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YKPAIHCbKA
1. BUKOPUCTAHHA 3A NMPU3HAYEHHAM

IgA I®A Ha Mikonna3ama NMHEBMOHIisI MPU3HaYeHWIn ANsi AKICHOrO BU3HAYeHHS aHTUTIN knacy IgA npoTtn Mikonnasma nHEBMOHIS y
cupoBarTui abo nnasmi NANHK (LUTpaT, renapuH).

2. NIPNUHUUN AHANI3Y

AkicHe iIMyHOepMeHTHe BU3HaYeHHS crneundidHux aHTuTin 6asyetbes Ha metoauui IPA (iMmyHopepMeHTHUIN aHani3s).
MikponnaHweTn NoKpuTi cneundiyHMMM aHTUreHamu Ans 3B’A3yBaHHSA BiAMNOBIAHMX aHTUTIN 3paska. [licns npomMmBaHHA NyHOK
ONs BUOaneHHs BCbOrO HE3B'siI3aHOr0 marepiany 3pas3ka 4oOaeTbCA KOH'loraT, MideHun nepokcupgasor xpoHy (HRP). Llen
KOH'toraT 3B'A3yeTbCS i3 3axonneHMMu aHTuTinamun. Ha gpyromy etani NpoMMBaHHA HE3B'A3aHUI KOH'toraT BMAAnsaoTb. IMyHHUIA
KOMIMNEKC, YTBOPEHUIN 3B’A3aHUM KOH'IOraTtoMm, BidyamnisyeTbCsl LUNAXOM AofAaBaHHA cybcTpaTy TeTpametunbeHavanHy (TMB),
AKWIN A€ CUHIN NPoaYKT peakuii.

IHTEHCMBHICTbL LIbOro MPOAYKTYy NponopuiiHa KinNnbKoCTi cneumdiyHnx aHTuTin y 3pasky. LWo6 3ynuHuTh peakuito, gopatoTb
cipyaHy kucnoty. Lle cTBOptoe XOBTUIM KOMip KiHUEBOI TOYKM. ONTUYHY rycTuHy npu 450/620 HM 34MTylOTb 32 AOMNOMOrOH
npucTpoto Ang 34ntyBaHHA [PA MikponnaHLeTis.

3. MATEPIAJIN

3.1. PeareHTn B HaGopi

MikponnaHLweT:12 po3puBHNX 8-NYHKOBUX CTPINiB, MOKPUTMX aHTUreHamm Mycoplasma pneumoniae; B antoMmiHiesin
donb3i, Lo 3aKpUBAETLCS.
DIL: 1 dnakoH, wo mictnte 100 mn dpocdaTtHoro Bydepa (10 mM) ansa po3seaeHHs 3paska; pH 7,2 £ 0,2;

ﬁ OBaHi B XOBTUIA KOMIp; rOTOBW BUKOPUCTOBYBATK; binui koBnayok; < 0,0015% (06./06.) CMIT/MIT (3:1). _
Ol CTON: 1 dnakoH, wo mMictntb 15 Mn cipyaHoi kucrnotn, 0,2 Monb/N; roTOBUIN 40 BUKOPUCTAHHS; YEPBOHMWI

KOBMa4okK.
WASH| BUF| 20x: 1 dpnakoH, Wwo mictutb 50 mn 20-kpaTHO KOHUEHTpoBaHoro docdatHoro bydepa (0,2 M), pH 7,2 +
it 0,2, Ans NpoMMBaHHs NyHok; 6inuii koBnayok; 0,2% (mac./06.) 5-6pom-5-HiTpo-1,3-giokcaHy.

KOH'toraT:1 dnakoH, Lo MicTuTb 20 M1 MiYeHOro nepokcuaasoro aHtTuTtina Ao IgA niogmHn y occatHomy 6ydepi (10
Ml\@' ONbOPOBUIN (PIONETOBUIN; FOTOBUIN SO BUKOPUCTAHHS; YOPHUI KOBNAYOK.

SUB|TMB: 1 ¢nakoH mictutb 15 mn 3,3',5,5'-TetpameTnnbeHangury (TMB), < 0,1 %; roToBUI 4O BUKOPUCTAHHS;
XKOBTUI KOBMAYOK.

