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1. BUKOPUCTAHHA 3A NMPU3HAYEHHAM

IgA IPA Ha Bipyc rpuny B npusHayeHun anst SkiCHOro BM3HaYeHHs1 aHTUTIN knacy IgA npotu Bipycy rpuny B y cuposartui abo
nnasmi lgnHn (LMTpaT, renapuH).

2. NPUHUUN AHANI3Y

AkicHe iIMyHObEepMeHTHE BU3HaYeHHs cneundiyHmx aHTuTin 6a3yeTbea Ha meToauli IDA (iMyHoepMeHTHUIN aHani3).
MikponnaHLweTn NokpuTi cneundiyHnMK aHTUreHaMmn ANns 3B’A3yBaHHA BignoBigHWX aHTUTIN 3paska. [icns NnpommMBaHHA NyHOK
ONs BMOANeHHs BCbOro He3B'sA3aHOro marepiany 3paska AOAaeTbCa KOH'loraT, MideHun nepokcupgasoto xpoHy (HRP). Len
KOH'loraT 3B'A3Y€TbCS i3 3axOnneHnMy aHTuTinamu. Ha gpyromy etani npoMmBaHHA He3B'A3aHWA KOH'loraT BUAansooTb. IMyHHUN
KOMMMEKC, YTBOPEHWUIN 3B’A3aHMM KOH’tOraToM, Bi3yamnidyeTbCH LUMSAXOM AodaBaHHs cybctpaTy TeTpametunbeHavanHy (TMB),
AKWIN A€ CUHIN NPoaYKT peakuii.

IHTEHCMBHICTb LIbOro MPOAYKTYy NponopuiiHa KinNnbKoCTi cneumdivHnx aHTuTin y 3pasky. LWo6 3ynuHuTh peakuito, gopatoTb
cipyaHy kucnoty. Lle cTBOpoe XOBTUI Komip KiHLEBOi ToYku. ONTuuyHy ryctuHy npu 450/620 HM 34MTylOTb 32 JOMOMOIO
npucTpoto Ang 34ntyBaHHA [PA MikponnaHLeTis.

3. MATEPIAJIN

3.1. PeareHTu B Habopi

MikponnaHweT:12 cTpinis i3 8 nyHKamu, WO po3pMBaloTbCH, NOKPUTUX aHTUreHamu Bipycy rpuny B; B antomiHiesin
onb3i, WO 3aKPUBAETLCA.

DIl 1 donakoH, wo mictute 100 mn pocdhaTHoro 6ydepa (10 MM) ana posseaeHHs 3paska; pH 7,2 + 0,2;

m: OBaHi B )XOBTWI KOMip; roTOBUI BUKOPUCTOBYBATH; Binun koBna4vok; < 0,0015% (06./06.) CMIT/MIT (3:1). _
O CTONM: 1 pnakoH, o mictuTb 15 mn cipyaHoi kncnotu, 0,2 Monb/mn; roTOBUA A0 BUKOPUCTAHHS; YEPBOHUN

KOBMa4oK.

WASH | BUF| 20x: 1 dpnakoH, Lo mictntb 50 Mn 20-kpaTHO KOHLEHTpoBaHoro gocdarHoro bydepa (0,2 M), pH 7,2
0,2, 4na npomMmuBaHHA NyHoOK; 6inun kosnayok; 0,2% (Mac./06.) 5-6pom-5-HiTpo-1,3-aiokcaHy.

KoH'toraT:1 cpnakoH, o micTuTb 20 MIT MiYeHOro nepokcuaasoo aHTuTina Ao IgA noanHn y poctatHomy 6ydepi (10
Ml\{?' OJ'Ib%POBVIVI hioNeToBNn; rOTOBMIN 40 BUKOPUCTAHHS; YOPHUIN KOBMNAYOK. .

