaLis 3pa3kiB He PEKOMeHOYETbCS.

6.1. Po3BeaeHHs 3pa3Ka

Mepen aHanisom yci 3pasku cnig posbasut 1+100411| M. Posgaite 10 mMkn 3paska Ta 1 mn OU1| My npobipku Ans oTpyMaHHs
po3unHy 1+100 i peTenbHO NepemillanTe 3a 4ONOMOroK BUXPOBOro Mikcepa.

7. MPOLUEOYPA AHATI3Y

Mepen npoBefeHHAM aHanidy yBaXkHO NpoYMTanTe iHCTPYKUIIO i3 3aCTOCYBaHHSA. HafiHiCTb pesdynbTaTy 3anexuTb Bif CyBOpOro
OOTPMMaHHSA iHCTPYKLIT i3 3acTOCyBaHHs, sk onucaHo. HaBepeHa Hwx4e npoueaypa nepesipku NepesipeHa nuiie Anst pyyHoi

npoueaypu. Npu BUKOHaHHI TeCTy Ha aBTOMaTU4HUX cuctemax |PA My pekoMeHayeMO 36iMbLUMTA KPOKM MPOMMUBAHHS 3 TPbOX
,qWASH|BUF| 1xBig 300 mkn go 350 Mk, Wob YHMKHYTM edekTy NpoMuBaHHs. 3BEPHITb yBary Ha posginll.

Mepen noyaTkom aHanidy cnig peTenbHO po3pobuTn NnaH po3noAiny Ta iaeHTudiKaLii 4na BCiX 3paskiB i cTaHAapTiB/KOHTPONIB
(pekomeHaoBaHo aybnikatn). Bubepite NOTPIGHY KinbKiCTb MiKpOTUTpAaLiHMX CTpiniB abo NyHOK i BCTaBTe iX y Tpumavy.
BukoHawnTe BCi eTanu aHanidy y BkazaHoOMy Nopsiaky Ta 6e3 3aTpMMok.

[ns [o3yBaHHS KOXHOro CTaHO4ApTY/KOHTPOMIO Ta 3paska Crif BUKOPUCTOBYBATU YUCTUIN OAHOPa30BUA HAKOHEYHUK.
HanawrtywiTe iHkyb6aTop Ha 37 £ 1 °C.

1. Posnoginite 100 Mkn cTaHaapTiB/KOHTPONIB i po3BeAeHUX 3paskiB y BignoBigHi NyHkn. 3anuwite nyHky A1 anst 6naHka

cybcTpary.

2. HakpuwiTte nyHkun donbroto, Wwo BXoanTb 4o Habopy.

3. Inkybywnte npoTtsarom 1 roguHu * 5 xBunud npu 37 £ 1 °C.

4. Konw iHKybauisa 3aBeplleHa, 3HIMiTb onbry, acnipyiTe BMICT NYHOK i NPOMUATE KOXHY nyHKy Tpwyi 300
MKIIWASH| BUF| 1x. YHUKaiTe nepenusiB 3 peakuiiHUX NyHOK. |HTepBanm MiX NpoMMBaHHSM i acnipauieto noBUHEH
cTaHoBuTU > 5| cekyHa. HanpukiHui obepexHo Buaanitb 3anuviuku piguHK, NOCTYKyouM cTpinamu no abcopGeHTHOMY
nanepy nepep HacTymHUM Kpokom!

MpumiTka: MuTTa - ue BaxnuBo! HegocTaTHE NPOMMBAaHHS NPU3BOANTL A0 HU3bKOT TOYHOCTI Ta MOMUIKOBUX
pesynbTarTiB.

Posnoginite 100 mkn KOH’toraTy B yCi MyHKU, KpiMm nyHkM A1 ana 6naHka cy6eTparty.

IHkyGynTe 30 XxB npu KimHaTHIn Temnepartypi (20...25 °C) . He niggaBaTtv BNAMBY NPSIMUX COHAYHMX NMPOMEHIB.

[MoBTOPITH KPOK 4.

LosysaTun 100 Mkfi SUB[TMBIB yci nyHKu.

IHKyGynTe piBHO 15 XB npu KiMHaTHiK TemnepaTypi (20...25 °C) y TempsBi. CyHiln konip BUHMKAe BHacnigok
depMeHTaTUBHOI peakLiii.

