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1. BUKOPUCTAHHA 3A NMPU3HAYEHHAM

PecnipaTtopHo-cuHuuTianbHui Bipyc IgM I®A npusHaveHuin gnsi sskiCHOro BU3HaAYeHHs1 aHTUTIN knacy IgM npoTtu pecnipaTopHo-
CYHUMTIanbLHOro Bipycy B cupoBaTLi abo nnasmi niogunHun (UMTpar, renapuH).

2. NPUHUUN AHANI3Y

AkicHe iIMyHObEepMeHTHE BU3HaYeHHs cneundidHux aHTuTin 6asyetbes Ha metoauui IPA (iMyHopepMeHTHMIN aHani3).
MikponnaHLweTn NoKpuTi cneundiyHMMM aHTUreHamu Ans 3B’A3yBaHHS BiAMOBIAHUX aHTUTIN 3paska. [licns npommBaHHA NyHOK
ONs BUOAnNeHHs BCbOro HE3B'A3aHOr0 marepiany 3paska [A04aeTbCsa KOH'loraT, MideHun nepokcupasoro xpoHy (HRP). Llen
KOH'toraT 3B'A3yeTbCS i3 3axonneHMMu aHTuTinamun. Ha gpyromy etani NpoMMBaHHA HE3B'A3aHUI KOH'toraT BMAansaoTb. IMyHHUIA
KOMMNEKC, YTBOPEHUI 3B’A3aHUM KOH'IOraTtoMm, BidyamnisyeTbCsl LUMAXOM AoAaBaHHs cybcTpaTy TeTpametunbeHsvauHy (TMB),
AKUA Aae CUHIN NPOOYKT peakuil.

IHTEHCMBHICTb LIbOro MPOAYKTY MPOMOpLiiHa KiNbKOCTi cneumdivyHnx aHTuTin y 3pasky. LWo6 3ynuHuTK peakuito, foparoTb
cipyaHy kucnoty. Lle cTBOpoe XOBTMIM KoMip KiHLEBOi TOYkU. ONTuU4HY rycTuHy npu 450/620 HM 34MTylOTb 32 AOMNOMOrOH
NpuCTpoto ANng 34ntyBaHHA |PA MikponnaHLieTis.

3. MATEPIAITN

3.1. PeareHtn B Habopi

MikponnaHweT:12 po3pUBHNX CTPUMIB i3 8 NTyHKaMK, NOKPUTUX aHTUreHaMun pecnipaTopHO-CUHLUTIANbLHOTO Bipycy; B
antomiHiesin donba3i, Wo 3aKpuBaeTbCS.

DIL| M :1 chnakoH, uo mictuts 100 Mn hocatHoro bydepa (10 MM) ana posseaeHHs spaska; pH 7,2 + 0,2;
anzunianceki IgG (RF abcopbeHT); nocdhapboBaHi B 3eneHun Konip; roToBUA [0 BUKOPUCTaHHS; Binuin koBnavok; <
D %o (06./06.) CMIT/MIT (3:1). ) . . .

NTCTONN: 1 cdnakoH, wo MicTuTe 15 Mn cipyaHoi kncnotu, 0,2 MONb/N; rOTOBUI A0 BUKOPUCTaHHS; YEPBOHUIA
KOBMayoK.

WASH | BUF| 20x: 1 cpnakoH, o mictutb 50 Mn 20-KpaTHO KOHLEHTPOBAHOIO %oc_cpamoro 6ydepa (0,2 M), pH 7,2 +
0,2, onA NpoMMBaHHs NyHok; 6ina kosna4vok; 0,2% (mac./06.) 5-6pomM-5-HiTpo-1,3-giokcaHy.

KoH'toraT:1 (pnakoH, o micTuTb 20 M MiYeHOro nepokcuaasoto aHTutina Ao IgM nioaunHn y docdarHomy 6ydepi (10
MI\Q' no%)naé) OBaHi B YEPBOHWI KONIp;_rOTOBUM go BMKOPUCTaHHS; YOPHWIN KOBMAYOK. .

S B| TMB: 1 dnakoH, wo mictuts 15 mn 3,3',5,5'-TeTpametnbersnanHy (TMB), < 0,1%; rotoBuin 0 BUKOPUCTaHHS;
XKOBTWI KOBMaYoK.