Mo3nTBHMIA KOHTPONL: 1 PNAKOH, O MICTUTL 2 MIT KOH_‘II"pOJ'IPO; nocgapboBaHi B XXOBTUI KOMip; FOTOBWI 40
BMKOPUCTaHHS; YepBoHuI koBnavok; < 0,02% (06./06.) MIT.

KoHTponk noporoBui: 1 hnakoH, Lo MiCTUTb 3 MI KOH_‘II"pOJ'IPO; nochapboBaHi B XXOBTUI KOMip; rOTOBUIN A0
BUKOPUCTaHHSA; 3eneHnn koenayvok; < 0,02% (06./06.) MIT.

HeraTtueHMi? KOHTPONL:1 PhnakoH, WO MICTUTL 2 M1 KOH_‘FpOJ'IPO; nocapboBaHi B XXOBTWUI KOMip; FOTOBWI 0
BUKOPWUCTaHHSA; cuHin koBna4vok; < 0,0015% (06./06.) CMIT/MIT

(3:1).
3aaBu npo Hebe3neky Ta 3acTepexeHHsa anell.1

3.2.  Marepianu nocraBneHi
1 ®onbra gnsa nokpuTTA
1 IHCTpyKUis i3 3acTocyBaHHs (IFU)

3.3. HeobxigHi maTepianu Ta obnagHaHHA
) 3uunTyBay mikponnaHwerTis I®A, o6nagHaHui Anst BUMiptoBaHHS NornvHaHHs npy 450/620 HM
IHkybaTop 37 °C
Py4He abo aBToMaTnyHe obrnagHaHHA AN NPOMUBAHHSA MIKpOMMaHLLIETIB
MineTkn ans goctaekm o6’emie Big 10 oo 1000 mkn
Buxposun 3miwyBay npoGipok
OucTnnboBaHa Boga
OpHopasoBsi Npobipku

4. CTINKICTb TA 3BEPIFAHHA

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

5. MPUTOTYBAHHA PEATEHTIB

[yxe BaxnuBO AOBECTM BCi peareHTn Ta 3pasku Ao KimHaTHoI Temnepatypw (20...25 °C) i nepemiwaTy ix nepeq novyaTkom
aHanisyBaHHs!

5.1. MikponnaHweT

Crpinu, Wwo po3puBaloTbCs, NOKpUTI aHTureHamu Mycoplasma pneumoniae. Ogpasy nicnsa BuganeHHs cTpinis pewwTy cTpinis
Cnif 3HOBY 3anevyartaTtu B antoMiHieBy bonbry pasom i3 ocyllyBayemM, Lo noctayaeTbes, i 36epiratv npu 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 kKiMHaTHIK TemnepaTypi (20...25 °C). Y pasi nosBu KpucTaniB y KOHLEHTpaTi nigirpinte posumH ao 37 °C,
Hanpwvknag, Ha BoasHin 6aHi. [lobpe nepewmiwante nepes po3BedeHHsIM.

Bepcia MYCA0350_IFU_01_sig noty_188N



53. |SUB|TMB |

PeareHT roToBuin [0 BMKOpWUCTaHHS i noBuHeH 36epiratuca npu 2..8 °C, saxulieHomy BiA cBiTna. SUB|TMB mae 6yTu
6e36apBHM abo Mafu NerkMmn CuHIN BiATIHOK. SAKLWO SUB| TMB CTae CUHIM, MOXNUBO, BiH 3a0pyAHEHWI | MOr0 Crif BUKUHYTW.

6. 3bIP TA NIArOTOBKA 3PA3KIB

[ns uboro aHanisy BUKOPUCTOBYMTE 3paskn cupoBaTku abo nna3mu NioavHKU (UMTpaT, renapuH). AKWO aHania BUKOHYETbCS
npotarom 5 gHiB nicna 36opy 3paskis, 3pasku cnifg 36epiratv npu 2...8 °C; B iHLWWOMY BUNAAKy X CNif po3ginuTi Ha anikBoTu Ta
36epiratn B rmmnbokin 3amoposui (-70...-20 °C). Akwo 3pasku 36epiraloTbCs B 3aMOPOXEHOMY BUrMsAi, Jobpe nepewmiante
PO3MOPOXEHI 3pasku nepen aHanidyBaHHAM. YHUKaTe MOBTOPHOrO 3aMOPOXYBAHHS Ta PO3MOPOXYBaHHS.