SUB TMB: 1 chnakoH micTutb 15 Mn 3,3',5,5'-TeTpameTunbeHananHy (TMB), < 0,1 %; roToBuin 40 BUKOPUCTaHHS,
YKOBTUI KOBMAYOK,

Mo3nTUBHMI KOHTPONbL: 1 ONAaKoH, L0 MICTUTL 2 MI1 KOHTPOIIO; NoapGoBaHi B XKOBTUIM KONIp; rOTOBUM 10
BMKOPUCTaHHS; YepBoHMI koBnayok; < 0,02% (06./06.) MIT.

KoHTponb noporoeui:1 dnakoH, Lo MiCTUTb 3 M1 KOH_‘|I:pOJ'IPO; nocapboBaHi B XXOBTUI KOMip; roTOBMIA A0
BMKOPUCTaHHS; 3eneHni kosnayok; < 0,02% (06./06.) MIT.

HeraTtmeHMin KOHTPONL:1 PNaKoH, O MICTUTL 2 MIT KOH:II'_pOJ'IPO; nocgap6oBaHi B XOBTWI KONIp; rOTOBUA A0
BMKOPUCTaHHS; cuHin koBna4ok; < 0,0015% (06./06.) CMIT/MIT

(3:2).
3asBu npo Hebe3neky Ta 3acTepexeHHst amell.1.

3.2. Matepianu noctaBneHi
1 donbra ans nokpuTTS
1 IHCTpyKUif i3 3aCTOCYBaHHS

3.3. Heo6xigHi maTepianu Ta o6nagHaHHA
Pinep wmikponnaHweris IPA, o6nagHaHWin AN BUMIpIOBaHHSA nornuHaHHa npy 450/620 Hv
InkybaTop 37 °C
Py4yHe abo aBTomMaTM4He obnagHaHHSA Ans NPOMUBAHHSA MIKPOMaHLIETIB
MineTkn ans poctasku o6’emiB Big 10 oo 1000 mMkn
BuxpoBun 3miwyBay npobipok
OuctnnboBaHa Boaa
OpaHopasoBi npobipku

4. CTIUKICTb TA 35EPITAHHSA

36epiratn Habip npu 2...8 °C. Po3kpuTi peareHTun cTabinbHi 40 TepMiHy NPUAATHOCTI, 3a3HAa4YEHOro Ha eTUKeTL, 338 YMOBU
36epiraHHs npu 2...8 °C.

5. NIPUTOTYBAHHA PEATEHTIB

[yxe BaxnuBo AOBECTU BCi peareHTU Ta 3pasku o KiMHaTHoi Temnepatypu (20...25 °C) i nepemiwatn ix nepea
noYaTkom TeCTyBaHHS!
5.1. MikponnaHwer

Crpinu, Wwo po3pmBaloTbLCH, NOKPUTI aHTUreHamu Bipycy rpuny B. Ogpasy nicns BMaaneHHs cTpiniB pewTy CTpiniB cnig 3HOBY
3anevaTaTty B anoMiHiEBY honbry pasoM i3 ocyLlyBayemM, WO noctavaeTbes, i 36epiratv npu 2...8 °C.

5.2. |WASH|BUF|20x |
P036a0x1 + 19; Haan|BUF|20x+ 190 mn avcTunbosaHoi Boan. Fossenennin Gydep

(WASH | BUF| 1x) cTabinbHuiA npoTsirom 5 AHIB Npu kiMHaTHiN Temnepatypi (20...25 °C). Y pasi nosiBu kKpucTanis y KOHLEHTPATI
nigirpivite po3ynH go 37 °C, Hanpuknag, Ha BoasaHin 6aHi. [lobpe nepewmiwanite nepen po3BedeHHsAM.
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53. [SUB|TMB |

PeareHT rotoBuMn [0 BUMKOPUCTaHHSA i MOBMHEH 36epiratucs npu 2...8 °C, my Bif CBiTNa.SUB|TMB mae GyTu
6e3bapeHUM abo Mafu nerkui quHiit BinTiHOK. SKLWo SUB | TMB CTae CUHIM, MOXIMED; PYAHEHWI | NOro Crif BUKUHYTU.