10. osysaTin 100 MKl SOLN]CTOMB yCi NyHKM B TOMY X NOPSAKY Ta 3 TiEk0 X LWBMUAKICTIO, WO i fins SUB| TMB, Takum YnHOM

BiAOyBaeTbCA 3MiHa KONBbOPY 3 CUHLOIO Ha XOBTUMN.
11. Bumipsiinte nornuHaHHs npu 450/620 Hm npotarom 30 xBMNWH nicnsa gofgasaHHA SOLN| CTOM.

© © NG

7.1. BwumiproBaHHA
BigperyntonTe npucTpivi Anga 34uTyBaHHA MikponnaHweTis I®A Ha Hynb 3a gonomMoroto 6naHka cybeTparty.

AKLWO 3 TEXHIYHUX NPUYMH NPUCTPIN ANg 34nMTyBaHHA IGA MikponnaHLeTiB He MOXHa HanaluTyBaTh Ha Hyfb 3a AOMNOMOro
6naHka cybcTpary, BigHIMITb MOro 3Ha4YEHHsI NOMMMHAHHS 3 YCiX iHLUWX BUMIPSHUX 3HAY€Hb MOrMMHAHHSA, LWOo6 oTpuMaT HaginHi
pesynbtaTu!

BumipsanTe nornmMHaHHA BCiX NMyHOK Npu 450 HM i 3anuLWLiTb 3HAYEHHS NOTMUHAHHA ANt KOXKHOTO CTaHA4apTy/KOHTPOMo Ta
3paska.

PekomeHayeTbCa BixpomaTnyHe BMMIPIOBaAHHSA 3 BUKOPUCTAHHAM €TanoHHOI AOBXUHM XBuUIli 620 HM.
AKLWO MOXNUBO, po3paxynTe cepeaHE 3Ha4YeHHA NMOrNMHaHHA AnA Beix agyonikaTi..

8. PE3YJIbTATU

8.1. KpuTepii nepeBipku nporoHy

Ons Toro, wo6 aHani3 BBaXkaBcs AiNCHNM, HEOOXIAHO CyBOPO AOTPUMYBATUCS LMX IHCTPYKLiM i3 BAKOPUCTaHHA Ta BignosigaTtn
Taknm KpuTepisam:
BnaHk cy6cTpaTy:3HaveHHs nornuHaHHsA < 0,100

HeratuBHUIM KOHTpONb: 3Ha4yeHHs nornuHaHHA < 0,200 i < MOPOroBOro 3Ha4YeHHs
KoHTponb noporoBui:3Ha4yeHHs1 nornmMHaHHa 0,150 — 1,300
MO3UTUBHUIA KOHTPOIb:3HA4YEHHS NOrMMHAHHS > NOPOroBe 3Ha4YeHHs
AKLWO Ui KpUTepIi He BiAMOBIAAOTb, TECT HEAINCHUI | MOro HEOOXIAHO NOBTOPUTY.
3
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8.2. MNiapaxyHOK pe3ynbTaTiB

paHMYHE 3HAYEHHHA — Le cepeHE 3Ha4YeHHS MOrNMHaHHSA BU3HAY€Hb KOHTPOSTBHOMO NMOPOrOBOrO 3HAYEHHS.
3HauveHHs1 nornmMHaHHsA MNoporoeui koHTponb 0,44 + 3Ha4YeHHs1 NornMHaHHSA MoporoBMin KOHTPOIb
npvknag; 0,42=0,86/2=0,43

MNoporoee = 0,43

8.2.1. Pesynbtaty B oguHuuax [HTOO]
3HaYeHHs NOrnMUHaHHS 3pa3ka

(cepenHe) x 10 = [OamHuui NovaTec = HTO[]
noporose
npuknag: 1,591 x 10 = 37 HTOL (oanHwnui)
0,43
IHTepnpeTauin
8.3. pesynbTaTis
Moporose 10 HTOO -
MpucyTHi aHTUTINa NpoTK 30yaHuUKa.
>11 HTO[ ;
MO3UTUBHUIA Binbysca KOHTaKT 3 aHTUreHoM (36yaHNKOM ab0o BaKUMHOM).
AHTUTING NPOTY 36YyAHMKA HiTKO BUSBUTU HE BAANOCS.
. o 9-11HTO[ o .
CyMmHiBHUI PekoMeHOyeTbCS NOBTOPUTU TECT 3i CBKUM 3pasKoM Hvepes 2-4 TUXHI.
<9HTOA 3pasok He MICTUTb aHTUTIN NpoTh 36yaHuKa.
HeraTusHMiA MonepeaHin KOHTaKT 3 aHTUreHOM (36yHMKOM abo BaKLMHOK) MaroiMOBIPHUA.