1 KOHTPONb: 1 (hnakoH, Lo MICTUTb 2 MI KOHTPONIO; nodap6oBaHi B XXOBTWIA KONip; roOTOBMIA 0
Hs1; YepBOHUMI koBnayok; < 0,02% (06./06.) MIT.

KoHTponb noporoBui:1 (nakoH, Lo MiCTUTb 3 M1 KOH:ll'porer; nodapboBaHi B )XOBTUI KOMip; FOTOBUIA OO
BMKOPUCTaHHS; 3enexun koenavok; < 0,02% (06./06.) MIT.

HeratmBHuM KOHTpONb:1 bNakoH, Wo MICTUTb 2 M KOH:II'}/)OJ'I}O; nocapboBaHi B XXOBTWIA KONip; rOTOBUIA 40

BMKOPUCTaHHS; cuHiii koBna4vok; < 0,0015% (06./06.) CMIT/MIT
(3:1).

3asBu npo Hebe3neky Ta 3acTepexeHHs amell.1

3.2. Marepianu noctaBneHi

1 ®onbra 4nsa nokpuTTA
1 IHCTpyKUis i3 3acTOCyBaHHS

3.3. HeobxigHi maTepianu Ta obnagHaHHA
: Pigep mikponnaHwerTie I®A, obnagHaHuin AN BUMIpIOBaHHS NornnHaHHs npu 450/620 HM
InkybaTop 37°C
Py4yHe abo aBTomMaTnyHe obnagHaHHSA Ans NPOMUBAHHSA MiKPOMaHLIETIB
MineTkn ans poctasku o6’emi Big 10 go 1000 mkn
BuxpoBun 3miwyBay npobipok
OuctnnboBaHa Boaa
OpHopasosi Npobipku

4. CTIUKICTb TA 3BEPIFAHHS

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

5. MPUTOTYBAHHA PEATEHTIB

[yxe BaxnuBo OOBECTW BCi peareHTU Ta 3pas3ku A0 kiMHaTHOI Temnepatypu (20...25 °C) i nepemiwaTtmn ix nepes no4aTkom

TecTyBaHHs!

5.1. MikponnaHiueTt

CTtpinu, WO po3puBalOTbCs, NOKPUTI aHTUreHamm pecnipaTopHO-CUMHUMTIanbHoro Bipycy. Ogpasy nicns BuMAaneHHs CcTpinis

peLuTy CTpiniB cnig 3HOBY 3aneyaraTv B antoMiHieBy ¢oornbry pasoM i3 ocyLlyBadeM, Lo nocTadvaeTbes, i 36epiratv npm 2...8 °C.

5.2. |WASH|BUF|20x

Pos3baputnWASH | BUF| 20x1 + 19; Hanpukpag, 10 MaWAS |BUF|20x+ 190 mn gucTunboBaHoi Boau. Po3seaerun Gydep
[1x)

(WASH | BUF | 1x) cTabinbHuin npoTsirom 5 gHiB npu KiMHaTHIA Temnepartypi (20...25 °C). Y pasi nosiBu KpucTaniB y KOHLEHTparTi
nigirpivite po3unH go 37 °C, Hanpvknag, Ha BoasiHi 6aHi. [Jobpe nepewmiwanTte nepen po3BeAeHHAM.

53. |SUB|TMB

PeareHT roToBui O BUKOPUCTaHHA i MOBWHeH 36Gepiratucs npu 2..8 °C, jaxuwieHoMy Big csitna. SUB|TMBmae 6yTu
6e3bapsHUM abo mafv nerkun duHiii BiaTiHOK. Akwo SUB| TMB cTae CUHIM, MOXIIUBO, BiH 3a6pyAHEHMI | OT0 Cig BUKUHYTH.
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6. 36IP TA NIArOTOBKA 3PA3KIB