6. 3bIP TA NIArOTOBKA 3PA3KIB

[ns uporo aHamnisy BUKOPUCTOBYWMTE 3pa3ku cMpoBaTku abo nnasmu KpoBi MoguHW (LuTpaT, renapuvH). AKwo aHania
npoBoaunTbCA NpoTtarom 5 Aib nicnsa Biadopy 3paskis, 3pa3ku NOBUHHI 36epiratnucs npm 2...8 °C; B iHWOMY BMNaAKy ix cnig,
po3a4inuTu Ha anikBoTw i 36epiraTn B rmmbokin 3amopo3ui (-70...-20 °C). Axwo 3pasku 36epiraloTbCst B 3aMOPOXXEHOMY BUMMAL],
nobpe nepemiliante po3MOPOXKEHI 3pasku nepen TECTYBaHHAM. YHUKaNTE NOBTOPHOIO 3aMOPOXXYBaHHS Ta PO3MOPOXKYBaHHS.
TennoBa iHaKTUBaLis 3pa3kiB He PEKOMeHOYETbCS.

6.1. Po3BeneHHs 3pa3ka

Mepen aHanisom yci 3pasku cnig posdasutn 1+100DIL. Pinin 10 mkn 3paska 1a 1 mn DILyipKM Ons OTPUMaHHSA
po3unHy 1+100 i peTenbHO NepemilanTe 3a AONOMOrOK BUXPOBOro Mikcepy

7. MPOUEOYPA AHATI3Y

Mepen nposBefeHHAM aHani3y yBaXkHO NpoynTanTe iHCTPYKLiIO i3 3acTocyBaHHA. HagiHicTb pesynbTaTy 3anexuTb Bif CyBOPOro
OOTPVMMaHHS iHCTPYKLT i3 3aCTOCYBaHHs, AK onucaHo. HaBeaeHa Hwxye npouenypa nepesipku nepesipeHa nviwe AN pyyHoi
npouegypu. [pn BMKOHaHHI TeCTy Ha aBToMatnyHMX cuctemax I®PA Myu pekomeHZYeMO 36inbLUMTI KPOKM NMPOMMBAHHS 3 TPbOX
Fl WASH | BUF| 1xBig 300 mMkn Ao 350 MK, o6 YHUKHYTU edekTy NpoMuBaHHs. 3BepHiTb yBary Ha po3ainll.
Mepen noyaTkom aHanidy crnig peTenbHO po3pobuTn NnaH po3noainy Ta ineHTudiKauii 4na BCix 3paskiB i cTaHAapTIB/KOHTPONIB
(pekomeHpgoBaHo AybnikaTtn). Bubepite NOTPIOHY KiNbKiCTb MIKPOTUTPaLiNHKX CTpiniB abo NyHOK i BCTaBTe iX Yy Tpumav.
BukoHawnTe BcCi eTanv aHanidy y BkazaHoOMy Nopsiaky Ta 6e3 3aTpMMok.
[na 0o3yBaHHSA KOXHOrO CTaHAapTY/KOHTPOSMIO Ta 3paska Crif BUKOPUCTOBYBATH YNCTUIN OGHOPA30BUIN HAKOHEYHUK.
HanawTyvite iHkyb6aTop Ha 37 + 1 °C.

1. Posnoainite 100 mkn cTaHAapTiB/KOHTPONIB | po3BeAeHMX 3paskiB y BiANOBIAHI NyHkW. 3anuvwTe nyHky A1 anga 6naHka

cybeTpary.
2. Hakpunte nyHkun honbroto, Wo BXoAnTb A0 Habopy.
3. IHkybywuTe npoTtsrom 1 roauHu = 5 xBunuH npu 37 £ 1 °C.