[iarHo3 iHeKUINHOro 3axBoproBaHHA HE MOXHAa BCTAHOBIIOBATM HA OCHOBI O4HOTO pe3ynbTaTy gocnigxeHHs. HeobxigHo
NOCTaBUTU TOYHUI OiarHo3

B3ATW [0 yBaru KniHi4Hy iCTOpito, CUMNTOMAaTKKY, @ TakoX CepororiyHi AaHi.

Y naujeHTiB 3 ocnabneHMM iMyHITETOM i HOBOHaPOXKEHMX CEPONOrivHi AaHi MatoTb nue obMexeHe 3Ha4YeHHs.

8.3.1. I3oTtunu aHTUTIN i cTaH iHdekuil

Ceponoris 3HaunMmicTb
XapakTepucTvka NepBUHHOI peakuii aHTUTIN
IgM Bucokui Tutp IgM 3 H13bkum TuTpom IgG: — CBigYMTE NPo NOTOYHY abo HeloaaBHIo iHpeKLo

Pigko: — cTinknn IgM

XapaktepucTmka BTOPUHHOI peakLii aHTuTin
19G Moxxe 36epiraTncs NpOTArom AeKinbKOX POKiB
Bucokui Tutp 1gG 3 HU3bkuM TUTPOM IgM: — MOXe BkadyBaTh Ha iHEKL0 B MUHYIOMY

BMpobAaeTbCA Ha CIM30BMX 060NOHKAX MO BCbOMY Tiny (=>3axucHuii bap'ep,

IgA o . o
3a3Bunyan BUHMKAE Ha paHHix cTagisax iHekw;i

9. CNEUUNDIYHI XAPAKTEPUCTUKU

PesynbTaty BigHOCATLCA A0 rpyn AOCHiAXYBaHMX 3pa3KiB; Lie He rapaHTOBaHi XapaKTepUCTUKN.

9.1. Tou4HicTb

B aHanisi n CepegHe (E) CV (%)
#1 24 0,526 5.02
#2 24 0,905 6.20
#3 24 1,074 6.34
Mix CepenHe

aHanizamm n (HTOA) CV (%)
#1 12 19.56 7.08
#2 12 18.16 13.13
#3 12 5.28 7.31

9.2. [iarHocTu4yHa cneuyudivHicTb
[iarHocTnyHa cneundivHiCTb BU3HAYaeTbCA K MMOBIPHICTb HEraTUBHOMO Pe3yrnbTaTy aHanidy 3a BiACYTHOCTi KOHKPETHOro
aHanity. Le 97,32% (95% posipuun iHTepsan: 92,37% - 99,44%).

9.3. [iarHocTUYHa YYTNUBICTb
[iarHocTMyHa YyTNMBICTE BUSHAYAETLCA SIK MMOBIPHICTb MO3UTUBHOIO pe3yrnbTaTy aHanidy B NPUCYTHOCTI KOHKPETHOro aHaniTy.
Lle 98,44% (95% posipymn iHTepean: 91,6% - 99,96%).

9.4. BnnuB

Bnnue 3 remoniTmyHnMun, nineMivHUMM abo XXOBTSAHUYHUMU 3pa3kaMy He CMOCTepIrarTbes A0 KOHUeHTpauii 10 mr/mn
remorno6iny, 5 mr/mn Tpurniuepuais i 0,5 mr/mn 6inipy6iHy.