[ns uporo aHanisy BUKOPUCTOBYWTE 3pasku cMpoBaTku abo nnas3Mu KpoBi MognHn (LuTpart, renapuvH). AKwo aHania
nNpoBOAMTLCS NPOTAroM 5 AHiB nicns Bigbopy 3paskis, 3pa3ku NOBUHHI 36epiratncst npu 2...8 °C; B iHWOMY BUMNagky ix cnig
po3a4inuMTu Ha anikBoTw | 36epiraTn B rmmboki 3amoposyi (-70...-20 °C). Akwo 3pasku 36epiraloTbCst B 3aMOPOXXEHOMY BUMMAL],
nobpe nepemilwante po3MOPOXKEHi 3paskn nepes TeCTyBaHHAM. YHUKaNTe NOBTOPHOrO 3aMOPOXKYBaHHSI Ta pO3MOPOXKYBaHHS.
TennoBa iHaKTUBaL,is 3pa3kiB He PEKOMeHOYETLCS.

6.1. Po3BeneHHs 3pa3ka

Mepen aHaniaom yci 3pa3ku cnig poadasuTyn 1+1004171| M. Posnoginite 10 Mkn 3pa3ka Ta 1 Mnfln| My npobipkv ans oTpymaHHs
po3unHy 1+100 i peTenbHO NepemillanTe 3a 4ONOMOroK BUXPOBOro Mikcepa.

7. MPOUEOYPA AHATNI3Y

Mepen npoBefeHHAM aHanidy yBaXKHO NpovuTanTe iHCTPYKLO i3 3acTocyBaHHA. HadiHicTb pe3ynbTaTy 3anexuTsb Bif CyBOpPOro
OOTPMMaHHS IHCTPYKLIT i3 3acTocyBaHHs, Sk onucaHo. HaBegeHa Hux4e npoueaypa nepesipky nepesipeHa nuwe Ans pyyHor
npoueaypv. Npu BUKOHAHHI TECTY Ha aBTOMaTU4HUX cuctemax |PA Mu pekomeHayeEMO 36iNbLUMTU KPOKM NPOMMBAHHA 3 TPbOX
O _Mm'aTv_Ta 0o6'eMWASH|BUF| 1xBigp 300 Mkn o 350 Mk, W06 YHUKHYTM edekTy npoMuBaHHs. 3BepHiTb yBary Ha

popainll.fepen novaTkom aHanidy cnif peTenbHO po3pobuTu nnaH posnoAiny Ta igeHTudikauii Ans BCiX 3paskiB i
cTaHZapTiB/KOHTpONIiB (pekoMeHaoBaHo Ay6nikaTtu). Bubepitb NoTpibHY KinbKicTb MiKpOTUTPaLiMHKX CTpiniB abo NyHOK i BCTaBTe

Xy Tpymau.

BukoHanTe Bci eTanu aHanidy y BkasaHoMy nopsiaky Ta 6e3 3aTpyMok.

[na 0o3yBaHHSA KOXHOrO CTaHAapTY/KOHTPOMIO Ta 3paska Chifd BUKOPUCTOBYBATU YACTUIA OOHOPA30BUIA HAKOHEYHWK.
HanawrtywTe iHkyb6aTop Ha 37 £ 1 °C.

1. Posnoainite 100 mkn cTaHAapTiB/KOHTPONIB | po3BeAeHMX 3paskiB y BiANOBIAHI NyHkU. 3anuwTe nyHky A1 anga 6naxka
cybeTpary.

2. Hakpunte nyHku cponbroto, LWo BXoauTb A0 Habopy.

3. IlukybynTe npotarom 1 roanHu = 5 xsunuH npu 37 £ 1 °C.

4. Konu iHkybaLisa 3aBeplueHa, 3HIMITb onbry, acnipynte BMICT JyHOK i MPOMWITE KOXHY nyHKy Tpuyi 300
MKNWASH | BUF | 1x. YHUKaiTe nepenuBiB 3 peakuitHux NyHOK. IHTepBan MiX NpoMUBaHHSM i acnipauielo NoBUHEH
cTaHoBuTK > 5[ cekyHa. HanpukiHui o6epexHOo BMaaniTe 3anuikv piguHW, NOCTYKyOUYM cTpinamm no abcopbeHTHoOMY
nanepy nepeg HacTynHWM Kpokom!

Mpumitka: MwuTTa - Le BaxnmBo! HegoctaTHE NPOMMBAHHSI NPU3BOANTL A0 HU3bKOI TOYHOCTI Ta MOMUIKOBUX
pe3ynbTarTiB.