4. Konu iHkybauisa 3aBeplueHa, 3HIMiTb Onbry, acnipyWte BMIiCT JNyHOK i MPOMWATE KOXHY INyHKy Tpuyi 300
MKNWASH | BUF | 1x._YHuKaiTe nepenusiB 3 peakuilHWX NyHOK. |HTepBan Mix NpOMMBaHHSM i acnipalielo noBUHEH
CTaHOBUTK > 5KiHui obepexHo BMAANiTb 3anuvLLKM PigvHKW, NOCTYKy4M cTpinamy no abcopbeHTHoMY
nanepy nepeg HacTyrmHUM Kpokom!

MpumiTka: MwnTTa - Le BaxnmBo! HegocTaTHeE NPOMUBaHHS NPU3BOAUTL 40 HU3bKOT TOYHOCTI Ta MOMUITKOBUX
pesynbTaris.

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

IHky6ynTe 30 xB npu KimHaTHIN TemnepaTypi (20...25 °C). He niggasaTv BINMBY NPSIMUX COHAMHMX NMPOMEHIB.

MoBTOPITL KPOK 4.

Oosysatu 100 mxpi SUB| TMH B yci nyHKu.

IHKyOynTe piBHO 15 XB npu KiMHaTHi TeMnepaTypi (20...25 °C) y TempsBi. CvHil konip BUHWKae BHacnigok

dhepMeHTaTUBHOI peakLji.

10. [losysati 100 Mk SOLN[CTOT] B yci nyHKki B TOMy % NOpsAKY Ta 3 TiE X LWBMAKICTIO, WO 1 Ans SUB| TMB, Takum
YMHOM BiAOYyBaETLCHA 3MiHa KOMbOPY 3 CUHBOTO Ha XOBTUN.

11. BumipsiiTe nornuHaHHs npu 450/620 HM npoTsirom 30 XBUNKH nicns AofaBaHHs SOLN| CTOrM.

© ® N o’

7.1. BwumiproBaHHA
HanawTyvite npucTpivi onga 34utyBaHHA MikponnaHweTiB IDA Ha Hynb 3a gonomMoroto 6naHka cybeTpary.

FAKLLO 3 TEXHIYHUX MPUYUH NPUCTPIN ANs 3untyBaHHs |PA MikponnaHLeTiB HEMOXITMBO HanalwTyBaTh Ha HyIb 3a 4ONOMOTO0
6naHka cybcTpary, BigHIMITb MOro 3HaYEHHSI NOMMMHAHHS 3 YCiX iHLUNX BUMIPAHUX 3HAaY€eHb MOrMMHAHHS, LWo6 oTpuMaTi HaginHi
pesynbTtaTn!

BumipsanTe nornvMHaHHA BCiX NMyHOK Npu 450 HM i 3anuLLiTh 3HAYEHHS NOTMUHAHHA ANS KOXKHOTo CTaHA4apTy/KOHTPOMo Ta
3paska. PekomeHayeTbesa GixpomaTUyHE BUMIPIOBAHHSA 3 BUKOPUCTAHHSAM €TanOHHOI AOBXUHM XBUIi 620 HM.

AKwo MoxnuBo, po3paxyinTe cepegHE 3HAYEHHA NOTNMHAHHA ANA BCix Ayo6nikaTis.
8. PE3YJIbTATU

8.1. BukoHanTe KpuTepii nepeBipku

Ons Toro, wo6 aHani3 BBaXaBcs AINCHUM, CMi4 CyBOPO AOTPUMYBATUCS LIMX IHCTPYKLUIN OO0 BUKOPUCTaHHSA Ta Bignosigatu
TaKUM KpUTEPIsiM:
) BnaHk cyb6cTpaTty: 3HayeHHs nornvHaHHsa < 0,100

HeratuBHui KOHTponb: 3HadyeHHs nornmHaHHsA < 0,200 i < NoporoBoro 3Ha4YeHHs

KoHTponb noporoBun:3Ha4veHHs nornnHaxdHsa 0,150 — 1,300

Mo3nTUBHUI KOHTPONbL: 3HaYEHHS NOrMMHAHHA > NOporoese
AKLWO Ui KpUTepii He BiAMOBIAAOTb, TECT HEQINCHUI | MOro HEOOXiAHO NOBTOPUTY.