TennoBa iHaKTMBaL|is 3paskiB He PEeKOMEHAYETbCS.

6.1. Po3BeaeHHs 3pa3ka

Mepen aHanizom yci 3pasku cnig postasutn 1+100 DIL. Po3noginite 10 mkn 3paska Ta 1 mn DIL y npo6ipkn Ans oTpumMaHHA
po3uunHy 1+100 i peTenbHO nepemiwanTe 3a gonomoroto Vortex.

7. MPOLUEOYPA AHATNI3Y

Mepen npoBefeHHAM aHanidy yBaXkHO NpovMTanTe iHCTPYKUIIO i3 3aCTOCYBaHHS. HafiHicTe pesynbTaTy 3anexuTb Bif CyBOPOro
OOTPMMaHHS IHCTPYKLIT i3 3acTocyBaHHs, Sk onucaHo. HaBegeHa Hwx4e npoueaypa nepesipku nepesipeHa nuwe Ans pyyHol

npoueaypv. lMpu BUKOHaHHI aHanidy Ha aBToMatu4HUx cuctemax |PA mn pekoMeHayemo 36inbLUNTU KPOKM MPOMMBAHHSA 3 TPbOX
A0 M'sTn Ta 06’eM WASH| BUF| 1xBig 300 mkn Ao 350 mkn, Wwob yHUKHYTU edekTy npoMuBaHHs. 3BepHiTb yBary Ha po3ainll.
Mepen novaTkoM aHani3y cnig peTenbHO po3pobuTy NnaH Po3noAiny Ta iaeHTudikauii ansa Bcix 3paskiB i cTaHAapTiB/KOHTpONiB
(pekomeHpgoBaHo AybnikaTtn). Bubepitb NOTPiGHY KinbKiCTb MiKpOTUTPaUiHMX CTpiniB abo NyHOK i BCTaBTe iX y Tpumav.
BukoHawnTe BcCi eTanv aHanidy y BkazaHoOMy nopsiaky Ta 6e3 3aTpMMok.
[na 0o3yBaHHSA KOXHOrO CTaHAapTY/KOHTPOMIO Ta 3paska Chif BUKOPUCTOBYBATH YUCTUIN OQHOPA30BUIN HAKOHEYHUK.
HanawTywiTte iHkyb6aTop Ha 37 + 1 °C.
1. Posnoginite 100 Mkn cTaHAapTiB/KOHTPONIB i po3BeAeHUX 3paskiB y BiAnoBigHi NyHkn. 3anuwTte nyHky A1 ana 6naHka
cybcTpary.
2. HakpuwiTte nyHkun onbroto, Wwo BXoAWTb 40 Habopy.
3. Inkybywute npoTtarom 1 roguHu * 5 xBunuH npm 37 £ 1 °C.
Konu iHkyGauia 3aBeplueHa, 3HiMITb dornbry, acnipymre BMICT JNyHOK i MpPOMWATE KOXHY nyHKy Tpudi 300
MKIWASH | BUF | 1x. YHUKaTe nepenvBiB 3 peakuiiiHuX NyHoK. [HTepBan Mix NpoMMBaHHSIM i acripauieto NoBuHeH

5. cTaHoBuTM > 5|cekyHa. HanpukiHUi ob6epexHo BuaaniTe 3anuwiKM piavHKW, NOCTyKylouM cTpinamu no abcopbeHTHoMy
nanepy nepeg HacTyrnmHUM Kpokom!

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

Posnoginite 100 mkn KOH’toraTy B yCi NyHKW, KpiM nyHkM A1 ana 6naxka cybeTtpary.
IHkyGynTe 30 XB npu KimHaTHI TemneparTypi (20...25 °C).He niggaBatu BNnvMBYy NPSIMUX COHAYHUX NPOMEHIB.
[MoBTOPITb KPOK 4.

Losysatn 100 Mkii SUB[TMBJB yci nyHku.