Posnoginite 100 mMkn KOH'toraTy B yCi NyHKM, KpiM nyHkn A1 ans 6naHka cybeTparty.

IHkybynTe 30 xB npu KimHaTHIN TemnepaTypi (20...25 °C).He niggaBaTtv BNAMBY NPSIMUX COHAYHUX MPOMEHIB.
MoBTOPITL KPOK 4.

Losysatn 100 MkiSUB] TMB] B yci nyHKku.

IHkyOynTe piBHO 15 XB npm KiMHaTHIN TemnepaTypi (20...25 °C) y TempsaBi. CvHin konip BUHMKaE BHaCmMigok
bepMeHTaTMBHOI peakLii.

10. JosysaTtu 100 mkj1 SOLN | CTOI] B yCi NyHKX B TOMY XX NOPSAKY Ta 3 TiE0 X LIBUAKICTIO, WO i Ans SUB||TMB, Takum
YMHOM BiABYyBa€eTbLCHA 3MiHa KOMbOPY 3 CUHLOTO Ha XOBTUN.

© © N o’

11. BumipsaiTe nornuHaHHs npu 450/620 HM npoTtsirom 30 XBUNWH nicns gofasaHHs SOLN| CTONM.
7.1. BwumiproBaHHA
Bigperyntonte npucTpiii 4nsa 34nTyBaHHSA MikponnaHweTiB IOA Ha Hynb 3a fonoMoroto 6naHka cybeTparTy.

FAKLLO 3 TEXHIYHUX MPUYUH NPUCTPIN ANns 3untyBaHHS |PA MikponnaHLeTiB He MOXHa HanawTyBaT! Ha HyMb 3a JOMOMOrOH0
6naHka cybcTpary, BigHIMITb MOro 3HaYEHHSI NOMMMHAHHS 3 YCiX iHLUNX BUMIPAHUX 3HAaY€eHb MOrMMHAaHHS, LWo6 oTpuMaTi HaginHi
pesynbtaTu!

BumipsanTe nornMHaHHsA BCix NyHOK npu 450 HM i 3anNuULLITb 3HAYEHHSI NOMMUHAHHA ANS KOXHOro CTaHAapTy/KOHTPOnto Ta
3paska.

PekomeHayeTbecs BixpomaTniHe BMMIpHOBAHHS 3 BUKOPUCTAHHAM €TanoHHOI JOBXUHM XBuIi 620 HM.
AKwo MoxnuBo, po3paxynTe cepegHE 3HAYEHHA NOTNMHAHHA ANA BCix AyonikaTis.

8. PE3YIIbTATHU

8.1. BukoHanTe KpuTepii nepeBipku

Onsa Toro, wob aHani3 BBaXaBcs AiNCHUM, Crid CyBOPO AOTPUMYBATUCS LIMX iHCTPYKLM LWOAO BUKOPUCTAHHSA Ta Bignosigatu
TakuM KpUTEPIisiM:
) BnaHk cy6cTpaTy:3HaveHHs nornnHaHHA < 0,100
HeratmBHUI KOHTpONb: 3Ha4yeHHs nornuHaHHs < 0,200 i < NOporoBoro 3Ha4YeHHs
KoHTponb noporoBun:3Ha4veHHs nornnHaHHsa 0,150 — 1,300
MO3NTUBHUIN KOHTPOIb: 3HAaYEHHS NOMMMHAHHSA > MeXa
Ao Ui kpuTepii He BignoBigaTb, TECT HEAIACHUIA | KOro HEOOXiOHO NOBTOPUTMW.
8.2. MigpaxyHok pe3ynbTaTiB

I'Ioporose 3Ha4YeHHA — Le cepenHe 3Ha4YeHHA NornmHaHHA BU3Ha4Y€eHb NOPOroBoOro KOHTPOIO.

npuknag; 3Ha4veHHs nornuHaHHa MNoporosuii KOHTponb 0,44 + 3Ha4YeHHs1 NornNnHaHHs MNoporosui
KoHTponb 0,42 = 0,86 / 2 = 0,43 NMoporoee 3Ha4yeHHa = 0,43
3
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8.2.1. PesynbtaTtu B oguHuuax [HTOA]