3
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8.2. MigpaxyHoOK pe3ynbTaTiB
MoporoBe 3HaYeHHS — Lie CepefHe 3Ha4YeHHS MOrNMHAHHSA BU3HAYeHb 3Ha4Y€HHSI MOPOroBOro KOHTPOMO

npuknag: 3HayeHHs nornmHaHHs Moporosuin kKOHTpornb 0,44 + 3HayeHHs nornuHaHHs Moporosuii koHTpornb 0,42 = 0,86 /
2=0/43
Moporoee = 0,43
8.2.1. Pesynbtaty B oanHuuax [HTOMO]
3HayeHHs NornMHaHHA 3paska
(cepeaHe) x 10 = [OgmHuui NovaTec = HTO[]
Moporose
npuknag: 1,591 x 10 = 37 HTO[ (oamnHuui)
0,43

IHTepnpeTauin
8.3. pesynbrartiB

10
[loporose HTOAO -
5 >11 MpUCYTHI aHTUTINa NPOTU 36YyaHNKA.
Mo3nTMBHUNI HTOO .
BinbyBCst KOHTaKT 3 aHTUreHoM (36ygHMKOM abo BaKLMHO).
9-11HTON AHTUTINA NpoTK 30yaHMKa YiTKO BUSIBUTU HE BOANOCS.
CyMHiBHUI PekomeHAyETLCA NOBTOPUTU TECT 3i CBIXKUM 3paskoM Yepes 2-4 TWKHI.
. 3pasoKk He MICTUTb aHTUTIN NpoTK 30yaHMKa.
HeraTtneHuin <9 HTO[L P . P yA o . .
MonepeaHii KOHTaKT 3 aHTUreHoM (36yaHNKOM abo BaKLMHOK) ManoMOBIpHUNA.
[iarHo3 iHeKLiNHOro 3axBOpPOBaHHsSI HE MOXXHa BCTAHOBIIOBATU Ha OCHOBI OHOrO pe3ynbTaTty AocnimpkeHHs. HeobxigHo
MOCTaBUTU TOYHWUIA AiarHos,
B3ATM [0 yBaru KniHiyHy iCTOpito, CUMNTOMAaTWKKY, @ TakoX CepOnorivHi AaHi.
Y naujeHTiB 3 ocnabneHuM iMyHITETOM | HOBOHaPOKEHMX CEPOIIONivHi AaHi MaloTb Nnnile obMexeHe 3HauYeHHs.

8.3.1. IzoTtunu aHTUTIN i cTaH iHdekuii

Ceponoris 3HaunmicTb

XapakTepucTvka NepBUHHOI peakuii aHTUTIN
IgM Bucokui Tutp IgM 3 HU3bknM TUTpom IgG: — CBigYMTL NPO NOTOYHY abo HeloAaBHIO iHbekLio
Pigko: — cTivikuin IgM

XapakTepucTvka BTOPUHHOI peakuii aHTuTin
19G Moxxe 36epiraTvcst NPOTArom AeKiflbKox pokiB
Bucokun Tutp 1gG 3 HU3bkuM TUTPOM IgM: — MOXe BkasdyBaTuh Ha iH(heKUito B MUHYNoMy

Bupobnsetbca Ha cnm3oBmx 060MTOHKaxX No BCbOMY Tiny (=3axucHuii 6ap'ep)
3as3Buyalt BUHUKaE Ha paHHix cTagisx iHdekuii

9. CNEUN®DIYHI XAPAKTEPUCTUKA

PesyanaTM Bi,CI,HOCFITbCFI 0o rpyn ,ElOCJ'Ii/J,)KyBaHVIX 3pa3KiB; ue He FapaHTOBaHi XapaKTepUucTukn.
9.1. TouHicTb