9.5. T[llepexpecHa peakTUBHICTb

[ocnigxeHHa naHeni 3paskiB i3 aKTMBHICTIO aHTUTIN 40 NOTEHLINHO NepexpecHMx napaMeTpiB He BUSBMIIO AOKa3iB
XMOHOMO3MTUBHMX pe3ynbTaTiB Yepes nepexpecHi peakuii. 4
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10. OBMEXKEHHA NPOUEAYPU

BakTepianbHe 3abpyaHeHHA abo NOBTOPIOBaHI LMK/ 3aMOPOKYBAHHA-PO3MOPOKYBAHHSA 3paska MOXKYTb
BMNJIVMHYTU HA 3HAYEHHS MOTMHAHHA.

11. 3ACTEPEXXEHHA TA NONEPEAXKEHHA

HeobxigHO cyBOpo AOTpMMyBaTUCS Npoueaypu TecTyBaHHA, iHdopmauii, 3anobiKHux 3axodis i
rnonepeasKeHb, HaBeAeHUX B iIHCTPYKLiAX i3 3acToCcyBaHHA. BUKOpUCTAHHA HabopiB TecTiB 3 aHani3aTopamu Ta
noaibHMm obnagHaHHAM Mmae ByTn nepesipeHo. byab-AKi 3MiHM B An3aliHi, CKNaAi Ta Npoueaypi TecTyBaHHA,
a TaKOoX Oyab-AKe BWMKOPMUCTAHHA B MOEAHAHHI 3 IHWWMW MPOAYKTaMM, He CXBAJSIEHUMMU BUPOOHUKOM,
3ab00pPOHEHI; KOpMCTYBay cam Hece BiAnoBiAaNbHICTb 3a TaKi 3MiHW. BUPOBOHMK He Hece BiAgnNoOBIAaNAbHOCTI 3a
NMOMW/KOBI pe3yibTaTM Ta BUNAAKM 3 UWUX NPUUMH. BUpoBHMK He Hece BignosiganbHoCTi 3a 6yab-AKi
pe3ynbTaTh Bi3yasNbHOrO aHani3y 3pas3KiB NaLieHTIB.

TinbKW ANA AiarHOCTUKM in vitro.

Yci matepiann 10aCbKOro Y TBAPUHHOTO MOXOAMKEHHS CNig, po3rnaaatTv Ta 06pobaaTH AK NOTEHLINHO
iHpeKLUinHi.

YCi KOMNOHEHTM NHOACBKOTO NOXOAMKEHHSA, AKI BUKOPUCTOBYHOTLCA A4 BUPOOHMUTBA LMX peareHTis, byau
nepesipeHi Ha aHTUTINa go BI/1, aHTuTina go BI'C Ta HBsAg i 6ynun BU3HaHI HEpeaKTUBHUMM.

He 3amiHtoliTe peareHTH abo MiKpPOMAHLWETH Pi3HUX NapTii BUPOBHULTBA.

Pa3om 3 peareHTamu LbOro TecT-Habopy HE MOXKHA BUKOPUCTOBYBATM peareHTH iHWMX BUPOOHUKIB.

He BUKOpWCTOBYNTE peareHTU NicnA 3aKiHYEeHHA TePMiHY NPUAATHOCTI, 3a3HAYEHOr0 HA ETUKETL,.
BUKOPUCTOBYNTE NNLLIE YNCTI HAKOHEYHUKM MINETOK, 403aTOPWU Ta labopaTopHUIA nocya.

He miHAlTe rBMHTOBI KPULIKK (G/IAaKOHIB 3 peareHTamu, Wob YHUKHYTU NepexpecHoro 3abpyaHeHHs.
LLinbHO 3aKpuiTe paakoHM 3 peareHTaMuM o4pasy Nicns BUKOPUCTAHHA, LWOO YHUKHYTM BUNApPOBYBAHHA Ta
MiKpOBHOro 3abpyaHEHHS.

Micna neploro BiAKPUTTA Ta NoAanblworo 36epiraHHA nepesipTe GJ1aKOHM 3 KOH'tOraTom i
CTaHAAPTOM/KOHTPO/IEM Ha HaABHICTb MiKpO6HOTo 3abpyaHEHHA Nepes NoAanbWMM BUKOPUCTAHHAM.

LLLo6 YHMKHYTM NnepexpecHoro 3abpyaHeHHA Ta XMBHO NiaBULLEHUX pe3ynbTaTiB, NineTyniTe 3pa3kn NaL,ieHTIB i
O03yNTe peareHT, He PO3BPU3KYHOUM TX aKYPaATHO B IYHKW.