3Ha4eHHs NornnHaHHsa 3paska (cepegHe) x 10 = [Oamnuui NovaTec = HTO[]
noporose
npuknag: 1,591 x 10 =37 HTO[
0,43
8.3. IHTepnpeTadifa pe3ynbTaTiB
Moporose 10 HTOO -
Mo3UTUBHMIA > 11 HTOQ rlpwcyTHl aHTuUTINa npoTn 36yaHmKa.
BinbyBcst KOHTAKT 3 @aHTUreHoMm (36ygHNKOM abo BaKLMHOIO).
AHTWTINA NpoTK 36yaHMKa YiTKO BUSIBUTU HE BAANOCS.
9-11HTO o
PekomeHOyeTbCA MOBTOPUTU TECT 3i CBKUM 3paskoMm Yyepes 2-4
CYyMHiBHMIA TUXKHI.
3pasok He MICTUTb aHTUTIN NpoTK 36yaHuKa.
<9 HTOA o
MonepeaHivi KOHTaKT 3 aHTUreHoM (36ygHUKOM abo BaKLMHOMO)
HeratuBHui ManoviMOBIPHUNA.

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

B34TW 40 yBaru KmiHiyHy iCTOpito, CAMATOMATUKKY, a TaKoXX CeposioriyHi AaHi.

Y naujeHTiB 3 ocnabneHum iMyHITEeTOM | HOBOHAPOXKEHMX CEPOSIONiyHi AaHi MatloTb e 0OMeXeHe 3HaUYEHHS.

8.3.1. I3oTunu aHTUTIN i cTaH iHdekuil
Ceponoris 3HaunmicTb
XapakTtepucTmka NePBUHHOI peakLii aHTUTIN
IgM Bucokun Tutp IgM 3 H13bkum TuTpom IgG: — CBig4MTbL NPO NOTOYHY abo HeloaaBHIo iHbeKLio

Pigko: — cTinkun IgM

XapakTepucTvka BTOPUHHOI peakuii aHTuTin
19G Moxxe 36epiraTncs NpOTArom AeKinbKoX POKiB
Bucokui Tutp 1gG 3 HM3bkuMm TUTPOM IgM: — MOXe Bka3dyBaTh Ha iH(eKUito B MUHYNOMY

Bupobnsaetbcs Ha cnm3oBnx 060M0HKax No BCbOMY Tiny (=3axucHuii 6ap'ep)

IgA o ) L
3a3Buyan BUHUKAE Ha paHHiX cTadisx iHdekuii

9. CNEUN®DIYHI XAPAKTEPUCTUKU

PesyanaTM Bi,CI,HOCFITbCFI 0o rpyn ,ElOCJ'Ii/:l,)KyBaHVIX 3paSKiB; ue He FapaHTOBaHi XapaKTepUuCTuKn.
9.1. Tou4HicTb

B aHanisi n CepepgHe (E) CV (%)
#1 24 0,605 5,98
#2 24 0,850 8.35
#3 24 0,873 3,98
Mix CepenHe

aHanizamm n (HTOL) CV (%)
#1 12 17.33 11.89
#2 12 1491 12.73
#3 12 5.09 13.97

9.2. [iarHocTn4Ha cneumndivHicTb

[iarHocTnyHa cneundivHiCTb BU3HAYaeTbCA K MMOBIPHICTb HEFaTUBHOMO Pe3ynbTaTy aHanidy 3a BiACYyTHOCTi KOHKPETHOro
aHanity. Lle 98,15% (95% posipuunii iHTepean: 90,11% - 99,95%).

9.3. [iarHocTM4Ha 4YyTnNuBICTb

[iarHocTnyHa YyTNMBICTE BU3HAYAETLCA K MMOBIPHICTL MO3UTUBHOIO pesyrnbTaTy aHanidy B MPUCYTHOCTI KOHKPETHOrO aHaniTy.
Lle 100% (95% posipuuni iHTepsan: 76,84% - 100%).