IgA

B aHanisi n CepegHe (E) CV (%)
#1 24 0,365 8.82
#2 24 0,669 5.81
#3 24 0,781 6.17
Mix CepeaHe

aHanizamm n (HTOL) CV (%)
#1 12 22.62 12.17
#2 12 16.25 10.29
#3 12 2.68 4.86

9.2. [iarHocTn4Ha cneumndivHicTb

[iarHocTnyHa cneundivHiCTb BU3HAYaeTbCA K MMOBIPHICTb HEraTUBHOMO Pe3ynbTaTy aHanidy 3a BiACYTHOCTi KOHKPETHOro
aHanity. Lle 98,48 % (95 % posipuun inTepsan: 91,84 % - 99,96 %).

9.3. [iarHocTM4Ha YyTnNuBIiCTb

[iarHocTnyHa YyTNMBICTE BU3HAYAETLCA SIK MMOBIPHICTL MO3UTUBHOIO pe3yrnbTaTy aHanidy B NPpUCYTHOCTI KOHKPETHOro aHaniTy.
Lle 100 % (95 % posipuni iHTepsan: 89,42 % - 100 %).

9.4. Bnnus

Bnnue 3 remoniTMyHMMuM, nineMivHUMmM abo XXOBTSIHUYHUMU 3pa3kaMy He CMOoCTepirarTbes A0 KoHUeHTpadii 10 mr/mn
remorno6iHy, 5 mr/mn Tpurniuepugis i 0,5 mr/mn GinipyGiHy.

9.5. MepexpecHa peakTUBHICTb

JocnigxeHHsa naHeni 3paskiB i3 aKTUBHICTIO @HTUTIN A0 NOTEHLUIMHO NepexpecHNX napameTpiB He BUSIBMIIO JOKa3iB
XMBHOMO3NTMBHNX pe3ynbTaTiB Yepes NnepexpecHi peakuii. 4
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10. OBMEXXEHHA NMPOLIEAYPU

BakTepianbHe 3aGpyaHeHHs1 a0 NOBTOPIOBaHI LMK 3aMOPOXKYBaHHS-pO3MOPOXKYBAHHSI 3paska MOXYTb BMIIMHYTU Ha
3HAYEHHS NOrMUHAHHS.

11. SACTEPEXEHHA TA NONEPEOXEHHA

HeobxigHo cyBopo JOTpUMyBaTUCA MPOLEAYpU TECTYBaHHS, iHDopMaLlii, 3anobiKHMX 3axOAiB i nonepemkeHb, HaBeaeHNX
B IHCTPYKLUisiX i3 3acTocyBaHHs. BukopucTtaHHs HabopiB TecTiB 3 aHanizatopamu Ta nofibHMMm obnagHaHHAM Mae OyTn
nepesipeHo. byab-Aki 3MiHW B Au3aiiHI, cknagi Ta npoueaypi TeCTyBaHHSA, a Takox 6yab-gke BUKOPUCTaHHSA B NOEOHaHHI 3
HLUMMW NPOAYKTaMK, He CXBaneHWMU BUPOBHMKOM, 3aBOpPOHEHI; KOPUCTYBay cam Hece BiAMOBiAamnbHICTb 3a Taki 3MiHW.
BupoGHMK He Hece BiONOBIAANbLHOCTI 3a MOMMUIKOBI pe3ynbTaTv Ta BuWNagku 3 LUX MNpuydnH. BrpobHuK He Hece
BiAnosiganbHoCTI 3a 6yAb-AKi pe3ynbTaTh BidyanbHOro aHanidy 3paskis nawieHTiB.

Tinbkn Anga giarHOCTUKKM In vitro.

Yci maTepianu noacbKoro YM TBApUHHOTO NMOXOMXKEHHS Chif po3rnsaaTn Ta 06pobnsaTi Sk NOTEHUINHO iHAEKLinHI.