I®A npusHaveHnt anwe ana KBanipikoBaHOro NEPCoOHaANY, AKUI OTPUMYETbCA CTaHAAPTIB HANEKHOI
nabopartopHoi npakTukm (GLP).

[Ona noaanbloro BHYTPILHbOIO KOHTPOJIHO AKOCTI KOXHA JlabopaTopis NoBMHHA A04aTKOBO
BUKOPMCTOBYBATU BigOMI 3pa3KM.

11.1. Mpasuna 6e3nekn gaa peareHTis, WO MicTATb Hebe3neuHi peyoBUHU

PeareHT MoXyTb mictutii CMIT/MIT (3:1) abo MIT (gus3.1).
Tomy 3aCTOCOBYIOTbCA HACTYMHi NOI0XKEHHA Npo Hebe3neky Ta 3anobiXKHi 3axoau.

YBATA H317 MoKe BUK/IMKATU LLKIPHY anepridyHy peakLito.
P261 YHUKanNTe BAUXaHHA Crpelo.
P280 OpAraiTe 3aXMCHi pyKaBUYKKU/3aXUCHUIM oafr.

Y PA3I NOTPANNAHHA HA LLKIPY: npomunTn BEAUKOIO
P302+P352  KifnbKicTo BOAM 3 MUIOM.
Y pasi noapasHeHHa Wkipn abo Bucuny: 3BepHiTbCA 3a

P333+P313 meamMuHOlO AONOMOro/nopasaoto.
3HATU 3abpyaHEHUI oaAr | BUNPATK MOro nepeg,
P362+P364 NOBTOPHUM BUKOPUCTAHHAM

PeareHTM MOKyTb MicTUTU 5-6pom-5-HiTpo-1,3-aioKcaH (amBs.3.1).
ToMmy 3aCTOCOBYHOTLCA HAaCTYMHI NO/I0XKEHHSA NPO Hebe3neKy Ta 3anobiXKHi 3axoau.

YBATA H315 BMKNMKaE nogpasHeHHA WKipK.
H319 BUKAMKaE cepMo3He NofpasHEHHs o4eit
P280 OpaAaraiTe 3aX1CHi pyKaBUUKKN/3axXUCHMUI1 oasr.
Y PA3I MOTPAM/IAHHA HA LLUKIPY: npomMnTM BEAMKOIO KiNbKIiCTHO
P302+P352 BOAM 3 MUJIOM.

MNP NONALAHHI B OYl: Ob6epekHO NnpoMuinTe BOLOO NPOTATOM
P305+P351+P338 KinbKOX XBUNMH. BNAAANUTM KOHTAKT
NiH3K, AKLW,O0 BOHM € Ta IX 1Ierko 3pobutn. NMpoaoBsKyiTe NONOCKAHHS.
P337+P313 AKWO noapasHEHHs 04Yen He NPOXOAMTb: 3BEPHITbLCA A0 NiKaps.
JopaTkoBy iHGOpMaLLitO MOXKHa 3HAUTK B NacnopTi 6besneku.
5
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11.2. 3ayBa)KeHHA WO0A0 yTuaisayii

3anULWKN XIMIYHMX PEYOBUMH i NpenapaTiB 3a3BMYail BBaAXKaloTbCs HebesneyHMmM Biaxogamu. YTUnisauia Takoro
poay BiAXoA4iB pPeryntoeTbCA HaLiOHA/IbHUMW Ta pPerioHa/ibHUMW 3aKOHaMW Ta npaBunamu. 3B'aXKiTbca 3
MicueBMMKM opraHamu BAaAM abo KomMaHismM 3 yTuAisauii Biaxoais, sKi HagagyTb nNopaau WOAO YyTuAaisauii
Hebe3neyHux Biaxoais.