9.4. Bnnus

Bnnue 3 remoniTmyHnMu, ninemivyHMMm abo KOBTSHUYHUMM 3paskamMm He CMoCTepiranTbes A0 KoHUeHTpauii 10 mr/mn
remorno6iny, 5 mr/mn Tpurniuepuais i 0,5 mr/mn Ginipy6iHy.
9.5. MepexpecHa peakTUBHICTb

JocnigxeHHs naHeni 3paskiB i3 akTUBHICTIO @HTUTIN 4O NOTEHLINHO NepexpecHnx napameTpiB He BUABUIO JOKa3iB
XMBHOMO3NTMBHNX pe3ynbTaTiB Yepes NepexpecHi peakxLii.

10. OBMEXXEHHA NMPOLIEQYPU

BakTepiansHe 3abpyaHeHHs1 aG0 NOBTOPIOBaHI LIMKINM 3aMOPOXKYBaHHSI-pPO3MOPOXKYBaHHS! 3paska MOXYTb BMUHYTU Ha
3HAYEHHS NOrMUHaHHSI.
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11. SACTEPEXEHHSA TA NONEPEOXEHHA

HeobxigHo cyBopo OOTpuMyBaTUCS NpoLeaypy TeCTyBaHHs!, iHpopMaLii, 3anobibkHMX 3axofiB i nonepenkeHb, HaBeAeHMX
B iHCTPYKUISIX i3 3aCTOCyBaHHs. BuKopucTaHHs HabopiB TecTiB 3 aHanisatopamu Ta nofidHum obrnagHaHHAM Mae OyTu
nepesipeHo. byab-Aki 3MiHWM B Au3aiiHI, cknagi Ta npoueaypi TeCTyBaHHSA, a Takox OyAb-ske BUKOPUCTaHHA B NOEOHaHHI 3
iHLUMMW NPOAYKTamMK, He CXBarleHMMM BMPOOHMKOM, 3aBOpPOHEHI; KOPUCTYBaY caM Hece BiAnoBiganbHICTb 3a Taki 3MiHW.
BupobHuK He Hece BiANoOBiAaNbHOCTI 3a MOMWMKOBI pe3ynbTaTv Ta BuMMNagkM 3 UMX MNpuuvH. BrvpoGHUK He Hece
BiANoBiAanbHOCTI 3a 6yab-AKi pe3ynbTaTh BidyanbHOro aHanidy 3paskiB nauieHTiB.

Tinbkvn ons AiarHOCTUKM In vitro.

Yci maTepianv noacbKOro YM TBApPMHHOIO NOXOAXKEHHS CNid po3rnsaaTty Ta 06pobnaTh K NOTEHUIMHO iHAPEKUiNHI.

YCi KOMNOHEHTU NIOACLKOIO NOXOAKEHHS, AKi BUKOPUCTOBYIOTLCS AnNsi BUPOOHULTBA LMX peareHTiB, Oynu nepesipeHi Ha
aHTuTina ao BIJ, aHtutina go BIC ta HBsAg i 6ynn BU3HaHi HepeakTUBHUMM.

He 3amiHtoniTe peareHTn abo MikponnaHweTn pisHMX napTin BUpobHMuTBa.

Pasom 3 peareHTamu Liboro TecT-Habopy He MOXHa BUKOPUCTOBYBATU peareHTu iHLLNX BUPOBHWKIB.

He BMKOPWUCTOBYWTE peareHT nicns 3akiH4eHHA TepMiHy NPUAATHOCTI, 3a3Ha4eHOro Ha eTUKeTL.

BukopurcTOBYINTE NULLIE YNCTi HAKOHEYHWKM NINETOK, A03aTopy Ta nabopaTopHUI NOCyA.

He MiHsIATe rBMHTOBI KPULLIKN (OrIakoHIiB 3 peareHTamu, o6 YHUKHYTU nepexpecHoro 3abpyaHeHHs.

LWinbHo 3akpuiiTe hnakoHn 3 peareHTamu ogpasy nicns BUKOPUCTaHHS, Wob YHUKHYTV BUNapOBYBaHHSA Ta MikpoGHoro
3abpyaHeHHs.