YCi KOMNOHEHTU NIOACLKOIO NOXOAKEHHS, AKi BUKOPUCTOBYIOTLCA ANS BUPOOHULUTBA LUUX peareHTiB, 6ynu nepesipeHi Ha
aHTuTina go BIJ, aHtutina o BIC ta HBsAg i 6ynv BU3HaHi HepeakTUBHUMM.

He 3amiHtoniTe peareHTV abo MikponnaHweTn pisHMX napTin BUpobHMuTBa.

Pasom 3 peareHTamu Liboro TecT-Habopy He MOXHa BUKOPUCTOBYBATU peareHTH iHLWMX BUPOOHUKIB.

He BMKOPUCTOBYINTE peareHT Nicrs 3aKiHYeHHA TepMiHy NPUAATHOCTI, 3a3HA4YEHOro Ha eTUKeTL.

BukopuncToByinTe nuLLe YNCTi HAKOHEYHUKM NiNeTOK, 403aTopu Ta nabopaTopHUIn NOCYA.

He MiHsIATe rBMHTOBI KPULLKN (DrIaKkoHIB 3 peareHTamu, Wob YHUKHYTU NepexpecHoro 3adpyaHEHHS.

LinbHo 3akpuiiTe onakoHW 3 peareHTamm ogpasy nicnsg BUKOPUCTAHHS, WOO YHUKHYTU BUNApOBYBaHHS Ta MIKPOGHOro
3abpyaHEHHS.

Micna nepuworo BigKpUTTS Ta noganbLuoro 36epiraHHs nepesipTe ofiakoHW 3 KOH'IOraToM i CTaHAapTOM/KOHTPOSIEM Ha
HasiBHICTb MIKPOOHOro 3abpyaHeHHs nepea noaanslUMM BUKOPUCTAHHSM.

o6 yHWKHYTU nepexpecHoro 3abpyaHeHHs Ta XMBHO NiaBULLEeHNX pe3ynbTarTiB, NineTyhTe 3pasku NauieHTiB i 4o3ynTe
FeareHTM, He PO30PU3KYIOUN TX aKypaTHO B NYHKM. . ) } )
DA npmsH(ac:Leg;/m nvwe ans ksanicikoBaHOro nepcoHany, skun 4oTPUMYETLCA CTaHAapPTIB HanexHoi nabopaTopHOi
NPaKTUKK .

,D,n;|6no,qanbmoro BHYTPILLUHBOrO KOHTPOIIO AKOCTi KOXXHa nabopaTtopis NoBUHHA AOAATKOBO BUKOPWCTOBYBATU BigOMI
npo6wu.

11.1. NMpaBuna 6e3neku AnNs peareHTiB, WO MICTATb Hebe3neyYHi pe4oBUHMU

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

YBATA H317 Moxke BUKNMKaTK LKIpHY anepriyHy peakLito.
P261 YHuKaviTe BOUXaHHS CNpeto.
P280 OpsAranTe 3axvCHI pyKaBUYKN/3aXUCHWUIA 0.

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

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

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 3aCTOCOBYIOTECS HACTYMHI MONOXEHHs MPO Hebe3neKy Ta 3anobixkHi 3axoau.

YBATA H315 Buknukae nogpasHeHHs LWKipw.
H319 Buknukae ceprio3He nogpasHeHHs oyen
P280 Opsrante 3axmcHi pyKaBUYKU/3aXUCHWI OAST.
Y PASI MOTPAITAHHA HA LWKIPY: npoMuTh BEMWKOIO KiNbKICTIO BOAM 3
P302+P352 MUITOM.

MPUY NOMALAHHI B OYl: O6epexHo npomuiATe BOAOK MPOTArOM KiflbKOX
P305+P351+P338 xBunuH. Buganut KoHTakT

NiH3K, KO BOHM € Ta X Nnerko 3pobutun. MpoaoBxynTe NONoCKaHHS.
P337+P313 AKWOo nogpasHEHHA 04Yen He NPOXOANTL: 3BEPHITLCA 0 Nikaps.