IHbOopMmaLito Npo NaKyBasbHi MaTepiaan aus. y po3aini MAKYBAJ/IbHI MATEPIANN.
12. IHOOPMALIA ANA 3SAMOBJIEHHA

Mikonna3sma NHEeBMOHiIfA ,

REF MYCMO0350 aHTuTiNa IgM (96 BM3HaueHb)
CKOPO4YEHHA

CMIT 5-xnop-2-meTun-4-izotiasoniH-3-oH

MIT 2-meTun-2H-isoTtiazon-3-oH

NMAKYBAJIbHI MATEPIAJIU

A

PAP 21 PAP 21 PAP 22

[SOLNTCTOIT| [WASHTBUF[20x | [SUB[TWMB| [AUITW |
[coNJ| |CONTROL|+| |[cONTROL | [cuT OFF|
T
I,
HDPE 2 PP5 PET / ALU / LDPE 90
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YMOBHI MNO3HAYEHHA

Ne Kar.:

Ne Maprii:

BukopucrtaTtu go:

KinbkicTb TecTiB:

CONC KoHueHTpar
LYO JliopinizoBaHum
IVD Megu4Hui npucTpin gns giarHoCTukm in vitro
? OLiHOYHMIA Habip
MpounTanTe IHCTPYKLiO Nepea BUKOPUCTAHHAM
N

36epiraTn noogansb Big AXepen Tenna i NPSAMOro COHAYHOro CBiTna.

36epiratn npu Temneparypi:

BupobHuk:

YBara!

Mictutb GionoriyHMin MaTepian NoACLKOro NOXOAKEHHS

a@FEp

MicTuTb GionoriyHMn maTtepian TBaPUHHOTO MOXOAXKEHHS

c
=

YHikanbHa igeHTudikauis npucTpoto

2

OucTtpnb’rotop

YMOBHI NO3Ha4YeHHs1 KOMMOHEHTIB AMB. Yy po3aini «MaTtepianu, Wo BxoadTb 40 Habopy».
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PE3IOME NMPOUEAYPU OOCHIAXEHHA

CXEMA OOoCNIOXEHHA

Mikonnasma nHeBMOHiIsA IgM

MigroToBKa Ao aHanily

MigrotynTe peareHT Ta 3pasku, K ONUCaHo.
BcTaHoBITE NnaH po3noainy Ta igeHTudikauii 4ns BCix 3paskiB i cTaHAapTiB/KOHTPONIB.
BubepiTb NOTPIOHY KiNbKiCTb MIKpOTUTPAaLiHUX CTpiniB abo NyHOK i BCTaBTe iX y TpMMau.

Mpouenypa aHanisy

BnaHk cybetpaty [HeratvsHui| Moporosun | MNo3utuBHUR 3pasok
(po3baBneHun
(A1) KOHTPOJIb[KOHTPOJIb| KOHTPOIb 1+100)
HeratneHuin
KOHTpPOIb - 100 mkn - - -
KoHTponb
Nnoporosui - - 100 mkn - -
Mo3nTtneHMin
KOHTPOnNb - - - 100 mkn -
3pasok ) ) i i 100 MKn
(po3baBneHuii
1+100)
HakpuiTe nyHKn bonbroto, Wwo BXoAnTb
A0 KOMMNIEKTY
IHKyOynTe npoTtsarom 1 roguHu npwm 37
x1°C
MpomuinTe KoXHy nyHKy Tpudi 300 Mmkn~ |WASH|BUF[1x |
KoH'torat - 100 Mkn 100 MKkn 100 mkn 100 mkn
IHky6ynTe 30 XB npu KiMHaTHIN TemnepaTypi (20...25 °C)
He niggasatv BNAUBY NPSAMUX COHAYHMX
NPOMeHIB
MpomuiiTe KOXHY NyHKy Tpudi 300 Mmkn~ |WASH| BUF|[1x |
|SUB| TMB | 100 Mkn 100 Mkn 100 MKkn 100 mkn 100 mkn
IHKyOynTe piBHO 15 XB nNpu KiMHaTHIN Temnepatypi (20...25 °C) y TempsaBi
|SOLN| cTon | 100 Mkn 100 Mkn 100 MKkn 100 mkn 100 mkn
doTomeTpudHe BUMIptoBaHHS npu 450
HM
(petbepeHTHa goBxumHa xBuni: 620 HM)

Gold Standard Diagnostics Frankfurt GmbH
Waldstrasse 23 A6

63128 Dietzenbach, HimeuyynHa

Ten.: +49 6074 23698-0

dakc: +49 6074 23698-900

EnextpoH

Ha nowrTa: info.frankfurt@eu.goldstandarddiagnostics.com
cawur: Clinical.goldstandarddiagnostics.com
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