Micna nepLuoro BigKpUTTA Ta noganbsLuoro 36epiraHHsa nepesipTe dNakoHW 3 KOH'IOraToMm i CTaH4APTOM/KOHTPONEM Ha
HasBHICTb MiKpOBHOro 3abpyaHeHHs nepea noaansluvM BUKOPUCTAHHSM.

o6 yHUKHYTV nepexpecHoro 3abpyAHeHHst Ta XMBHO NiaBULLEHNX pe3ynbTaTis, NiNeTyinTe 3pasku nauieHTiB i o3yinTe
FeareHTM, HE PO30PU3KYIOUN TX aKypaTHO B NYHKM. . ] B .
DA npmsH(ac\;4eH)mm nvwe Ang ksanigikoBaHOro NepcoHany, k1 JOTPUMYETbCS CTaHAapTiB HanexHoi nabopaTopHOi
npaktukun (GLP).

[na noganbLUoro BHYTPILLHBOrO KOHTPOIO SAKOCTI KOXHa NnabopaTtopis MoBMHHA AOAATKOBO BUKOPUCTOBYBATH BiAOMi
3pasku.

11.1. MpaBuna 6e3nekn oNA peareHTiB, WO MICTATbL HeGe3ne4YHi pe4oBMHU

PeareHt MmoxyTb mictutv CMIT/MIT (3:1) abo MIT (gue3.1).
ToMy 3aCTOCOBYIOTLCS HACTYTHI MONOXEHHs Npo Hebe3neky Ta 3anobixHi 3axoau.

YBATA H317 Moxke BUKNMKaTV LKIpHY anepriyHy peakLito.
P261 YHuKaviTe BOUXaHHS Cnpeto.
P280 OpsirainTe 3axXUCHI pykaBUYKW/3aXUCHUIA ogsr.

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

Y pasi noapasHeHHs LWkipy abo Bucuny: 3BEpHITbCA 3a
P333+P313 MeON4YHOK JONOMOro/nopanoto.

3HATK 3abpygHeHn ogqr i BUNpaTun Noro nepes noBTOPHUM
P362+P364 BUKOPUCTAHHAM.

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

YBATA H315 Buknukae nogpasHeHHs LWKipw.
H319 Buknukae ceprosHe nogpasHeHHst 04en
P280 Opsrante 3axmcHi pykaBUYKU/3aXUCHWIA OasT.
Y PA3I NOTPAMNAHHA HA LLKIPY: npomuty BENMKOIO KiNbKicTio BOAM 3
P302+P352 MUWIOM.

MPUY NOMAOAHHI B OYl: O6epexHo npomuiATe BOAOK NPOTAFOM KiNbKOX
P305+P351+P338 xBunuH. Buganutn KoHTakT

NiH3K, SKWO BOHM € Ta iX nerko 3pobutu. MNMpoaoexyriTe NONOCKaHHS.
P337+P313 AKLLo NnoapasHeHHs o4elt He NPOXOAUTL: 3BEPHITbCS 40 Nikapsi.

HopaTkoBy iHbopMaLiito MOXHa 3HanTK B nacnopTi 6e3neku.

11.2. 3ayBaxeHHs woao ytunisauii

3anuLkn XiMiYHMX PEYOoBUH i NpenapaTiB 3a3BM4Yaln BBaXaloTbCsl HeGe3neyHMmM Biaxogamu. YTunisauis Takoro poay Biaxoais
perynioeTbCsl HalioHanbHYMK Ta perioHanbHUMKM 3aKOHaMK Ta npasunamu. 3B'sbkiTbCA 3 MiCLEBMMM OpraHamu Bnagu abo
KOMMaHisiMu1 3 yTunisadii Bigxoais, siki HaaaayTe NOpaam WOAO yTunisauii HebesnevHux Bigxonis.