IHKyOynTe piBHO 15 XB Npu KiMHaTHIN TemnepaTypi (20...25 °C) y TempsBi. CyHin Konip BUHVMKae BHacnigok
depMeHTaTUBHOI peakLiii.

10. JosysaTtn 100 Mk SOLN| CTOM B yCi NyHKN B TOMY X NOPSIAKY Ta 3 TiE0 X LWBMAKICTHO, LWO 1|4ns SUB| TMB, Takum YMHOM
BiAOyBa€eTbCA 3MiHa KONBbOPY 3 CUHLOIO Ha XOBTUM.

11. BumipsiiTe nornnHanHs npy 450/620 Hm npoTsrom 30 xBunmH nicns goasaHHs SOLN| CTON.

© © NG

7.1. BwumiproBaHHA
Bigperyntonte npucTpiii 4nsa 34nTyBaHHSA MikponnaHweTiB IOA Ha Hynb 3a fonoMoroto 6naHka cybeTparTy.

FAKLLO 3 TEXHIYHUX MPUYUH NPUCTPIN ANs 3untyBaHHS |PA MikponnaHLeTiB He MOXHa HanawTyBaT! Ha HyMb 3a JOMOMOroi0
6naHka cybcTpary, BigHIMITb MOro 3HaYEHHSI NOMMMHAHHS 3 YCiX iHLUNX BUMIPSHUX 3HAY€Hb MOrMWHAHHS, LWo6 oTpuMaTi HaginHi
pesynbtaTu!

BumipsanTe nornvMHaHHA BCiX NMyHOK Npn 450 HM i 3anuLLiTh 3HAYEHHS NOTMUHAHHA ANs KOKHOro CTaHA4apTy/KOHTPOMIo Ta
3paska.

PekomeHayeTbecs BixpomaTniHe BMMIpHOBAHHS 3 BUKOPUCTAHHAM €TanoHHOI JOBXUHM XBuIi 620 HM.
AKwo MoxnuBo, po3paxyinTe cepegHE 3HAYEHHA NOTNMHAHHA ANA BCix AyonikaTis.

8. PE3YIIbTATHU

8.1. BukoHanTe KpuTepii nepeBipku

Onsa Toro, wob aHani3 BBaXaBcs AiNCHUM, Cri CyBOPO AOTPUMYBATUCS LIMX iHCTPYKLIM LWOAO BUKOPUCTAHHSA Ta Bignosigatu
Taknm KpuTepisam:
) BnaHk cy6cTpaTy:3HaveHHs nornuHaHHsA < 0,100

HeratuBHUM KOHTPONb: 3HayeHHs nornmMHaHHsA < 0,200 i < NoporoBoro 3Ha4YeHHs
KoHTponb noporoBui:3Ha4yeHHs1 nornmMHaHHa 0,150 — 1,300

MO3UTUBHUIA KOHTPOIb:3HA4YEHHS NOrMMHAHHS > NOPOroBe 3Ha4YeHHs
AKWO Ui KpUTepIi He BiAMOBIAAOTb, TECT HEAINCHUI | MOro HEOOXIAHO NOBTOPUTY.

3
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8.2. MigpaxyHoOK pe3ynbTaTtiB
I'paHMqu 3Ha4YeHHA — e cepeHE 3Ha4YeHHA NOormmHaHHA BU3Ha4eHb KOHTPOJIbHOIO NOporoBoro 3Ha4eHHA.

npuknag: 3HayeHHs nornuHaHHsA Moporoeuin kKOHTPonb 0,44 + 3HayYeHHs nornvHaHHA Moporoeui koHTponb 0,42 = 0,86 /
2=0,43

Moporose = 0,43

8.2.1. Pesynbtatu B oguHuuax [HTO[]
3Ha4eHHs NOrnnHaHHA 3pas3ka

(cepegHe) x 10 = [OgunHuui NovaTec = HTO[]
Moporose
npuknag: 1,591 x 10 = 37 HTO[ (oamnHui)
0,43
8.3. IHTepnpeTadifa pesynbTaTiB
[Moporose 10 HTY -
> 11 HTY MpucyTHI aHTUTINa NpoTK 3GyaHUKA.
Mo3uTUBHUIA BinbyBcst KOHTAKT 3 @aHTUreHoMm (36yaHMKOM abo BaKLMHOIO).
9— 11 HTY AHTWTINA NpoTK 36yaHMKa YiTKO BUSBUTW HE BOANOCS.
CyMHiBHWI PekomeHOyeTbCA MOBTOPUTH TECT 3i CBIXKMM 3pasKoM vepes 2-4 TUXKHI.
<9HTY 3pasok He MICTUTb aHTUTIN NpoTK 36yaHuMKa.
HeraTusHuit MonepeaHi KOHTaKT 3 aHTUreHom (36yaHMKOM abo BaKLMHOK) MarioMMOBIpHUIA.