HopnaTtkoBy iHbopMmauio MOXHa 3HaWTK B macnopTi 6e3neku.

11.2. 3ayBaxeHHs woao yTunisauii

3anuwkn XiMiYHMX PevYoBMH i NpenapaTiB 3a3BMYan BBaXarTbCs Hebe3neyHnmm Bigxogamu. YTunisauis Takoro poay Bigxoais
perynioeTbCsl HalioHanbHMMK Ta perioHanbHUMKM 3aKOHaMK Ta npasunamu. 3B'sbkiTbCA 3 MiCLEBMMM OpraHamu Bnagu abo
KOMMaHisiMu1 3 yTunisadii Bigxoais, siki HaaaayTe NOpaau WOAO yTunisauii HebesnevHux Bigxonis.

IHbopmauito Npo nakyBanbHi Matepianu aus. y po3gini NMAKYBAJIbHI MATEPIATIN.
12. IHOOPMALUIA ONnA 3SAMOBJIEHHA

REF INFAO300 IgA Bipycy rpuny B (96 BU3Ha4YeHb)
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CKOPOYEHHSA

CMIT

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

MIT

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

NMAKYBAJIbHI MATEPIAJIN

PAP 21 PAP 21 PAP 22
| SOLN|cTOon| [WASH|BUF|20x| [suB|[TmMB| [DIL|

MTP
CONJ CONTROL | + KOHTPONb|| |BIOPIZATH

HDPE 2

PET /ALU/LDPE 90
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PE3IOME MNMPOLEAYPU OOCHIAXKEHHA

CXEMA OOoCNIOXEHHA

IgA Bipycy rpvny B

MiarotoBKa go Tecty

MigrotyinTte peareHTN Ta 3pasku, sIK ONm1caHo.

BcTaHoBITE NnaH po3noainy Ta igeHTudikauii 4ns BCix 3paskiB i cTaHAapTiB/KOHTPONIB.
Bubepitb NOTPIOHY KiNbKICTb MIKpOTUTPALiMHUX CTPiNiB abo NyHOK i BCTaBTe iX y TpMMau.
Mpoueaypa aHanisy

bnaHk
cybcTpaTty Heratmeuui | Moporosuin | Mo3ntusHMM 3pasok
(po3baBneHwuii
(A1) KOHTPOIJIb [KOHTPOJIb| KOHTPOJIb 1+100)
HeratnBHuin
KOHTpPOIb - 100 mkn - - -
KoHTponb
NnoporoBui - - 100 MKkn - -
Mo3nTtnsHMin
KOHTPONb - - 100 mkn -
3pasok ) ) ) 100 MK
(po3baBneHun
1+100)
Hakpuite nyHKkn honbroto, Wwo BXoAnTb
00 Habopy
IHKyOynTe npotarom 1 roaMHu npu
37+£1°C
MpomuiiTe KoXHy nyHKy Tpudi 300 mkn |WASH|BUF|[1x |
KoH'torat - 100 mkn 100 mkn 100 mkn 100 mkn
IHkybyunTe 30 XB npu KiMHaTHIn TemnepaTtypi (20...25 °C)
He niggaBaTti BNAMBY NPSIMUX COHAYHUX
NPOMEHIB
MpomuiiTe KOXHy nyHKy Tpudi 300 Mkn ~ |WASH|BUF|1x |
|SuB|TMB | 100 mkn 100 mkn 100 Mkn 100 mkn | 100 mkn
IHKyOyWnTe piBHO 15 XB Npu KiMHaTHIN TemnepaTypi (20...25 °C) y TempsnBi
|SOLN| cTon | 100 mkn 100 mkn 100 mkn 100 mkn 100 mkn
doTtomeTpuyHe BUMIptoBaHHSA rpu 450
HM
(pedbepeHTHa gosxuHa xsuni: 620 HM)
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