IHbopmauito Npo nakyBanbHi Matepianu ame. y po3aini NMAKYBAJIbHI MATEPIATIN.
12. IHOOPMALUIA ONnA 3AMOBJIEHHA

PecnipaTopHO-CUHLMTIANbHUIA
REF RSVMO0380 Bipyc IgM (96 BM3Ha4YeHb)
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CKOPOYEHHSA

CMIT 5-xnop-2-meTtun-4-i3oTia3oniH-3-0H

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

NAKYBAJIbHI MATEPIAITN

PAP 21 PAP 21 PAP 22

|SOLN|cTON| |WASH|BUF|20x| |SUB|[TMB| |On|m]| —
[CONJ| |CONTROL|[+| |KOHTPONb|} |BIOPI3SATH
T—
’||!['
HDPE 2 PP 5 PET / ALU / LDPE 90
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YMOBHI NO3HAYEHHA

REF

Ne Kar.:

LOT

Ne MNaprii:

BukopucrtaTtu go:

KinbkicTb TecTiB:

§@‘m
@]

KoHueHTpat

'_
<
o

JliopinisoBaHum

<
o)

MeanyHWiA NpUCTpIN anga AiarHoOCTUKKM in vitro

OuiHoYHMI Habip

=

MpouunTanTte iHCTPYKLiO Nepes BUKOPUCTaHHAM

/,
S
\

N
>

36epiratn noogans Big AXepen Tenna i NPSIMOro COHSMHOro CBiTna.

36epirati npn Temneparypi:

BupobHuk:

YBara!

Mictutb GionoriyHMin MaTepian NoACLKOro NOXOAKEHHS

IS4 n

MicTutb GionoridyHmin maTepian TBApPMHHOIO NOXOOXKEHHS

c
=

YHikanbHa igeHTudikauis npucTpoto

2

OucTtpnb’rotop

YMOBHI NO3Ha4YeHHs1 KOMMOHEHTIB AMB. y po3aini «MaTtepianu, Wo BxogdTb 40 Habopy».
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PE3IOME NMPOLUIEAYPU ICTINTY

CXEMA AOOCHNIOXEHHA

PecnipaTopHo-CuHUMTIanbHun Bipyc IgM

MiarotoBKa fo Tecty

Migrotyinte peareHTN Ta 3pasku, sIK ONMcaHo.
BcTaHoBITE NnaH po3noAiny Ta iaeHTudikauii 4ns Bcix 3paskiB i cTaHaapTiB/KOHTPONIB.
BubepiTb NOTPIOHY KiNbKiCTb MIKpOTUTpPAaLiAHMX CTpiniB abo NyHOK i BCTaBTe iX y TpMMau.

Mpoueaypa aHanisy

BbnaHk cybectpaty |HeratmHuia| Moporosuin | Mo3nTtneHMn 3pasok
(po3baBneHwuii
(A1) KOHTPOIJIb|KOHTPOIb| KOHTPOIJIb 1+100)
HeratneHun
KOHTpPOIb - 100 MKkn - - -
KoHTponb
noporoBui - - 100 mkn - -
Mo3nTUBHUI
KOHTPOnNb - - - 100 mKkn -
3pasok ) ) i ) 100 MKn
(po3baBneHun
1+100)
Hakpuiite nyHKkn bonbroto, Wwo BXoAnTb
00 Habopy
IHKyOynTe npotsarom 1 roaMHu npu
37x1°C
MpomuiiTe KoXHY NyHKy Tpudi 300 MK |WASH|BUF|1x |
KoH'torat - 100 mkn 100 mkn 100 mkn 100 mkn
IHkyGynTe 30 XxB npu KiMHaTHin TemnepaTypi (20...25 °C)
He niggaBaTtu BNNMBY NPSAMUX COHSIYHUX
NPOMEHIB
MpomuiiTe KoXHy NyHKy Tpudi 300 mkn  |WASH|BUF|1x |
| SUB|TMB | 100 mkn 100 mkn 100 mkn 100 mkn 100 mkn
IHkyGynTe piBHO 15 XB npu KiMHaTHiK TemnepaTtypi (20...25 °C) y TempsBi
|SOLN| cTon | 100 mkn 100 mkn 100 mkn 100 mkn 100 mkn

doTtomeTpuyHe BUMIptoBaHHSA rpu 450

HM

(petbepeHTHa goBxnHa xsuni: 620 HM)

Gold Standard Diagnostics Frankfurt GmbH
Waldstrasse 23 A6
63128 Dietzenbach, Himeuunna
+49 6074 23698-0
+49 6074 23698-900
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Ten.:
dakc:




EnekrpoH
Ha nowTa: info.frankfurt@eu.goldstandarddiagnostics.com
cant: Clinical.goldstandarddiagnostics.com
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