JiarHo3 iHdeKUiNHOro 3axBoploBaHHS HE MOXHAa BCTAHOBMIOBATN HAa OCHOBI OHOrO pe3ynbTaTty AocnimxeHHs. HeobxigHo
NOCTaBUTU TOYHWI AiarHo3

B3ATW [0 yBaru KniHi4Hy iCTOpilo, CUMNTOMAaTUKY, @ TaKoX CepOroriyHi gaHi.

Y naujeHTiB 3 ocnabneHMm iMmyHITETOM | HOBOHaPOKEHMX CEPOIIOTiyHI AaHi MatloTb Nue 0OMeXeHe 3HaUYEHHS.

8.3.1. IzoTunu aHTUTIN i cTaH iHdeKuii

Ceponoris 3HaunmicTb

XapakTepucTvka NepBUHHOI peakuii aHTUTIN

IgM Bucokun Tutp IgM 3 H13bkum TuTpom IgG: — CBig4MTbL NPO NOTOYHY abo HelwoaaBHIo iHbeKLio
Pigko: — cTinkmnn IgM

XapaktepucTmka BTOPUHHOI peakLii aHTuTin

19G Moxxe 36epiraTncs NpOTArom AeKinbKOX POKiB

Bucokui Tutp 1gG 3 HU3bkuM TUTPOM IgM: — MOXe BkasyBaTuh Ha iHhekUito B MUHYNnoMy

Bupobnsaetbca Ha cnn3oBmnx 000MOHKax No BCbOMY Tiny (=3axucHuii 6ap'ep)

IgA y . o
3a3B14an BUHMKAE Ha paHHiX cTtagisax iHeKLji

9. CNEUN®DIYHI XAPAKTEPUCTUKA

PesyanaTM BiHOCATLCS [0 rpyn ,D,OCJ'Ii/:l,)KYBaHVIX 3paskiB; Lie He rapaHTOBaHI XapaKTepUCTUKMN.

9.1. Tou4HicTb

B aHanisi n CepepgHe (E) CV (%)
#1 24 0,649 4.87
#2 24 1,279 4.78
#3 24 1.116 3.09
Mix CepenHe

aHanizamm n (HTON) CV (%)
#1 12 22.56 3,84
#2 12 20.82 5.78
#3 12 6.45 9,84

9.2. [iarHocTnyHa cneuundiyHicTb
[iarHocTnyHa cneundivHiCTb BU3HAYaeTbCA AK MMOBIPHICTb HEraTUBHOIO pesynbTaTy aHanisy 3a BiACYTHOCTi KOHKPETHOro
aHanity. Lle 100% (95% posipuwnii iHTepBan: 90,75% - 100%).

9.3. [iarHocTUYHa YYTNUBICTb
[liarHoCcTMYHa YyTNMBICTE BU3HAYAETLCA K MMOBIPHICTL MO3UTUBHOIO pesyrnbTaTy aHanidy B NpUCYTHOCTI KOHKPETHOro aHaniTy.
Lle 100% (95% posipuunn iHTepsan: 73,54% - 100%).

9.4. Bnnus

Bnnue 3 remoniTmyHnMun, ninemivyHMMm abo KOBTSHUYHUMMM 3paskamm He CNoCTepiralTbCs A0 KoHUeHTpauii 10 mr/mn
remorno6iny, 5 mr/mn Tpurniuepuais i 0,5 mr/mn 6inipy6iHy.

9.5. TlepexpecHa peaKTUBHICTb

HocnigXeHHs naHeni 3paskiB i3 akTUBHICTIO @HTUTIN A0 NOTEHLIHO NepexpecHUX napaMmeTpiB He BUSBUIIO [OKa3iB
XMOHOMO3MTUBHMX Pe3ynbTaTiB Yepes3 NnepexpecHi peakuii. 4
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10. OBMEXEHHA NPOLEOYPU

BakTepiansHe 3abpyaHeHHs1 aG0 NOBTOPIOBaHI LMK 3aMOPOXKYBAHHSI-PO3MOPOXKYBaHHS! 3paska MOXYTb BMUHYTW Ha
3HAYEHHSI MOFMHaHHSI.

11. SACTEPEXEHHA TA NOMNEPEOAXXEHHA

HeobxigHo cyBopo Q[oTpumyBaTMUCA npouenypy aHanidyBaHHs, iHdopmauii, 3anobikHux 3axodiB i nonepeaxeHb,

HaBedeHNX B IHCTPYKUIAX i3 3acTocyBaHHS. BukopuctaHHa HabopiB TecTiB 3 aHanisatopamu Ta nogibHum obnagHaHHAM

mae 6yTn nepesipeHo. Byab-aki 3MiHM B AM3aliHi, cknagi Ta npoueaypi aHanisyBaHHs, a TakoX 6yab-ake BUKOPUCTaHHA B

NOEAHAHHI 3 IHWWMW NPOAYKTaMK, He CXBaneHVMu BUPOBHMKOM, 3a0OpOHEHI; KOPpUCTyBay cam Hece BignoBidanbHICTb 3a

Taki 3MiHK. BUpoBHWK He Hece BiANOBIAanbHOCTI 3@ NOMUIKOBI pe3ynbTaT Ta BUNaaKn 3 LnxX NpuyinH. BUpobHuk He Hece

BignosiganbHoCTi 3a 6yAb-AKi pe3ynbTaTi BidyanbHOro aHanidy 3paskis nawieHTiB.

Tinbkn Anga giarHOCTUKKM In vitro.

Yci maTepianu NoaCcbKoro YM TBApUHHOTO MOXOMXKEHHS Chif po3rnsaaTn Ta 06pobnsaTi Sk NOTEHUINHO iHAEKLinHI.

YCi KOMNOHEHTU NIOACLKOIO MNOXOQKEHHS, AKi BUKOPUCTOBYIOTLCH ANsi BAPOOHULTBA LMX peareHTiB, Oynu nepesipeHi Ha

aHTuTina go BIJ, aHtutina go BI'C ta HBsAg i Oynv BU3HaHi HepeakTUBHUMU.

He 3amiHtonTe peareHTn abo MikponnaHLweTn pisHUX NapTii BUPpOOHMLTBA.

Pa3som 3 peareHTamu Liboro TecT-Habopy He MOXHa BUKOPWCTOBYBAaTU peareHTu iHLLNX BUPOOHWKIB.

He BMKOPUCTOBYINTE peareHT nicrs 3akiH4eHHA TepMiHy NpuaaTHOCTI, 3a3HaYeHOro Ha eTUKeTL.

BukopurcToByinTe nuLLe YNCTi HAKOHEYHUKM NINeTOK, 403aTopu Ta nabopaTopHUIn NOCYA.

He MiHsMTe rBUHTOBI KPULLKX (DrIakoHIB 3 peareHTamu, o6 YHUKHYTU nepexpecHoro 3abpyaHeHHs.

LLinbHO 3akpuiiTe hnakoHn 3 peareHTammn ogpasy nicns BUKOPUCTAHHS, LWOO YHUKHYTVU BUNApOBYBaHHSA Ta MIKpOBHOro

3abpyaHeHHs.

Micna nepworo BiAKPMTTS Ta NoganbLuoro 30epiraHHsa nepesipTe oNTakoHU 3 KOH'KOraToM | CTaH4AaPTOM/KOHTPOSEM Ha

HasiBHICTb MiKpOOHOro 3abpyaHeHHs nepea noaanbLUMM BUKOPUCTaHHAM.

o6 yHUKHYTV nepexpecHoro 3abpyAHeHHst Ta XMBHO NiaBULLEHWX pe3yrnbTaTis, NineTyTe 3pasku NaLieHTiB i Jo3ynTe
eareHTu, He po30PU3KYYM X aKypaTHO B NyHKMU.

DA npmsH(aC?Leg;mh nvwe ang ksanidikoBaHOro nepcoHany, Skun 4oTPUMYETLCA CTaHAapTIB HanexHoi nabopaTopHoi

NpaKkTUKM .

,D,n;|6no,qanbmoro BHYTPILLUHBOrO KOHTPOIIO AKOCTi KOXXHa nabopaTtopis NoBUHHA AOAATKOBO BUKOPWCTOBYBATU BiAOMI

npo6w.

11.1. TMpumiTKa 3 TeXHikKu 6Ge3neKku AnA peareHTiB, WO MICTATb WKiANUBI pe4OBUHU

PeareHt MmoxyTb mictutv CMIT/MIT (3:1) a6o MIT (aue3.1).
ToMmy 3aCTOCOBYHOTLCS HACTYMHI MONOXEHHs1 Npo Hebe3neky Ta 3anobiXkHi 3axoau.

YBATA H317 Moxke BUKNMKaTK LUKIPHY aneprivyHy peakuito.
P261 YHuKaviTe BOUXaHHS Cnpeto.
P280 OpsiranTe 3axXUCHI pykaBUYKW/3aXNCHUIA O4sAT.

Y PA3I NOTPAMIAHHA HA LWKIPY: npomnth BENMKOIO
P302+P352 KiNbKiCTIO BOAN 3 MUMOM.

Y pasi noapasHeHHs LWkipy abo Bucuny: 3BEpHITbCA 3a
P333+P313 MeONYHOK JONOMOro/nopagoto.

3HATK 3abpyaHeHNIA oadr | BUNpaTu Noro nepes noBTOPHUM
P362+P364 BUKOPUCTAHHAM.

PeareHT MOXyTb MicTUTK 5-6pom-5-HiTpo-1,3-aiokcaH (auB.3.1).
Tomy 3aCTOCOBYIOTECS HACTYMHI MONOXEHHs MPO Hebe3neKy Ta 3anobixkHi 3axoau.

YBATA H315 Buknukae nogpasHEeHHs LUKipn.
H319 Buknukae ceprosHe nogpasHeHHst o4en
P280 Opsrante 3axvcHi pykaBUYKU/3aXUCHWIA OasT.
Y PA3I NOTPAMNAHHA HA LLKIPY: npomMuth BENMKOIO KiNbKicTio BOAMK 3
P302+P352 MWUIOM.

MPW NOMAAAHHI B O4I: O6epexHO npoMuiiTe BOAOK NPOTArOM KiflbKOX
P305+P351+P338 xBunuH. Buganutn koHTakT

NiH3K, KO BOHM € Ta iX Nnerko 3pobutun. MpoaoBxynTe NONOCKaHHS.
P337+P313 AKLLo NnoapasHeHHs o4el He NPOXoaAWTb: 3BEPHITbCS A0 Nikapsi.

HopnaTtkoBy iH(bopMmaLito MOXHa 3HaNTK B MacnopTi 6e3neku.

11.2. 3ayBaXkeHHS wWopo yTunisauii

3anuwkM XiMiYHMX PEevYoBMH i MpenapaTiB 3a3BuMyan BBaXalTbCst Hebe3nevyHumu Bigxogamu. YTunisauis Takoro pogy Bigxonis
pErynoeTbca HauioHanbHUMU Ta PeErioHanbHUMKU 3akoHamy Ta npaBunamu. 3B’sKiTbCst 3 MiCLEBMMMW opraHamu Bnagu abo
KOMMaHisiM1 3 yTunisadii Bigxo4is, siki HaaaayTe NOpaam WoAOo yTuniadii He6e3neyHux Biaxoais.

IHdbopMmauiio npo nakyBanbHi MaTepianu ave. y po3aini NMAKYBAJTIbHI MATEPIATIA.
12. IHOOPMALIA OnA 3AMOBIEHHA

Mikonnasma nHeBMOHiS,
REF MYCAOQ350 aHTuTina IgA (96 BM3Ha4eHb)
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CKOPOYEHHA

CMIT 5-x11op-2-meTnn-4-i3otia3oniH-3-oH

MIT 2-meTun-2H-izotiason-3-oH

NMAKYBAJIbHI MATEPIAJIU
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PAP 21 PAP 21 PAP 22
[SOLNTCTOIT | [WASHTBUFT20x | [SUBTTMB | [DIL |
MTP
[conJ| [cONTROL|+| [cONTROL|-| [cuTOFF]|
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HDPE 2 PP 5 PET / ALU / LDPE 90
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YMOBHI NO3HAYEHHA

REF

Ne KarT.:

LOT

Ne Maprii:

BukopucrtaTtu go:

KinbkicTb TecTiB:

§@‘m
@]

KoHueHTpat
LYO JlioginizosaHum
IVD Megu4Huii npucTpin gns giarHoCTuku in vitro

OuiHoYHMI Habip

=

MpounTanTe iHCTPYKLiO Nepes BUKOPUCTaHHAM

/[
s
\

IN
>

36epiraTn noogans Big AXepen Tenna i NPSIMOro COHSYHOro CBiTna.

36epiratv npn Temneparypi:

BupobHuk:

YBara!

Mictutb GionoriyHMin MaTepian NtoACbKOro NOXOAKEHHS

SIST4n

MicTutb GionoridyHMin maTepian TBAPMHHOIO NOXOOXKEHHS

c
=

YHikanbHa igeHTudikauis npucTpoto

20

OucTtpnb’rotop

YMOBHI NO3Ha4YEeHHs1 KOMMOHEHTIB AMB. y po3aini «MaTtepianu, Wo BxoaaTb 40 Habopy».
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PE3IOME NMPOLUEAYPU OOCHIOAXEHHA

CXEMA AOOoCHNIOXEHHA

Mikonnasma nHeBMOHiIs IgA

MigroToBKa Ao aHanisy

Migrotyinte peareHTU Ta 3pasku, sIK ONMCcaHo.
BcTaHoBITE NnaH po3noAiny Ta iaeHTudikauii 4ns BCix 3paskiB i cTaHOapTiB/KOHTPONIB.
BubepiTb NOTPIOHY KiNbKiCTb MIKpOTUTPAaLiMHUX CTpiniB abo NyHOK i BCTaBTe iX y TpMMau.

Mpouenypa aHanisy

BbnaHk
cybcTpaTty HeratusHui | Moporosuin | MNo3ntneHuin 3pasok
(po3baBneHwuii
(A1) KOHTPOJIb |KOHTPOJIb| KOHTPOIIb 1+100)
HeratueHun
KOHTpPOIb - 100 mkn - - -
KoHTponb
Nnoporosui - - 100 mkn - -
[Mo3nTuBHMIA
KOHTPOnNb - - - 100 mkn -
3pasok
(po3baBneHuii ) ) i i 100 mkr
1+100)
HakpuiTe nyHKn bonbroto, Wwo BXoANTb
0o Habopy
IHKyOynTe npoTsarom 1 roguHu Npm
37+1°C
MpoMuinTe KOXHY NyHKy Tpudi 300 MKn [WASH|BUF|1x |
Kow'torat - 100 mkn 100 mkn 100 mkn 100 MKkn
IHkyGynTe 30 XB npu KimHaTHIN TemnepaTypi (20...25 °C)
He niggaBatu BNAMBY NPAMUX COHAYHNX
NpoMeHiB
MpomuiiTe KoXHy NyHKy Tpudi 300 mkn |WASH|BUF|1x |
|SUB| TMB | 100 mkn 100 mkn 100 mkn 100 mkn 100 mkn
IHKyOynTe piBHO 15 XB npu KiMHaTHiK TemnepaTypi (20...25 °C) y TempaBi
|SOLN| cTon | 100 mkn 100 mkn 100 mkn 100 mkn 100 mkn
doTomeTpudHe BUMIptoBaHHS npu 450
HM
(petbepeHTHa goBxunHa xsusi: 620 HM)

Gold Standard Diagnostics Frankfurt GmbH
Waldstrasse 23 A6

63128 Dietzenbach, HimeuyunHa

Ten.: +49 6074 23698-0

dakc: +49 6074 23698-900

EnextpoH

Ha nowTa: info.frankfurt@eu.goldstandarddiagnostics.com
cauT: Clinical.goldstandarddiagnostics.com
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